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COMMISSION OF INQUIRY

Headed by the Hon’ble Mr. Jostice B. Lentin

{Re. Deaths of patients in J. J. Hospital in January-February 1986 due to alleged drug reaction)

FOREWORD

These pages describe and illustrate the ugly facets of the human mind and human nature, projecting errors
of judgment, misuse of ministerial power and autherity, apathy towards human life, corruption, nexus and guid
pro guo between unscrupulous licenceholders, analytical laboratories, clements in the Industries department
conirolling the awarding of rate contracts, manufacturers traders, . merchants suppliers, the FDA and persons

holding ministerial rank.

None of this will be palatable in the affected quarters. But that canpot be helped.

21st February 1986

24th March 1986

24th April 1986
30th April 1986
6th May 1986

12th May 1986

12¢h May 1986
13th May 1986
5th June 1986

11th June 1986
23rd June 1986

30th June 1986

3rd July 1986

17th July 1986
24th July 1987

27th July 1987

24th August 1987/
9th November 1987

STATISTICAL DATA

I

The present Commission of Inquiry was appointed vide Government Noti-
fication No. JJH-2088/712/MED-4.

Receipt of the President of India’s letter of assent dated 18th March 1986
to my functioning as Commission of Inquiry.

Secretary to the Commission was appointed.
Counsel for the Commission were appointed.
Commission was provided with office premises to house its office,

Publication of Commission’s Notification dated 12th May 1986 calling for
information from members of pubhc in English and reglonal language
NEeWSPApers.

Regulations of Procedure were framed.

Commission’s letter to Government calling for Statement of Case.
Regulations of Procedure were published in Government Gazette.
Preliminary sitting when further directions were given.

Production of files and documents by PSI Nikam and recording of evidence
commenced.

As the then Counsel for Government was unable to open the case of the
Government, at my request, Counsel for the Commission Mr. N, A. Shah
did so, on the basis of the record produced.

Written intimation was given to the next of kin of the deccased persons
inviting them to participate in the Inquiry,

Inspection of J. J. Hospital by Commission and Counsel,

Recording of evidence concluded; and Inspection of FDA and its Laboratory
by Commission and Counsel.

Commencement of submissions by Government Advocates and other parties.
Submissions of Mr, N, A. Shah.

1}
Documents and files produced and perused .. .. . . ‘e 2424
Witnesses calted by Government . . 80
Witnesses called by Commission by issuing Wltness Summons .- 17
Personii to whom Notice under Section 8-B of the Comunissions of Inquiry Act, 1952 was 20
issue
Witnesses called by parties before the Commission .. .. . .. 23
Pages of evidence recorded . .. - .- .. . 3732
Documents and files seized . .. . .. . .- 387

Documents, files and articles exhibited ceen .. .. .. .. 678
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APPEARANCES

(1) Initially Mr, R. S. More with Mr. M. K. Patwardhan and Mr. R. 8. More with Mr. C. 8. Kotwal, there-
after Mr. R. S. More with Mr. V. T. Tulpule and thereafter Mr. V. T. Tulpule with Mr. V. C. Gupte, for
Government.

(2) Mr. P, P, Hudlikar with Mr. T. H. Sardar for M/s. Chem Med Analytical Lab. and M/s. Semit Products.
(3) Mr. R. C. Shah with Miss S. R. Shah for Jethalal C. Soni, Proprietor of M{s. Ganesh Chemicals.
{4) Miss Pratima Patel for Mahendra R. Doshi, partner of H. M. Chemicals.

(5) Mr. M. V. Rajadhyaksha with Mr. D. D. Madon ifb M/s, Mulla & Muila Craigie Blunt and Caroe for
M/s. Kailash & Co., and M/s. Haresh Chemicals.

{6) Mr. C. S. Gosalia for M/s. Alpana Pharma Pack.

(7) Mr. U. 8. Mirajkar with D, U, Mirajkar for M/s. Apex Laboratories.

(8) Mr. P. K. Thakkar for Relatives of Deceased.

(9 Mr. P. K. Jadhav and Mr. Sunil Kale with Mr. N. V. Pradhan for A. K. Chavan.
(10) Mr. K. K. Binghvi and thereafter Mr. K. S. Ghag for Bhai Sawant,

(11) Mr.F K2 H.: Joshi for Dr. R. D. Kulkarni.

{12) Mr. V. L. Pradhan for S. M. Dolas,

(13) Mr. P. S. Mabajan and Mr. S. D. Vyas for S. D. Bhitud.

(14) Mr. D. R. Dhanuka with K. R. Dhanuka for Shivajirac Patil Nilangekar.
{15) Mr. V. M., Parshuramijfor Di. B. W. Hiray.

{16) Mr. B. G. Pradhan for V. C, Sane,

(17} Mr. S. D, Mokashi for G. N. Patil.

(18) Mr. M. D. Rijhweni for Trustees of Rural Upliftment Organisation,
(19) Mr. M. P. Savla i/b M/s. M. P. Savla & Co. for—

M (IEL M. L. Patwari, (2) Mrs. K. M. Patwari, (3) B. R. Chajer, (4) J. L. Patwari, and (5) Sushilkumar
orarka.

(20) Mr. N. A. Shah with Mr. J. P. Devadhar for the Commission.

Iv

Oral submissious were made by (1) Government Advocate Mr. Tulpule, (2) Mr. Hudlikar for Ch
Semit, (3} Mr. R. C. Shah for M/s. Ganesh Chemicals, {4) Miss Pratima Patel f(oz M/s. H. M. Chemicalzthg]ignﬁg
Doshl‘and Girish Doshi, (5) Mr. M. V. Rajadhyaksha for M/s. Kailash & Co. and Haresh Chemiceils {6} Mr
Gosalia for M/s. Alpana Pharma Pack, (7) Mr. D. U. Mirajkar for M/s. Apex Analytical Laboratories (8) Mr. P.
K. Thakkar for the next of kin of the deceased, (9) Mr. V. L. Pradhan for S. M. Dolas, (10) Mr. K. $. Ghag for

Health Minister Mr. Bhai Sawant and (11) Mr. A. P, Namjoshi, President
Organisation of India, and (12) Mr. N. A, Shah, Counsel assisjting the Co:nn?issi?}ft‘l.smau Drugs Mamfacturers

Here | may state that as appearing hereafter, Dr. Hiray’s A i ise hi
client’s right to make submissions though invited to do sﬁ. dvocate Mr. Parshurami chose ot to exercise ki

On behalf of Dr. R. D. Kulkarni’s Advocate Mr. K. H. Joshi
Mr. K. H. Joshi had requested him to inform me that Mr. K. H{fslh;;l?id:i.i o

behalf of Dr. R. D, Kulkarni. Mr. Gupte made i imi
from Mr. Bhirud through Asstt. CommrF.J Ravear ?0 :‘u&l:;:; zt;lrtlzg;%rg ttéla;l ge had received a similar request

Likewise, V. C. Sane’s learned Advocat
Mr. Rajadhyaksha in Court that he would n o making sy noonan conveyed o me furough Mr. Tulpule and

jadn ot be i iesi .
from his client V. C. Sane to do so. making any submissions before me as he had no instructions

pte assisting Mr, Tulpule stated that
d not desire to make any submissions on

.1
Mr. Tulpule added that as requested b .
informed V. C. Sane and others inq y me before he commenced his arguments on 27th July 1987, he had

_ cluding their respective adv i
they were at liberty 10 make their submissions bcl'orr:eeme ir t]?;yosgﬁ:s(iizgeg R e on,3 occasions that

started making his submissions. Mr. Tulpule i fore the Commission’s learned Counsels

= A4
Chemici (Ex. 669, (3 M . 1 s . XLkt for Mo Kelash & Co_and s st

h S 50 5. Ape i i ! :
Thakkar for the next-of-kin of the deccased (Ex. rtStS?‘),p(i) &iy{}cil ng?im“?;r(lfsx- N?Sg;)lgs) 1(\%; 1:5 K.
- M - 668),



)

(5) Mr. N. V. Pradhan for A. K. Chavan (Ex. 669), (6) Mr, K. S. Ghag for Health Minister Bhai Sawant
(Ex. 670), (7) Mr. A. P. Namjoshi, President of Small Drugs Manufacturers Organisation of India (Ex. 671),
and (8) Mr. F. K. Solapurwala, Proprietor of ROC Pharmaceuticals (Ex. 672).

Written submissions with covering letters received from Dr. B. W. Hiray and Dr. Shaligram on 10th November
1987 and 13th November 1987 respectively are numbered as Ex. 674 (colly) and Ex. 675 (colly) respectively.

NATURE OF INQUIRY

An inquiry under the Commissions of Inquiry Act, 1952 may be conducted in public or in camera. Under
Section 8 of the Act, the discretion lay with me. I exercised it against the latter. My reason was simple. An
inquiry of this nature, involving no State or Defence secrets, was better allowed to unfold itself not within the
cloistered doors of secrecy but within full public gaze with access to one and all either by their presence or following
its course through the press. Secrecy breeds suspicion, and suspicion breeds contempt. A public inquiry would
therefore ensure public confidence in the work of the Commission to arrive at the truth without fear or favour,
regardless of power, position, influence and importance of several witnesses. I therefore decided this would be

a public inquiry.
YARDSTICK APPLIED

The yardstick applied by this Commission was to ascertain the facts and to arrive at the truth. There was
1o lis before the Commission as in a civil proceeding nor was there any accused person as in a criminal proceeding.
Witnesses were examined as called by Government and others were summoned so as to assist the Commission
as witnesses and not as accused persons. To certain witnesses, notice were issued under Section 8-B of the Act
so as to give them the opportunity of explaining circumstances appearing against them. The evidence oral
and documentary was evaluated by me on probabilities which would lead to an irresistible inference one way
or the other.

PROCEDURE FOLLOWED

The Indian Evidence Act and the Code of Civil Procedure were followed. However witnesses were given
the liberty to be represented by advocates of their choice and to cross-exemine. No document was taken on
record as an exhibit except by consent of parties or when produced from official custody or was proved. Certain
documents were mercly marked ‘X’ for identification until they were proved. If they were not proved, their
contents were distegarded, unless the contents were otherwise admitted. Though, the contents of certain
documents were strictly not proved, they were marked as exhibits but only to the limited extent as to the existence
of such documents and not for the correctnsss of their contents.

The weapon of cross-examination was allowed to all parties including witnesses so that not only could
the truth emerge but the interest of the party cross-examining could also be protected,

At the conclusion of the evidence, Government Counset Mr. Tulpule was invited to first make his submissions,
so that whatever Government had to say for or against any party could be noted and replied to by such party.
Oral submissions were made by Government Counsel Mr. Tulpule. Thereafter the other parties were invited
to make their submissions. Oral and written submissions were made by them as stated earlier. Thereafter,
Mr. N. A. Shah the learned Counsel assisting the Commission was invited to make his submissions.

Thereafier such of the parties who were present were invited to give a permissible rejoinder. I use the word
“ permissible * because under the Civil Procedure Ceode, a rejoinder can never be a re-argument but must be
confined either to a point of law newly raised or to an aspect which was misquoted by Counsel assisting the
Commission. '

Since none of these attributes were present, T did not permit Ch2m Med’s Advocate Mr. Hudlikar to advance
a r=hash of his arguments already advanced. Government Advocate Mr. Tulpule contented himself by inviting
me to make a note of 3 points which I did in his own words, namely—

“ Rahim's noting never shown to Mr. Tulpule, (sic)”.
“ Sane’s appointment was made by the Establishment Board and not by Dr. Hiray.”
“ Appointment of Director E. S. 1. 8. Dr. Hulsure, mads by M. P. 8. C. and not by Shri Bhai Sawaant. *

Dr. Hiray's Advocate Mr, Parshurami though present did not indicate that he wanted to say anything,

However on 10th November 1987, i.e. the day following the conclusion of the submissions, I received a
Tetter dated 10th November 1987 from Dr. Hiray making a grievance that I did not hear arguments which his
Advocate wanted to advance. Dr. Hiray enclosed his written submissions with his said letter (Ex. 674 colly).
This gricvance was repeated by Dr. Hiray at a press conference summoned by him on lith November 1987 in
a city hotel. The Commission’s attention to this press conference was drawn by a Reporter of the Times of
India and the Commission’s reaction was sought and given. The report of the press conference and the Commi-
ssion‘skre;.clion appeared in the Times of India on 12th November 1987. A xerox copy of the relevant cutting
is marked Ex. 676.
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This grievance of Dr. Hiray was totally unwarranted and without foundation. Before Mr, N. A. Shah
commenced his submissions on 24th August 1987, I had invited all the advocates representing the various parties
to make their submissions, including Mr. Parshurami representing Dr. Baliram Hiray. However Mr. Parshurami
declained the invitation on the ground that— )

“ he is instructed by his client Dr. Baliram Hiray to state that he does not desire to make any sub-

missions (a) because what was issued to his client, Dr. Hiray, was a witness summons and (b) as the matter
is subjudice because the prosecution for perjury is pending before the learned Metropolitan Magisirate.

This was recorded by me in open Court in Mt, Parshurami's presence and in his own words at page 3187
of the notes of evidence.

Even after Mr. N. A, Shah concluded his submissions, 1 enquired of all the Counsel present, including
Mr. Parshurami whether any of them wanted to make any submissions by way of a permissible rejoinder.
However Mr. Parshurami though present did not give the slightest indication that he wanted to do so.

On 13th November 19871 received a letter from Dr. Shaligram that Government’s Councel had not advanced
certain arguments on his behalf as set out by him in the anuexure to his letter (Ex. 675 colly). Dr. Shaiigram
like any other witness was also given the liberty of being represented by an advocate of his choice. He himself
could have, if he wanted to, advanced his arguments after Mr. Tulpule finished and before the Commission
Counsel started his.

In making my Report, 1 have gone through and carefully considered all the arguments, written and oral,
advanced by the parties, by Counsel assisting the Commission as also the written submissions sent to mc by
Dr. Hiray on 10th November 1987 and by Dr. Shaligram on 13th November 1987.

COUNSEL’S ROLE IN ASSISTING THE COMMISSION

Presence of Counsel to assist the Commission is of vital importance in order to collect the facts and ferret
out the truth from witnesses interested in thwarting the Commission or otherwise not willing to co-operate or
coming ready with pre-planned lies, as indeed was the case of most of the witnesses examined before this Commi-
ssion. It is for this reason that the Commission was required to have its own independent machinery whereby
the relevant and requisite material could be gathered and/or elicited from the witnesses by cross-examination
so that their veracity could be tested. Moreover the public may be interested in giving information to the Commi-

ssion which may be true or untrue or a little of both. Such information must be investigated and si i
its relevancy and where the truth lies, ¢ dsifted to ascertain

Thus a Commission of Inquiry should have an independent Counsel of its choice fo i

such Counsel is not part of the Commission, he will render assistance to the Comi‘nissiof;: l-tc:Ja siasrl‘f'l?::{g thzgﬁsfhh
Counsel assisting the Commission is therefore in the nature of an amicus curiae. His role is to go through the
myriad of files, documents and papers and to bring on the recrod of the Commission the relevant facts mgarh 1l
them, and bring them to the Commission’s notice for its consideration. There his task ends. - Any view expre: ad
or submission made by the Commission’s Counsel must necessarily be his own and which may or may not p:_-ess_-.é

with the view of the Commission. Ultimately, it is for the Commission to arrive at its own ﬁnc{in CP r st
as the Commission is not bound to accept submissions made by or on behalf of the parties appear; gsi)eor Just
the Commission js not bound to accept submissjons made by Counsel assisting it, ppearing before it,

In all this I th i ; .
n ! this 1 was more than fortunate in the Counsel of my choice Mr. N. A. Shah ably assisted by M. J. p.

STATEMENT OF CASE

The Statement of Case presented by the then Government Ady Mmmencemen
] . ocate at the ¢ he inquiry
was hopelessly defective. It unfolde nothing of any consequence and not evt::n (ihe seequeniet(f;‘fet\rgzg ! A
. As

a result, the task of the namation of events fel upon the C ission’ i
out from the Government and FDA files produ%ed befor: Th?%sgms(i:;‘;ﬂ)n;e[ Mr. N. A. Shah which he called

WITNESSES

For the purpose of my Report, it has become unnecess j .
: . ’ a .
Only the evidence of such witnesses as is necessary has been dgltto “ﬂfﬁl with the evidence (])f each ?.lnd every witness,
whose minor aberrations pale into the utter insignificance in the light of the § £nore the other witnesseg
revealed by the witnesses whose evidence I haye dealt mmen ;

! have also ignored the evidence of “tajnted" wi po
. i . ) _ 1nesses unless such porti f their evi ;
in material particulars cither by their own admissj i ha o1 of their evidence is corrobg
oral evidence. $§100s or unimpeachable documentary evidence or other re]lizgig

Further, care has been taken to draw an irresistible ; ) . :
was possible. Irresistible inference against a witness when no other explanation
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PERJURY NOTICES

During the course of the inquiry, I was constrained to order the Commission’s Secretary Mr. Gadagkar
to issue perjury notices against 4 witnesses, namely ex-Commissioner V. C. Sane, G. N. Patil, Jr. Commr. Dolas
and ex-Health Minister Dr, Baliram Hiray on 13th March 1987, 19th May 1987, 26th May 1987 and I6th June
1987 respectively. Perjury noticcs were thereuopn issued to these 4 witnesses on 19th March 1987, 25th May
1987, 16th June 1987 and 23rd June 1987 respectively. Aficr arguments those notices were made absolute by
me on 3rd April 1987, 16th June 1987, 2nd July 1687 and 7th July 1987, respectively. Prosecutions against them
were filed in the Addl Chief Metropolitan Magistrate, Esplanade Court. These prosecutions are pending.

V. C. Sane’s Review Petition against my order dated 3rd April 1987 was dismissed by me on 21st May 1987.

Dr. Hiray’s Write Petition No. 773 of 1987 for setting aside my order dated 7th July 1987 was dismissed by
the Division Bench of the Bombay High Court on 12th August 1987. Against that order, Dr. Hiray has filed
a petition for special lcave to appeal m the Supreme Court. '

TRAVAILS OF THE COMMISSION
1

Apparently this Inquiry was not exactly welcomed in certain quatters. As a result, the Commission was
plagued with attemps at denigration, harassment, threats and attempted bribery. Unfortunately for the persons
concerned, none of this succeeded.

i

On 4th August 1986, one Bandu Shingre addrsssed a letter to me questicning the propriety of my conducting
this Commission on the ground that two of my cousins Dr. F. E. Udwadia and Dr. T. E. Uadwadia are Honoraries
in the J. J. Hospital. A sepaking order was passed by me on 5th August 1986, repudiating the insinuations
of Bandu Shingre and recroding the staterent made by the then Advocate-General Mr. A. V. Savant conveying
the Chief Minister's support to the Commission.

111

On 11th August 1987, it came to my notice that on 24th July 1987, the Chief Metropolitan Magistrate
Mr. Velkar had sddressed a letter to Mr.” Soman, the then Commissioner of Police, asking him to take special
steps under my directions to cxecute the warrants against Dr. Ealiram Hiray and G. N. Patil. No such directions
whatsosver had been given by me 1o Mr. Velkar cither directly or indirectly, orally or in writing. This was
admitted by Mr. Velkar beflore the learned Acting Chicf Justice Mr. S. K. Desai as recerded by him in his leiter
dated 13th August 1987. Al this forms part of the recrod of the Commission at pages 3182-3191 of the notes
of evidencs and at Ex. 664 and 664-A.

v

On 12:h November 1987 a report appeared in the issue of the Free Press J curnal concerning the Commission’s
Counsel Mr. Navnit Shah, attributing a statement to Mr. Mihal Ahmed, Cpposition leader in {he State Assembly
as under — :

% #* * st *

“« Ahmed said Shah had visited his residence once to meet common Opposition candidate for the

Presidency Krishna Iyer. * That was only time I met Shah ”, Abmed told FPL.

* i * &* *

On 13th November 1987, Commission’s Counsel Mr. N. A. Shah addressed a letter io the Editor of the
Free Press Journal pointing oul that as a result of this report, an ¢ roneous impression was sought to be created
because he, i.e. Mr. N. A. Shah, had never met Mr. Nihal Ahmed at any time, much less had he ever gone to
his residence for any purpose whatsocver. Mr. N. A. Shah further stated that he has not and never had been
in politics, nor does he telong or ever belonged to any potitical party and that he bhas no political leanings and
never had any one way or the other. Mr. N. A, Shah further stated that Mr. Nihal Ahmed was mistaking him
for another person of the same name, viz. another Navnit Shah, a jormer M. L. A. belonging to the P, 8. P. 10
which Mr. Ahmed also belonged.  Commission's Counsel Mr. N. A, Shah further stated that Mr. Nihal Ahmed
was not the only person to make this mistake because during the Samvukta Maharashtra Movement, the other
Mr. Navnit Shah was the only non-Marathi speaking candidaie ciccied to the Legislative Assembly when many -
mistaking Commission’s Councel Mr. N. A. Shah for the other Mr. Navnit Shah had sent their congratulations
to the Commission's Counscl Mr. N. A. Shah instead of 1o the other Mr, Navnit Shah. A copy of Mr. N. A,
Shah’s letter dated 13th November 1987 to the Editor was sent by him to the Commission for information. The
cutting from the Frec Press Jouinal and copy of Mr. N. A, Skah’s letter and its pubklication in the Free Press
Journal are Ex. 677 {colly}.

”

In this Report I have used only simple medical words and have avoided elaborately worded medical jargon
and instead have used its equivalent in simple larguage within the comprehension of the average lay person,
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Registrar, High Court, Bombay for the correspondance carried out by them with Government and to the former,
also for temporarily sparing me the services of her Stenographer; and various police constables for their silent
unobtrusive alertness. .

I acknowledge my deep gratitude to Mr. N. M. Shetty, Mr. B. B. Sabais, Mr. T. M. Vijaykumar, Mr. A. B,
Shaikh and Mrs. Harsha V. Ahuja for their individual and collective contribution in transcribing this Report
which would otharwisc never have been ready within the 3 wecks at my disposal for its preparation.

" My special thanks go to the Commissicn’s staff who have ungrudgingly toiled without a thought for them-
selves and in particular Superintendent Mr. V. J. More, Clerk Mr. J. J. Ruben, Sheristedar Mr. G. 8. Toskar
and Peon Mr. H. N. Indulkar.

1t is difficult to find words appropriate cnough to express my appreciation of the epic work done by Mr. N. A,
Shah ably assisted by Mr. J. P, Devadhar and by the Commission’s Secretary Mr, R. K. Gadagkar, ill-health
and hospitalisation notwithstanding. To them my deep and unfiagging thanks.

Finally, but by no means the least, it would be ungracious of me not to acknowledge the role played by
the press for its part in bringing awareness of the state of things to the dooe-step of those unable to attend the
proceedings.

Neote.—0On 26th November 1987 a booklet in Marathi addressed to the Commission’s Secretaiy Mr. Gadagkar
at the Commission’s office was reccived by him by post purporting to contain certain statements
made by G, N. Patil, Secretary, Bhausahel Hiray Smaianika Samiti Trust regarding Dr. Hiray’s
evidence and perjury proceedings. Comment is unnecessary. That booklet is marked Ex. 678.
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CHAPTER {
Introduction

[. In January 1986, tragedy struck the J. J. Hospital. Four departments were
affected, Neurology, Neurosurgey, Nephrology and Ophthalmology.

2. 1t started with Bapu Thombre. He died on 21st January 1986, He was
followed by 13 others. The last was Dawood Dholakia on 7th February 1986.
‘They were all patients in the 1. J. Hospital. They all died unnatural and untimely
deaths. Their ages ranged from 10 to 76, Two of them were well on their way
to recovery. To the astonishment of the doctors, they too died. The common
drug administered to all 14 was glycerine, otherwise a harmless drug in therapeutical
doses used down the years by the Medical profession the world over including the
J. J. Hospital to combat ocdema or swelling of the brain.

3, But this glycerine was not harmless. It was lethal. It was coniaminated
with diethylene glycol, a deadly poisan. As a result, all these patients developed
anuria leading to renal cortical necrosis. It was irreversible. Dialysis was of no
avail. They did not ask to be born; they did not choose to die. They died. They
-died as they had lived quietly and in poverty.

4, Littlc could they know that by their deaths they would arouse an outcry of
public indignation which would lay bare lack of probity in public life, malaise and
.corruption in places high and low indulged in contempt of the laws of God and man.

5. Ali is over bar the shouting. It is time to pause and forage into the murky
waters of lies, deceit, intrigue, ineptitude and corruption to salvage the truth which
led to this ghastly and tragical episode.

6. To that t?nd, in so far as is relevant to this Inquiry, hereunder the set up of
the J. J. Hospital and the sequence of events.



CHAPTER 11

PRESENT
THE 1. J. HOSPITAL IN SO FAR AS THE
SET UP OF INQUIRY IS CONCERNED

' . hich a total number of 37
1. The total complex admeasures over 43 actes an w
Complex buildings stand including the main Building and C. J. Ophthaimology.

Units 2, There are 11 departments (Units), namely —

{1) Medical Department,
(2) Surgery Department,
(3} Obstetrics Department,
(4) Paediatrics Department,
(5) Ophthalmology,
{6) Nephrelogy Department with A K.D.,
(7} Cardiology Department,
(8) Cardio Thoracic Department,
(9) Neurology Department,

{10y Neurosurgery Department,

({1} Plastic Surgery Depattment,

Wards and beds 3. Every department (Unit) has its own ward comprising of a separate male-
and female ward, Every department is headed by 4 tonsuttant who is an honorary
or & full time professors, with a lecturer or reader under him. Every department:

has a Registrar or Houseman, There are in all 40 'wards with a total of 1,33%
beds. :

Procedure for ransferring 4. Whenever a patient is 1o be transferred from one -department to another;
patients a refercnce is made by the Registrar or Houseman of that department under the

directions of the consultant, Thereupon the Houseman or consultant of the other

department to whom a reference is made examines the patient. 1If it is decided to

transfer the patient to the other department, he will either be transferred to the-

receiving ward or kept in the same ward of the parent department, but treatment.
will be given to him by the receiving department.

Ward Register

5. A ward register is maintained in which is kept a record of such examination
and the recciving or retention in the parent ward of such patient. This is also-
entered on the first page of the indoor casepapers.

Staff as on January/F ebruary 1986

6. 329 Full time doctors.
80 Honorary doctors.
21 Medical Officers,
208 Resident doctors,
575 Nursing staff,
500 Class HI servants,
1274 Class TV servants,

; -m., and of th .
working days), On Sg-lurd of the floor phar

: ays the respective timings are 9. .
On Sundays the Medica] Store and floor pharmaci%:s are clggeili’.m. € 1200 moon-



Procedure of Floor Pharmacies

$. Floor pharmacies send indents to Medical Store every 1S days for their collec-
tive requirements. ‘They maintain a bin card for every drug. Stock taking is done
every 15 days. The area of the floor pharmacies on the 1st, 2nd and 3rd floors of
the main building is 10’ x 15. Only the floor pharmacy on the 1st floor has a
tefrjgerator. The area of the floor pharmacy on the 4th floor is slightly smaller.
In the C. J. Building, the fioor pharmacy is on the ground floor with an area of
10’ x 10. In the building in which the paediatrics department is sitnate, the area
of the floor pharmacy is 10" X 10"

9, Floor 'pharmacies make onc day's supplies of medicines to the wards and do
not stock or supply bulky drugs.

10. Medical Store is supervised by the Pharmacology Department. It has a
cold room and 3 sections, namely AR, C and D. In these sections drugs are stored
according to the annual consumption cost. Drugs costing more than Rs. 10,000
a vear are stored in section AB. Drugs costing less than Rs. 10,000 a year are
stored in section C and other drugs including bulky drugs are stored in section D,
irrespective of their cost. Glycerol is stored in section D on a separate rack which
can accommodate 300 bottles at a time. Fresh stock is placed behind the existing
stock, Medical Stare supplies drugs to the wards on weekly indents received from
varions wards. During the closure hours of Medical Store and floor pharmacies,
supplies can be abtained by the wards from the Casualty Department on the ground
fleor in the main building.

Staff of Medical Store and Floor Pharmacics

11, (1) 1 pharmagist, in-charge,
(2) 1 senior pharmacist,
(3) 5 pharmacists, and
(4) 22 compounders.

Duties of Pharmacist in-charge

12. Pharmacist’s duties comprise of (a) overall administration of Medical Store,
(b) supervision over receipts and issuance of drugs, (¢) supervision of records of
Medical Store and (d) preparing proposals for the procurement of drugs.

13. Drugs are withdrawn by issuing circulars.

14. Medical Store has a telephone having a direct line. It also has another
Tine through the operator., However there is no telephone facility in the Pharma-
cology Department which supervises Medical Store, nor is there any telephone
facility in the floor pharmacies.

15. Medical Store maintains a bin card for every drug wherein the receipt and
delivery of the drog concerned is required to be mentioned contemporaneously,
but is not. Every bin card has an order poiat which shows the level reached by
the concerned drag nccessitating a fresh order to be placed for the supply of that
drug. Every bin card has also an order-size, indicating the quantity to be ordered.
As soon as the stock of a particular drug depletes, the compounder must inform
the pharmacist, whose duty it is to make a proposal indicating the quantity to be
purchased and the source of purchase. The source of purchase is determined on
the basis of rate contracts awarded by the Industries Department of the Government
of Maharashtra. The purchase therefore can be made only from rate-contracted

firms, i.e. initially from the main contractor, and failing him from the alternate
supplier.

16. Whenever the Industries Department awards rate contracts to contractors in
the backward area by way of reservation (the percentage being 33), the Hospital is
required to place an order to the ¢xtent of such percentage with such rate contractor
in that arca. If the said 33 per cent is divided between 2 or more contractoers, the
said 33 percentage is also required to be proportionately divided between such rate

contractors and the Hospital is not allowed to exceed such proportion while placing
an order.

Medical Stors

Procedure for withdrawal of
drugs

Telephone facility in
Medical Store and Floor
Pharmacies.

Bin Card
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i d by the Professor

chase proposal of the pharmacist must be approve :

Oflghanilh;cgll:)rgy. Lgca;l) purchases cannot be made by Medical Stg;e. RThzli::) 8?)3
only be done by the Dean in exceptional circumstances and not exceeding Ks. U,

in on¢ yeat,

L . iy of dru
! ¢ is no routine practice in Medical Store to check the quality o gs,
nolrgi's h'drggircal Store othemli)sc equipped to check the quality. The total 1t1un}bfir (;f
jtems handled by Medical Storc razge from 600 to 800 at a given gom d?' me.
The tota} annual budget of J. J. Hospital for purchase of drugs z;ln kme ;cme?]‘l 1:
Rs. one crore and 50 lakhs, There is no system of auditing or check as to wha
happens to the drugs once they leave Medical Store or the floor pharmacies.

lOui Paticat Department and Resident Hospital

i he resident.
19. The daily attendance ranges from 1,800 to 2,!%00 rersons, Int
hespital, the dai)l(y admissions range from 90 to 100, discharges from 90 to 100 and
deaths from 3 to 5.

Naursing Staff

20. The nursing staff works in 3 shifts, namely from 7.00 a.m. to’ 2-30 p.m.
from 1-00 p.m. to 83-00 p.m. and from 8-00 p.m. to 8-00 a.m.

The Relevant Department

21. The present Commissicn of Inquiry is concerned with Neurosurgery,,
Neurology, Ophthalmology, Nephrology, Pathology and Pharmacelogy departments.

Neurosurgery Department (Ward 25)

22. Neurosurgery department is situate in the main building and comprises _of
Units 1 and 2. Unit 1 was headed by Dr. 8. N. Bhagwati (an Honorary) with
Dr. 8. L. Panda as Reader. Unit 2 is headed by Dr, M, J. Virani with Dr. D, A,
Palande as Lecturer. Both these Units bave a common ward, namely Ward 25
and a common nursing staff. ' :

Neurology Department (Ward 24)

23. Neurology Department is situate in the main building and has two Units.
However the concerned Unit is Unit 2 headed by Dr, 8. M. Katrak.

Ophthalmology Department (Ward 26)

24. Ophthalmology Department is situate in the C. J. Building, about a furlong:
away from the main building, The ophthalmology ward is Ward Ne. 26 having
total capacity of 100 beds. Ophthalmology departient comprises of Uniis 1 and
2. Unit 1 has 52 beds and was at the material time headed by Dr. {Miss) M, A.
Kamble. The other staff which manned this Unit were the Registrar Dr. (Mrs.) Neeta.
Shah, the Lecturer Dr. Shaikk and House Surgeons Dr. (Mrs.) Asha Menon and
Dr. (Miss) Parul Shah. Unit 2 was headed by Dr. (Mrs.) P. G. Hingorani. The
other stafl which manned Unit 2 comprised of Dr. R. M. Shanbhag, Associate
Professor, Dr. (Mrs.) Pushpa H. Gaikwad, Lecturer, Dr. (Mrs.) Jyoti S. Padaley
(nee Jyoti Dekate) and Dr. S. M. Lele. Unit 2 has 48 beds.

25. On the ground floor of the C. J. Building is the O.P.D. waiting room and
floor pharmacy. On the 1st fioor is the operating theaire and the male ward which
is a part of Ward 26. On the 2nd floor is the female ward which is also a part of
Ward 26. On the 3rd floor are the jail and septic wards.

26. The nursing staff for Ward No. 26 is comman and comprises of sister Smita.
R. Jadhav, saff nurse Miss Gulab N. Manjrekar, Miss Sheela R. Bhalerao,
Mrs. Archana D. Chikane, Shobha Ravi Varma and Vasanti S. Mahamulkar.

27 The first shift (7-30 a.m. to 2-30 p.m.) has 3 staff nurses plus one nurse for
the operation theatre and one nurse for O.P.D. The second shift (3-00 p.m. to
8-00 p.m.} has one staff nurse and 2 student nurses. The third shift (8-00 p.m. to

8-00 a.m.) has one staff nurse and one student nurse, The burden on the nursing

staff is unmanagable as they have to look after the patients in this department from

the ground to the Jrd floors as also the patients in the jail and septic wards. The
pressure on this staff is even greater at nights when the lift is not available assuming
1 15 available to them during the course of the day which more often is not. Over
and above this they are expected to maintajn the requisite records. .




Nephrology Department (A.K.D., Ward 22) .

28. The Nephrology Depariment is situate in the main building and 1s headed
by Dr. A. L. Kripalani with a Lecturer Dr. (Mrs.) R. A. Sirsat and 2 Registrars
Dr. P. P. Pargaonkar and Dr. Farhed Kapadia.

Pathelogy Department
29. The Pathology Department is headed by Dr. U. L. Wagholikar.,

Pharmacoclogy Department

30. The Pharmacology Department is headed by Dr. R. D. Kulkarni, Professor
of Pharmacology with Dr. 8. V. Shaligram, also Professor of Pharmacology. At the
smaterial time, there were 3 Associate Professors, namely Dr. (Mrs.) P. S. Worlikar,
Dr. (Mrs.) M. 8. Kelkar and Dr. A. P. Saraf and a Lecturer Dr. (Mrs,)) U. V.
Mujamdar. All were in full time service. Till Scptember 1984, Medical Store
which is under Pharmacology Department was in the charge of Dr. (Mrs.) Kelkar,
and thereafier in the charge of Dr. (Mrs.) Worlikar. '

31, The Pharmacology Department has 3 different units :—

(¢} Clinical Pharmacology Unit established in 1969 for evaluating new drugs
and training personnel in methods of human evaluation of drugs. Bio Availability
Study is done mainly in this Unit.

() Drug Information Centre established in 1978 for getting information of
drugs which would be available at short notice and

(¢) Adverse Drug Reaction Monitoring Cell established in 1982 by reason of
the concern for increase in drug reaction. This Cell is also 2 part of a training
centre for the National Adverse Reaction Registry.
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CHAPTER 111

DEATHS FROM Ist JANUARY 1986 TO 2nd FEBRUARY 1986

1. During this period 45 patients dies in the J. J. Hospital out of which 13 are
the subjectmatter of the present Inquiry. However during the course of these
proceedings it transpired that a 14th patient one Laxmibal D. Varadkar had also
succumbed. The names of these |4 patients appear aimost immediately hereafter.

2. Out of the remaining patients, glycercl was administered to 7, but they died
of other causes. Their names are :

(1) Mahadev Govind Shinde (Ex. S-26),
(2) Daji Bapu Vichare (Ex. §-27),

(3) Gopinath Ambu Mabhatre (Ex. 8-28),
(4) Bhagwat Pitambar Rane (Ex. S-29),

{5) Dhanajirao Jadhav (Ex. §-30),

(6) Balram Mahadik (Ex. §-31} and

(7) Tukaram Sakpal (Ex. §-32).

3. Ex. G to Ex. S and Ex, §-25 are the files of the 14 patients who die. Their
names, ages and dates of death are as under —

Name Age Date of death

{1} Bapu Thombre (Ex.I) .. 33 years 2[st January 1986
(2) Ramesh Shindc (Ex. H) .+ 20 years ~ 24th January 1986
(3) Hemant Ranade (Ex. G) .. 20 years 24th January 1986
(4) Tanveer Baig (Ex. ) .+ 10 years 25th January 1986
(5) Vithal Bhokare (Ex. M) ..~ 44 years 25th January 1986
(6) Bittal Kevat (Ex. K) <. 350 years 27th January 1986
(N Vithal Gharge (Ex. 0) .. 50 years 27th January 1986
(8) Shailendra Joshi (Ex. L) .. 22 years 28th January 1986
(9) Sopan Tawar (Ex. N) .. 18 years 28th January 1986
(10) Rajendrakumar Mishra (Ex. Q) .. 33 years 30th January 1986
(11) Ramji Balu Kasar (Ex. P) .. 60 yeats st February 1986
(12) Abdul Kadar Shaikh (Ex. R) .. 60 years 2nd February 1986
(13) Dawood Dholakia (Ex. 8) 76 years 7th February 1986

(Discharged against medical advice
on 6th February 1986),

(14) Laxmibai D. Varadkar (Ex. $-25) .. 55 years 24th January 1986

4. Composite charts departmentwise containing the material parti i
C cular
these 14 patients appear hereunder. pe S reganding
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CHAPTER IV

Hereunder the 11 questions set out in the Government Notification of 21st February
1986 and my answers in brief against each question—

(1) Whether such deaths of patients occurred due to certain deficiency or defect in
the line of treatment or due to any negligence on the part of the doctors/para-medicalf
other ancillary staff who were connected with the care of the patients at any stage or
at zny level and if so, who are responsible ?

The deaths did not cccur due to any deficiency or defect or negligence in the
line of treatment on the part of the doctors/para-medical/other ancillary staff who
were connected with the care of the patients at any stage or at any level, Hence the
guestion of fixing responsibility does not arise.

(2} Whether such deaths of patients occurred due to administration of adulterated,
sub-standard, contaminated or defective drugs during the course of their treatment ?

Yes, However such glycerol was not administered with the knowledge that it was
adulterated/substandard/contaminated/defective.

(3) If so, whether there was any negligence or dereliction of duty on the part of
doctors/para-medical/cther ancillary stafl who were connected with the care of
the same paticnts in identifving and withdrawing the offending drug promptly
from use, to avoid further danger to the salcty of patients ?

(@) Tn identifying the offending drug, there was no negligence or dercliction of
duty on the part of the doctors/para~-medicalfother ancillary staff who were con-
nected with the care of the patients except on the part of the then Dean Dr. R, S,
Chandrikapure and Superintendent Dr. V. G. Deshmukh,

(9 Regarding negligence or dereliction of duty in promptly withdrawing the
offending drug, there was no negligence on the part of the Neurology Departme nt
{Ward 24), or the Neurosurgery Department (Ward 25) but there was gross negli-
gence on the part of the Pharmacology Department (Medical Store) and the
Ophthalmology Depastment (Ward 26) and the then Dean Dr. Chandrikapure
and Superintendent Dr. Deshmukh.

(4) Whether adequate curative and preventive measures in respect of afiected
patients were taken by the concerned doctors/para-medical/other ancillary staff who
were connected with the care of the patients 7 If not, who were responsible ?

Yes. Except that the then Tiean Dr. Chandrikapure and Superintendent

Dr. Deshmukh fuiled to take preventive measures for which the responsibility
must lie on them.

(5) If certain deaths have occurred due to administration of any adulterated/sub-
standard/contaminated/ defective drugs, the causes and circumstances which resulted
in administration of such drugs to the patients ?

(@) Death occurred duc to administration of adulterated/substandard/conta-
minated/defective  glycerol.

(b) The evidence shows that pure glycerol is customarily given orally with no side
effects in certain cases to prevent oedema and was administered under the belief
that it was a standard drug.

(¢) However the adulterated/substandard/contaminated/defective glycerol was
administered in ignorance of the fact that it was so.

(6) Whether the prescribed procedure for procurement, storage, as well as inspection
of quality of these drugs at the J.J. Hospital was followed 7 If not, the reasons
therefore and the persons responsible for it ?

(@) As far as the J. J, Hospital was concerned, the correct procedure for pro-
curement was followed excepl that in the case of Alpana Pharma Pack the order
was not restricted to 11 %,

H 4651—-4
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{#) If by the word ** procurement ™ it is intended to cover procurement by
Government for J. 3. Hospital, the prescribed procedure was not followed by
Government, namely the Industries Department.

(¢) There does not appear to be any prescribed procedure laid down by Govern-

‘ment for storage. '

(d) Looking to the available storage faclity of stock at the J. J. Hospital, the
storage was proper.

{¢) There was no procedure for inspection of the quality of drugs. Inany event,
inspection of the quality of drugs could not have been followed as there was no
facility for such inspection except by the F.D.A.

(f) The persons responsible for placing the order for glycerol with Al_pa.na.
Pharma Pack in excess of the permitted 11% are Pharmacist Jamadagni and
Assaciate Professor of Pharmacology Dr. (Mrs.) Worlikar. F.D.A. 15 also
responsible for not carrying out the requisite inspection.

(7) Whether any breach of provisions of Drugs and Cosmetics quct, 1940, was
committed by manufacturer/distributor/supplier of these drugs and if so, who are
responsible ?

Yes. There were gross violations of the provisions of the Drugs and Cosmetics

Act, 1940 and the Rules by the manufacturer, namely Ganesh Chemicals, the

middleman (if ** distributor 7 can be sp called), namely H. M. Chemicals and

Kailash and Co., and the supplicr, namely Alpana Pharma Pack.

(8) Whether statutory and effective control was cxercised by the authorities res-
ponsible for implementing the provisions of Drugs and Cosmetics Act, 1940, and if
not who are responsible ?

No. Various F.D.A. Officers were responsible for the breach of the provision
of the Act and the Rules.

(9) Whether there was any administrative lapse on the part of the J. J. Hosgital
authorities; Directorate of Medical Education and Research in promptly assessing
the gravity of the situation in J. J. Hospiial, Bombay, and reporting to the higher
authorities ? ' '

Yes. On the part of the Dean Dr. Chandrikapure and Superintendent

Dr. Deshmukh, and Officers of the F.D.A. '

(10) Adequacy or otherwise of the existing statutory and administrative procedures/
measures in J. I. Hospital/Directorate of Medical Education and Research/Office of
the Commissioner of Food and Drugs Administration, to prevent and to effectively
l(_icval wi‘l?h such incidents; and to suggest remedial measures to avoid such incidents in

uture

(«¥ By far and large, the administrative and statutory provisions are adequate
except inter afia the manner in which Medical Store operates and the total lack
of adequate inter-communication facility in the J. J. Hospital.

(b) In 1973 Dr. Surinder P. $. Pruthi made his Project Report on J. J. Group of
Hospitals wherein in Chapter 3 at pages 20-39 {(Ex. 25) he has dealt with purchase
and storage of drugs in the J. J. Hospital. :

{¢} Though the recommendations made by Dr. Surinder P.S. Pruthi have been
acccptcd_ by Government, even so surprisingly still the same have not heen imple-
mented in toto except to the limited extent that Medical Store has been placed in
charge of the Professor of Pharmacology. ‘This by itseif is not enough as will
appear from this Report.

() Remedial measures and improvements are recommended Iater in this Report,

(11} Such other matters as may be germane to the abgve.
See Recommendatiogs,



CHAPTER V

1. Hereunder a resume of the material cvents at the J. 3. Hospital from 24th
January 1986.

FRIDAY, 24rH JANUARY 1986

2. The attention of the Honorary Head of Neurosurgery Unit 2, Dr. M. J. Virani
(Witness No. 18) was drawn by his Lecturer Dr. D. A, Pulande (Unit 1) (Witness
No. 42) to the latter’s suspicion on the presence of contaminénts in cerfain drugs
namely mannitel, gerramycin, diamox and glycerol. By 24th Nephrology had
7 cases of renal failure out of which 1 of Dr. Bhagwati’s patients (Unit i) had died on
21st January. His name was Bapu Thembre. In the morning of 24th one more
case of Sopan Tawar wes refeired to Nephrelogy. Thus by that morping, there
was a total number of 8 cases of renal failure referred to Nephrology.,  That morning,
the topic of discussion between ihe Head of Nephrology Dr. Kripalani (Witness
No. 47), Dr. (Mrs.) Sirsat (Witness No. 43) and the resident docters of Nephrology
was the apparently inexpiicable cases of renal failure referred to their Nephrology
Department and which had resulted in deaths. Not unnaturally they could come to
no conclusion or ascertain the cause of the deaths as the case papers had gone to
the postmertem department and the postmortem result was not immediately available.
That night ancther patient Ramesh Shinde died.

Thus ended Friday, the 24th Japuary.

SATURDAY, 25t JANUARY 198¢

(1) In the early hours Tanveer Baip died.  All the carlier cases where anti-oedema
drugs, namely diamox/glyceralmannitol had been administercd were re-referred to
Nephrology. From the cusc papers of Bittal Kevat, Vithal Gharge, Sopan Tawar
and Shailendra Joshi available in Nephrelogy, glycerol was discovered to be the com-
mon drug administered to them.

(?) That morning, 3 decisions were tuaken in the Nephrology Department by
Dr. Palande and the Nephrology doctors, Dr, (Mrs.} Sirsat and Dr. Farhad Kapadia;
namely (i) to stop administration of the suspect drugs, () to give dialysis to the
aflected patients and (i) to inform the authority accordingly, for which purpose
Dr. Palande was requested to contact the Hospital’s Superinteadent Dr. Deshimukh
who resides in the campus and in hicrarchy ranks immediately sfter the Dean.

3. Thereupon from Nephrology hself, Dr. Palande immediately telephoned
the Superintendent and informed him of the steps decided. Superintendent
Dr. Deshinukh admits that he received this telephone call.  According to him he
told Dr. Palande to inform the Dean and Medicul Store that the suspect drugs were
not to he administered and that Dr. Palande should take these drugs into his own
custody. This version of the Superintendent is denied by Dr. Palande.

4. A premature red stert to the Dean would have landed Dr. (Mrs.) Sirsat in
trouble had her suspicion been unfounded. 'ience after the meeting in the Nephro-
logy Department, Dr. (Mrs.) Sirsat went to the Neurosurgery Department at about
10.30 a.m. She examined Sepan Tawar and Shailendra Joski and advised the line
of treatment. After sceing and confirming her !indings regarding the affected
paticnts and her suspicion regarding mannitol, glycerel cnd dizmez, sie returned 1o
her Nephrology Department at aboui 11.00 a.m. and tclephoned the Dean at his
residence and apprised him of the situation. She told the Dean :—

(/) that mannitol, acetazolamide (diumox) and glycerol were the suspect drugs,
(i) that in the Tast week her Nephiology Department had received 7 cases of
anuria with uremia from Neurosurgery and Neurology,

{iif) that all of them had received one or all ¢f the suspect drugs,
H 4651-—4a
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(iv) that 4 of them had died despite adequate treatment being given to them in
her Nephrology Department,

ituati i t be taken.
v) that the situation was grave and urgent remedial measures mus )
Thte)Dean told her to stop those drugs in the affected wards. According to the
Dean, Dr. (Mis.) Sirsat replied that this had been done.

5. Thereafter one of Dr. (Mrs.) Sirsat’s resident doctors, Dr. Farhad Kapadia
put up a notice on the board outside the resident doctors’ canteen on the 5th floor
that these drugs were suspected and should not be administered.

6. At 1]1.30 a.m. Dr, (Mrs.) Sirsat wrote a letter to the Pharmacology Department
with a copy to the Superintendent Dr. Deshmukh at his residence in the campus.
However, the Pharmacology Department was closed, Saturday being a half day,
and the Superintendent refused to accept delivery of the ¢opy.

7. At 11-40 am. Dr. (Mrs.) Sirsat’s Nephrology Department got a call from
Ophthalmology regarding Vithal Bokhare, He was the second patient to be affected
in that Department, the first being Bittal Kevat who had regeived only glycerol out
of the suspect drugs. Thus it was realised that Ophthalmology had also been
affected. Since Vithal Bokhare was the second patient to be affected in Ophthal-
mology, Dr. {(Mrs.) Sirsat was convinced that the mischievous drug was giycerol.
Thercupon she told her Registrar Dr, Pargaonkar {Witness No. 44) to go to Ophthal-
mology and warn the doctors not to administer the suspect drugs.

8. This information was accordingly conveyed by Dr. Pargaonkar to Dr. (Miss)
Parv] Shah in Ophthalmology where he also examined Vitha! Bokhare, as also that
cases had been referred to Nephrology by the Neurology and Neurosurgery Depart-
ments.  He returned to Nephrology and apprised Dr, (Mrs.) Sicsat what he had done
in Opbthalmolegy.

9. In his Ward No. 25 Dr. Palande instructed the staff sister to discontinue the
suspect drugs and to keep the order books and case papers ready for his perusal.
He gave the same iniructions to the Registrar of Unii No. 1 and to the staff sister of
Ward No. 24.  Dr. Palande went to the Pharmacology Department but it was closed,
Saturday being a half day. :

10. Dr. Palande then went to Medical Store. He asked pharmacist Jamadagni

for alternate supplies. Jamadagni replied he had none and nothing could be done
till Monday,

1t.  Dr. Palande returned to his Ward No. 25 and went through the case papers.
His suspicion fell on glycerol as the most likely drug. Acetazolamide {diamox)
was not available in his ward. He instructed the staff sister to keep all the glveerol
pou]es aside and to instruct all the ward nurses not to administer glycerol. He also
instructed the sister to put up a notice to this effect on the notice board. 1t was
done. Dr. Palande also told the sister to prepare a chart from the order book.

12. In the afternoon Dr. Panda's Unit No. 1 (Neurosurgery) got a message
from Dr. (Mrs.) Sirsat that the suspect drugs were mannitol, glycerol and acetazola-
mide. Thercupon instructions were given to the ward sister and other persoanel

in Unit No. [ not to administer those 3 drugs until further notice. Administrati
of these 3 drugs in Unit No. | was stopped. o miration

13. At 1-00 p.m., Dr. (Mrs.) Sirsat telephoned Dr. Kripalani but he was out.

She again telephoned him at 5.30 Pp.m. at his residence.
m. } . € wWas not at .
left a message for Dr. Kripalani to contact her. vas not at home. - She



17

14. At 3-30 p.m., in the campus Dr. Palande accidentally met the Superintendent
Dr. Deshmukh who was going out shopping. Dr. Palande told the Superintendent
all that had transpired, including the non-availability of the alternate supplies. The
Superintendent proceeded to go shopping. -

15. After Dr. Panda's discussion with Dr. Palandc about the stoppage of the
suspest drugs, Dr. Panda instructed his Registrar to stop administering glycerol,
mannitol and diamox.

16. Dr. Palande informed Dr. Virani (Ward No. 18) that Shailendra Joshi and
Sopan Tawar {rom Ward No. 25 were undergoing dialysis. This sterengthened
Dr. Virani's suspicion that since these iwo paticnts were receiving more or less the
same treatment as the other two patients, the culprit could be some contaminant.
Thereupon Dr. Virani ordered Dr. Palande to inform the Dean and the Superintendent
that he was stopping routine admission in Lis Ward No. 25 till the culprit drug was
agceriained.

17. Dr. (Miss.) M. A. Kamble { Ward No. 38) was at the relevant time Associate
Brofessor of Ophthalmology and Head of Unit No. 1, Ward No. 26, On 25th
January in the course of her rounds, D. (Miss.) Kamble examined Vithal Bokhare
at 11-30 a.m. and reforred him to Nephrology for further management as in bis
case papers thore were reforences to Medicul Registrar on call and his blood urea
was very high. After examination by the Nephrology Registrar Dr. Pargaonkar,
the patient was transferred to Nephrology for. further management. That day
during her morning roand D1, (Miss) Kamble came o know for the fiist time that
Vithal Bokhare had developed anuria.  From his case papers she found that he had
developed anuria on 24th Junuary, On 25th Inauary only one patient, namely
Vithal Bokhare, in her Unit had anuria.

15. Dr. (Miss) Kamble examined Rajendrakumar Mishra (Ex. Q) at 12-G0 noon,
He had boen admitted to Ward No. 26, Unit No. 1, on 18th November 1985 and was
there till 11-15 p.m. on 27th January. Dr. (Miss) Kamble told Dr. (Mrs.) Asha
Monon who was with her to examine Rejendrakumar Mishra and to write a reference
to the Medical Registrar on call. She instructed D1, (Mrs.) Asha Menon to remain
with Rejendrakumar Mishra and accompanicd by Dr. Shaikh went to the 2nd flocr
of Wurd Na. 26, namely the female ward.

i, During that time, pursuant to the call, the emergency Registrar came 0
Rajendia Mishra. The case papers do not disclose the tinme of his arrival. In the
female ward, Dr. (Miss) Parul Shah told Dr. (Miss}) Kamble between 12 noon
and 12-3C p.m. that the Nephrology Registrar Dr. Pargaonkar had examined Vithal
Bokhars. Di. (Miss) Kamble told Dr. (Miss) Parul Shah to transfer Vithal Bokhare
according to the instructions of the Nephrology Registrar and thergafter to join her
in the round of the female ward. Dr. (Miss) Parul Shah did so.

20. After finishing her round in the female ward on the 2ad flocr,
Dr. (Miss) Kamble came down to the 1st floor | she saw patient Vithal Bokhare was
on a trolly preparatory to being transferied to Neplhrology. Thereafter she went to her
room on the ground floor, Saturday, being a half day, she went home at 2-00 p.m.

21, Dr. Palande telephoned Dr. Viiani in the ovening and apprised bim of ail
that had transpired and the steps he (D.. Palande) had taken.

22. Inresponse to the message left by Dr. (Mrs.) Sirsat at Dr. Kripalani’s residence
carlier in the day, on his retu:n home, Dr. Kripalani contacted Dr. (Mus.) Sirsat
over the telephone at about 11-00 p.m. She apprised him of all that had transpired
inter alia to wit that more cases of renal failure had been referred to Nephrology
from Neurosurgery and onc from Ophthalmology, she gave the names of the patients,
nasmely Sopan Tawar (Ex. N), Shailendra Joshi (Ex. L) and Vithal Bokhare (Ex. M),
reminded him about the increased number of renal failure cases from Neurosurgery
and their failure to respond to treatment, that the previous day they had discussed
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i i - d renal failure, °
that these cases might be the result of contaminated drug-induce ,
and that the new cases of renal failure had confirmed her opinion that these and the

earlier cases of renal failure were due to contaminatea drug infection.

23, Dr. Kripalani was surprised at the new cases‘of rer{al_ failure and after
Dr. (Mrs.,) Sirsat’s telephone call to him that night, his suspicions were confirmed
in the direction of mannitol, glycerol and diamox at the same time not ruling out the
probability of some other drug or some disease like meningitis as being the cause of
the deaths. From this conversation with Dr. (Mrs.) Sirsat over the telephone,
Dr. Kripalani was satisfied that the teeatment given to the paticnts in Nephrology
was the correct treaiment and the steps taken by Dr, (Mrs.) Sirsat were the correct
steps.

Thus ended Saturday, the 25th January.
SUNDAY, 26Te JANUARY 1986

1, The Dean went to the Hospital to attend the flag-hoisting ceremony in the
morning. Thereafter he incidentally went fo the wards, viz. the Nephrology

|

Department at 11.00 a.m. for 10-15 minutcs. He enquired from the Registrar

about the treatment being given to ihe stricken patients. He did not know how
many patients needed dialysis nor did he make any enquiries to that end. He saw
3 patients and their case papers and treatment cards.  He talked to Dr. Palande and
the Superintendent, who told him that the suspect drugs had been stopped. The

Superintendent who accompanied” the Dean, did nothing, Thereafter they went __

homes as it was a Sunday and a holiday,

2. Dr. Palande (Ward No. 42) also attended the flag-hoisting ceremony. He

told the Supecrintendent that as far os his ward was concernad, noting fresh had

occurred,  The Superintendent replied that nothing could be done till Monday. -
After the flag-hoisting ceremony, Dr. Palande went to his ward and satisfied himself

that his instructions of the previous day had been carried out,

3. In the morning Dr. Katrak’s Registrar {Neurology Ward Ne. 24), had

instructed his {Dr. Katrak’s) House Physicians not to use mannitol, glycerol or
diamox.

4. At about [1-30 a.m. after the flag-
took her round in the Ophthalmology war

Mishra that day and the next day,
of anuria,

hoisting ceremony, Dr. (Miss) Kamble
ward.  When she examined Rajendrakumar
he did not complaip of any symptoms indicative

Thus ended Sunday, the 26th January.

MONDAY, 27ta JANUARY 1986

1. That morning at 9-30 Dr, Kripalani came to know that Vithal Gharge had died.
-Dr. (Mrs.) Sirsat while ap

) prising him of the situation with the available case papers
showed him the lwo_undelwcrcc‘ letters of the 25th to the Pharmacology Depart-
ment and tht_: Supcrintendent,  She, Dr. Kripalani and the Nephrology resident
doctors examined all the patients in their ward and the »ficted patients in Nevro-
Surgery, namely Sopan Tawar and Shailendra Joshi. Ail this was il 10-30 a.n,

2. Thcrca.ficr_ Dr. Kripalani, Dr, (Mrs.) Sirsat and the Nep
doctors hag a discussion amongst themselves, Dr. Kripalani
type out in his name Dr. (Mrs,) Sirsat’s letter of the 25th
Department and the Superint i s

former as it was closcd,_ and had been 1efused by the latter).

hrology resident
asked the typist to

anspired over the week-end a

- ud the steps take
nt.  While he was delivering P yaken so far by

his Iecture, Dr. (Mrs.) Sirsat
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and Dr. Pargaonkar went to the Forensic and the Pathology Department to find
out the zatopsy report on Tanvess Baig and the listology from the biopsy of Hemant
Ranade and Ramesh Shinde. In the Forensic Deparument they werc unable to
and out the doctors who had cauried out the postmortems.  Tn the Pathology Depart-
ment they met the Head, Dr. Wagholikar. Dr. Wagholikar promised he would
examine the organs and have a discussion with the person who had peifermed the
postmorien and would therealter give Dr. (Mrs.) Sirsut his opinion after 2 hours.
That conversation took place round about 11 .00 am,

3. After Dr. Kripalani’s lecture got dver at 1200 noon, Dr. (Mis.) Sirsat apprised
him of what she had done that morming including that the autopsy report was
probably that of cortical necrosis. Dr. Kripalani returned to his Nephrology
Department, completed s round and returned to the typist who had kept the letter
ready for his signature in quadieplicate, i.e. for sending to the Dean, the Supcerin-
tendent, Professor of Pharmacology and e fonith intended as Dr. Kripalanis
office copy. Dr. Kripalani signed the three lettors and seat them to the Professor
of Pharmacology and the Superintendent; he personally delivered the Dean’s letter
(Ex. 6) to the Dean himself.

4. In these lctters, Dr. Kripalani stated that a large number of patients had
developed sudden on-set of anuria in the past week, that all of them werc on anti-
oedema measures; the suspect diugs were stated to he mannitol, diaméx and glycerol,
that the fatality rate was very high despite vigorous haemodialysis; that
Dr. Kripalani had requested that these threo drugs be checked and replaced with
2 fresh batch immediamcly. In the left-hand mugin of this tetter Dr. Kripalani
also made an endorsement that all the patients haJd came from Ward Nos. 23, 24 or
25 (i.c. Neurology and Neuroswgery) and that out of 10 such cases, six had died and
postmoriem had been done on all. :

5. While the letter was being dispatched, Dr. (Mrs.) Sirsat went back to
Dr. Wagholikar at the Pathology Departmest, He told her that the kidneys of
Tanveer Baig showed bilateral cortical necrosis and he also had meningo-encephalitis
suspected to be of virus origin. Dr. (Mrs.) Sirsat told Dr. Wagholikar that about
10 cases from Neurology, Neurosurgery and Ophthalmoelogy had unexpectedly
developed anuria and acute renal fajlure which was suspocted by Nephrologists to
be drug-induced, the suspect drugs being glycerol, mannitol and diamox {acetarola-
mide); that the response of the patients to dinlysis was unsatisfactory and their
condition was scrious and that five patients had died; that boipsies of kidneys had
been done on two paticnts and autopsics on four patients had been requisitioned.
Dr. (Mrs.) Sirsat wanted to know the reports of the biopsies that had been done.
Dr. Wagholikar told Dr.(Mrs.) Sirsot that none of the three suspect drugs in the'r
pure form could have caused the cortical necrosis. Dr. Wagholikar’s findings were
merely on gross examination, L.e. by visual inspection of the kidaeys.  Dr. Wagholikar
said he would require histo-pathological esamination of the kidneys to. ascertaint the
cause of cortical necrosis.  Dr. (Mrs.} Sirsai told him (Dt. Wagholikar) that a needle
biopsy had been done in the case of 2 patients (Hemant Ranade and Rainesh Shinde).
That was because the patient }emont Ranade was related to a doctor in the J. 1.
Hospital who refused permission for postinortam; in the case of Ramesh Shinde a
needle biopsy was done as an carly report was wanted, Dr. Wagholikar promised
to give Dr. (Mis.) Sirsat a report the foliowing day as it would take some time for
the tissu¢ to be processed for microscopic examination, All this was conveyed by
Dr. (Mrs) Sirsat to Dr. Kripalani. By then it was 1-30 p.m. Thereafter
Dr. Kripalani went and met the Dean.

6. On Dr. Kripalani’s letter to the Dean (Ex. 6) the Dean made an endorsement
10 Dr. (Mrs.} Worlikar {Associate Professor of Pharmacology and in chargs of
Medical Store) (Ward No. 9) to investigate and take necessary action. This letter
was received by Dr. (Mrs.) Worlikar between 2 and 2-30 p.m. It was then that she
came to know that mannitol, diamox and glycerol were the suspect drugs. She
immediately showed that letter to Dr. Shaligram (Head of Pharmacology) and had
a discussion with him for about 5 to 10 minutes.
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i i i i i hould be issucd to the
They decided that since this was a serious matter, a circular s v
wa?gs that administration of these 3 drugs be stopped immediately.

i i ide her room. !
7. On her way to Medical Store, she met‘Dr. R. D. Kulkarni outsi
She appll:'lised Dr.y Kulkarni of Dr. Kripalani’s Jetter (Ex. 6) and that she was on
her way to Medical Store to issue the circular. Dr. Kulkarni told her that
Dr. (Mrs.) Mujumdar was going to the wards to investigate the matter as he knew
about the drug reaction from Dr. Palande. Dr. (Mrs.) Worlikar proceeded to
Medical Store.

8. At Medical Store, Pharmacist A, K. Jamadagni (Witness No. 8) came on
daty at 9-00 a.m. as usual. Tili 1-00 p.m. hc was occupied with the work of making
proposals for fresh orders. From 1-00 p.m. till 2-00 p.m. came the lunch brf:ak.
From 2-00 p.m. he did his routine work. At about 2-30 p.m. he received
Dr. Kripalani's fetter dated 27th January (Ex. 7) to the Professor of Pharmacology
with copies marked to the Dean and the Superintendent with the Dean’s endorsement
“ Dr. Worlikar, for necessary action . According to Jamadagni, he came to know
that glycerine was onc of the suspect drugs. .

9. On reading this letter, Jamadagni started for Dr. (Mrs.) Worlikar who herself
was on her way to Medical Store. They ran into each other. They both went to
Medical Siore and for 10-15 minutes checked the batches of the drugs named by
Dr. Kripalani which had been issued to the various wards. Dr. (Mrs.) Worlikar
dictated a cirewlar (Ex. 8) 1o Pharmacist Jamadagni. At 2-45 p.m. it was issued
in triplicate. It asked the ward sisters to stop the use of the 3 drugs named by
Dr. Kripalani giving the batch numbers and the names of the manufacturers, One
of them was glycerol Batch No. 27 of Alpana Pharma. The signature of each
ward sister was 10 be obtained at the foot of the circnfar.  According to Jamadagni,
he alse instructed the compounders in Medical Store. to stop issuing these drugs
and to isolate them. According to Jamadagni, this was done.

10. At 2-15 p.m. Dr. Shaiigré.m went to Dr. Kulkarni’s room but he was not
there. Dr. Shaligram thereupont returned to his room and devoted his time in
checking up the nephro-foxicity of the 3 drugs, viz. mannitol, diamox and glycerol.

11, At about 2-30 p.m. Jamadagni sent an oral message to the floor harmacpies
which were open not to issuc the suspect drugs.

12. At about 5-00 p.m. Jamadagni received the three copies of the circular back
with the signatures of the various ward sisters at the foot and reverse of each copy:

He informed Dr. (Mrs.) Worlikar accordingly. He closed. Medical Store at 500 p.m.
and not at the usual hour of 4-00 p.m.

13. Dr. (Mrs.) Worlikar ;

nformed Dr. Kulkarn ab : .
been issucd to the wards. r. Kulkarni .out the circular which had

14 Coming to the Dean accordin i
{ s g to him that afternoon he telephoned
Dr. (Miss) Sankholkar, Dy. Director of Medical Education and Research aﬂd told
hcr_ that a few drug reaction deaths had taken place in Nephrology which were
noticed from Saturday, (he 25th, that the patients had developed anuria and the
drugs were glycerol, mannitol and acetazolamide (diamox). However the Dean
later admitted “that though he came to learn of the deaths on Saturday, the 25th,

he contacted Dr. (Miss) Sa d
by Dr. (Miss) Sankholkar. This is corroborated

15, Dr. (Mrs.) Worlikar worte a letter Ex. 47) to Dr i i i i

for further details regarding the investiga.ti((m ang) drug thelfaggalrz?eizg?nbgy htll?;

Elz;mtrts. fIn the afternoon she telephoned other rate contract suppliers for alternate

Dppg IO' mannitol, but was unsuccessful. A little after 5-00 P.m. she met
I Kulkarni and apprised him of the situation and the steps she had taken,

16. Monday, the 27th was Dr. Pal "
nday, th wa - Palande’s (Ward No. 42 Unit’s o i
ofct t:\éas assisting Dr. Virani in hig operation. At 2-Q0 p.m.) Dr. Palaéjgéa?aonlzedggi
e ’c;pc[r_ahon theatre and went to the Dean’s office to enguire about the alternate

PPlics of the drugs. However the Dean was on the 6th floor in & meeting. So
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Dr. Palande went there. A meeting was in progress in the surgery department.
He asked the Dean what steps were being taken to sccure alternate supply of the
drugs. The Dean directed bim to the Professor of Pharmacology Dr. R. D. Kulkarni.
Dr. Palande thereupon went to the Pharmacology Department and met Dr. Kulkarni.
He narrated to Dr. Kutkarni all that had transpired on Saturday, the 25th January,
that certain patients in Ophthalmology had also been affected and calls had been
sent to Nepbrology and that the cnly departments which had been affected were
Neurosurgery, Neurclogy and Ophthalmology. Dr. Kulkarni expressed surprise
at what Dr. Palande told him. They had a discussion as to which drug could be
the mischievous drug. After knowing that the common drug was glycerol and the
damage irreversible, Dr. Kulkarni opined that there must be some adulteration in
the glycerol to have caused the irreversible damage. Their discussion was that
glycerine, being an expensive commedity in short supply, was more likely to have
been adultcrated, and that there was 2 likelihood of industrial glycerine having
been supplied, and that glycols do cause kidney damage of this nature which is
irreversible, and that this could be confirmed by analytical tests.

17. While this discussion was in  progress, Pr. Kulkarni sent for
Dr. (Mrs.) Mujumdar who was in charge of the Adversec Reaction Monitoring Cell
and told her to go to the wards for investigation. Dr. Kulkarni told her that the
suspect drugs were mannitot, acetazolamide, glycerol and gentamycin. Dr. Kulkarni
asked her to collect information as fast as possible from the nurses’ order book
and from the nurses on duty if the case papers of the deceascd patients had gone
1o the record sceiion.

ig. Dr. (Mrs.) Mujumdar immediatcly left for ward No. 25 i.e. Dr. Palande’s
ward where she saw three patients, Shailendra J oshi, Sopan Tawar and Ramji Kasar.
They were in & coma. She collected infermation about their drug therapy from
their case papers and from the sister on duty. She found from the ward sister that

the drugs mentioned in the case papers had been administered to these three patients

19. Regarding the patients who had cxpired, Dr. (Mrs.) Mujumdar collected
information from the nurses” order book. Dr. Palande had left with the ward
sister & chart containing the names of 2}l the patients suspectéd by him to have
suffered drug reaction. As the ward sister declined to part with the chart,
Dr. (Mrs.) Mujumdar copicd it down. The notes which she made from the nurses’
order book regarding the deceascd patients, Vithal Gharge, Ramesh Shinde and
Bapu Thombre pertained to the drug therapy given to them. She was in Ward
No. 25 till 5-15 p.m. that day. '

20, From the nurses’ ovder book pertaining to the three dead patients and the
case papers pertaining to tho three living patients in  Ward No. 25
Dr. (Mrs.) Mujuradar came to the conclusion that glycerel had been given to all
these six patients, that mannitol was given to 3 patients and that acetazolamide
and gentamycin had been given only to one or two patients. Thus the common
drug given to all these six patients was glycerol.

21. After leaving Ward No. 25, Dr. (Mrs.) Majumdar went to Wards 17 and 18
(Surgery) where she discovered that glycerol and acctazolamide were not used,
that mannitol had been used on one patient who had teen discharged, and that
gentamycin was uscd but no reacticn was reported. After gathening this infor-
mation, Dr. (Mrs.) Mujumdar went to her Pharmacology Department round about
5-30 p.m.

22. Between 3 and 3-30 p.m. Dr. Palande met Dr. Wagholikar at the Pathology
Department and discussed the kind of damage causcd to the kidneys as that would
give a clue to the cause of the Kidney damage. D Palande gave Dr. Wagholikar
the nemes of the suspect drugs and the details of the afflicted patients, Dr. Kulkarni
was of the view that if pure glycerol was adulterated with glycol, jrreversible kindey
damage would result.

23. At 4-00 p.m. Dr. {Mrs.) vorlikar, came to Dr. Shaligram’s room and fold
him that she had issued a circular and had written a letter to Dr. Kripalani and
had not informed FDA. She also told him that she was irying to get supplies of
the 3 drugs from other suppliers.
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4. ween 430 p.m. and 445 p.m. Dr. Shaligram met Dr. R. D. Kulkarni
anﬁ tolc]lse l:im about DI:'. Kripalani’s letter (Ex. 6) and that they were stopping these
drugs and ordering replacements. Dr. Kulkarni was of the view that out of
the 3 drugs, glycerine could be responsible for the reaction. Dr. Shaligram was
however sceptical as nobody would think of glycerine.

25. At 530 p.m. Dr. (Mrs.) Mujumdar told Dr. Kulkarni that glycerine had
been administered to all the patients in Neurology, Neurosurgery and Ophthalmology
but that the other three drugs had not been administered 1o alt the paticnts afflicted
with drug reaction, that several patients in the surgery ward had received gentamycin
but had not suffered any drug reaction and that in the surgery department mannitol
had been given to only one patient but she could not meet him as he had been
discharged; that in the surgery department several patients had been administered
gentamycin but there was no adverse reactiom.

26. Dr. Kulkarni’s suspicions against glycerol (Batch No. 27) were aroused on
27th January because (a) the patients were suficring from acute renzl failure,
{b) they had acidosis and the necropsy result of the kidney indicated cortical necrosis,
(¢) commercial glycerine sometimes contains ethylene glycol, (d) standard medical
glycerine was at that time in short supply. Dr. Kulkarni did not talk to anybedy
from the Nephrology Department. It was Dr. Palande (Neurosurgery) who gave
Dr. Kulkarni all the symptoms on which Dr. Kulkarni based his suspicions and
finally his conviction that the Xiller drug was glycerine Batch No. 27. Dr. Palande
also told Dr. Kulkarni that the kidney necropsy had shown cortical necrosis and
that three other drugs were also under suspicion, namely diamox, mannitol and
gentamycin. Those three drugs, namely diamox, mannitol and gentamycin would
not cause cortical necrosis. The damape caused to the dececased persons would
rule out diamox and gentamycin as the cause. Dr. Kulkarai would also rule out
likewise pure glycerine. The other drugs, namely mannitol and gentamycin, would
have produced the same lethal results had they been contaminated as was the
glycerine from Batch No. 27. Diamox could not have been thus contaminated
because it is in the form of tablets. Gentamycin had been given to many patients
who suffered no reaction. At that time there was no strong reason to suspact
mannito]. Diamox was ruled out as it does not cause cortical necrosis and was
given to very few patients, none of whom dicd,

27. Dr. Wagholikar saw the kidneys of Tanveer Usman Baig who bad died on
25th January. These kidneys showed renal cortical necrosis. In order to ascertain
the cause, histo-pathology process of the tissues of the kidneys and other organs
was started. The conclusion arrived at was that the renal necrosis was produced
by and was the result of diethylene glycol.

Thus ended Monday, the 27th January.

TUESDAY, 28th JANUARY 1986
I. This was the day the resident doctors struck work for one day.

2. At 900 am. Dr. (Miss) M. A. Kamble went to Ward No. 26. Her lectur:
Dr. Shoukat Ali Shaikh informed her that Rajendrakumar Mishra had been tran(;E
ferred to Nephrology Department on the night of 27th January as he had developed
utemia. This struck her as somewhat wnusual because Rajendrakumar Mishra
was the second person from her ward who has been transferred to Nephrology,
the first person being Vithal Bhokare. Thereupon she contacted Dr. Shanbha.g,
in charge of Unit No. 2 and enquired of him whether any patient from Unit No. 2
had been transferred to Nephrolpgy. ‘He told Dr. (Miss} Kamble that one patie:nt

also told her that another patient in Unit No. 2 namely Abd i

: 1 . ul Kad
u}:mary problem and the treatment given to him and Bittgl'Kevat. Sh%rr:rzz:;lg:;gg
the treatment which had beea given to her patients Vithal Bhokars and

Rajendrakumar Mishra and realised that th, ini
these four patients were mannitol, diam b g Sommonly o tetered to all

these four patients might have suffered
tion from any of these three drugs, %&verse
told the sister-in-charge Jadhav to immediate]

drugs. At the same time Dr. (Miss
Ophthalmology Department 1 ((lismrzﬁln(;?én&e anformed all the staff members of
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The staff members were Dr. Shanbhag, Dr. (Mrs) Gaikwad, Dr. Shaikh,
Dr. (Miss) Dekate and Dr. Dastoor. She also told them that she would be hoiding
a meeting that day at 10-30 a,m. in her room. All of them attended that meeting.
The meefing was minuied in the presence of those assembled and they signed those
minutes in token of their attendance (Ex. 106-A). She retained the original minutes
with her which she produced (Ex. 106-A). This meeting lasted half an hour.

3. At about 11-00 a.m., after thc meeting was over, Dr. (Miss) Kamble sent
ter lecturer Dr. Shaikh to Nephrology to see the condition of the patients transferred
there. She told Dr. Shaikh to discuss those patients with the Nephrologists, She
also told Dr. Shaikh to go to the Pharmacology Department and see the Professor
_ of Pharmacology and inform him that certain patients had developed adverse drug
reaction or reaction due to drug contamination by reason of these three drugs.
Accordingly Dr. Shaikh went to the Nephrology and Pharmacology Department.
Some time after 11-30 a.m. Dr. Shaikh returned to the Ophthalmology Department
and informed Dr. (Miss) Kamble that their two patients, namely Bittal Kevat and
Vithal Bhokare, had dicd in the Nephrology Department and that the condition
of Rajendrakumar Mishra was serious, Dr. Shaikh also informed her what had
happened in the Pharmacology Department, namely that he had met Dr. Shaligram
who told him that there was going to be a mecting in the Nephrology Department
that day between 11-00 a.m. and 11-30 a.m. in connection with these three drugs,
namely mannitol, diamox and glycerol. By then Dr. (Miss) Kamble received a
circular dated 28th January from the Pharmacology Department to that effect.

4. Dr. (Miss) Kamble immediately wrote a letter (Ex. 28) to the Dean stating
all the facts which had come to her knowledge. The Dean received it the same day.

5. At 9-00 a.m. Dr. (Mrs.) U. V. Mujumdar went to Dr. Palandc’s Ward No. 23
(Neurosurgery) and collected information about two more patients, namely Hemant
Ranade and Nasiruddin. She learnt from the nurses’ order book (and perhaps
from Dr. Palande’s chart), that Hemant Ranade had received glycerol but not
Nasirnddin and that Hemant Ranade had died. Thereafter she went to Ward
No. 24 {(Neurology) and saw the nurscs’ order book of Tanveer Usman Baig who
had died and found that he had received glycerol, mannitol and acetazolamide.
She was in Ward Nos. 25 and 24. She could not get any information from any
resident doctor by reason of the one-day resident doctors’ strike that day. She
was in Wards 25 and 24 for about 2 hours. Thence she went to Ward No. 20
(Nephrology), but the sister-in-charge did not have the information which
Dr. (Mrs.) Mujumdar wanted regarding the drug therapy. She then went to AKD
{Artificial Kidney Dialysis Centre) and asked for Dr. Kripalani.  She was directed
to where a meeling was in progress.

6. At 930 a.m. Dr. (Mrs.) Worlikar went to Medical Store.  She and Jamadagni
staried segregating the remaining stock of glycerol Batch No, 27 and the remaming
stock of mannitol. This teok about 20 to 30 minutes.

7. At 11-30 a.m. Dr. Shaligram (who was also conducting animal tests) convened
a meeting of the heads of Neurology, Neurosurgery and Ophthalmology in the
Nephrology Department. This meeting was in pursuance of a letter dated 28th
January [986 writien by Dr. Shaligram to Dr. Kripaluni (Ex. 72).  Amongst those
present werc Dr. Kripalani, Dr. (Mrs.) Sirsat, Dr. Bhagwati, Dr. Palande,
Dr. (Miss) Kamble, Dr. Shaligram and Dr. (Mrs.) Worlikar. Dr. (Mrs.) Mujumdar
was invited to participate.

8. The possible involvement of the three suspect druges was discussed. It
became apparent that the only drug which could be.involved was glycerol because
that was the common drug administered to all the patients. Dr. Shaligram pointed
out that plycol could be the contaminant in glycerol that was administered to the
patients. Dr. Kripalani knowing that glycol is a toxic drug, suggested that the
investigations should be pursucd to definitely know whether the particular glycerol
was contaminated or not. Tiie conclusion arrived at was that the drug reaction,
namely anuria, wos caused by glycerol as that was the common drug received by
the patients who had developed anuria. Hence suspicion fell primarily on glycerol
with diamox to be the least likely drug. It was feit that no drug could be positively
incriminated without positive proof that it was the colprit drug, Hence to be on
the safe side it was decided () to stop the usc of not enly of glycerol but also of
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i d mannitol, (i) to purchasc these three drugs on emergency basis, @iin) to
?ri?é?glxtﬂ FDA, (iv) Eo)perrgrm animal toxicity tests, (v) to send these drugs to a
private laboratory for analysis. Knowing fuil well that the Forensic Department
of the J. J. Hospital would take a long time in carrylng cut the requisite tests, both
Dr. Kripalani and Dr. Bhagwati suggested to Dr. Shaligram that the tests be carried
out by a private laboratory as expeditiously as pos_51§le at the personal expenses
of Dr. Kripalani and Dr. Bhagwati. Dr. Kripalani informed the gathiering that
he would make a report of this mecting to the Dean which he did and sent & copy
to Dr. Shaligram. The meeting terminated at 12-30 p.m.

9, After the Nephrology meeiing, Dr. Kripalani, Dr. Farhad Kapadia and
Dr. (Mrs.) Sirsat went to Pathology at about 1-00 p.m. and met Dr. Wagholikar.
He was taking photographs of the organs of vne of the affiicted patients, Bittal
Kevat. His Kidneys showed the same finding of cortical mecrosis. Thereafter
they saw histopathological slides of another patient Homent Ranade, whose biopsy
tissues had been sent to Pathology Department earlier. The finding from the shde
was consistent with glycol poisoning. In view of this Dr. Kripalani decided that
all the paticats who had reccived glycerol should be administered sodabicarb (2 grams
2 hourly) and 3 litres of fluid per day. Dr. Kripalani sent a handwritten note to
that etfoct to Ophthalmology Department. Regarding the Neurosurgery Depart-
ment, Dr. (Mrs) Sirsat met Dr. Palande and informed him about the treatment
recommanded by Dr. Kripalani. She informed the Lecturer and Registrar of the
Neurology Department about the fine of treatment suggested by Dr. Kripaiani.

10, During Dr. Palande’s conversaiion with Di. (Miss) Kamble after the
Nephrology meeting, he Lold her that Ward No. 26 had received the circular in the
cvening of 27th January. Dr. (Miss) Kamble cxpressed surprise and fold him
that she did net know anything about it. When he found that the circular had
been received by Ward No. 26, he enquired from the sister why it had not been
brought to the notice of Dr. (Miss) Kamble. The sister szid that she also did not
know anything about the circulur. From the enquiry as to who had received this
circutar 1n Ophthalmolegy, it was discovered that this circular had been received
in Ward No. 26 by the evening staff,

11.  After the mceling, Dr. (Miss) Kamble returned to her Ward No. 26 and
issucd an office order dated 28th January 1986 (Ex. 108) between 12-30 p.m. and
100 p.m. At about 2-00 p.m. she also issued a circular (Ex, 107). The same
afternoon of 28th January she want to the Dean’s office and told him about the
drug reaction in her ward and about the patients transferred from her ward to
Nephrology. The Dean told her that he was aware of those facts.

12, At 11-00 a.m. Dr. Wagholikar saw the special stained slides of the biopsies
of Hemant Ranade and Ramesh Shinde, which confirmed the diagnosis of glycol
poisomng. He sent word to Dr. Kripalani who saw the slides and discussed with
Dr. Wagholikar which of the glycols could be responsible. As there were no oxalate
crystals in these kidneys, they concluded that the killer drug was diethylene glycol.
At 11-00 a.m., a meeting was convened in Nephrology Department, The Dean
did not attend as li: was busy with post-graduate registration. It was decided to
stop all the suspeci drugs and to inform the Dean accordingly.

13, After the 11-30 mevang, Dr. (Mrs.)) Mujumdar we T
(Ophthalmology). On the way she met Dl)'. Pa.-{andc whoﬂ;c:gmgwaﬁgd}}ﬁ; %(6)
Yard s\"o. 26. There she collecied information from the nurses’ order book about
five patients, namely Rajendra Mishra, Vithal Sadhu Bhokare Bittal A. Kevat
Dawood Haji Pholakia and Abdul Kadar Shaikh, Out of therv,l Rajenf‘ra: Mishra:
and Dawood Haji Dholakia had been taken to AKD for dia1§sis A(i‘bul Kadar
Shaikh had been sent for some investigation. Vithal Sadhu Bh(;kare and Bittal
A. Kevat had cxpired. She did not see the case papers of Rajendra Mishra and

Dawood Hiji Dholakia as their case i i
zone ith them 1o A py the papers had, according to the normal practice,

where they were undereoing dialysi /i i
E;pfc‘tlacllji;s tolqr}i‘lcr that :r}l1 his YWard No. 25 heghadg k;ptyig;n?srma;lis}:f,’. tﬁg
: . creupon he and Dr. (Mrs.) Mujumdar went ‘ ¥
:31 gollyl:::j ;gcmsamples. She took these samples to hér depariment tgf I?lllzfng,\ogiog
and bande Noenéﬁovgr to Dr. (Mrs.) Worlikar. The information collected by her
0. 26 (Ophthalmology) was that all the Patients had received glycerol,
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onlv one had received mannitol, four had received acetazolamide and none had
received gentamycin., Glycerot was  the common drug. That evening
Dr. (Mrs,) Mujumdar prepared a chary (Ex. §1) based on the information which
she had collected. She showed that chart to Dr. Kulkarni and told him that all
those patients except Nasiruddin had received glycerol and thai she would attend
the autepsy conference the foliowing day. She kept the chart with her because
she would have had to complete that after the autopsy conference the following
day. The correcicd chart is Ex. 82,

14. The Dezxn received a lefter from the Honorary Professor, Neurosurgery,
Dr. Virani reguesting that patients raquiring intracraaial surgery be directed to
other hospitals untit the maiter of drug contamination was sorted out. The Dean
accordingly gave instructions to Supdt. Dr. Deshmukh.

15. The Dean ielephonically informed Dr. Kaie, Dirccior of Medical Education
and Rescarch, regarding the steps taken until then, that the five patienis who had
been iransferred from other deparimems (ie. 4 from the Neurosurgery and one
from Ophthalmolegy) had died and had been subjected to postmortenn.

i6. When Dr. Palande weni to the ward in the morning, he learnt that Shailendra
Joshi had died that morning and that his body had been sent for pestmortem. He
gave this information to Dr. Virani at about 9-00 a.m. or 9-30 a.m. when Dr. Virani
came to the ward for his round,  After compicting their round, Dr. Palande discussed
with Dr. Virani other patients who were affected and that a letter showd be sent to
the Dean for siopping admission of paticnts requiving Locin sargery until further
requisite drugs wers made available,

17. Thereaftor Dr. Palnde went to the Pathelogy Departmeni and met
Di. Waghelikar. He {old Dr. Waghclikar that Shailendra Joshi had expired.
Dr. Wacholikar said he knew about it. Dr. Palande told Dr. Wagholikar that
a proper postmoriem be perfermed on Shailendra Joshi to ascertain the type of
kidney damage. That day he also atiended the mesting in the AKD.

i3. Dr. Dr. Palande weat lo the Ophthalmology Department with
Dr. (Mrs.) Mujumdar. He then came to know from the sister in Ward No. 26 that
in Ward No. 26 (Ophthalmology) plycerol had been administered till the morning of
28th January. He asked the siter how this was possible despite the fact that
Nephrology had sent word to the Ophthalmology Departmeni on 25th January
not to administer it. She replied that she was not on duty on Saturday, the 25th

and that she did not know anything sbout it uniil 28th January after the first dose of
glycerol was administered at 600 a.m.  She told him that she came to know about

it that morning in the meeting heki in the Ophthalmology Department.

19. In the afternoon Dr. (Mrs.) Mujumdar toid Dr. Kulkarni that she had visited
the Neurosurgery, Neurclogy and Ophthalmology wards, that she had more infor-
mation of the drugs administered to the affected patients and that she-had personally
told all the sisters in~charge of those wards not to administer these three durgs.

20. Dr. (Miss) Sankholkar is the Deputy Director of Medical Education since
13th February 1986. Between 1-30 and 2-00 p.m. Dr. (Miss) Sankholkar received
a telephone message from the Dean Dr. Chandrikapure that 6 to 7 patle:n_ts had
developed drug reaction which was noticed on Saturday the 25th, when they developed
anuria, that most of them belonged to INcurosurgery and had undergone surgery,
that they were put on dialysis, ihai 2 paidents had dicd and the others were under
ireatment, ihat the postmortein on the two palicits revealed that the changes in the
organs were due to severe drug reaction thal the Depariment of Pharmacology was
investigating imo the matter, that ali the drugs had been seai to FDA for analysis
and {this was incorreci) that he, the Dcan, would be submitiing a writtea report
of the incidenti to Dr. (Miss) Sankholkar's officc the same evemng.
Dr. (Miss) Sankhokar immediately dictated to her PLA. what Dr. (_Ihandrll_(apurc
had told her. The note was thereafier signed by her.  As Dr. B. R. Kate, Dircctor
of Medicul Education was not in his office, the note was submitied to his P.A. between
3and 4pm. It was received by Dr. Kate the {ollowing day.

21, When Dr, Kutkarni visited Medical Stere, he found that glycerine from
Batch No. 27 was in D section where medicines are kept unlocked. Dr. Kulkarni
nstructed pharmacist Jamadagni to kecp these bottles under lock and key in C section
Where medicines are kept under lock and key.

Ex. 81,

Ex. 82

Ex. 11
Dr. Virani's letter
to Dean.

Dean’s telephone to Director,
Medical Education.

Pr. Palande and Pr. Virani.

Dy, Palande and
Dr. Wagholikar.

Dt. Palande goes to Ward

No. 26 and is surprised to learn
that first dose of glycerol was
administered at 6-00 a.m.

Dr, (Mrs.} Mujumdar ialks with
Dr. Kulkarni,

Dear telephones Dy. Directot
of Medical Education,

Dr. (Miss) Sankholkar and her
note to Director Dr. Kate.

Dr. Kulkarni's instructions
to Jamadagni.



Dr. (Mrs.) Worlikar’s ¢all to
M) FDA.

Dr. (Mrs.) Worlikar contacts
Ttalab.,

Dr. (Mrs.) Worlikar apprises
Dr. Shaligram.

Dr, Shaligram and .

Dr, (Miss) Kamble's letter to
Dr. Shaligram and copy to
Dean.

Ex. 76.

FDA collects samples.
Ex. 8

Dr. Shaligram's experiments.

Pharmacopoeia] test—-
Samples failed in acidity and
plucose.

FDA draws sampie from
Batch 27.

Dr. R. D. Kulkami sends
samples to Dr. Sane.

Dean’s telephone to Dr. Kate.

Dr. (Miss) Kamble holds
mecting.
Ex. 114-A

13r. Kulkarni tells
Dr. Shaligram Batch 27 failed
in acidity and glucose tests.,

26

2. At about 1-00 p.m. Dr. (Mrs.) Worlikar took some bottles of the suspect
drugs from Medical Store 1o Pharmacology for testing.  Thereafter
Dr. {Mrs.) Worlikar went back to Medical Store at 1-15 p.m. and telephoned FDA.
She spoke to Assistant Commissioner Raykar and told him that there have been
some deaths in the J. J. Hospital and that they suspected 3 drugs, namely glycerol,
diamox and mannitol and requested him to have the samples collected as early as
possible from the J. J. Hospital. _

Raykar, Dr. (Mrs.) Worlikar
She was told to

23. After speaking to Assistant Commissioner )
contacted Italab for testing the samples of glycerol and mannitol.
send the samples to Italab the next day. :

24. At about 2 or 2-30 p.m. Dr. (Mrs.) Worlikar told Dr. Shaligram that she had
contacted FDA and that their officers would be coming to the J. J. Hospital to collect
the samples.

25. At 3 or 3-30 p.m. a lecturer from Ophthalmology came to Dr. Shaligram
with a letter dated 28th January 1986 addressed to him by Dr. (Miss) Kamble and
samples of acctazolamide, glycerol and mannitol. A copy of Dr. (Miss) Kamble's
letter was marked to the Dean for information (Ex, 76). Ds. Shaligram told the
lecturer to keep the samples with Dr. (Mrs.) Worlikar. Dr. Shaligram told
Dr, (Mrs.) Wortikar that the samples stated by Dr. (Miss) Kamble in her letter
Ex. 76 should be included in the samples to be sent to the FDA,

26. In response to Dr. (Mrs.) Worlikar’s telephone call to FDA, Drug Inspectors
. Vadnere and Dube from FDA came to Pharmacology at 3-30 p.m. Dr. (Mrs.) Worlikar

gave them a typed letter (Ex. 8) signed by hor for checking glycerine, mannitol and
diamox. She took the FDA Inspectors to Medical Store where they collected samples
of glycerol Batch No. 27, mannitol and diamox under the supervision of Assistant
Commissioner Raykar who had by then arrived. :

27. Not having rats or rabbits at hand, Dr. Shaligram was carrying out tests of the
samples of acetazolamide and glycerol Batch Bo. 27 on mice to ascertain nephro-
toxicity. Mone of the mice died. -

28. The Pharmacopoeial test was carried out by the pharmacy post-graduate
students in Dr. Kulkarni’s Department on glyccrine from Batch No. 27 supplied by
Alpana Pharma. This test revealed that the samples failed in respect of acidity and

glucose. They crally told Dr. Kulkarni of their conclusion which was based on the
test data seen by Dr. Kulkarni,

29. The Drugs Inspector drew a sample from Batch No. 27 in the presence of
the Pharmacist Jamadagni and the Associate Professor Dr (Mrs.) Worlikar.

30. In the evening Dr. R. D. Kulkarni sent the samples from Alpana Pharma’s
Batch No. 21 and Batch No. 27 and a sample of Chem Med’s glycerol for detailed
analysis to Dr, R. T. Sane, Professor of Chemistry, Ruia College.

31. That evening the Dean telephonically requested Dr. Kate to inform alt
Government Medical Colieges in the State. Dr. Kate told the Dean to do so.

Thus, ended Tuesday, the 28th January.

WEDNESDAY, 29th JANUARY 1986

1. At 9-30 a.m. Dr. (Miss) Kamble held a meeting in her
resident doctors. At the end the proceedings were mingutcd by ;2? ?:Jb?{leograelsleltllé:
of all assembled and their signatures taken on the original minutes (Ex. 114-A). At
this meeting it was decided (i) not to prescribe these 3 drugs, (if) to car' out cérta;in
investigations on patients who had received these 3 drugs in the ward ;t{d who were

still in the ward, a - M .
atints nd (iif) to be on the look out for certain clinical features in those

2. At 1000 am. Dr. 5. ¥
told him that the
glucose tests.

. Shaligram met Dr. R. D. Kulkarni. Dr . i
_ -R.D. . . Kulkarm
giyceritic of Alpana Pharma Batch No. 27 failed in the acidity a;d
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3, Dr B. R. Kate is the Director, Medical Education and Research, Government
of Maharashtra. He 1s 1n charge of the Medical Colleges and Hospitals in the State
of Maharashtra and looks after the Medical Education. Dr. Kate is not directly
concerned with administration of Government Hospitals and Deans are not expected
to make regular reports to him. It is only when something untoward happens,
that the Dean of such hospital must make a report to Dr., Kate, who would thereupon
take action on such report. On 29th January 1986 when Dr. Kate attended his
office at 10-15 am., he found a note dated 28th January 1986 signed by
Dr. {Miss) P. C. Sankholkar, Dy. Director of Medical Education and Research,
Bombay. From this note Dr. Kate gathered that there was some drug reaction in
the J. J. Hospital and that two patients had died. He appointed what came to be
known as Choube Committee,

4. At 10-30 a.m. Dr. (Miss) Kamble held meeting with all the staff members
of her Ophthalmology Department. Dr. Dastoor, Dr. Shanbhag, Dr. (Mrs.) Padaley,
Dr. (Mrs.) Gaikwad, Dr. Shaikh and Dr. Gawai attended. At the end the proceedings
were minuted by her in the presence of all and their signatures taken on the minutes
{Ex. 117). At this meeting it was decided that patients who had received glycerol
would be monitored and no further routine surgery would be done and that the
blood of patients who had received glycerol would be sent for investigation.

5. At 10-30 a.m. from Medical Store, Dr. (Mrs.) Worlikar issued a hand-written
circuiar (Ex. 9) to all the wards recalling all the botties of glycerine supplied by
Alpana Pharma. The circular was sent by Jamadagni to afl the ward sisters. It
was received back by him the same day with the signatures of the ward sisters at
the foot and reverse of the circular, If any ward was closed that day (e.g. operation
theatre), the circular was sent to such ward the next day.

6. Between 11-00 and [1-30 a.m. Dr. Kripalani had a meeting with Dr. Kulkarni
regarding the antidote to be given to the affccted patients, and decided not to dialyse
patients who had not exhibited the symptoms of renal failure, as such an expedient
would be unscientific and in the nature of experimentation.

7. That morning the Dean held a mecting of the College Council where all the
professors and heads of departments were present.  The Dean apprised the Council
of the actions taken by him so far. Dr. (Mrs.) Renu Patel (Professor of Paediatrics)
drew the Dean’s attention that her department had not received the circular dated
27th January 1986 stopping the administration of the suspect drugs. The Dean
thereupon issued a fresh circular (Ex. 12) again to all the departments of the J. J.
and other hospitals attached to thc Grant Medical College. He also telephonically
gave information to all Government Medical Colleges in the State.

8. Dr. R. D. Kulkarni made an oral report to the Decan that the sample of
mannitol and diamox did not contain any contaminant and that he suspected conta-
mination in the glycerol sample, but as’ therc were no facilities in the department
for analysis he would be sending the glycerol sample for analysis to a private
laboratory.

9. At 1-30 p.m. Dr. Kulkarni and Dr. (Mrs,) Worlikar went to the Pathology
Department to see the kidneys of the affected patients. Dr. Kripalani, Dr. Palande,
Dr. Wagholikar and many resident Pathologists were also present there.
Dr. Wagholikar showed them 6 kidneys and told them that what they were sceing
in those kidneys was a rare abnormality, namely cortical necrosis. This meeting
lasted an hour,

10.  That afternoon the Dean telephoned Dr. Kate and informed him that drug
reaction had been noticed, that some patients had died and that he had informed
Dr. (Miss.} Sankholkar accordingly. The Dean did not tell Dr. Kate when the drug
feaction was first noticed, nor did Dr. Kate ask. Dr. Kate took it for granted that
the incidens of drug reaction must have been of recent origin, namely of the past
W0 or three days. Dr. Kate did not ask the Dean when the drug reaction was
first detected but asked what steps the Dean had taken with regard to the detection
of drug reaction. The Dean replicd that he had withdrawn all the three drugs,
lamely mannitol, glycerol and diamox. Dr. Kate did not ask when these drugs
were withdrawn,  Dr. Kate gave no information to the Secretary, Medical Education,

. Tripathi, that day as according to him he was busy with fixing up the composition
9L the Choube Committee and was awaiting a detailed written report from the Dean.

I'. Kate contacted the Secretary Mr. Tripathi the next day.

Dr. Kate gets
Dr. (Miss) Sankholkar’s
note on 28th,

Dr. (Miss) Kambles
Ophthalmology meeting and
decision taken.

Ex. 117

A. K. Jamadagni
aEnd 9Dr. (Mrs.) Worlikar
X

Dr. (Mrs.) Worlikar issues
recall gircular.

Dr, Kripalani and antidote
measures,

Dean bholds

meeting of Colege Council.
Dr. (Mzs.) Renu Patel’s
grievance,

Fresh circular issued.,
Ex. 12.

Dr. Kulkarni's oral report
to Dean.

Dr. Kulkarni,

Dr. (Mrs.) Worlikar

Dr. Kripalani, and

Dr. Palande go to Pathology.
Dr. Wagholikar shows

6 kidoeys and pronounces
cortical necrosis,

Dean telephoned Dr, Kate—
Suppris-io Veri and suggesito
falsi.
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necrosis produced by dicthiylene
. glycol poisoning.

Dr. Kaie's visit to Secrctary
Tripathi.
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10 Dead.
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Medical Store received a circular (Ex.12) from the Dean for
glycerine. The Dean however admits
3rd or 4th February 1986.

11. At 12 noon T
stopping the use of mannitol, diamox and
that this circular was received by the departments on

12.  After issuing the recall circular (Ex. 9), Dr. {Mrs,) Worlikar went to th-e Dean
at about 12 noon to get his signaturc on a letter prepared by her that day, viz. 29th
January 1986, to Italab for testing the samples of glycerine Batch Ne. 27 and mannitol.
These were sent to Italab along with the letter signed by the Dean.

13. At 1-30 p.m. there was a meeting (Death Confercnce) in the Pathology
Department. Several doctors were present, including Dr. (Mrs.) Mujumdar,
Dr. Kripalani, Dr. Palande, Dr. (Mrs.) Sirsat, Dr. (Miss) Kamble and Dr. Wagholikar,
and other members from the Pathology, Pharmacology, Nephrology, Neurology,
Neurosurgery and Ophthalmology Dcparuments. The kidneys and organs of the
autopsicd patients were displayed. The result of thediscussion was that the renal
cortical necrosis had been produced by, and was the result of diethylene glycol
poisoning, and that the prognosis of the affected patients was grave and their
recovery unlikely. Their further conclusion was that in the absence of any knowledge
of an antidote to diethylene glycol poisoning, nothing more could be dore than
what was being done,

14, Autopsies on Sopan Tawar and Nasiruddin Shaikh were performed. The
concludion drawn was that Nasiruddin Shaikh's case was not of glycol poisoning,.

Thus ended Wednesday, the 29th January.

THURSDAY, 30t JANUARY 1986

I. Dr. Kate paid & visit to G. C. Tripathi, Secretary, Medical Education and
Drugs at his office in Mantralaya and informed him of the death that had taken
place in the J. J. Hospital and the formation of the Choube Committee.

2. Dr. Kulkarni told the Dean that he suspected that glycerine Baich No. 2’?'
could have been adulterated by ethylene glycol, vinyl chloride, carbolic acid of
dicthylene glycol.

3. The autopsy on Rajendrakumar Mishra was performed. Tt showed renal
cortical necrosis produced by and as a result of diethylene glycol poisoning. The
liver showed cxtensive nacrosis.

4. At 4-00 p.m. the Dean informed Dr. Kate that tifl then 8 patients had died,
that the suspect drugs were being tested by the Pharmacology Department of the:
J. J. Hospital and the FDA and that a detailed report would foliow.

5. During the course of the day Dr. Kate informed the Dean of the appointment
of the Choube Commitice to which the Dean should extend his co-operation.

Thus, ended Thursday, the 30th Jaouary.

TRIDAY, 3ist JANUARY 1986

H 1. _T{nc Maharashtra Times published a news report of the deaths in the J. J..
ospital.

2, By 3ist January, 10 afflicted patients had died.

3. Dr. Shaligram made a signed report

. Ex. 77)to the D i steps.
which had been 1aken by Motiedl S, ( 7 e Dean regarding all the steps

Th4' At IOﬁO a.;n. Dt:;. Kate and Secretar

cy were there for about two hours. The Dean explained to the d
:mnsr:1r_cal and the measures taken by him. They called Itjhf: various doﬁor\:hna;mh\;)f
D‘r_. 1}\‘[’[]1{;]{!.!11 (Pharmacology), Dr. Wagholikar (Pathology), Dr. Palande ,(Ncliro-
surgery), Dr, (Mrs.) Sirsat {Nephrology), Dr. (Miss) M. A. Kamble (Ophthalmology),

Dr. Virani ; .

¥ Mr. Tripathi came to the hospital.
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5. That day Dr. Shaligram started the glycerol and the mannitol tests on rais
and rabits. He tested the glycerol on 24 rats divided into 3 groups of cight each,
One group received B.D.H. pure glycerol 10 ccs. per kg. twice a day for 7 days,
No rat from this group died. The second group received Alpana Pharma glycerol
Batch No. 27, 5 ccs. per kg, twice a day for 7 days. One rat died on the third day,
the other 7 survived. The third group of eight rats received 10 ccs. per kg. of Alpana
Pharma’s glycerol, Batch No. 27 for 7 days.  One rat died on the fifth day, the other
7 survived. At the end of the 7th day all the rats were killed so 45 to examine their
blood and organs. The blood was examined for two indicators of kidney function,
pamely urea and creatinine. Creatinine is a blood constituent which gOCS WD in
the case of kidney damages; the same js the case of urea. From the examination of
the blood of the sacrificed rats it was found that compared to the rats which were
given B.H.D. pure glvcerine, in the rats which had been given Alpana Pharma
glycerine, creatinine and urea had beenraised.  From the urine tesis it was discovered
that the B. D. H. pure glycerol-{ed rats excreted more urine than the rats fed on
Alpana Pharma’s glycerol. Dr. Wagholikar’s report shows that the kidneys of the
B. D. H. glycerol treated rats were virtually normal whereas the kidneys of the rats
treated with Alpana Pharma’s glycerol showed various types of kidney damage,
and af least two rats amongst those showed cortical necrosis of the type which was
observed by him in the human kidneys of those patients who had died after
administration of Alpana Pharma’s glycerol Batch No. 27. Even the other rats
showed extensive tubular damage.

6. That day Dr. Shaligram started the tests on rabbits. There were 7 rabbits
divided into iwo groups of 4 and 3. Four rabbits werc given Alpana Pharma’s
glycerol Baich No. 27 in a dose of 5 cc. per kg. once a day. The other group of
3 rabbits received B. D. H. pure glycerol. Of the 4 rabbits which were given Alpana
Pharma’s glycercl, one died on the 3rd day, and the other died on the 6th day. From
the other group of 3 rabbits which were given B. D. H. pure glycerol, none of them
died. All the living rabbits were sacrificed and their blood collected. Tt showed
that in the Alpana Pharma glycerol-treated rabbits the urea and creatinine were high
and the kidneys showed extensive damage. The blood of the B.D.H. glycerol-treated
rabbits did not show any elevation of urca or creatinine, and their kidneys did not
show any damage.

7. Dr. Kulkarni made a report (Ex. 29) that glycerine samples sent to Dr. Sane
showed presence of some contaminant and its identification was in progress.

8. The Dean sent for and for the first time saw the plastic dark blue bottles of
glycerol Batch No. 27, but could not see the contents,

9. The Dean gave directions to all the departments to carefully preserve the
hospital records of the patients involved, and instructed Dr. Kulkarni (Pharmacology)
to keep the three suspect drugs under lock and key.

10. As a result of the news report, Health Minister Bhai Sawant, the Director of
Medical Education Dr. Kate and Secretary Mr, Tripathi visited the Hospital
at 2.30 p.m. They were there for an hour. The Health Minister suggested the
inclusion of two more names in the composition of the Choube Committee.

11. The Director of Medical Education Dr. Kate and the Secretary, Department
of Medical Education came to the Dean's office. Dr. Kripalani and Dr. Wagholikar
were sent for. Dr. Kulkarni informed the Director and the Secretary of the steps
taken by him from 27th January. The Dircctor asked Dr. Kulkarmi to give a
written report. Dr. Kulkarni did so then and there. In his report Dr. Kulkarni
set out the facts in brief, including the fact that the suspect sample showed the
presence of a contaminant, that further tests for identification of tie contaminant
were in progress, that chemical analysis did not reveal any vinyl chloride or carbolie
acid contamination, that Dr. Sane’s report revealed that the samp!c from Ba@ch
No. 27 contained diethyicoe glycol which is a very highly nephro-toxic agent which
would cause renal cortical necrosis and capillary hacmorriages.  According to
medical literature, presence of dicthylene glycol over 5 per cont produces definite
nephro-toxicity resulting in renal failure. For his part Dr. Kulkarni would not
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consider even the least percentage of diethylene glycel in glyceripe to be safe. Accord-
ing to Dr. Sane's report, the presence of diethylene glycol in Batch No. 27 was
18 per cent. Diethylene glycol in such a large quantity could positively result in
definite toxic reaction resulting in definite renal failure. According to the Indian
Pharmacopoeiz a bottle of standard glycerine must contain minimum 98 per cent
glycerine with not more than 2 per cent moisture. In Batch No. 21 the glycerine
was 91 per cent and the moisture 4-5 per cent. In Batch No. 27 of Alpana Pharma
the glycerine was 09 per cent and the moisture 23 per cent. With the combination
of 09 per cent glycerine, 23 per cent moisture and 18 per cent diethylene glycol,
the toxic effect of diethylene glycol would be manifest resulting in renal failure.

Thus ended Friday, the 31st January.

Ist FEBRUARY 1986

1. The autopsy on Ramji Balu Kasar was performed. His kidneys showed
acute defused tubular necrosis indicative of diethylene glycol poisoning. His liver
showed centrilobular hepatic necrosis, indicative of diethylene glycol poisoning.

2. The Choube Committee made its preliminary report that deaths were caused
due to some contaminant in ths glycerol and which contaminant was being identified.

2np FEBRUARY 1986

The autopsy on Abdul Kadar Shaikh was performed. It showed acute tubular
necrosis indicative of diethylene glycol poisoning. The liver showed eivdence of
alcohol-induced cirrhosis in which there was evidence of diethylene glycol affection.

Sta FEBRUARY 1986

1. Dr. 8§ V. Shaligram sent Dr. Kulkarni his report regarding the toxicity test
carried out by him on rabbits, rats, cats, and mice. The report disclosed that
mannitol and acetazolamide did not have any adverse effect on mice and rabbits;
uptil 10 mljkg of glycerol therc was no adverse effect on mice; all the 8 rats given
10 ml/kg of standard glycerine were surviving and one out of 8 rats given 5 ml/kg
of the test glycerol had died; and the test on rabbits and cats was in progress.  Sub-
sequently Dr. Kulkarni learned from Dr. Shaligram that rabbits who had been
given the test glycerol died but the mice survived.

2. Mr. Budhwant, Dy. Secretary, Medical Education Department, and Dr. Kate
visited the hospital, took charge of the hospital records and took them to Mantralaya.
Some case papers pertaining to the patients were with the Pathology Department
and others were in the record section. The Dean called for those case papers.

6t FEBRUARY 1986

The Dean received a letter dated 6th February 1986 from Dr. R. D. Kulkarni
(Pharmacology) sctting out the informal report of the Chemical analysis of glycerol
done by R. T. Sane (Professor of Chemistry, Ruia College). The extraction and

infrared spectrometry showed the presence of diethylene glycol; the approximate
composition of the glycerol sample was—

Diethylene glycol .. . .- 185 per cent (Nephro-toxic)
Water 21 per cent
Glyeerol .. 9 per cent
Polyglycol 51 per cent

The letter ended that commercial glycerol with impurities had i
manufacture instead of pure glycerol. P been used during

7TH FEBRUARY 1986
The Choube Committee made its final report,
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12tH FEBRUARY 1986

Three decisions were taken at a Cabinet meeting, namely (a) to hold the present Cabinet meeting decisions.
inquiry; (9) to ask the C.LD. to investigaic, and (c) to take action against erring
offcials of the J. J. Hospital and the FDA.

13tH FEBRUARY 1986

1. 106 bottles of glycerol (Batch No. 27) were sealed in a cupboard in ‘D’ Section Bottles sealed.
of Medical Store.

2. Transfor orders were passed by Government; the Dean was transferred to Tramsfer orders.
Miraj, Dr. R. D. Kulkarni to Aurangabad, Dr. (Miss) Kamble to Nagpur and
Pharmacist Jamadagni to Poona.

20T FEBRUARY 1986

Dr. Sane submitted his formal Report which was in conformity with his earlier Dr. Sane’s formal Report.
informal Report.

21st FEBRUARY 1986

A Notification was issued by Government appointing the present Commission GN.
to inquire and report on 11 questions set out in that Notification.

181 MARCH 1986

Pending the Commission’s Report, Government ordered the suspension of the
investigation by the CID.

23rp JUNE 1986

Government Analyst Dr. Pilankar made his toxicity report. Ex. 246.

Thus comes to an end the narration of events.
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CHAPTER VI
I shall now deal with the Questions seriatim.

Question (g).—" Whether such deaths of patients occurred due to certain deficiency
or defect in the line of treatment or due to any negligence on the part of the doctors/
para-medicalfother ancillary staff who were connected with the case of the patients
at any stage or at any level and if so, who are responsible? ”

This question must be answered in the megative.

1. Glycerine is a standard drug recognised as such under Indian Pharmacopoeia.
For years it has been used with success the world over, including the J. J. Hospital,
to reduce intra-cranial pressure, Until 25th January 1986 when suspicion fell for the
first time that Alpana Pharma’s glycerol was one of the drugs not of standard quality
and its administration was stopped from that day itself in the Neurology and Neuro-
surgery Departments, the doctors and staff of the J. J. Hospital had no knowledge,
or any rcason nor the means of knowing or suspecting that the killer glycerol Batch
No. 27 was not standard medicinal glycerine it was supposed and expected to be.
Hence there was no negligence on their part in disseminating or administering thait
drugs, proceeding as they did and as they were eatitled to on the footing that Batch
No. 27 was indeed standard medicinal glycerine. The Fact that glycering is a recognised
and standard drug under LP. and has been successfully used as an anti-oedema
measure was a complete justification for the doctors in prescribing this drug on the
justifiable assumption that it was of standard medicinal quality and not contaminated,
as discovered later. There is not even the remotest whisper of evidence that the

normal doses were exceeded. In these circumstances there was no deficiency in the -

line of treatment nor any negligence on the part of the doctors and staff in adminis-
tering this drug in the genuine belief that it was a standard drug. Thus question (@)
must be answered in the nogative,




CHAPTER VII

Question (b)—" Whether such deaths of patients occurred due to administration
of adulterated, substandard, contaminated or defective drugs during the course of
+their treatment? ”’

i. In order o anmswer this question, it must first be ascertained which of the
3 suspect drugs was the killer drug. Was it acctazolamide (diamox), mannitol or
glvcerol?

2. There is overwhelming evidence on record including two Charts (Exbibits 81
and 82) prepared by Dr. (Mrs.) Mujumdar which rules out acetazolamide and
diamox as the killer drugs. On analysis, acetazolamide was found to be of sitandard
quality. Mannitol did fail in the pyrogen test. However such mannitol did not cause
the deaths, because at worst it would cause a mild fever which would subside as soon
as the defective mannitol was withdrawn, Morcover it was not given to all the
patients whao died.

3. Overwhelming and uncontrovertible evidence points to onc drug and one
drug alone as the killer drug. It was the common drug adminisicred 1o ail the 14
paiients who died—glvcero!l Batch 27 supplicd by Alpana Pharma.

4. Pure glycerine must contain not less than 98 % glycerine and not more than
27, moisturs. As against this, the composition of glycerol sold by Alpan: Pharma
to J. J. Hospital was:

Diethylene (Nephro-toxic) . .. 18.5%
Water .. . Lo 28,009
Polyalycol .. .. ..o 51,009
Glycerol .. : 9.00%,

To call such a concoction glycerol is a mistake. It can more correctly be describzd as
diethylene glycol with a dash of glycering.

5. 'The report dated 3rd February 1986 (Exhibit 291) of the Government Analyst
Dr. Pilankar on Batch No. 27 shows it to be substandard. Dr. Sane’s report dated
7th February 1986 (Exhibit 35) establishes that it was toxic and contaminated with
diethylene glycol. This is corroborated by none other than the manufacturer himszlf,
viz., Jethatal Soni, the proprictor of Ganesh Chemicals. It is this glycerine through

“various middlemen was ultimately sold by the repacker Alpana Pharma to the
J. 1. Hospital. It makes no difference that Chem Med Laboratory purported to
certify it to be of standard quality. Even assuming that Chem Med"s_ certificate
(Exhibit 212) is correct (which it is not as will be established later in this Report),
it is worthless even at face value, for no toxicily test had been cal led for nor carried
out by Chem Med.

6. The report dated 19th June 1986 (Exhibit 369) of the Government Analyst
Dr. Pilankar shows that the 3 samples analysed were found to contain diethylene
glycol in the percentage of 13.872, 14.404 and 13.358. Dr. Pilankar says thatl the
test carried out by him on Batch No. 27 by the gas liquid chromatograpa method
revealed th.e presence of diethylene glycol to the extent of 139 and glycerine to the
extent of 8,59 only. '

7. Diethylene plycol has two major targets in the human body. The liver and ths
kidneys. n the liver the damage is restricted mostly to the centrilobular zones of
hepatic lobuies. {This is the central zone of the hepatic lobules which is a part of
the liver). The damage is charactcrised by the swelling of the calls and the resultant
death of the cells. 1t is different from hepatitis which is commonly caused by viruses

OWn as infective hepatitis or jaundice, and from which 95%; of such patients
recover. The liver damage in the case of diethylenc glycol poisoning has comparatively
less significance because the patients die of renal failure before the liver failure

tcomes manifest. In the absence of any major discase in other organs, combination
of kidney damage and liver damage is pathagnomonic (i.e. one of the diagnostie

Chteria of glycol poisoning). This was substantiated by animal experiments and
chemicai analysis of Alpana Pharma’s glycerol Batch 27.

. 8. The worst affected however are the kidneys. The damage is characterised .g}'
h‘.'bma" nephropathy (damage to the tubules of the kidney), The damage has a specific
Stopathologic appearance which is very diagnostic, that Is, suggestive of poisoning.

Ex, 8land 82

Ex. 291
Ex.35

Ex. 212

Ex. 369
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In the later phases, there is a destruction of the phases in the kidneys where the
formation of urine first starts (glomeruli) and cortical necrosis is said to have taken
place. 1ts clinical manifestation is anuria and renal failure. While in the vast majority
of cases renal failure is reversible, rena! failure caused by dicthylene glycol poison-
ing is irreversible despite dialysis and medical treatment. This irreversibility must
result in death and thus it was with these 14 patients. :

9. Even if the presence of dicthylene glycol is 3% or less, there is 2 danger of
damage to the kidneys, if aot always death. A normal healthy kidoey will no longer
remain so if a person is given even a single dose of one ounce diethylene glycol in
the percentage of 18.5. A single dose ol glycercl containing as much as 18.3%
dietbylene glyco! (as in Batch No. 27) would certainly cause damage to the kidneys
and other organs, if not always death., The cause of death of these patients was
cortical necrosis or tubular necrosis of the kidneys. As a result of the presence of
dicthytene glycol in Alpana Pharma’s Baich No. 27, the livers and fadneys of the
deceused paticnts were primarily damaged and the damage was irreversible. There
was also secondary damage to the brain and the fungs as a result of diethylene glycol.

10. 1t is manifest that glycerine Batch No. 27 containing diethylene glycol was
the only drug which caused the deaths, Amungst those who died there were some
who had pre-existing discases. Two patients had hypertensicn, one had diabetes,
one had chronic obstructive pulmonary discase, one bad goitre and one bad ascoriasis
(infection caused by round worms in the stomach). None of the above pre-existing
diseases could cause renal failure. Even so, these paiients who had thesc pre-existing
diseases developed renal failure, which could only be attributed to glycerol Batch 27
and not to any of the pre-existing diseases. The postmortem reports reveal that
organs were affected by contamination by seme chemical which caused depression
of the central nervous system and acute necrosis of the kidneys which were irreversi-
ble. The evidence reveals that dialysis was of no use. This indicates that apart from
head injuries suffered by some patients, there were other organs which were also
affected, namely, the liver, brain and lungs. If kidneys were affected, dialysis could
sustain life. Hence nonc of the pre-cxisting diseases caused- irreversible cortical
necrosis which ultimately caused the death of these patients who had been administer-
ed the common drug of glycerol contaminated with diethylene glycol. This is what
Dr. (Mrs.) Sirsat has to say about cortical necrosis in her evidence:

“ 75, Cortical necrosis is the death of the kindey cortex; there is necrosis of
the glomerulus, proximal tubules and blood vessels supplying the glomerujus.
Modual is inner part of the kidney, There are different blood supply lines to the
cortex and modula. In cortical necrosis modula is not involved. There can be
selective necrosis of the cortex, but not necessarily of modula. In these 13 cases

the necrosis was only of the cortex. In the case of these [3 patients capillaries
were also damaged. ¥

“ 76. Necrosis of the cortex is irreversible. The irreversibility would depend
upon the extent of the damge and the cause of the damage,

Q: —Will cortical necorosis occcur if standard pure vnadulterated durgs
are administered in larger quantities than required ?
A. No.

Acute tubular necrosis gan occur with some drugs; it wonld be reversible.
Drug induced intertial nephuritis can occur but can be reversible. Focal necrosis
15 the involvement of the small area of the kidneys. ™

Necrosis is death of tissqes. Cortex is the outer cover. In 13 cases pecrosis was
only of the cortex and capillaries were also damaged. Necrosis of cortex is irreversible.
Other kinds ol necrosis can be reversible.

11. Thus it was the common drug, namely Alpana Pharma’s glycercl Batch
No. 27, administered to alt the deceased patients that was the killer drgug, contai:a;ing
as it did the lethal poison of diethylene glycol.

12, Having established that Alpana Pharma’s glycerol ill
I proceed to consider Question (b).p & was the killer drug,

13. Alpana Pharma’s glycerol Batch 27 was adulterated and contami

) _ minated

?hth dicthylene glycal. It therefore also became 2 substandard and defective drug.

I eJresuItant deaths were  directly due to the manufacture and ultimate supply to
¢ J. J. Hospital of this glycerol, and not due to its administration tiil suspicion

fell on it on 25th January 1986. B i i in i
; . By then irreversible damage had been done 1
rance of the fact that it was a lethal poison as set out earhger. o e




CHAPTER VIII

Quest:'on.——(c)—“ If so, whether there was any negligence or deréliction of duty
on the part of doctors/ para-medical/other anciliary staff who were connected with
the care of the same patients in identifying and withdrawing the offending drug
promptly from use, to avoid further danger to the safety of patients 7

1. As will appear later from the discussion while answering question (), there
was no negligence or dereliction of duty on the part of doctors/para-medical/other
ancillary stafl in identifying or withdrawing the killer drug,

2. However regarding the withdrawal of the offending drug, the Dean
Dr. Chandrikapure and the Superintendent Dr. Deshmukh must take the primary
responsibility in their utter failure to do either. To that end they arc guilty of
negligence and dereliction of duty.

3. The evidence of the Dean Dr. Chandrikapure and the Superintendent
Dr. Deshmukh even at face value makes for startling reading. Difficult though it
may be, of them T shall endeavour to speak in measured terms and restrained
vocabulary in deference to their noble profession.

4, Starting with the Dean Dr. Chandrikapure, on his own showing, despite
Dr. (Mrs.) Sirsat’s frantic telephone cali to him on Saturday 25th January at 11 a.m.
and despite her telling him that 4 or 5 patients had already died due to drug reaction
and that other patients had likewise been effected, and though on his own admission
ke did consider drug reaction as also what Dr. (Mrs.) Sirsat told him to be serious
matters for concern, he did nothing. It was his day off; so he did nothing. As the
highest authority in the Hospital it was the Dean or the Supdt. who alore could
have given immediate directions to Medical Store not to further disseminate the
suspect drugs. He did neither. He left it to Dr. (Mrs.) Sirsat. Despite the sericusness
of the situation, the Dean did not visit the Hospital on the lame excuse that there
were competent people in the hospital 1o handie the situation. Who they were the
Dean discreetly does not care to say. He did not cven telephone the Head of Depart-
ments or any doctors to narrow down the suspect drugs or for the purpose of taking
any action.

5. Suspect drugs which were commonly administered fo the patients freely
should have been a matier of grave concern to the Dean and which he should at
ones have brought to the notice of the higher authorities. He did nothing of the
kind on the lame excuse that it did not strike him to do so as the Director of Medical
Education Dr. Kate is usnally out of Bombay on week-ends. The Dean admitted
that he did not cven ascertain whether Dr. Kate was in Bombay that Saturday.
It did not even strike him to contact Dr. (Miss) Sankholkar This is too ridiculous
for words, Thus on Saturday the 25th January while drugs suspected to be contami-
nated were floating in the Hospital and were being freely administered as routine
-drugs, the Dean was enjoying his Saturday off at home.

6. The following day, Sunday the 26th was the flag-salutaion function at the
Hospital. The Dean went to the Hospital essentially to attend that function. After
It was over he incidentally went to the Nephrology Department at 11.00 a.m. for
10-15 minutes to sec whether any patient was on dialysis, but did not see any patient
bemg. dialysed. He did not go to the affected dopartments or make on-the-spot
enquiries or find out how many more patients afflicted by the suspect drugs needed
treatment or dialysis. He did not talk to any doctor, professor or lecturer corninected
with Nephrology Department nor did he even visit the Neurosurgery ot Ophthalme-
Yogy Departments. Thus on Sunday, the 26th except paying a brief and perfunctory
vistt to Nephrology for about 15 minutes, the Dean did nothing. He did not bother
to visit the affected departments, viz. Neurology, Neurosurgery and Ophthalmology,
from where the patients were being sent to Nephrology for dialysis.

7. From the Dean’s own fips there is his revelation that from 25th till 27th
January he dig nothing except to abdicate his responsibility to Dr. (Mrs.) Sirsat
91 25th and on the afternoon of 27th to issue his circular-and that too after virtually
bing goaded into doing so by the Head of the Nephrology Dr, A. L. Kriplani, .-
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3 i i tments,.
According to the Dean that morning he tried to contact the Heads of Depar S,
but they %verc not available. There is nothing to commend this version, such as it
is, except the Dean’s ipse dixis. Thereafter he did nothing.

8. Thus for 2 vital days, 25th and 26th January the Dean enjoyed his holidays.
and did nothing Rome burnt and Nero fiddled.

9. For that matier on 29th when the Dean telephoned Dr. Kate in the afternoon,.
he significantly did not even tell him when the drug reaction was first noticed.
Suppressio veri and suggestio falsi.

10. There is also the Dean’s admission from his own lips that the stoppage
circular issued by him on 29th January (Exibit 12) was reccived by the depariments
as late as 3rd or 4th February . This is-a further indication of the total inaction on the-
pari of the Dean whose duty it should have been to ensure that the same was received
by all the wards immediately it was Issued.

11, The Dean admitted that ondy 2 persons could have ordered the stoppage of
the supply of the suspect drugs, viz. he himeself and Superintendent Dr. Deshmukh.
There is nothing to commend the Dean’s jpse dixit that he gave oral instructions.
to the beads of all departments on 271 January that the three suspect drugs must
be withdrawn. Not a single lead of any department or anyone has come forth in
corrcboration for that matter. On this own admission the Deen did not even know
that the killer glycero! was administered till 28(h January or that all the wards had
not received his civeular. He knew nothing, he did nothing and was goed for nothing,

12, Superintendent Dr. Deshmukh’s track record is no betfer. His evidence makes
equally bizarre reading. Tuking his evidence at face value, it is manifest that after
he received Dr. Palande’s frantic telephone call on Saturaday, the 25th at mid-day,
like 1l Dean, he too did nothing, Even assuming what Superintendent Dr. Deshmukh
says is correct, namely that on Saturday, the 25th January he did tell Dr. Palande
over the telephone to inform the Dean and Medical Store, that by itself shows that
there by the Superintendent abdicated his duty and responsibility of doing himself
what he told Dr. Palande to do. It was for the Superintendent himself to have brought
ihe emergent situation 1o the notice of the Dean. The Superintedent failed to do so.
It was for the Superintendent himself to have given instructions to  Medical Store,
for it was the Superintendent and not Dr. Plaande, who had the requisite authority to
order Medical Store to stop further supplies to the wards and to recall the supplies
already made. All this, on the showing of the Superintendent himself, be failed to do.

13, There emerges from his own lips a course of conduct which like the Dean’s
berders on the groiesque. He resides in the campus itself. On Saturdays he does not
atiend the Hospital and stays at home or visits the wards or the operation theatres.
The first is ncarer the truth because surprisingly enough on that fateful Saturday
despite Dr. Palande's telephone call to him he stayed at home. The specious excuse
that he gives is that necessary action had been taken by the doctors concerned.
He compounds negligence and dereliction of duty by the brutality of bis observation
that every death that takes place is no signal for him to rush to the Hospital, and
that there was nothing he could have done about the deaths which had already taken
place. Of course, he had to admit the obvious, namely that every death dges not
take place due to drug reaction nor does drug reaction take place everyday in the
Hospital, that the deaths reported to him by Dr. Palande over the telephone that
aftercoon were unuswal deaths, Even so Superintendent Dr. Deshmukh like the
Dean moved not a finger to prevent dissemination of the suspect drugs or recall
hem. He cannot be heard he had no power to do so.

14 What is worse, in the afternoon of Saturday the 25th, though Dr. Deshmukh
was at home in the campus he refused to take delivery of a letter of that date Jointly
addressed by Dr. (Mrs) Sirsat to him and the Dean. That afternoon Dr. (Mrs.)
Sirsat had given 2 letters to the sister-in-charge Rozario of the AKD. One Jetter was
from Dr. (Mrs.) Sirsat jointly to the Dean 2nd the Superintendent and the other
1o the Pharmacology Department. Sister Rozarip gave those letters for delivery to
ward-boy Gautam Pawar in the A.K.D. who was free. The letters were not put in
an c¢nvelope. They were open letters. Both the fetters came back. The Pharmacology
Department was closzd and when the ward-boy Pawar offered to Superintendent
:;t his ;csr}:jerikc:: }!thI:!tcr intch:dcd for him, he refused 1o accept it. Pawar thereupon

rought back the letters to Sister Rozario w ! irs hy th
oo sk the let ario who told Dr. (Mrs.) Sirsat why these



¥

15. 1 do not believe Supcrintendent Dr. Deshmukh when he says no such letter
was sought to be delivéted to him. There is no reason, and none was suggested by
Dr. Deshmukh himself, why ward-boy Pawar, Sisier Rozario and Dr. (Mrs.) Sirsat
should conspire against him. It is true-thai Pawar is no longer at the Jj. J. Hospital,
Even so he had lis roots there; he was bora in the campus and his father was for
several years working in the Y. J. Hospital. He had no avimms against the Superin-
tendent. He had no reason to falsely implicate him. For that matter neither had
Dr. (Mrs.) Sirsat nor Sister Rozario, who are even today at the J. J. Hospital of
which even today Pr. Deshmukh is the Superintendent. Dr. Deshmukly's refutation
of the attempied delivery of this letter is false and is a cover-up for his insensitivity
in refusing it.

16. According to Superintendent Dr. Deshmukh he functioned only in the
absenca of the Dean. Hence according to him even though his post might be cqui-
valent to ibat of 2 Civil Surgeon of a district and even though he is supposcd 10 be
on duty day and night, it was for the Dean to take sieps jn an emergency. Pray,
ther what was the necessity for Dr. Palande’s frantic telephone call to the Superin-
tendent” Why did the Supcrintendent not tell Dr. Palande that he, the Superintendent,
was powerless. What then is the necessity for the Superintendent to have his residence
in the campus itscif unless it is to enable him 1o be at hand round the clock? If in
an emergency the Superintendent does not respond, why is he there at all? 1 shall
not pause fo comument at any length on the wbsurdity of such protestations.
Dr. Deshntukh did noi cven bother to call up the Dean aad ask for instruclions,
as the Superintendent being o the campus would be the man oa-the-spot. In the mot-
ning of Saturday the 25th, he stayed at home and weit for shopping inthe aficrnoon.

17. What is even worse is that the following day, Sunday the 26th, after the
flag-salutation cercmony was over, the Supcrintendent told Dr. Palande that nothing
could be done until Monday, namely the following day. Till Sunday, the 26th,
Superintendent Deshmukh did not even know the names of the suspect drugs.
On Monday, the 27th also the Superiniendent did nothing. Dr. Kripalanl wrote
his letter that day (Exhibit 6) to the Dvean and the Superintendent urging them to
take action. This letter was not cven atiended to by the Superintendeat,

18. WNeither the Dean nor the Superintendent did anything to identify the drugs
from 25th, right until the time the killer drug was identified and that too by somebody
else. They did nothing to withdraw the drugs except for a_belated routine circular
sent by the Dean in the afternoon of 27th, They did not bother to find out if any
follow-up action was taken, much less take it themselves, or to ascertain whether the
circulats were acted upon or even received by all the wards. The Dean did nothing
for any practical purpose and the Superintendent did nothing for any purpose.

19. Now what does oiie say to such conduct established from the lips of the
Dean and the Superintendent themselves, not pawns but the highest authoritics.
in the Hospital. The captain and his licutenan( failed in their duties and abdicated
their responsibilities and abandoned ship in the hours of crisis.

20, These two worthies were as negligent, incilicient, brutal, cynical and lazy
in doing their duty, as they werc incalculable in their capacity for shrugging off
tesponsibility, knowing neither thought nor remorse. They are unfit to hold any
post involving responsibility.

2). Coming to the doctors and the para-medical and other ancillary staff, the
evidence does not disclose any negligence on their part either in identifying or
withdrawing the offending drug.

22. Al the 14 deaths which took place were from Neurosurgery, Neurology and
Ophthalmology Departments. All the 14 patients suffered mainly from diseases
of the brain or eyes. The treatment included administration of standard drugs pres-
cribed by standard text books and administered for a number of years the world
over, including the J. J. Hospital. One of such drug is standard medicinal glycerol
given orally. There was no existing renal disease in any of the'paticats nor did they
exhibit any symptoms which could have attracted renal diseases. A state of shock
may attract renal failure. However none of the 14 patients who bad died were in
a state of shock to which renal failure could be attributed. Yet, for no apparent
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reason all the 14 coming from 3 different departments devgloped manifestations of
nephro tosicity resulting in—

1 death from Neurology, ~
7 deaths from Neurosurgery (3 had brain injuries and 4 had brain tumor),

6 deaths from Ophthalmology (these patients suffered from various eye diseases).
Out of these 14 patients 13 were male and one female; the youngest was aged 19,
the eldest 75. All of them succumbed, irrespective of sex or age.

Fia
23. The early clinical manifestations of nephro toxicity appeared within 1 to 7
days after the first exposure to nephro toxic chemical. Dicthylene glycol is a nephro
toxic chemical used for industrial (and never for medicinat) purposes. In all these
14 patients the average time was 4 to 5 days when the early clinical manifestaiions
of nephro toxicity made themselves manifest, namely ;—

Vomitting .. Zcases
Gastrointestinal bleeding .« 2 cases
Abdominal pain .. 2 cases
Gourding and rigidity of abdomen .. 1 case
Abdominal distengion (Diarrhoea) .. lcase
. . 14 cases

These ave normal reactions, Within the average time of 4-5 days of the manifesta-
tion of these symptoms, it would cross no one’s mind that they could be cauged
by a spurious or sub-standard drug, much less would anyone think of identifying
the drug. So far so good. :

24. However after these early manifestations, the manilestations of renal failure
appeared In an average time of 2-3 days. In 13 cases the manifestations of renal
failure oceurred in the following forms —

Oliguria

(Secretion of less urine in relation to fluid intake.) .. lcase
Oliguria and anuria ‘

(Urine output of less than 100 cc in 24 hours.) .. 11 cases
Raised urea . . .. .. 12 ecases
Acidosis

(Presence of acids in blood beyond normal limit,) J cases
Unstable blood pressure 1 case

These were renal manifestations sugpestive of kidneys being affected. Deaths

oceuried within 1 to 5 days from thesc renal manifestations and the average of these
deaths was 3 to 5 days.

25. The early normal reactions, namely gastrointestinal bleeding, abdominal paig,
gourding and rigidity of abdomen and ahdominal distension were suggestive of the
alimentary system being affected (i.e. from mouth to anus).

26, The manifestations of symptoms of renal failure due to a defective drug must
in these circumstances have been farthest from the mind of any doctor or medical
staff. They had no reason to doubt, much less suspect, that the drues indented by the
J.J. Tospital and admiaist2red to the patients were not of standard qualityl For that
matter, thare was no previous inckdent in India of renal failure having been caused b

drug contamination.  ftis true that in [937 in the U.S.A. and in South Africa in 196%
there were cases cf rema! tiilure caused by drug contamination, However there is
nothing 10 suggest that the doctors or the medical staff of the J. . Hospital attendin

to these patients were aware of those cases or had the slightest inkling that the druE
prescrited by them and administered under their instructions were any other than the
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27 Acute renal failure followed within 3 days aficr the symptoms of renal failure
mads tbemselves manifest. 1t is this acute renal failure that led the doctors to diagnose
the damage to the kidneys. The patients were immediately put on the only remedial
step known fo medical science-dialysis. The manner and the promptness with which
dialysis was dozg, cannot be faulted. The credit must go to Dr. A. L. Kripalani and
his Nephrology team. Full marks to Dr, Kripalani, Dr. (Mrs.} Sirsat and their team in
. Nephrelogy. :

98. The doctors and the medical staff did not, as indeed they could not, know the
cause of the damage to the kidneys because in the Neurology and Neurosurgery
departments, acute renal fajlure is not entirely unknown. In fact in these two depari-
ments, it is & common ocCcUTTEnce.

79, In Opthalmology renal failure can never appeur due to any farm of treatment
given in that department. If such a cass had occurred in Ophthalmology to the
knwolsdge of Nephrology it would have put ine latter to inguiry for such an unusual
ceourssnce. The first case of remal failre took place in Ophihalmology on 22ad
Januory 1936 in the case of Bittal Kevat. Fven so sucnicion did not, as indeed it could
not, fall upon any drug contamination because Bitial Kevat vasa surgicyl case where
Kidney Tailure is not unknown, and was transferred to Ward No. 19 {Surgical} as he
had abdominal pain.

30, Tt was only when the first 5 to 6 cases of renal failure took place that the
doctors started regarding it as something unusual. Their suspicions deepencd when
mote cases of renal failure occurred in Ophthalmology. And after 2 such subsegiiznt
occurrences they became almost certain that the kidney discase was hospital-acquired.
Tt reust indeed stand to the credit of the doctors that they became ceriain merely
from the analysis of the case papers which shovied that the common drug aiven to all
the 14 patients who succumbsad was giycerol Bateh No. 27. Liven so they were under
the impression (for which no fault can be found with them) that the renal failure was
an untoward reaction to a normal standard drug and not lo any substandard or
contaminated drug which in their slightest imaginalion they never thought the
1. J. Hospital would purchase-least of all a drug coniaminated witlt 8 Jethol nephro-
toxic chemical such as diethylene giycol.

31, Tt was at the meeting on 28th Jangary in AK.D. tiat Dr. (Mrs.) Worlikar
suggestod that the mischievons drug could be glycerol as could have been
contaminated with glycol. Dr. Kripalani concurred, For this the credit must go to
Dr. (Mrs) Worlikar.

32. Even so the first factor which pinpointed and coniirmed the drug being
contaminated with a lethal chemical became possible only aftcr post mortem examina-
tions wers carried out. Except for Banu Thombre whose death took placs on 2ist
January, the other deaths took place on and after 24th January, namely—

On 24th January . . .. 2dcaths
On 25th January .- ‘. .. 2deaths
Gn 27th January .. o .. ldeath
On 28th January e P .. 2 deaths

Suspicion was confirmed only when the posimortem results were made availabie,
the frst being on 20th Jannary periaining to Tanveer Baig, Credit must go 1o
Dr. Kripatsni for his insistence on post mortems, Credit must alsp go to
Dr. Waghiolikar and his staff who performed the autopsies with meticulous dilizence
and enactitude, even to the extent of preparing photo documentation. Credit must also

go to Dr. Palande and again to Dr. Kripalani and Dr. Wagholikar in identilying
the faial drug and thereby preventing further casualties.

33. In these circumstances, it is manifest that prior to 29th January, it was not
possible for the dactors or the medical staff to have identified the kilier drug.

34. Al this is brought to the forefront by the evidence of Dr. Bhagwati {p. 390-
(12-14)]; Dr, Kripalani {p] 793 (11}, p. 797 (1), p. 798 (16)); Dr. Palande [p. 623-
634 (11), p. 685(13), p. 693 (28)}; Dr. [Mrs. Sirsat [p. 727 (26), p. 728 (28),
. 744(67)); Dr. Shaligiam [p. 280 (7]; Dr. Panda [p. 323(28), p. 324 32
P. 326 (39)] and Dr, Virani [p. 340 (43-49)).
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i i i indi i Palande, nor

35. There is overwhelming evidence to u;dlcatc_ that neither Dr. 3
Dr. Bhagwati’s Unit No. I, nor Dr. Virani’s Unit No. II (Neurosurgery), nor,
Dr. Katrak’s Neorology Department (Unit No. T7) could have suspected glycerol,
an otherwise innocent drug, as the killer drug. To that end, hereunder the following

particulars.

Referecd to

Name of patient Date of death
Nephrology on

Hemant Ranade (Dr. Bhagwati's patient) 20-1-1986 24-1--1986
Ramesh Shinde (Dr. Virani's patient) Do. Do.
Bapu Thombre (Dr. Bhagwati’s patient) Do, 2(-1-1986
Tanvecr Baig (Dr. Katrak’s patient) . 21-1-1986 25-1-1986
Bittal Kevat (Paticat of Dr. Hingorani-Unit I, 22-1-1986 v 27-1-1986

Hs came via Ward 19 (surgical) suspected

to require abdominal oncration).
¥Yithal Gharge (Dr. Virant’s patiem) Do. De.
Shailendra Joshi (Dr. Virani’s puticnt) .. 23-1-1986 28-1-1986
Vitha!l Bhokare (Dr. {Miss) Kumble's Unit 24-1-1986 25-1-198¢6

No. 1) :
Sopan Tawar (Dr. Virani’s patient) .. Do. 28-1-1986
Rajendrakumar Mishra (Dr. (Miss) Kamble's 25-1-1986 30-1-1986

patient.)
Ramji Bale Kasar (Dr. Bhagwati's patient) 26-1-1936 1-2-1986
Abdul Kadar Shaikh (Dr. Hingorani's patient) Do. 2-2-1936
Dawood Dbolakia (Dr.(Miss) Kamble's patient) 28-1-1986 In the might of

Discharged against medical advice on 6th Feb- 7/8-2-1986

ruary 1986.

30. The summary of the above is that prior to 24th January 1986, 7 cases were
referred or transferred to Nephrology. i the morning of 24th January 1986 Ramant
Ranade died. Laler the same day, Vithal Bhokare and Sopan Tawar were referred
to N-phroiogy. In the morning of 25th January Tenveer Baig and Vithal Bhokare
dicd and Rajendrakumar Mishra was referred to Nephrology. On 26th Fanuary,
Ramji Kasar and Abdul Kadar Shaikh were referred to Nephrology. On 27th Jan-
unry Bittal Kavai and Vithal Gharge died. On 28th January Dawood Dbolakia
was referred to Nephrology. Tre same day, Shailendra Joshi and Sopar Tawar
died. On 30th January Rajendrakumar Mishra died. On st February, Ramji Kasar
died. On 2nd February Abdul Kadar Shaikh dicd. In the night of 7th/$th February
Dawood Dholakiz (who had been discharged against medical advice on 6th February
1925) died. These aspects bring to the forefront that until the killer drug, namely”
‘glyserol Bateh No. 27, was actually identified as such, ncither the Neurology nor
Neurosurgery had or could have had the slightest inkling as to the lethal nature of
glycerol, an otherwise harmless drug. In these circumstances, the part of questionc)

msofar as it pertains 1o identifying the offending drug, must bz answered in the
negative, ’

-

37. Coming to the latter part of question(c) pertaining to the prompt withdrawal
of the offending drug, there is overwheliming evidence which indicated that at the
carliest point of time, namgly 25th January, everyone connected with the Neurology
and Neurosurgery Departmants were convinced that it was dangerous to use the
3 suspoet drugs and they could not be used. For that matter, in Ih\‘eurosur-*rery and
Neurol ey, instructions had been given at the carliest piont of time nam:::}y 25th
and 26th January 1986 raspectively for the withdrawal of the 3 suspe’ct dryes from
thut day onwards and the 3 susa:ct drugs were in fact withdrawn. To these 2 depart-
ments must go the credit for promptly withdrawing the suspset drugs, T

38. As against that the responsibility for failure to withdraw the suspect drugs
must fall squarcly on the Dean Dr. Chandrikapure and Superintendent Dr. Dpeshmuklgl.

t newd not repeat what I have alrcady stated about them earlier in this
; : : carlier in this Report.
However on this aspect { shall add a rider. m this Report
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39. The Dean must take his fair share of negligence and dereliclion of duty in

{ailing to promptly withdraw the suspect drugs. It was bis duty to do so. In that

duty he failed. In a shoddy attempt to vindicate his total intertia, he took shelter
under Clause (1) of Government Resolution dated 23rd July 1974 (Exhibit 5),
which sets out the duties and responsibilities inter alia of Deans. Clause (1} of that

. R. states.——

« e will be responsible for order, discipline and efficient management of the
..... ... Hospital, subject to the coatrol of the Director of Mcdical Education
and Research and will carry out the executive duties connected with the admini-
stration of the........ Hospital........ *

According to the Dean, “_rithdrawing of a drug did not form part of his duties as
it did not embrace “efficient management of the..,..... Hospital . 1 fail to see
how such a construction can possibly be placed by the Dean on thesc words, except

10 lay unction on his own conscience. I fail to see how the Hospital can be efficiently

managed if the highest authority in that Hospital (and in this case the Dean of the
3. J. Hospital) did not copsider it his duty to withdraw a spurious or otharwise,
offending druz in the interest of the patients for whose care and well being the
Hospital is intended, and whose care and well being should have been the Dean’s

primary conceri.

40, Similarly the Dean cannot wash away his responsiiility and failure in with-

.drawing the suspect drugs merely on the excuse that the paticnts were in the charge

of competent dostors. Doctors attending a patient can at best not administer a
sputious or defective drug but they cunnot super-impose tiicir authority over that

the primary duty of the Dean to have ordered the immediate stopnage and with-
drawal of the 3 suspect drugs and orderad thcir being taken charge of and scaled
and to have prevanted further dissemination. fn ihis cssential, vital duty, the Dean
lamentably failed It was a gross administrative dercliction on his part, which no
amonnt of self-justification can avail him.

41, " Likewisc Superintendent Dr. Deshmukh must also take his fair share of
pegligence and dereliction of duty in failing to promptly withdraw the suspect drugs.
I use the word nromptly out of politeness, for in fact, he took no steps at ail.  He
ton, like the Ddaan, did nothing which is amply demonsirated by the evidence of
the Superintendent himself. Ho admits that at aboul ntid-day of 25th January 1986,
Dr. Palande telephoned him and told him that there bad been o few cases of adverse
reaction to certain drugs and asked kim whal action should be faken. It was the
fitst time that ke came to know of the drug reaction in L J. Hospital. According
1o the Superiniendent, he 10}d Dr. Fajande 1o tako 4 sieps immediately, namely
(1) inform the Dean, (2) stop all thesc drugs, (3) inform the Medical Siore and,
(4) take charge of drugs in Dr. Palande’s custody. D Palande told the Supecrinien-
dent that hie had alveady taken those steps. The Superintepdent thercalter goes on
to say that the same day at about 3.00 p,m. Dr. Palunde again told fum that the
the four steps which the Superintendent bad suggested had already keen taken
and that the Dsan was informest by Dr. (Mrs.) Sirsat about the adverse drug reaciion
Thereupon the Superintendeni did not fake any action, The Soperiotendont goes
on to say that the following day, namely Sunday the 26ih Yapaugy (Republic Day),
at the flag-hoisting ceremony the Dean asked Dr. Palunde and the Superiniondent
if the suspect drngs had been stopped whercupon Dr. Palande aud the Superintendent
replied in the affrmtive. Until then the Superintendent had not boon informed
vhich were the suspect chugs but from the S-minuis discussion btetween him,
Dr, Palande and the Dean that day e came to know that they were manniin!, giyce-
0l gentamycin and diamox.

42 Regarding Dr. Kripalani’s letter dated 27th January 1988 (Extubit 6) to the
Professor and Head of Pharmacology, a copy whereof was marked by Dr. Kripalani
10 the Superintendent, the Superintondznt admitted that he did not take the two
Steps desired by Dr. Kripalani in his fettzr because it did not fall within his jurisdiction
1 do 50 and because the lettor was addressed to the Professor and Head of the
Um];ln"lamlogy Depaitment. This is & surprising explanation coming fi-?i_n a pres-
W ¥ responsible second highest authority of the 1L }'qumtﬁl- I this was so,
o ﬂDt Was the nccessity of Dr. Pafande teicphoniag the Saperintendent on the ZSIIh
tor r. Kripalani sen_dmg a copy of Exhibit 6 to the Supenntcnd._:n_t. 5_;!.rel_\’ It Staf‘:i-s
Wo ?501‘1 that they did so because the Superiatendeat himszlf, residing in the campus,

uld be entitled to take the matter in his own hands and forthwith issue the requisite

Ex.5

of the Dean in ordering its withdrawal from the entire Hospital. It was indisputably

Tx.§
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circulars. The mental make up of the Superintendent is revealed from his own lips:

when he says that naturally he was perturbed and disturbed when he came to know
of drug reaction from Dy, Palande’s telephone call on 25th January but this state
of disturbance and perturbation lasted but a few minutes and when he read Dr,
Kripalani’s letter (Exhibit 6), the Superiatendent’s state of disturbance and pertur-
bation had passed.

43. The Superintendent agreed that drug reaction particularly in a large hospital
like the J. J. Hospital would be a matter of grave concern. Even $o he had no conver-
sation with the Dean after reading Dr. Kripalani's lctter (Exhibit 6) because according
to the Superintendent the Dean had been apprised of the entire situation by
Dr. {Mrs.) Sirsat’s telephone call of the 25th and because the Dean had a discussion
with him on 26th. He also admits that after reading Dr. Kripalani’s letter (Exhibit 6)
he had no conversation with Dr. Kripalani because the Dean was taking the necessary
step; he left it all to the Dean. The Dean however did not tell hirp that he was
taking any steps but the Superintcadent was watching what was going on.  The
Superintendent ultimately had to admit—

“ __..1 did not take any concrete steps, or for that matter, any steps at afl.”

43, The ubove evidence of the Superintendent and ultimately his pathetic

admission that he took no steps whatsoever must put beyond the pale of controversy, -

the Superintendent’s tota] negligence and dereliction of duty in withdrawing the
suspect drugs.

45. It is futile for the Superintendent to say that though in the administrative
management of the J. J. Hospital and in hierarchy he is immecdiately after the Dean,
it is only in the absence of the Dean that he takes administrative decisions, that drug
reaction would not be an administrative problent and that {n a situation such as the
present he would consider it within his function merely to advise the jstoppage of
suspect drug suspected of causing reaction.

_ 46, Excuses, cxcuses and more excuses, when faced with his inexorable negligence
in taking ne action whatsoever for withdrawing the suspect drugs.

47.  Even assuming drug reaclion as commonly understood is net an “ adminis-
trative ** problem, ordering the wiithdrawal of a spurious or offending drug was
an administrative matter within the cognizance of the Superintendent. To confuse
* administrative problem ™" or ** administrative decisions ™ with lack of basic humanity
is a mistake. -

48. The Superintendent says. that when Dr. Palande told him that he had takén

the reonisite precautions, the Superintzndent assumed that Dr. Palande had done.

sa in his own unit and that Dr. (Mrs.) Sirsat had done so in her own unit (namely
Nephrology). Even assuming any such assumption on the part of the Superintendent
was justified. there was nothing {or him to assume that drugs had been ordered to be
withdrawa from the other departments and particularly from Ophthalmology,
where the killer glyeerol had been administered till 28th Tanuary.

42. To cxplain away his failure in ordering withdrawal of the suspect drugs,.
the Superintendent seeks to equate his post to that of a Civil Surgeon whose main
duties wre &) to Le in charge of the hospital for technical and administrative duties
() 10 pay periodical visits to medical stores guiding medical officers in the medico.
legal wards, (c} examination of candidztes sent for medical examination, (4) to be
in charee of national programmes, {¢) to inspect subordinate hospitals, etc. The
Superintendent oftily soys it is not the duty of the Civil Surgeon to attend to all
emurpencics at ¢dd hours but admits that t the case of a problem or emergenc
conrected with the hospital, the Civil Surgeen i bound to attend to it even on bani
holidoys and at odd hours, if informed. After equating his post to that of a Civil
Surgeon, Superintendent Dr. Deshinukh does g volte-face and says that his dutiés
at the J. J. Hospital were not the same as those of the Civil Surgeon because the
latter is in-charge of the entire institution which the Superintendent ;'s not. He
would consider drug reaction in a Hospital tc be a serious matter depending upon
the degree of the reaction of the drugs and the number of persons who died as a reIs)ult
of the drug reaction (on a given day), According to him, a sufficient rumber would be
4 o1 5 persons dying of drug reaction. And even if there was no casvalty but a sufficient
number of patients were affected by drug reaction, he would consider it to be a serious
probtem. He does not consider 3 patients to be a sufficient number but over 5 patients
would be a serious problem. Unadulterated rubbish. _ P
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50. After spouting all this nonsense, he admitted that if a drug is contaminated,
spurious, adulterated or otherwise substandard, he would consider cven 2 cases of
reaction to be a serious probfem. He also admitted that if as a resnit of his enquiries
e found that the problem was urgent, he would ask that the suspect drugs be
stopped, would inform Medical Store about it and ask the doctor concerned to
inform the Medical Store about the drug reaction. Then pray, why did he not do
*.afl this?

51. According to him the nature of his powers are limited. According to him
as Superintendent he only performed glorified clerical jobs (taking the phrascology
from p. 3 of the Project Report on the J. J. Group of Hospitals, 1973, Exhibit 25).

52, T do not agree that the Superintendent is a-glorified clerk. This self-denigra-
tion by the Superintendent is not out of self-pity for lack of authority but is a desperate
endeavour to absolve himself from his responsibility, his ncgligence and dereliction
of duty in not withdrawing the suspect drugs. He 1s expected to be on duty round
the clock. Instead of doing his duty the Supcrintendent even went to the ienath of
-refusing to accept the letter dated 25th January 1986 sent to him by Dr. (Mrs.) Sirsat
which was sougbt to be delivered to him by the ward-boy Pawar at the behest of
Sister Rozario. When he received Dr. Palande’s telephofic call on the 25th he knew
that the Medical Store was open.

53. At no time did Superintendent Dr. Deshmukh raise a little finger to have the
suspect drugs withdrawn. Even though when Dr. Palande telephoned bim on 25th,
he knew that Medical Store was open, hie did nothing. Tn his own words, he was
watching. And while be watched the patients died.

54, Finally came the adiission from reluctant but not repentfu! lips that irres-
pective of power or authority, he did not want to take any action on what had been
told to him by Dr. Palande in the morning of 25th January.

55. Nothing more need be said, self-conderned as the Supcrintendent does
stand.

56. Nor can pharmacist Jamadagni be absolved of hiis responsibility in not pro-
mptly withdrawing the suspect drugs. Despite Dr. Palapde’s varning to him on
25th January, he did not bother to obtain or even atterapt to obtain the requisite
anthorisation cither from the Dean or from the Superintendent even though the
Superintendent resides in the campus and was at his residence that day, and even
though on 25th January itself Jamudaugi knew that alternale supplies were required,
As a pharmacist Jamadagni kuew or should have known that alternate supplies
are not suddenty called for unless something is radically wrong with the drug on
band. Even though the Professor of Pharmacology Dr. Shaligram rosides in the
campus, Jamadaeni did not bring or attempt te bring this fact to Dr. Shaligram’s
attention. Jamad?mgi also did not even bother to contact Dr. {Mrs.) Worlikar \_vho
is his immediate superior, Aa a pharmacist Jamadagni knew or should have realised
the gravity of the situation on Saturday the 25th. Yet on that date he shut shop
as usual at 12 noon and went hore.

57. Even on Monday 27th Fanuury though pharmacist jamadagni came to
the Medicai Store at 9-00 a.m. he did his usual work tiil 2400 p.m. when be received
Dr. Kripalani's letter of that day (Exhibit 6) addressed to the Professor and Heag:l
of Pharmacology with a copy to the Dean and the Superintendent. Jamadagni,
read that letter wherein Dr. Kripalani had broight it to 1he poinied attention of
the Professor and Head of Pharmacology that a large number of patients had deve-
loped sudden onset of anuria in the past week, that all of tiest had been on anit-
ocdema measures, namely manaitol, diamox and glycerol and that the fatality rate
was very high despite vigorous dialysis. in Uais fetter. Pr. Kripalant made a reguest
that thesa drugs should be checked and ihat all the stocks should be replaced imme-
diately. The lotter ended with the exhortation that the nwtier be {realed as very
Urgent. At the foot of thic letizr, Di. (Mrs) Woslikar made an eadersenent to,
Jamadagni to notify all wards and to stop tie use of the 3 drugs mentioned in that
letter. Tn this letter there was wlso un cndorsement by Dr. Foripatand thet all patients
bad come from Wards 23, 24 or 25 {i.e. Nevrology und Neurosurgery), that out
of 10 such cases, 6 had died and that pest mortem had beer done on all. Pharmacist
Jamadagni read this Jetter and what did he do? Nothing. He read Dr.(Mrs.} Worlikar's
endorsement to him notify all wards and te stop the use of the 3 drugs. What did
Jamadagni do? Nothing.
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58. There is no doubt that Jamadagni knew the seriousness of the situation ]
in the afternoon of 25th itself when Dr. Palande asked him for replacement of the 3
suspect drugs. As a pharmacist, he should know that drugs are not lightly replaced |
unless something is radically wrong with them. Yet in the morning of 27th pharma- 3
cist Jamadagni issued 25 bottles. Assuming however that he came to koow of the: .
gravity of the situation even in the afiernoon _of 27h January by reason of the cir--
cular which Dr. (Mrs,) Worlikar dictated to Fimg he did not send auyone to collect:
the suspect drugs from the wards until 30th January. It is ot as if he bad to send .
someone to ail the 40 wards in the Hospital but only to 3 departments, namely
Neurosurgery, Neurology and Ophthalmology, where the suspect drugs were and |
which Jamadagni could have found {ram the records in Medical Store. If this had
been done the glycerine would not have been used in Ophthalmology till 28th:
January. Even after he received the circular of 27th January he took no steps to-
withdraw the 25 bottles which“he had issued in the morging of 27th. Even after
reading Dr. Kripalani's letter (Exhibit 6), he made no enquiry cither, fiom Medical
Store or from the floor pharmacics whether the 3 suspect drugs had becn supplied
to any of the wards before Dr. Kripalani’s letter came to his notice. The excuse- _
given by him is that he was busy drafting the stoppage citcular o the wards. Surely. -
it did not take him days on end tc draft that circular. |

39, There is no doubt that in any event, Jamadagni was;a.warc of the gravity
of the situation on 27th when Dr. (Mrs.) Worlikar came to Medical Store and dictated.
the stoppage citcular to him that day, ' :

60. The totally slipshod manncr in which pharmacist Jamadagni po  the with--
drawals from the various wards is borne out by the slipshod manner in which the-
bin cards have been maintained. No regular entries were made as and when the-
bottles were returned to Medical Store.  Appavently they were just dumped in
ore place without any tally and on 6th February 1986 compounder Soudi made a
consolidated entry of glycerine in the bin card (Exhibit 39) that 182 bottles were
received from the wards. Out of these 182 bottles 106 were of Baich No. 27. Accor-
ding 1o the bin card, 37 bottles of Batch No. 27 were Iying unused in Medical Store.
It is therefore uncertain whether the 106 bottles included thase 37 bottles or not..
Perhaps they did because on 13th February 197 bottles were sealed, out of which
106 bottles were of Batch No. 27. The consolidated entry on 6th February 1986
in the bin card was prepared for the berefit of the Choube Committee, as by then
that Committee had been appointed. Perhaps if that Committee had been appointed .
later, the consolidated entry would also have been made later.

61. From the haphazard and slipshod way in which the bin cards are majntained,
it is not possible to say even today if all the bottles were returned to Medical Store,
despite the fact that by 6th February 1986 glycerol had been identified as the killer
drug. To illustrate, 4 bottles of Batch No. 27 have been shown to have been received
by Medical Store in the bin card from Ward 38-B on 28th Janaury 1986, whereas the
same 4 boitles are shown to have been received by Medical Store on 6th February
1986. This, says compounder Soudi is a mistake. Greater the reason therefore that
adequate mesures should have been taken to ensure that cach and every botile of
glycerol, Batch No. 27, issued by Medical Store to the wards returned back to
Medical Store. Even the sealing of the reutened bottles in Medical Store was not
done till 13th February 1986 being the date of the Cabinet decision. To this day,

there is no complete account of the withdrawal of Batch No. 27 which can be
accounted for,

62.  For that matter, there is Jamadagni's admission that there was no proper
accounting of glycere! bottles, that he himself could not say if some bottles are
still lying in the wards, that there is no written record of the number of bottles sent
from Medical Store and how many bottles were consumed. There is his evidence
that there were no red entrics in the bin card until 6th February 1986 (namely till
after the Choube Committee started its first sitting on 3rd February 1986). 1t js
thereforc manifest that the red entries in this bi :

: 1n card have been made after 6th Feb-
ruary 1986. Jamadagni has further admitted that the maximum use of gi;cerol \ias

in 3 wards, namely Neurology Neurosurgery and Ophthalmolo Ev
. mel . ) . en so,
on his own admission, he took no steps till 20th January 19386 to malg?'the gl;/lcerol
lt:;r;n:) asqg_lysl'ards, 1rltclul;imﬁg' these 3 departments. Jamadagni cannot wish away his
sponsibility merely by his assertion that even in cases of adulte -
minated drugs it is not the practice of Med ! v dporated and conta

[ ical Store to have dru
the wards because the responsibility to do so is on the wards, g8 collected from
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63, Jamadagni’s nelgigence and dereliction of duty in not proraptly withdrawing
the suspect drug is establishad.

4. There is overwhelming evidence of dercliction of duty on the part of the
Pharmacology Department in not withdrawing the suspect drugs promptly. Medical
Store is under the Pharmacology Department. On Monday the 27th, Pharmacology
Departiment concerned itself with collecting data, looking up textbooks and con-
ducting experiments on animals, No doubt all this was laudable but for the fact
that the priorities got mixed up as the first normal reaction and expedient of pru-
dence and urgency demanded preventing Medical Store from further disseminating
the suspest drugs and to recall them from the wards. No one from tie Pharmacology
Department though of doing anything of the kind or of physically taking charge
of the suspect drugs from the affected wards or sealing the renwaining stock in Medieal
Store. For that matter on 27th Medical Store issued 25 bottles of Batch No. 27.
Even the stoppage circular ‘dated 27th, January (Exhibit 8) sent by pharmacist
Tamadagni after 2-45 p.m. to the various wards was a terse handwritten note as
under -

“Please stop the use of the following drugs immediately—

Inj. Mannitol B. No, 5059 Mfg. by Haffkipe.
Giycerine . B. No. 27 Mfg. by Alpana.
Tab Acetazotamide B. No. A2 Mfg by Vikas Pharam.

with imumediate effect. ™

The nurses in the various wards hoad to sign this circulac and were inexplicably
expecied to memorise the names of the manufacturers, the suspect drugs and batch
numbers. The dire urgency of the situation was not reflected in this circuler. The
words * with immediate " ¢ffect convey nothing of the suspicion that the drugs are
not of standard quality. Dispute with the suppliers, say over charges, could also
e a cause for immediate withdrawal. This was a most undesirable way of stopping
administration of the suspect drugs. The receiving nurses could not even keep this
gircular and were expected to pass on its contents to the relieving nurses. Ou the
contrary, every ward should have been given a copy of this important circular because
that would have eliminated all chances of recetving nurse's failure to pass on the
message to the relieving nurse. The circular doses not even bother to say why the
3 drugs mentioned therein should be stopped. Nothing has been mentioned in the
circular which would rcad as a warning that the drugs mentioned therein should not
be used as they were suspected to be contaminated. It is inconceivable that such
a perfanctory cirenlar should have met with the approval of Dr. (Mrs.) Worlikar
and Dr. Shaligram, as it did. They were satisfied that by issuing such a terse and
almost mcaningless circutar, the Pharmacology Department had dene its job.

_ 65. ‘This is not all. The Pharmacology Department was in duty bound to have
immediately informed the FDA an the 27th instead of 2&th January 1986.

66. Mo attempt was made by the Pharmacology Department on 27th itself to
ascertain from the records as to which wards the suspect drugs wers sent and would
be found. This conld have been done by referring to the bin card, and the wrilten
indents seceived by the Medical Store from the wards. However inexplicably no one
thouaht of that simple expedient. It this had been done, though advissble, it might
not éven had been necessary to go 10 each and every ward for a physical check which
exercise of courss no one cver bothered to embark on. Till this day its not possible
to know for cortain whether all bottles of Batch No. 27 were in fact returned by the
wards to Medical Stores znd it is not unlikely tiat bottles of Batch No. 27 may still be
lying in the wards, though hopefully not,

67. I this is not pegligence and dereliction of duty, pray, what is ?

68, Nor can the Professor of Pharmacology Dr. Shaligram be obsolved of his
neglizence and dereliction of duty in not promptly withdrawing the suspect drugs.
For that maiter he did nothing in that direction, taking shelier behind the skirt of
Dr. (Mre) Worlikar (Associate Professor of Pharmacology) aad throwinz the
esponsinility on her,

69. There is Dr. Sheligram’s evideace that at aboul 2-00 p.m. on 27th lanuary
ke came to haow that several natiens had developed anuria and that the mortaiily
raic amongs: them was quite higher. Atabout 2-00 pom. that day Dr. (irs.} Worlikar
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to him with Dr. Kripalani's letter (Exhibit 6). There was some talk between
ﬁ?{?ixng lI;Ir. (Mrs.) Worlikrfr as to what was to be done. He told Dr. (Mrs.) Worlikar
that several of the anuria cases were from Neu_rosurgery, that they seem to be post-
operative cases, that anuria is not uncommon in such cases and that unless there is
any other cawse for amuria, most anuria cases recoversd. He further told
Dr. (Mrs.) Worlikar that since Dr. Kripa.hnl’s letter meationed that 6 out of 10
anuria patients had died, it was a serious matter and that as desired by
Dr. Kripalani, "the drugs mentioned by him would be stopped. He told
Dr. (Mrs.) Worlikar to write to Dr. Kripalani that they were complying with his
demands and that they would need more information, that they would inform the
FAD as also Dr. R. D. Kulkarni.

70. Dr. Shaligram however seeks to absolve himself from alf responsibility and
throws the blame on Dr. 1gﬁMrs.‘) Worlikar on the ground (1) that he was not incharge
of Medical Store (2), officially he had nothing to do with Medical Store and (3}
that it was not his duty or function to exercise any control over Medical Store
which he seldom visited and never gave instructions to.

71.  To thatend, he is directly contradicted by the evidence of Dr. (Mrs.) Worlikar
{Associate Professor of Pharmacology) when she says that as far as Medical Store
was concerned, she had to report to Dr. Shaligram if she had any problem and that
Dr. Shaligram would periodically convene meetings to review the position if there
was any problem regarding any drug. While she visited Medical Store every day
or in any event every alternate day, except on Saturdays and Sundays, Dr. Kulkarni
and Dr. Shaligram visited Medical Store occasionally. In this she is corroborated
by Dr. Xulkarni,

72. The attempt of Dr. Shaligram to absolve himself by dissociating himself
from Medical Store is as unworthy as his attempt to throw the blame on his Associate
Professor Dr. (Mrs.}) Worlikar. A man who takes shelter behind a woman is less of
a man and more of a coward. In the meeting of 28th January which took place in
Dr. Kripalani’s Nephrology Department, Dr. Shaligram was also present, along with
Dr. {Mrs.) Worlikar, Dr. Bhagwati, Dr. Palande, Dr. (Mrs.) Sirsat, Dr. (Miss) Kamble,
Dr. (Mrs.) Mujumdar and Dr. Kripalani. At this meeting, Dr. Shaligaram
informed the persons assembled about the receipt by him of Dr. Kripalani’s letter
dated 27th January 1986 (Exhibit 6); that he had stopped the drugs and that they
had assembled to discuss what was happening to the patients. There is no reason
why Dr. Shaligram should have stated at that meeting that he had stopped the drug
if he had nothing to do with Medical Store and unless he has in-charge of Medical
Store. He would not have dared attempt a piece of bravado in the presence of his
peers who knew who was who and what was what. Further on 31st January, Dr Shali-
gram made a written Report (Exhibit 77) signed by him to the Dean regarding ali
the steps which had been taken by Medicaf Store. There is no reason why he should
have done anything of the kind if he had nothing to do with Medical Store and unless
he was In-charge of Medical Store. However realising this slip on his part he attempted
to give a twist and said that he merely signed the Report at the behest of
Dr. (Mrs.} Worlikar because Dr. Kulkarni was busy elsewhere. He did not recollect
that there was any urgency in sending this Report to the Dean.

73.  He admitted that he did not consider Dr. Kripalani’s letter dated 27th January
to be frivolous or unworthy of eredit, and that Dr. Kripalani, himself a leading
doctor, would not take statements without valid reasons. On 27th or even on 28th
January, he did not personally make sure that the 3 suspect drugs were not adminis-
tered to any patient in any of the wards. He admitted that he did consider it imper-
ative to immediately instruct Medical Store not to issue the 3 suspect drugs and also
to give immediats instructions to the ward sistecs to forthwith stop further adminis-
tration of these 3 drugs. His excuse however for not doing so was that for the implem-
entation of such instructions he relied on Dr. (Mrs.) Worlikar apd pharmacist
JTamadagni. He admitted that his post is higher than Dr. (Mrs.) Worlikar’s. Even
during the presence of Dr. (Mrs.) Worlikar he would not give instructions to Medical
Store but he would tell Dr. (Mrs.) Worlikar what was to be done and she would

give tf}e rcqui_s.itc instructions to Medical Store and he would ensure fi
those instructions were carried out by Medical Store, te from her that

74. Pausing here for a moment, pray why would D i ,
not in-charge of Medical Store? Wat vfas t)’ uld Dr. Shaligram do so if he was

. ¥ha he reason or necessity for him to ensure
from Dr. (Mrs.) Worlikar that his Instructions were carried cng by Medical Store
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unless he was in-charge of Medical Stdre? The entire attempt of Dr. Shaligram to
dissociate himself from Medical Store and to lay the entire burden on Dr. (Mrs.)
Worlikar is far from creditable and must fail, ~

75. Connected _with the evidence qf withdrawal of the drugs is the evidence of
compounder Soudi. Like Jamadagni, Soudi’s evidence also shows that proper
records were not maintained by the Medical Store, that contemporaneous entries
were niot made in bin-cards and other records, and that proper account of the returned
botties has never been done more so in view of the fact that no checking was done.
Like Jamadagni, Soudi’s evidence also indicates that the records maintained by
Medical Store do not inspire the slightest confidence, either in the manner in which
they were maintained or their accuracy.

76. Soudi is yet another witness whe cannot absolve himself from his fair share
of negligence and dereliction of duty in not promptly withdrawing the suspect drugs.

77. He admits after issuing the bin-card, that the entry under date 20th August
1985 shows a balance of 1441 bottles of glycerine, that the next entry under date
21st August 1985 shows a balance of 1440 bottles of glycerine and that it was a mistake
in showing one bottle less in the follow up entry on 21st August 1985. He further
admits that in the bin-card, 96 bottles of glycerine are shown less between 8th August
1935 and 17th September 1985, than the quantity of glycerine actually in hand and
that Medical Store had during this period 96 bottles of glycerine more than what is
chown in the bin-card. This he attempts tc attribute to these 96 bottles kept aside
for want of space and hence by mistake was not being shown in the bin-card. Soudi
also admits that all the entries in the bin-card have not been made in respect of the
glycerine returned by the wards to Medical Store. This lapse he sought to explain
away by saying that the bin-card was lying before this commission. This is a total
facetious explanation as the bin-card came to be produced before this Commission
several months later. Realising this he attempted by retraction by saying that
these entries remained to be made because “ a police officer  (whose name he does
not know) who came to the J.J. Hospital in the first weck of February 1936 told
hir not to- make them. So be it, for whatever both explanations are worth.

78. Souvdi goes on to say that 197 bottles of glycerine which were returned by the
various wards werc kept in a scaled cupboard in Medical Store. Out of these 197
bottles, 106 bottles were of Alpana Pharma’s batch No. 27 and out of the remaining
91 battles 70 botiles were of Alpana Pharma’s batch Nos. 19, 20 and 21 and the
balance 21 bottles belonged to other supplicrs.

79.  After consulting the bin-card, Soudi stated that between 27th December 1985
and 17th January 1986, 283 bottles of glycerine were issucd by Medical Store to
various wards, of these 234 boftics were used in the wards. Thus, 49 bottles of glycerine -
remained jn the wards. However, 197 bottles of glycerine had been returned by
various wards to Medical Store which were sealed by Medical Store. He was unable
to give any particulars about these 197 bottles. He admitted that all bottles of batch
No. 27 had not been released by Medical store to the wards. He was also unable to
say whether any bottles of Alpana Pharma including batch No. 27 remained with
Medical Store when betweer 27th December 1985 and 27th January 1986 it issued
283 bottles in the aggregate. He himself never went to any ward to check how many
bottles of glycerine were lying there. :

80. Soudi tolis a deliberate falsehood when he says that entries in the bin-card
are made from dav-to-day from the indents. This is not so, as revealed to the contrary
by Jamadagni’s oral evidence and incontrovertible documentary evidence viz. the
bin-card itself. Soudi was the only person to make entries pertaining to glycerol
It the Issue Register. After 27th Januery 1986 nobody inspected the Issue
Register or (he bin-card.

81. Soudi went on to say that on 27th January 1986 the glycerine which was tssued
by * D * Section was Alpana Pharma’s glycerine, but even after looking at the bin-
card could not say what was the balance of batch No. 27 in ‘' D’ Section ou 27th
Ja““?fy 1986. Hc started by saying that on that day botch No. 27 was issued by
Medicai Storc because there was no other batch of any other supptier with Medical
Store. That statement he admitted to be not correct.

82. Soudi admitted that be had not made any record that he had stopped issuing

batch No, 27 from 28th January 1986 and had started is§uing Chem Pack’s glycerine.
After looking at the bin card he admiticd that he had issued 19 bottles of glycerine
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on 25th January 1986 and 5 botties of glycerine on 29th January 1986 but affected

to say from memory that that glycerine was supplied by Chem Pack, which according .

to him he remembered because on 28th January 1986 he h’fl(l been ‘1{15truc{cd_ to
stop the supply of Alpana Pharma’s glycering and to issue Chem Pack’s glycerine.
Nobody ssked him how many bottles of Alpana Pharma glyccrine were lying
in ‘D" Section on 28th January 1986. On that day he did not count the number of
bottles lying in * D’ Section nor did he try to ascertain the names of the suppliers.

83. Soudi goes on to say that on 29th January 1986 the wards started returning
glycerol boitles of batch No. 27 to Medical Store along with their memos. Those
bottles werc in Soudi's charge. He admitied that he made all the red ink entries in the
bin card on one day viz. 6th February 1986, but tried to justify himself by saying
that on 6th February 1986 he was miore free from other work and because by 6th
February 1986 all the glycerine bottles had been returned to Medical Store. None
of this can militate from his negligence in not keeping a contemporaneous record of the
returned bottles in the bincard and making the entries on one day viz. 6th February
1986. Soudi finally admitted that |3 bottles of glycerine were received by him from
Ward No. 19 on 7th February 1986 and not on 6th Fcbruary 1986 as written by
him in the bin card and that this entry pertaining to these 13 botilos as also all the
other red-ink entri¢s werc made by him not on 6th February 1986 as shown in the bin
card but were made by him thereaftor. Even after 6th February 1986 Soudi received
glycerine bottles from the wards but failed te enter them in the bin card on the ground
that the bin card had been taken away by the FDA or police. Assuming that was
$0, Soudi should have kept a separate record of such glycerine bottles received
after 6th February 1986. Ilc [uiled to do so.

84. After denying that he had put an incorrect date of 28th January 1986 in the
bin card to show that things were done properiy, he admiticd that when he put
that date in the bin card, he did so with realisation that the he was putting an in-
correct daie in order to show that the sample bottles were given by him io
Dr. Kulkarni, FDA, Dr. Kale and Italab on that day. His excuse for putting the
incorrect date is pucrile, namely that if be had put the correct date on the bin card
it would have resultert in making a lot of corrections and interpolations. That
was not so because Soudi finally had to admit that the only correction required
would have beea the cotrection of tie date 28th January 1986. '

85. Soudi also admitied that the entries under date 28th January 1986 in the
bin card were actually made by him on 7th or 8th February 1986 so as to have
a record of how many bottles were given and to whom. He also admitted that he
did realise that the record was an incorrect record with another puerile rider that the
incorreciness would be in regard to 28th January 1986 only. Even this explanation,
such as it is, does not bear scrutiny in the Yight of his own admission that he consi-
dered this not to be a minor but a serious matter and that even so he knowingly
put the wrong date of 2Ist January 1986 in the bin card.

86. Soudi also admitted that the last entry in the bin card pertaining to the
return of 4 botiles from Ward No. 38-B was a duplication of an earlier entry but
subscribed the duplication as his mistake. So be it.

87.  Soudiadmitted that ali the botties returned to Medical Store are not accounted
for in the bin card. He admitted that ihe bin card is an incomplete record. He
admitted that there is no record to accoun: for ali the glycerol bottles sent by Medical
Stor¢ to the various wards. He admitted that there is no regord to account for the
bottles returned by the various wards to Medical Store, Soudi also failed in his duty
to bring to the notice of Pharmacist Jamadagni or Dr. (Mrs.) Worlikar that all the
glycerol bottles issued by Medical Store were not accounted for,

_ 88. Suchis ot and can never be the manner of maintaining a bin card, particularly
n an emergent situadion such as this, ’

89.  Apart from anything else,

Soudi’s own admissions drew him i e
negligence and dereliction of duty oo thas o the net of

in not promptly withdrawing the suspect Grugs.

90.  Nor can Dr. (Mrs.}) Worlik
hereselll of her fair share of negli

ar (Associate Professor of Pharmacalogy) absolve
withdrawing the suspect drugs

Bence and the dereliction of duty in not promptly
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91. She was concerned with the day-to-day supervision of Medical Store. Even
though she was alive to the gravity of the situation, it did not strike her to check or
get checked from the record of Medical Store how many bottles of elycerine had
been issued to varicus wards. This could have been done by the simple expedicnt
of going through the recent indents received by Medical Store from Neurolozy,
Neurosurgery and Cpthalmology. Dr. (Mrs,) Worliker failed to do so or give dirce-
tions to that end.

92. Dr. {Mrs,) Worlikar gave no information to the FDA at the carliest point
of time viz. 27th Yanuary but waitzd till 28th Jannary to do so as Dr. Shaligram
required her to get information from the wards whether other drugs had been
administered to the patients and if so their dosage as also the dosages of the suspect
drugs adminisiered to the patients. Tn his letter datzd 27th January 1986 (Exh. 6)
Dr. Kripalani had specified the suspect drugs in no uncertain terms, There was no
suspicion against any otber drug. Nor doss even Dr. (Mrs.) Worlikar say so. Hence,
the reason for her wanting information about other drugs is inexplicable. Further,
if she Tequited ihe dosage of the suspect drugs administered 1o the paticats, the
easiest thing for her was to have got such information from the wards herself or
have deputed somebody for the purpose for that matter. She does not even say that
she had asked the wards to supply her this information Then what on earth was
she waiting for instead of promptly informing FDA cn the 27th itself instead of
doing so in the afternoon of 28th.

93, Despite the gravity of the situation of which she was well aware, it was only
on 29th Fanuary 1986 at about [1-00 a.m. that from Medical Store she issued the
recall ciroular {Exh. 9). Why Dr. (Mrs.) Woslikae should have waited till 29th
January 1986 to do this, is incomprehensible when on 28th itself she knew that
three wards viz. Neurology, Neurosurgery and Opthalmology were affected by the
suspect drugs. She should herzself have gone or deputed somebody to go at least
to these 3 affected wards to collect suspect drugs. She did nothing of the kind, and
on the 29th issued her belated perfunciory recall circular (Exh. 9).

94, Dr. (Mrs.) Worlikar failed to ensure that withdrawuls of the suspect drugs
was properly and expeditiously effected and that they were promptly returned to
Medical Store. She could have done this by the simple expedient of checking the bin
cards or by visiting at Jeast the affocted wards viz. Neurology, Neurosurgery and
Ophthalmology. She did not even ensure that her recall gircular (Exhibit 9} was
received by all the wards. - .

95. The question I ask mysel is: Can aif this be dismissed as ervors of judgment,
or has she attracted to herself the charge of negligence and dereliction of duty in
not promptly withdrawing the suspect drugs?

96. 1 find myself with no alternative but to answer this question against Dr. (Mrs.)
Worlikar, To dismiss Dr. (Mrs.) Worlikar’s conduct as mere errors of judgment
would be a mistake. It is not a single error. There are numerous such esrors as
detailed above which indicate a consistent course of conduct which ao average
person of ordinary prudence could repeat over and over again. Negligence in this
direction is nearer the answer than mere errors of judgment.

97. Dr. (Mrs.) Worlikar herself is a medical practitioner and Associate Professor
of Pharmacology. On 27th January 1936 sic was well aware of the gravity of the
situation as also the fact that Dr. Mujumdar had been deputed by Dr. K_uli:urru
to the wayds 1o pin-point the suspeet drngs. Farther, there is Df. Kripalani’s letter
dated 27:th January 1986 {Exhibit 6} on which the Dean had made an endorsemeat
to Dr. (Fdrs.) Worlikar to investigate and take necessary action. It is unfortunate
that even so no investigation was done by Dr. (Mrs.) Worlikar and no action was
taken by her except to belatedly inform FDA in the afternoon of 25th January and
o send her belated and perfunciory recall circular on 29th. She knew that immediate
Teplacement of the drugs was required. Hence, a5 dontor she had knowled e that
the drugs already sapplied to the wards should not he allowed 1o be used. Normally

rugs are not suddenly required to be replaced for same fanciful reason but for grave
Ieasons like contzmination, actual or suspected and the like. Dr. (Mrs.) Worlikar
herself went to Nicdical Store realising the urgency of the situation on the 27th itself.
Vhat did she do there? She merely dictated the circular of 27th January. Even that is
abadly worded and misleading circular not projecting the urgency of the situation.
he manner in which the ¢ir ular was sent to the wards was nerfunctory. It 1s impos-
Sible to expzct the recelying nurses to memorise the conitats of sach a circular
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containing the na mes of the suspect drugs, batch numbers, the names of the manu-
facturers and to pass on such information to the relieving nurses. Dr. (Mrs.) Wor ikar
as a trained medical practitioner and Associate Professor of Pharmacology, and
even as an average person of reasonable prudence, should have known that the
urgency and gravity of the situation of which she was aware should also be brought
10 the notice of the receiving nurses viz. that vnder no circumstances the drugs should
be administered because they were suspected to be adulterated. It was not even
siated in that circular (Exhibit 8) that the 3 drugs were suspected to be not of standard
quality, As a medical practitioncr and Associate Professor of Pharmacology Dr. {Mrs.)
Worli'kar should have realised that greater the urgency and seriousness of a situation,
the greater should have been her efforts to promptly arrest the spread of deaths
and d isaster. None of this is reflected in her circular (Exhibit 8} nor in her actions
aimed towards the prompt withdrawal of the suspect drugs.

98. Oa the aspect of withdrawal of the suspect drugs, except for issuing the circular
dated 27th January 1986 (Exhibit 8) what clse did Dr. (Mrs.) Worlikar do? For alt
practical purposes, nothing except 15—20 minutes taken for segregating the stock
on 28th January 1086 at Medical Store, telephoning alternate suppliers and the
FDA on 28th January 1986 and giving her letter at 3-30 p.m. to the Drugs Inspctor
for checking the suspect drugs and issuing belated recall circular (Exhibit 9) on 29th
January.,

99. Even her belated recalt circular {Exhibit 9) of 20th January is as perfunctory
as her earlier circular of the 27th (Exhibit 8). Her recall circular {(Exhibit 9} reads
as under:— :

— - Urgent
Please return all stocks of glycerol AP B. No. 27 immediately to Medical Store.
Replacament is available.”

The same comments made by me carlier in respect of ber circular of 27th January
apply with equal force to her recall circular of 29th Janvary (Exh. 9). After jssuing her
circular (Exh. 9) she did notbing of any consequence by way of withdrawing the
drugs excepton 11th or 13th February 1986 she sealed the glycerine betties, but did
not try to check whether the bottles tallied with the bin card or not nor did she

 ascertain or get ascertained whether all the bottles of batch No. 27 were accounted for.

100. On 25th January 1986 glycerine hottles were issued to Wards Nos. 6, 12, 18
and 44. Dr. (Mrs.) Worlkar admitted that there is no record that these wards returned
those bottles to Medical Store. She has also no knowledge about the red ink entries
in the bin card. She has also no personal knowledge about the return of the bottles
e)‘cceg[t! what is stated in the bin card on which as stated earlier no reliance can be
placed.

101.  However much can be suid in favour of Dr. (Ms.)Worlikar by way of mitiga-
tion. Her work in other directions in this tragic episode has been commendable, as
appears in the chronology of events set out earlir in this Report, Further she acted
under the dircctions of her senior Dir. Shatigram and it was he who should have given
Dr. (Mrs.} Worlikar appropriate directions, which Dr. Shaligram failed to do. If she
did not give the reguisite information to the FDA on 27th January itself, it was under
the directions of her senior Dr. Shaligram as reluctantly admitted by Dr. Shaligram
himsclf at page 307 ¢l his evidence. Itis also on record that before she herself took any
step she bad discussed Dr. Kripalani's letter dated 27th January 1986 with Dr.
Shalipram  and had acted according to his (Dr. Shaligram’s) instructions.

102, Inthe circunistances, D7, Shaligram’s negligence assumes far greater propor-
tion than that of Dr. (Mes.) Worltkac. In the light theveof, it is but fit and proper that
a genrcrous view be taken of Dr, (Mrs.) Worlikar in this respect.

103, This brings me to the role played by Ophthalmolooy. At the rel ;
. \ ay. ant time,
until her transfer on 14th February 1986, Unit 1 of Ophth?a’l)molog;}h;.zi?:;lsl; {J?c'ias

was headed by 1Ir. (Miss) Kamble. Sisters Jadhav and Maha ‘ere in- a
Ward No. 26. The staff nurses were Bhalerao and Chikaie. mulkar were in-charge of

M4, Tndisputably, there are certain crasures and over-writings in the Nurses’
Order Books. The version of sister Jadhay and nurses Bhalerao and Chikanc is

that the 1ampering was done by Bhalerao under the ord f i

; . > i Dr, (Miss) Kamble on
Aed February 1986, To that end g o O O

them fe af Some importance end, the role played or alleged to have been played by
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105. The evidence of sister Jadhav indicates that the circular dated 27th January
1986 was received in Ward No. 26 by staff nurse Mahamuwlkar and sister Jadhay came
to know of this circular on 28th January 1986 at 7-30 a.m. when she came on duty.
In the nurses’ order book which has been tampered with, though » number of
patients are mentioned, it ultimatcly boils down to Abdul Kadar Shaikh being
shown to have received glycerol on 27th and 28th January. Erasurcs and over-
writings have been done by someone on 3rd February 1986. This according to nurse
Jadhav and sisters Bhalerao and Chikane, was reported on 4th February 1986 to
sister Jadhav by Chikane and Bhalerao. Thereupon, sister Jadhav at once got the
eriginal notings restored in the nurses’ order book to show the correct position that
on 27th and 28th January glycerine was nof administered to Abdul Kadar Shaikh
before Dr. (Miss) Kambie allegedly got the tampering done to show that glycerol
was administered to Abdul Kadar Shaikh on those two days. Here it may be stated
that Abdu! Kadar Shaikh was not the patient of Dr. (Miss) Kamble.

106. Ontheaspect of crasures and over-writings in the nurses’ order book (Exh.97)
the evidence of sister Jadhav, staff nurses Chikane and Bhalerao and Dr., (Miss)
Kamble are relevant. I shall first take up the evidence of sister Jadhav.

107. Smita Ram Jadhav is the sister-in-charge of Oplthalmology, Ward No. 26
since August 1983, On 4th February &986 she came to know of certain erasures and
aver-writings in the nurses’ order boo¥. She questioned her staff aurses Bhalerao and
Chikane who told her that the nurses” order book had been taken by the Head of
the Department Dr. (Miss) Kamble and that the over-writings and erasures had been
done by them at her instance. Sister Jadhav admonished the twe staff nurses and
directed them to restore the entrics to what they were. Nurses Bhalerao and Chikane
did so. In the case of Abdul Kadar Shaikh there were several erasures and  over-
writings. For the convenience of this Commission, sister Jadhay prepared a Chart
(Exh. 98) showing the treatment which had been given to Abdul Kadar Shaikh.
Since 4th February 1986 the nurses’ order book remained in her cupboard in Ward
No. 26. The cupboard was accessible to any staff member.

108. Nurse Jadhav was unable to say who had put the vertical lines in red ink
against the treatment given under dates 10th and 11th January. This is something
which is never done in the nurses’ order book. Nor is it the practice to delete in
red ink or otherwise the ireatment given to 2 patient. Treatment once written is
never scored off by delineation. She cannot say who has scored off various entries
in the nurses’ order book. There are also delineations in blue ink denoting the
scoring off of treatment given to patients. Such delineations are never made. Nurse
Jadhav does not know who did all this.

109. She deposad that glycerol batch No. 27 was administered to Abdul Kadar
Shaikh at 6-00 2.m. on 28th January. That was the first dose of that day. She admit-
ted that the stoppage of glycerol to Abdul Kadar as shown in the case papers
(Exh. R) as 27th January, was incorrect. She did not know who has written the
stoppage date in Exh. R. The stoppage date of 27th January which she saw for the
first time in the case papers (Exh. R) was put after 28th January. Nobody objected
to Abdul Kadar Shaikh being given the 2nd and 3rd doses of glycerol on 27th
January. Till 28th January Abdul Kadar Shaikh was given glycerol as prescribed.
When a drug is ordered to be stopped by the doctor {rom a particular date, it is not
administered thereafter untfl such stoppage is revoked in writing.

110. Sister Jadhav admitted that the nurses’ order book (Exh. 97), which would
be the only correct record of the administration of drugs, was maintained by herself
and the staff nurses. The record is made in this book contemporancously with the
administration of the drug. A mistake in making an cntry is rectified by making
2 fresh entry and never by erasing the erroncous entry.

111, On 4th February 1986 between 9 and 10 am, sister Jadhav's staff nurses
Bhalerao and Chikane told her that the nurses’ order book had been taken away by
the head of the department, i.c. Dr. {Miss) Kamble. to her room on 3rd February.
These two staff nurses told sister Jadhav that Dr. (Miss) Kamble had told them to
scratch out in the nurses' order book entries pertaining to glycerol and dizamox in
tespect of four or five patients and that against the timings of the administration
of these two drugs to make a circle after rubbing out the vertical lines. A vprtlcaL
Ine across the timing indicates that the drug was administered at the time mentioned;
2 circle round the time indicates that the drug has not been administered. Nurses
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Bhalerao and Chikane told sister Fadhav that in the nurses’ order book (E;ch. 97}
they had at the behest of Dr. (Miss) Kamble erased the stroke marks against the
timings and put a circle in the case of diamox and glycerol. Why Dr. (Miss) Kamble
had them to do this, they did not know. Sister Jadhav thereupon Instructed Bha!erao
and Chikane 1o restore the status giw ante in the nurses” order book. They did so
from memory in the presence of sister Jadhav. Till today the restoration bas never
been checked from the case papers.

112. Sister Jadhav did not make any enquiry {rom Dr. {Miss) Kamble, She was
frightened to do so as. Dr. (Miss} Kamble was the head of the department. Later
however she admitted that she could give no reason why she did not make any
enquiry from Dr. (Miss) Kamble or even try to verify from Dr. (Miss) Kamble
the correctness of the version of nurses Bhalerao and Chikane, Even after Dr. (Miss)
Kamble was transfersed on 14th February 1986 to Nagpur, sister Jadhav did not
bring this to the notice of her successor viz. Dr. (Miss) Dekate. It was only a fortnight
after Dr. (M1s)) P. G. Hingorani took over from Dr. (Miss) Dekate on 25th May
1986 that sister Jadhav brought to the notice of Dr. (Mrs.) P. G. Hingorani what
the two stafl nurses Bhalerao and Chikane had told her. Sister Jadhav gttempts to
explain hey silence by saying that Dr. (Miss) Dekate was aware of all this, And pray,
why was Dr. (Miss) Dekate aware? Because, says sister Jadhav, everyone in the
ward was aware. Even (hough sister Jadhav knew that 13 patients had died by
reason of drug adulteration and cven thouglyshe did feel that Dr. (Miss) Kamble
had asked her two staff nurses Bhalerao and Chikane to tamper with the nurses’
order books in connection with those deaths, she did not bring this to tie notice
of her immediate superior, viz. the Matron or the Dean or for that matter anyone.
Sister Jadhav attributed her silence as her mistake. Till she started giving evidence
before this Commission she did not bring to anybody’s notice that the nurses’ order
books had been tampered with at the behest of Dr. (Miss) Kamble. She can give
1o reason why she did not or why she did not think it necessary to do so.”

113, Sister Jadhav did not consider tampering with the nurses’ order books to be
a serious matter. She asked staff nurses Bhalerao and Chikane to restore the sfatus

gfa ante in the nurses’ order books as they were hers and nobody could tamper with
em.

. 114, Sister Jadhav continues that after 4th February 1986 she was apprehensive

that the nurses’ order books would again be tampered with by Dr. (Miss) Kamble.
Hence she kept them with her under lock and key and kept the key until they were
produced in this Inquiry.

115. In the nurses’ order book, in addition to the ovef-writing and erasures in the
case of Abdul Kadar, there is over-writing/double-writing of drugs in the case of
Rajendrakumar Mishea under dates 18th 1o 2ist January 1986. The entries under
dates 18th and 19th January have been horizontally scored off in red ink. The entries
under dates 25th and 26th January 1986 have been diagonally struck off in red ink
in addition to other delineations in red ink. The entries under date 27th Janoary
have been vertically scored off in red ink. She did not know who had done all this,
and saw it al! for the first time on 4th February 1986 whereupon she confronted

her staff nurses Bhalerao and Chikane who said they irad done ali this at the instance
of Dr. (Miss) Kamble,

116, Sister Jadhay admitted that the corrections done by the two staff nurses
Bhalerao and Chikane were only in the case of Abdul Kadar Shaikh.

117 As will presently appear, sister Jadhav is not su ported by her staff niirses
Bhalerao or Chikane, ’ . B

(118, Stafl nurse Bhaterao of Ophthalmology, Ward No. 26 deposed that on 3rd
February 1986 her hours of duty were from 1-00 p-m. till 8-00 n.m. At about 4-00 or
4-30 p.m. Dr. (Miss) Kanible came to Ward No. 26:; the operation theatre staf
nurse Chikane was present. Dr. (Miss) Kamble told nurse Bhalerao o bring the
nurses’ order books. She did so. Dr. (Miss) Kamble thereupon rold her to look up
and take out the names of the patienis Abdul Kadar Shaikt, one Shivaji and one
Bhairu. These were the onlv nanes Dr. (Miss} Kamble gave her. Dr. (Miss) Kamble
ordered and forced her to rub out the entrics pertainine to the administration of
zlycerol to Abdul Kadar Shaikh on 26th and 27th January. Nurse Bhalerao did
so then and there in Dr. {Miss) Kamble's presence because Dr, (Miss) Kamble was
the heed of her department and she was under her pressure. B
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119. Immediately after Dr. (Miss) Kamble’s departure from the ward, nurse
Bhalerao reported the incident to staff nurse Chikane. Before she could do so, Chikane
asked her why Dr. (Miss) Kamble wanted to see her with the nurses’ order book,
because at that time staff nurse Chikane was present. She told her what had happened
and what she had done. Nurse Chikane told her that one was not supposed to tamper
with the nurses’ order book, that the nurses’ order books should be retained as they
were and that the following morning they should give this information to sister
Jadhav, she being the head of the ward.

120. Nurse Bhalerao continues that the following day, viz. 4th February 1986,
she and nurse Chikane were on duty from 7-30 a.m. till 2-30 p.m. At about 7-45
sister Jadhav came to the ward. They told her what Dr. (Miss) Kamble had asked
Bhalerao to do with the nurses’ order books the previous day, and that the tampering
had been done in the case of 3 patients viz. Abdul Kadar Shaikh, Shivaji and Bhairu.
Nurse Bhalerao did not tell sister Jadhav that Dr. (Miss) Kamble had asked her to
put circles round the timings or that Dr. (Miss) Kamble had asked her to take the
nurses” order book to Dr. (Miss) Kamble’s room or that Dr. (Miss) Kamble had
asked her to tamper with the entries of four or five patients. Sister Jadhav got angry
with her and fold her to correct the nurses’ order books as they originally were.
Bhalerao did so in Jadhav’s presence from the tracings which were still visible on the
pages and without reference to any record.

121. When Dr. (Miss) Kamble asked Bhalerao 10 bring the nurses, order book
the case papers of the three patients named by Dr. (Miss) Kamble viz. Abdul Kadar
Shaikh, Shivaji and Bhairn were not lying on the table. Dr. (Miss) Kamble did not
ask for the case papers. She took the nurses’ order book to the table in the centre
of the ward, turned over the pages and found out the page where the entries of patient
Abdul Kadar Shaikh were. Before Bhalerao rubbed out the entries at the instance
of Dr. (Miss) Kamble, glycerol was shown to have been administered to Abdul
Kadar Shaikh on 26th January 1986 (3 doses) and also on 27th January 1986 (2 doses,
namely at 6-00 a.m. and 2-00 p.m.). The dosage appearing as of 28th January had
not been rubbed out by her. She anly rubbed out the entries pertaining to the dosages
of 26th and 27th Jannary. In the case of Abdul Kadar Shaikh all that Dr. (Miss)
Kamble told her was to rub off the entrics under dates 26th and 27th January showing
the administration of glycerol to him. Dr. (Miss) Kamble asked her to use an eraser.
As she did not have one she used a cork from a bottle for making the erasures. Along
with the lines she alsc rubbed off the timings. While operation tampering was in
pérhqc]:;ss openly in the centre of the ward, nobody was present except staff nurse

ikane.

122.  According to nurse Bhalerao, Dr. (Miss) Kamble shouted at her to make
the corrections. Nurse Chikane heard this shouting; no onc else did as Dr. (Miss)
Kamble was not shouting Joudly. Staff nurse Chikane asked Bhalerao why madam
fie. Dr. (Miss) Kamble] was shouting at her. That was how she knew that staff
nurse Chikane heard Dr. (Miss) Kamble's shouting. When Dr. (Miss) Kamble
shouted at her, nurse Chikane was about 4 or 5 feet away.. That day, i.e. on 3rd
February 1986 sister Jadhav’s duty hours were in the morning. Nurse Chikane looked
why Dr. (Miss) Kamble was shouting at Bhalerazo. Chikane actually saw Bhalerao
rubbing the entries. Bhalerao dis not ask Dr. (Miss) Kamble as to why she was
shouting at her, as Dr. (Miss) Kamble used to shout at cveryone. Bhalerao took this
as Dr. (Miss) Kamble's normal behaviour. Bhalerao was however, afraid because
the manner in which Dr. (Miss) Kamble shouted at her at that time was different
from the manner in which she normally used to shout.

123.  After drawing the fine and subtle distinction between the different kinds
of shouting indulged in by Dr. (Miss) Kamble, nurse Bhalerao goes on that beyond
telling her to get the nurses’ order book and to do the rubbing, Dr. (Miss) Kamble
did not tefl her anything else. She felt pressurised because Dr. (Miss) Kamble told
her that she should do the erasures immediately then and there and that until then
she would not move from the table. Bhalerao did not utter 2 single word because

Dr. (Miss) Kamble was her superior.

124, Nurse Bhalerao has one believe that when Dr. (Miss) Kamble asked her
10 rub out the entries pertaining to glycerol, she did not realisc that they pertained
t0,the deaths which had taken piace 1n the J. J. Hospital, This is absurd because
ggu3rd February it was common knowledge that giycerol was the most likely suspect

g.
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125. Almost immediately after Dr. (Miss) Kamble left, staff nurse Chikane
asked Bhalerao why she was shouting at her and what she had done to provoke
Dr. (Miss) Kamble. Bhalerao told Chikane that Dr. (sts) Kamble had asked her
to make the erasures in the nurses’ order book. That is all she told her.

126. After she made the erasures and until her duty hours were over, nurse
Bhalerao cannot say how many doctors ot huosemen came to her ward. When aurse
Chikane told her that she had done something wrong, Bhalerao was afraid that
sister Jadhav would also shout at her. When Bhalerao realised that she had done
something wrong, she was upset. She discussed the matter with Chikane who told
her not to do anything at the moment. Bhalerao thereupon went to do her other
work.

127. According to nurse Bhalerao, immediately after she narrated this incident
to sister Jadhav on 4th February 1986, she also narrated it to the eatire staff in her
ward. No oae suggested that she should complain to the Matron or the Dean. At
that time she was not afraid that Dr. (Miss) Kamble would shout at her. She did
ntot nareate this incideat to any houseman or the Registrar.

128. Nurse Bhalerao knew that Dr. (Miss) Kamble was transferred from the
J. J. Hospital on 14th February 1986. It was rumouared that she was transferred
because of the glycerol episode, Even so it did not strike nurse Bhalerao to narrate
the interpolation and erasure incident to any higher authority because according
to her, she had already narrated it to her immediate superior sister Jadhav. She
did not ask sister Jadhav wihether she had narrated the incident to anyone superior
to her. :

129, Nurse Bhalerao goes on to say that Dr. (Mrs.) Hingorani never asked her
about the interpolationg and erasures though she was the head of her department.
Sister Jadhay never told nurse Bhalerao that she had informed Dr. (Mrs.) Hingorani
about what Bhalerac had told her. ’

130, Nurse Bhalerao admitted that the entry of 28th January 1986 in nurses'
order book does not show that any glycerol was administered to Abduyl Kadar
Shaikh that day. She did not know who had drawn these circles round the timings
of that day. She did not know whether on 28th January Abdul Kadar Shaikh had
been given the first dose of glycerol at 6-00 a.m.

131. Contrary of sister Yadhav’s evidence, nurse Bhalerao deposed that after
4th February the nurses’ order books continued to remain as usual on the table
in the centre of the ward and was not kept under lock and key by sister Jadhayv or
anybody else. She denied sister Jadhav's version (at page 476, para 9} that she
i.e. Bhalerao and Chikane did not tell sister Jadhav the names of the patients except
that of Abdul Kadar Shaikh. Bhalerao maintained that she gave Chikane the
dates viz. 26th and 27th January in respect of which the entries were tampered with
and that it was at the instance of sister Jadhav that she made corrections in the
entries of these three patients. She admitted that she did not tell sister Jadhav that
Dr. (Miss) Kamble had asked her to make changes in respect of these 5 patients.
Nurse Bhalerao stated that she had not made any corrections in respect of the entries
pertaining to 28th January and was unable to say what the position was on 28th
Yanuary,

Such is the evidence of staff nurse Bhalerao.
132. And now to staff nurse Chikane,

132A. Staff nurse Chikane is attached to Ward No. 26 Ophth i
January 1985. She deposed that on 3rd February between 2-00 a;;‘iiol‘?%}({) s;nrgc
Dr. (Miss) Kamble came to Ward No. 26. Chikane was in the adjacent room dressing

a patient. She overheard Dr. (Miss) Kamble orderine staff
the patients’ orders in the order books which o Mirss Bhalerao to change

: 1 g me out of the sister’s
Chikane was going towards the sister’s room, staff nurse Bhalera; czl;?nf)f:n 03{5%{;33

nurse Bhaletao showed her the nurses' order book. Bhal
concerning Abdul Kadar Shaikh and showed Chikane the eiiﬁreoﬁlflgs.%‘ngg
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told her that nurses’” order books should not be tampered with. Bhalerao asked
Chikane whether she had acted correctly. She said so. Bhalerao asked her what
she should do. Chikane told her to leave the books in their present from and not
ta make any correction. Staff nurse Bhalerao told Chikane that the following day
she would bring the incident to the notice of sister Jadhav.

132B. On 4th February Chikane was on duty in the operation theatre from
7.30 a.m. till 2.30 p.m. When Chikane came on duty that day, staff nurse Bhalerao
was on duty. Both of them went to sister Jadhav at about 7.45 am. Staff nurse
Bhalerao told sister Jadhav what had transpired the earlier day withDr.(Miss)Kamble.
Chikane told sister Jadhav what Bhalerao had told her the eatlier day. :

133. On 3rd February Chikane had no talk with Dr. (Miss) Kamble. She cannot
- say whether she had seen her in the ward that day, Chikane could not overhear
everything that transpired between nurse Bhalerac and Dr. (Miss) Kamble that
day. From the room where Chikane was dressing the patient, she could see nurse
Bhalerao and Dr. (Miss) Kamble. But Chikane could not see what Bhalerao was
doing. The distance between them and Chikane was about 6 to 8 fest. All that,
Chikane overheard was Dr. (Miss) Kamble telling Bhalerao to bring the order
books and to make the changes in the order books.

134. Chikane was with the patient for about 3 minutes. Thereafter she took
the patient to his cot in the ward. After Chikane reached the patient to his cot, she
asked staff purse Bhalerao what Dr. (Miss) Kamble was telling her. When
Dr. (Miss) Kamble told staff nurse Bhalerao to bring the books and to change the
entires Chikane was changing the dressing of the patient and was concentrating on
her patient. Chikane was not looking in the direction of Dr. {Miss) Kamble and
nurse Bhalerao. She only overheard what Dr. (Miss) Kamble told nurse Bhalerao.
Chikane did not hear anything else beyond what she deposed. She herself did not
see what was being done with the nurses’ order books.

135. According to staff nurse Chikane, Dr. (Miss) Kamble shouted to staff
nurse Bhalerao to fetch the nurses® order books. She overheard Dr. (Miss) Kamble
telling Bhalerao to change the order of the patients. Chikane did not think that
Dr. (Miss) Kamble was doing anything wrong. However, she did admit that it was
wrong and a malpractice to tamper with entrics in the Nurses’ order boeks, as also
that a person who would want to do so would do it secretly, as also what
Dr. (Miss) Kamble was telling staff nurse Bhalerao to do was something wrong
and illegal. Even so nurse Chikane insists, Dr. (Miss) Kamble told nurse Bhalerao
loudly to change the entrics in the nurses’ order books.

136. Even so she did not think that there was anything improper or unusual.
If nurse Bhalerao had not told Chikane anything, she would not have asked her
because Chikane was accustomed to Dr, (Miss) Kamble’s tone of voice and temper.

137, After Dr. (Miss) Kamble left, staff nurse Bhalerao told Chikane that madam
Kamble had directed her to make changes regarding glycerol entries in the nurses’
order book. Chikane told Bhalerao that the nurses’ order books cannot be changed
that way. Staff nurse Bhalerao also told Clukane that Dr. (Miss) Kamble had also
directed her to change the orders in respect of two or three other patients. Bhalerao
did not telt Chikane whether Dr. (Miss) Kamble had told her the drugs she desired
to be altered in the case of other patients. Bhalerao told Chikane that alterations
had been made under dates 26th and 27th January in the case of Abdul Kadar
Shaikh by erasing the strokes over the timings and putting a red-inked circle round
the timings. The timings had also been slightly Tubbed out, Staff nurse Bhalerao
told Chikane that she had erased the strokes and put the circles round the timings.
When chikane saw the order book on 3rd February the circles round the timings
in the entry of 28th January were not there, but the timings were there. Chikane does
not know when these two circles were pul under the date 28th January.

138. Nurse Chikane did not agree with the evidence of sister Jadhav (at page 472)
that sister Jadhav had told Chikanc and Bhalerag to Testore orizinal position in the
nurses’ order books and that this was done by Chikane and staff nurse Bhalerao.
She maintained that she was not asked to restore anything, nor did she do so. After
gelhf February, the nurses’ order books remained in the ward on the same table as

ore.
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139. The version of these 3 witnesses is denied by Dr, (Miss) Kamble who says
she had nothing to do with the tampering of the nurses’ order books.

139A. To start with, the version of sister Jadhav is purely hearsay, based as it is
on what was allegedly told to her by stafl nurses Bhalerao and Chikane. If no reliance
can be placed upon evidence of last two, the evidence of sister Jadhav must also
fali to the ground apart from the deficiencies in her own evidence and her inexplicable
secrecy in not bringing this serious incident to the notice of aay one.

140. A bare reading of the evidence of nurses Bhalerao and Chikane discloses
that it is replete with absurdities, inconsistencies and contradictions, To illustrate:
sister Jadhav's version that she did not make enquiries of Dr. (Miss) Kamble, why
the order books should be changed because she was afraid of Dr. (Miss) Kamble,
is a myth. If indeed she had been afraid of Dr. (Miss) Kamble, she would even have
been more afraid to order the restoration of the entries to what they were. However,
it is not merely because of such, that the improbabilities come to light. They do from
certain indisputable circumstances which cannot lie, while witnesses may. These
circumstances are:

(1) It is inconceivable that Dr. (Miss) Kamble would have ordered any delinea-
tions or erasures regarding the entrics pertaining to Abdul Kadar Shaikh for the
simple teason that Abdul Kadar Shaikh was not her patient and she was not
concerned with him,

{2) The erasurcs and interpolations are not only in respect of glycerol, but also
in respect of diamoex. There was no reason why diamox should have been included
in the erasures and interpolations because by 3rd February diamox was almost in
the clear and suspicion had been crystalised against glycerol as the killer drug.

(3) The case papers were not in the wards which would have shown the stoppage
date of glycerol.

(#) Dr. (Miss) Kamble had only 2 patients in her care who received glycerol and
had died. Vithal Bhokare died on 25th January 1986. To Rajendrakumar Mishra
glycerol was ordered to be stopped on 25th January.

_ {5) Dawood Haji Dholakia was a patient of Dr. Dastoor; his case papers show
that Dr. Dastoor had ordered stoppage of glycerol on 25th January. No patient
of Dr. (Miss) Kamble was given glycerol after 25th January. Tn these circumstances,
it is inconceivable that Dr. (Misg) Kamble should even think of tampering with
the order books when she was not responsible for the stoppage of the drugs.

6} There is no evidence that Dr. (Miss) Kambie had ever examined Abdul
Kadar Shaikh or had even handled or seen his case papers.

{7) None of Dr. (Miss) Kamble’s patients in Unit No. I were given glycerol
after 25th January.

(8) There is no reason why Dr. (Miss) Kamble should order changes in the
nurses’ order boolgs regarding Shivaji and Bhairu who did not die. In Shivaji’s
case erasures pertained not only to glycerol, but also to septron on 26th, 27th and

28th January. In Bhairu’s casc erasures pertained to the administration of gl
on 26th and 27th January, on of glycerol

(9) One Dhyandeo Pote [patient in Dr. (Miss) Kamble's Unit i
glycerol tilt 20th January, one Mohamed Akhgar (L%nit ) till 27th Janl?ar?rr?nc%l zil::
Parghura;n Surve (Unit 1I) till 27th January, one Jokim D’Costa {Dr. Hingorani’s
patient) till 27th January and one Guptadevi R. Singh (Unit T) till 27th January.
None of them died. Yet no changes appeared in the nurses’ order books pertaininé
to these patients including Dr. {Miss) Kamble’s patient, viz. Pote Mohamed
Akhtar and Guptadevi R. Singh. If Dr. (Miss) Kamble was indeed involved in
effecting crasures and alterations in the nurses’ order books. It is inexplicable
why the 5 pati 'nts should have been left out fram that exercise and particularly

Dr. (Miss) Kamble's own patient, viz. Dhyand
Guptadevi R. Singh. yandeo Pote, Mohamed Akhtar and

141.  Thus apart from the absurdities, inconsistenci e
: : d ies and ¢
cwdfncc of s:;sterD Iadfl&;_v anlcé nurses Bhalerao and Chikane circ?:rtlgﬁﬁglm;vilgeﬂ:
must exonerate Dr., 35 > N -
order books. (Miss) Kamble from the charge of tampering with the nurses
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142, From the version given by sister Jadhav and nurses Bhalerao and Chikane
and the circumstantial evidence, 1t is impossible to come to the conclusion that
Dr. (Miss) Kamble was instrumental for the tampering with the nurses’ order books.

143. On the other hand, there is positive evidence which completely exoncrates
Dr. (Miss) Kamble of the wrong doing zlleged against her by sister Jadhav and nurses
Bhalerao and Chikane.

144. That positive evidence is that on 3rd February 1986, there was a Medical
Board mestine attended by Dr. Nagori as Chairman, Dr. (Mrs.} Gupte (Medicine
Dept.) and Dr. (Miss) Kamble (Ophthalmology Dept.). Medical Board meetings
are usually convened at 2-00 p.m. and so it was on 3rd February. On an average
Dr. Nagori would take about 2-1/2 hours to 3 hours to examine about 60 candidates.
On 3rd Febroary 1986 there were abous 59 to 60 candidates for examination. The
time taken by Dr. (Miss) Kamble to examine 60 candidates would be about 4 to 5
hours. All the 39 to 60 candidates were examined by Dr. (Miss) Kamble on 3rd
February. This i$ established by the evidence of Dr. Nagori, an independent witness
who had no axe to grind or reason to shield Dr. {Miss) Kamble. The indisputable
presence of Dr. (Miss) Kamble at this meeting must put beyond the pale of contro-
versy her alleged presence in Ward No. 26 and must demolish the entire version
of sister Jadhav and nurses Bhalerao and Chikane.

145. The question that arises is: Why should sister Jadhav and staff nurses Bhalerao
and Chikane conspire against Dr. (Miss) Kamble? This can be answered from the
point of time when the erasures, alterations and interpolations first came to light.
Did they come to light on 4th February as alleged by the staff nurses Bhalerao and
Chikane or did they come to light after Dr. (Miss) Kamble's transfer from the I. J.
Hospital on 14th Febcuary 19862 There is no doubt in favour of the latter. This is
manifest from the fact that ncither sister Jadhav nor nurscs Bhalerao and Chikane
brought this incident to the notice of their superiors, immediately, which a person
of rormal prudence would have done,

146. On this aspect there is the evidence of Dr. (Mrs.} Hingorani who took charge
of the Opbthalmology Dept. from Dr, (Miss) Kamble after Dr. (Miss) Kamble's
transfer on 14th February 1986, Dr. (Mrs.) Hingorani deposed with refreshing
candour that when she inspected the nurses’ order books after she took charge of the
Ophthatmology Department, she found that the orders pertaining to giycerol had
been deleted in several places and that the changes in the nurses’ order books had
not been made during her tenure as unit in-charge and Reader in Ophthalmology.
Within a week of her taking charge of the Ophthalmology Department sister Jadbav
told her that entries in the nurses’ order books had been changed at the instance
of Dr. (Miss) Kamble. That was all that sister Jadhav told her. Sister Jadhav never
gave her the names of Bhalerao or Chikane or any member of the staff, nor did sister
Jadhav even tell her that the cntries had been changed by Bhalerao at the instance
of Dr. { Miss) Kamble, Sister Jadhav never mentioned anything about staff nurses
Bhalerao and Chikane to Dr. (Mrs.) Hingorani nor did sister Jadhayv tell her why
she was sttributing to Dr. {Miss) Kamble the authorishp of the tampering of the
nurses’ order books. Thus from Dr. (Mrs.) Hingorani’s evidence it is obvious that on
her finding that the order books had been changed that sister Jadhav told her
that it had been done at the instance of Dr. (Miss) Kamble. From this it is
manifest that the first reaction of sister Jadhav was to save herself and found
Dr. {Miss) Kamble a convenient scapegoat looking to the fact that the latter was not
at the hospital any longer, having been transferred on 14th February 1536.

147 Further there was reason and motive for staff nurses Bhalerao and Chikane
and sister Jadhav to tamper with the nurses’ order book for their own protection.

dministration of drugs fell within the duty of the sister in-charge and staff nurses.
It is they who must also carry out the stoppage orders. Even though Ophthalmology
tnits 1 and II arc different, the staff is common with a common sister in-charge,
iz, sister Jadhav. Admittedly the circular dated 27th January 1986 (Exhibit %) was
Teceived at 5-00 p.m. that day in the Ophthalmology Department. As it is there was
Legligence on the part of the sister in-charge and the staff nurses in not stopping
administration of glycerol to Dawood Haji Dholakia on 24th. Despite the circular
Exhibit 8), the last dosc of glycerol was given to Dawood Dholakia on 27th January
at 10-00 p.m. On the night of 27th January, Dr. Lele had put the stoppage order
In the case of Rajendrakumar Mishra. The staff nurse in-charge was informed that
the specific drug was not to be administered, even so glycerol was given to at least

Patients on 28th, namely Abdul Kadar Shaikh [(Dr. Mrs.) Hingorani's patient]

Exh. 8

Exh. 8
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Dr. {Miss) Kamble’s patient]. Even so in Pote’s case there is no tempering
?r? ?hf:'%{:rges‘ order b)ooks. This ilsJ a strong argument in favour of Dr. (M lss_) Kamble
and supports her denial of having had anything to do with the tempering of the
nurses’ order books. If she had wantcd 16 temper with it there was no'reason why
she should not have ordered the tempering in the cases of 5 others, viz. Pote, Mohamed
Akhtar, Parshuram Surve, Jokim D’Costs and Guptadevi R. Singh. Furthermore
in her statement (Exhibit 109) on 7th February before the Choube Committee sister
Jadhav had stated that Abdul Kadar was given glycerol till 28th January. In her
statement before the Choube Committee (Exhibit [20) Dr. (Miss) Kamble has said
the same. The statement of the glycerine given was prepared by sister Jadhav.and
Dr. Pargaonkar. Administration of drugs can only be found from the nurses’ order
books. Hence, there is no doubt that the erasures and tampering with the nurses’
order books was intended to cover up the acgligence of the nurses in administering
the drug despite the circular dated 27th Januzry (Exhibit 8). In order to cover up
their negligence, sister Jadhav and nurses Bhalerao and Chikane had .made a false
accusation against Dr. (Miss) Kamble as the instigator who pressurised them into
tampering with the order books. The attempt must fuil. Their intention was obviously
and essentially 1o discredit the nuprses’ order books because the sister in-charge
would be held accountable. What better scape-goat than a person who would not be
there to protest. The obvious choice was the unpopular Dr. (Miss) Kamble,

148. In the light of the above analysis the contention of the Government’s,
advocate Mr. Tulpule inviting me to hoid Dr. (Miss) Kamble culpable for the
tampering of the nurses’ order books must stand negatived. .

149. The next question that arises is—Did Dr. (Miss) Kamble have any knowledge
ot 25th Jamuary ahows the steppoge of the suspect drugs ?

150, According to Dr. (Miss) Kambic she had to no such knowledge. In order to
examine the correctness or otherwise of Dr, (Miss) Kamble's version it is necessary

to allude to the ¢vidence of Dr. Pargaonkar, Dr. (Miss) Parul Shah, Dr. Kripalani,
Dr. Asha Menon and Dr. Shaikh. -

151, In January/Fepruary 1986,, Dr. Pargaonkar was the Registrar in the
Nephirology Department. His verison is that while fie was in the Ophthalmology
Department on 25th Januacy Dr. (Miss) Sirsat told him that he should comntact
any doctor in that department and inform that doctor that Nephrology had received
several cases of renal failure in the past week and that suspicion had fallen on three
drugs, namely diamox, mannitol and glycerol. Thereupon at about 12-00 noon
Dr. Pargaonkar went to the Ophthalmology Department, Ward No. 26, on the Ist
floor and enquired from the sister on duty which patient had been referred to Nephro-
logy. Vithal Bhokare was pointed out to him in the main Ward No. 26.

'152. While Dr. Pargaonkar was examining Vithal Bhokare, Dr. (Miss) Parul
Shah came and introduced herself as the House Surgeon. Dr. Pargaonkar told her
that Vithal Bhokare had gone into renal faifurc most probably because of drugs
manuitol, diamox and glycedrol, that the patient needed urgent dialysis and should
be transferred to Nephrology. Ir. Pargaonkar further told Dr. (Miss) Parul Shah
that in the past week Nephrology had reeived 7 cases of renal failure from Neurology
and Neurosurgery, out of which four had died and that all those seven patients
bad received mannitol and/jor diamox and/or glycerol which were suspected to be
contaminated. He furiher told Dr. (Miss) Parul Shab to stop the administiation
of these drugs in her Ophthalmology Department and to purchase these three drugs
from outside. He further told Dr. (Miss) Parul Shah to bring this matter to the
attention of her seniors. So sying he returned to AKD at ]2-30 p.m,

153, After Dr. Parzaonkar
ke had no discussion with his
matter with his house physician

returned from Ophthalmology Department that day,
co-registrar Dr, Farhad Kapadia, but did discuss the
] Dr. Tushar Vacharajani and told him that in Ophthal-
mology the had bricfed Dr.(Miss)Paiul Shah of the situation, namely drug contamina-
tion, and that he had given her specific instructions to stop the admmistration of

the three suspect drugs. Beyond telling Dr. Vachaiaiani thi nkar di
not tell this to anyone on 25th Januarg. ! * Dr. Pargao &

154, Dr. Pargaonkar continues that on 27th January he inf j
department, namely Dr. Kripalani duri ot 3 what e o Some

on 25th January in Ward No. 26, %¢ the morning round what he had done
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155. In cross-examination he did deny the suggestion that Dr. (Miss) Parul Shah
never inforraed Dr. (Miss) Kamble what he had told Dr. (Miss) Parul Shah that dav,
namely 25th January, in the Ophthalmology Department, because he believed
Dr. (Jiiss) Parul Shah. He stated that he and Dr. (Miss) Kamble were not on talking
terms. (This guestion was repeated before the witness gave his answer), Thereafter
he stated that uatii 29th or 30th Yanuary he did not know who Dz, (Miss) Kamble
was nor untii 23th January did he know Dr. (Miss) Parul Shah until she introduced
hereseli as the House Surgeon that day.

156. Omn 25th Fanuary it is possible that Dr, (Miss) Kamble may have been in
the ward that moring but even if’ she was, Dr. Pargaonkar would not know because
he did not know her.

157. Dr. Pargaonkar admitted that after 25th January and prior to his second
meeting witin Dr. (Miss) Parul Shah about 4 months ago, he did not know whether
she had in fact conveyed to Dr. {(Miss) Kamble what he had told her on 25th January,
It was on 25th January during the meeting in the Nephrology Department that
to his surprise he came to know from an cqually surprised De. (Mrs.) Sirsat of,
Dr. (Miss) Kamble’s grievance that nobody had informed her about the stoppage
of the suspect drugs in Ward No. 26. At this meeting Dr. (Mrs) Sirsat ascertained
from Dr. Pargaonkar what he had told Dr. (Miss) Parul Shah on 25th January.
Dr. Pargaonkar admitted that on 29th January he did not know whether Dr. (Miss)
Parul Shah had conveyed to Dr. (Miss) Kamble what he had told her on 25th January
and that until his second meeting witti Dr. (Miss) Parul Shah 4 months ago he did
not know whether she had in fact informed Dr.(Miss) Kamble what he had told
Dr. (Miss} Parul Shah on 25th January. About 4 months ago he accidentally met
Dr, (Miss) Parud Shah who had come to inguire in the college office about some
posts. She wanted zerox copies of the case papers (rom the Nephrology Department.
On the way from the office to the Nephrology Department Dr. Pargaonkar asked
her whetlier she had conveyed to Dr. (Miss) Kamble what he had told her on 25th
January because Dr, Pargaonkar was doubtful whether she had in fact conveyed
that message to Dr. (Miss) Kamble. Despite this Dr. Pargaonkar later stated that
he was convinced that Dr. (Iiss) Parul Shah had conveyed his message to Dr. {Miss)
Kamble on 25th January. Dr. (Miss) Parul Shah told Dr. Pargaonkar that she had
done so on the 25th January itself immediately after he had left Ward No. 26.
Dr, Pargaonkar asked Dr. (Miss) Parul Shah why cven so the suspect drugs
had not been stopped in Ward No. 26 to. which the latter retorted that Dr. {Miss)
Kamble had neglected the matter and that cven though Dr. (Miss) Kamble knew
that mannitol and/or diamox and/or glycerol were vontaninated she did not stop
the administration of these drugs in Ward No. 26. During this time Dr. Kripalani
was also present, Dr, Pargaonkar was surprised to hear all this from Dr. ngss) Parul
Shab. On Dr. Parggonkar asking Dr. (Miss) Parul Shah why Dr. (Miss) Kamble
should have neglected to stop the administration of the suspect drugs, Dr. (Miss} Parul
Shah replied that Dr. (Miss) Kamble was not fully convinced that the three drugs
were suspect drugs. Dr. Pargaonkar was also surprised that Dr. (MISS) Kamble
showld not be convinced that the three drugs were suspect drugs but did not convey
his astonishment to anyone in the hospital. He admitted that he had only Dr. (Miss)
Parul Shah’s words that she had indeed conveyed his message to Dr. (Miss) Kamble
on 25th January for it was very unlikely that Dr. (Miss) Parul Shah may have forgotten
to do so. Dr. Pargaonkar continued that at this mecting 4 months ago.Dr. Kripalani
also asked Dr. (Miss) Parul Shah whether she had conveyed Dr. Pargaonkar’s message
to Dr. (Miss) Kamble on 25th as also whether Dr. Pargaonkar had conveyed his
Instructions fo her that day. At this second mecting both Dr. Pargaonkar and,
Dr. Kripalani told Dr. (Miss) Parul Shah that accrording to Dr. {(Miss) Kamble
0o one had informed her aboui the stoppage of the suspect drugs, to which

T. (Miss) Parul Shah retorted that she had done so.

158. Dr. Pargaonkar maintained that on 25th he had specifically asked Dr. (Miss)
Pary! Shah to convey this information to the head of her department and denied
Dr. (Miss) Parul Shah’s version in para 12 at page 568 to the confrary.

159. During Dr. Pargaonkar's sccond meeting with Dr. (Miss) Parvl Shah,
Dr, Kripalani was not present throughout. The college office where he met hE‘“l_'
that day is on the ground fioor and the AKD is on the fist floor. Dr. Kripalani
Joined them while he and Dr. (Miss) Parul Shah were having a discussion tn the
AKD, which he had started in the corridor prior to their coming to the AKD.
According to Dr, Pargaonkar during this discussion he asked her many guestions
mcluding whether she clearly remembered having conveyed his ipstructions to
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r. (Miss) Kamble on 25th January and whether she remembered what those in-
:t)ruc%ions )were. Dr. Kripalani asked Dr. (Miss) Parul Shah and Dr. Pargaonkar
whether Dr. Pargaonkar had told Dr. (Miss) Parul Shah regarding the stoppage
of the drugs on the 25th and also whether Dr. (Miss) Parul Shah had also conveyed
this to Dr. (Miss) Kamble. )

160. This evidence of Dr. Pargaonkar must be read in the light of the evidence
of Dr. (Miss) Parul Shah,

161. Dr. (Miss) Parul Shah was at the relevant time Resident House Surgeon
in the Ophthalmology Department, Unit No. 1. Her evidence is that on 25th January
1986 between 11.00 2.m. and 12 noon she and Dr. (Miss) Kamble were taking round
in the male ward of Unit No. 1. Dr. (Miss) Parul Shah and Dr. (Miss) Kamble
were examining a patient when a staff nurse came over there and told them that’
Dr. Pargaonkar had come to examine Vithat Bhokare. Thereafter Dr. (Miss) Kamble
told Dr. (Miss) Parul Shah to go with Dr. Pargaonkar and reroain with him while
he was examining Vithal Bhokare. Dr. (Miss) Parul Shah did so. There was no
discussion between Dr. (Miss) Kamble and Dr. Pargaonkar. At that time the
Nephrology Registrar Dr. Pargaonkar came there to examine Vithal Bhokare regard-
ing whom they bad written a nephro call over that morning. At Dr. (Miss) Kamble's.
behest Dr. (Miss} Parul Shah remained: with Dr. Pargaonkar whilc be examined
Vithal Bbhokare. Dr. Pargaonkar told her that the paticnt had acute renal failure
and required to be transferred to Wephrology for further management, that his
Nephrology Department had already received 3 to 4 cases of renal failure from the
Neurosurgery Department and that glycerol, mannitol and diamox had been the
commen drugs used on all these patients and that one of these three drugs was
suspected to be the culprit drug which had caused renal failure in so many patients.
Dr. {Miss) Parul Shah goes to say that she conveyed all this to Dr. (Miss) Kamble
who, during the time that Dr, {Miss) Parul Shah was with Dr. Pargaonkar, was
waiting for Dr. (Miss) Parul Shah to complete their round. Dy, (Miss) Parul Shah
conveyed to Dr. (Miss) Kamble what Dr, Pargaonkar had told her immediately
she rejoined Dr. (Miss) Kamble. On the reference paper Dr, (Miss) Parul Shah
wrote what Dr, Pargaonkar had suggested regarding the transfer of Vithal Bhokare to
Nephrology. She however did not wrilc down the other things which Dr. Pargaonkar
had told her. Dr. Pargaonkar did not have any talk with Dr, (Miss}) Kamble.

162. During the course of their rounds, as instructed by Dr. (Miss) Kamble,
Dr. (Miss) Parul Shah changed the orders in respect of various patients in the ward.
She may have changed the orders regarding the administration of glycerol, mannitol
or diamox. However she could not positively say whether she did or not.

163. In the morning of 29th January, a meeting was held in Dr. (Miss) Kamble’s
office in the Ophthalmology Department where all the resident doctors were
present including Dr. (Miss) Parul Shah and Dr. (Miss) Kamble. At this meeting
Dr. (Miss) Kamble informed them that she had received an official circnlar pertain-
ing to the stoppage of the threc drugs, namely, mannitol, diamox and glycerol,
that these drugs were not to be administered to any patient whether indoor or out-
door, that the Patients who had received these drugs should be kept under obser-
vation and that the daily blood, urca and serum creatinine should be done from the
Pathology Department, that a strict intake-output chart should be maintained
pertaining to the urine and that certain drugs recommended by Nephrology like

sodamint should be administered to those patients and that they should be given
plenty of fluids.

164. However at this meeting Dr. (Miss) Parul Shah did pot stste that
Dr. Pargaonkar had alrcady told her on 25th January about these three drugs and
that she had given this information to Dr. (Miss) Kamble in the morning of 25th
itself. The reason given by Dr. (Miss) Paru! Shah was that it was not necessary for

her to say all this at that meeting of 29th because she had alr i
information to Dr. (Miss) Kamble on 25th January itself. cady conveyed this

165.  On 26th Janvary (Sunday), Dr. {Mi iss) Kam
took a round in the ward after thY) 1 Parul Shah and Dr. (Miss) e

F ¢ flag salutation ceremony. She d
whether she took a round in the ward on Monday the 2¥th Jim?a:&:;%;e'?m

the 28th January she did not take a '
steike of the resident doctors. round in the ward because that was the one-day
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166. During the course of her round with Dr. (Miss) Kamble on 26th January,
Dr. {Miss) Parul Shah noticed from the treatment sheets that the patients werc stiil
peing siven the three suspect drugs. However Dr. (Miss) Parul Shah did not do
anything about 1t nor did she draw the attention of Dr, (Miss) Kambie to this fact.

167. In her cross-examination Dr. (Miss) Parul Shah watered down to a great
extent her version of what had transpired between herself and Dr. Pargaonkar in the
morning of 25th January. After being so very categorical earlier about what
Dr. Pargaonkas had told her, in her cross-examination she said that Dr. Pargaonkar
tad told her that since these three drugs were under suspicion, it would be better
if they got them from outside. She did think what Dr. Pargaonkar had iold her
that morning was important for him to tell Dr. (Miss) Kamble herself, but she did
not take D1, Pargaonkar to Dr. (Miss) Kamble because it was for Dr. Pargaonkar
‘to have brought this to the notice of Dr. (Miss) Kamble. To this day Dr. (Miss) Parul
Shah is surprised why Dr. Pargaonkar should have conveyed this information to her
and not directly to Dr. (Miss) Kamble. She could not say whether they were on
talking terms. After being vociferous carlier that Dr. Pargaonkar had instructed-
her to give the information to Dr. (Miss) Kamble, Dr. (Miss) Parul Shah admitted
that Dr. Pargaonkar had not asked her to teil Dr. (Miss) Kamble what e had told her.

168. Dr. {Miss} Parul Shah insisted that immediately after Dr. Pargacnkar left
tha ward on 25th morning she went to where Dr. (Miss) Kamble was standing and
parrated to her what Dr, Pargaonkar had told her. She did not remember if anyone
was with her or with Dr. (Miss) Kamble at that time,

169.  Dr. (Miss) Parul Shah admiited that except to Dr. (Miss) Kamble sic had
never spoken to anyone else chout whar Dr. Paergaonkar had told her that morning.
She thereafter resiled from her categorical statement by saying that she may have
talked to any of her seniors about what Dr. Pargaonkar had told her in the mornping
of 25th January but she did not recollect their names except Dr. (Miss) Kamble.
After stating that on her conveying to Dr(Miss) Kamble what Dr. Pargaonkar
had told her, Dr. {Miss) Kamble did not give her any specific instructions, she stated
that if she had changed orders regarding the administtation of glycerel, mannitol
or diamox in the course of her round in the morning it was under the instructions of
Dr. (Miss) Kamble. She thereafter admitted that since Vithal Bhokare was trans-
ferred to Nepharology in the morning of 23th itsclf there was no question of changing’
his orders pertaining to glycerol, mannitol and diamox.

170. . According to Dr. (Miss) Parul Shah it was after she told Dr. (Miss) Kaimble
about what Dr. Pargaonkar had informed her a little carlier that Dr. (Miss) Kamble
asked her to discontinue mannitol, glycerol and diamox in the case of Rajendrakumar
Mishra. She gave a go-by to this version a little later by saying that when‘ she dis-
Sovered on 26th January that the three suspect drugs werc still being qclnnmstmed
it Ward No. 26 she was not shocked because on 25th January Dr, (Miss) Kamble

“had not given any specific instructions for the stoppage of these three suspact drugs.

171, Dr. (Miss) Parul Shah noticed from the treatment sheets that enven after
she narrated to Dr. (Miss} Kamble what Dr. Pargaonkar had told her about diamox.
mannitol and glycerol they were continued to be given to some of Dr. (Miss) Kamble’s
Patienis after 25th January Dr. (Miss) Kamble must also have noticed this because
\‘-’Pen they took their round on 26th January she asked her about the coundtions
of het patienis and the trcatment given fo them as per the normal parctice.
Dr. {Miss) Parul Shah handled the case papers and gave Dyi. (Miss) Kambie the
Iequisite infrormation from thosc case papers, On 26th January she had handled
the case paners of about 6-7 patienis who had been given the suspeet drags, bul
could not give the exact numbr. She however did not remind Dr. (Miss) Kamble
about what Dr. Pargaonkar had told Dr. (Miss) Parul Shah the perevious day.
She did not specifically graw Dr. (Miss) Kamble's attention to the fact that six to
S6¥en patients were still being administered glycerol because they had a detailed

round just the day before.

172.  On heing asked whether she was satisfied with the action taken by Dr. (Miss)
Xamble on the information given l];y her to Dr. (Miss) Kamble, Dr. (Miss) Parul Shah
admitted that ar that time she was far too junior to understand the drug toxicily and
therefore the best thing she did was 10 tell her senior Dr. (Miss) Kamble what Dr. Par-
gaonkar had 1old her. On 26th January she did not see any point in telling Dr. {Miss)

tmble what she had already told her on 25th. She did not remember if’ she
mentioned to anyone in the department her fecliag that Dr. (Miss) Kamble should

A taken some stronger action pertaining to those three drugs in Ward No. 26.
H 465110
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173. Dr. (Miss) Parul Shah admitted that on 25th January she dig not tell
Dr. (Mrs.) Asha Menon (House Surgeon, Ophthalmology) what the Nephrology
Registrar Dr. Pargaonkar had told her on the 25th, but she did not remeiber if she
did so later. Dr. (Miss) Parul Shah admitted that she did not tell Dr. (Mrs.} Asha
Menon * See, I told her about this ” by ‘ her ' meaning Dr. (Miss) Kamble.

174. Dr. (Miss) Parul Shah finally admitted that on 25th January afl that
Ds. Pargaonkar had informed her was that the suspect drugs sheuld be stopped
in Ward No. 26 and that he had not told her to inform Dr. (Miss) Kamble aceordingly,
She denied Dr. Pargaonkar’s evidence at page 780 in para 31 to the contrary. She
also admitted that since Dr. Pargaonkar did not tell her specifically to convey hig
message to Dr. (Miss) Kamble she did not tell him that he should do so hinself,
She did feel it strange that Dr. Pargaonkar should convey this information to
her the Junior-most and not directly to the head of the Department, namely
Dr. (Miss) Kamble, even though Dr. (Miss) Kamble herself was present at that
time. Prior o this incident she had never come across any incident of contaninated
drugs or their effect. Al that Dr. Pargaonkar told her was that the three drisgs were
suspected 1o be contaminated and the parients were going into renal failure,
Dr. Pargaonkar did not give her any details about the suspected contamination nor
did she ask him. Dr. Pargaonkar made a casval remark 10 her that thess three drugs
were suspected to be contaminated and should be stopped and should be purchased
from outside. She did not specifically tell Dr, Pargaonkar that as House Surgeon
she did not have any authority to stop any drag on her own, Then she felt it some-
what strange that he should not tell this to the head of the department, namely
Dr. (Miss) Kamble, though she was present in the ward at that time. She denicd the
version of Dr, (Miss) Kamble in paras 68 and 70 at pages 642-643 that she had
not told Dr. (Miss) Kamble anything about the suspect drugs or that they were
not to be administered to any patients or that she and Dr. {Miss) Kamble were not
together on 25th when Dr. Pargaonkar came to the ward.

175, This brings me to the evidence of Dr. A. L. Kripalani, Head of Nephyol ogy.
His part in this episode only extends to his asking Dir. (Miss) Parul Shah whether
Dr. Pargaonkar had given her the information on 25th Jannary and whether she
in turn had conveyed it to Dr. (Miss) Kamble, To both these Dr. (Miss) Paru! Shah
replied to Dr. Kripalani in the affirmative during the second meeting of
Dr. (Miss) Parul Shah and Dr. Pargaonkar about 4 months earlier prior to the
evidence. Dr, Kripalani fairly admitted that he did consider it unusual that if
Dr. (Miss) Parul Shah had given this information to Dr. (Miss) Kamble the iatter
should not have stopped the administration of the suspeet drugs and that he had
anly the word of Dr. (Miss) Parul Shah that she had in fact conveyed this informa-
ton to Dr. (Miss) Kamble. Dr. Kripalani added it could have been & seriols matter

1or Drl{Miss) Parul Shah not to havecan veyed to Dr. (Miss) Kamble this inl ormation
gven to her by Dr. Pargaonkar. He however accepted Dr, (Miss) Parul Shah’s
version that she had given this information to Dr. (Miss) Kamble "because it was

not for Dr. Kripalani to pass judgment on anyone,

176. Dr. Kripalani also admitted that in the morning of 28th Janwary in
Nephrology meeting Dr, (Miss) Kamble was in complete agreement with the rest
of them that the suspect drugs should be immediately stopped. Nor did she give
the impression that the suspect drugs were being continued to be administered i ber
deparrtment til! 28th January. Dr. Kripalani finally admitted that it did strike him
that the fault may Jie cither with Dr. (Miss) Parul Shah or with Dr. Pargaonkar,
adding that he was satisfied that Dr. Pargaonkar was not at fault. But he could not
say about Dr. {Miss) Parul Shah or Dr. {Miss} Kamble.

177. In this cpisode Dr. (Mrs.) Asha Menon, House Sureeon, Opithalmology
also plays a part. = She admitted that on 25th J2nuary while Rajendrakymar Mishia
was being examined, there was no talk in her presence between Dr. (Miss) Kamble
and Dr. {Miss) Parul Shah regarding the stoppage of the drugs administered to that
patient.  On ?5th January there was some discussion between Dr. (Mrs.} Asha Menon
and Dr. {Miss) Parul Shah regarding Vithal Bhokare but not regarding Rajendra-
knmar Mishra. In the course of this discussion Dr. {(Miss) Parul Shah mentioned
what the Nephrologist (meaning thereby Dr. Pargaonkar) had informed her, namely
that something was wrong with some drug somewhere, the dryes being to the best
of her recollection diamox, mannitol and giycerol. Dr. (Mrs.) Asha Menon however
did npot personally inform Dr. {Miss) Kamble about what Dr.” Miss) Parul shah
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had told her. She believed that Dr. (Miss) Kamble knew about it either from Dr.
(Miss) Patul Shah or from the Nephrology Registrar. Dr. (Mrs.) Asha Mepan
did not remember if she had told anyone on 25th what Dr, (Miss) Parul Shah had
told her regarding what the Nephrology registrar had told her. But testhe best of
ber recollection she had mentioned this to Dr. (Miss) Nita Shah or. Sunday the 26th.
Later she stated that she did not remember whether she dad mentioned this to Dr. -

(Miss) Nita Shah,

178. Dr. {Mrs.) Asha Menon admitted that it was on 27th January that the
existence of the suspect drugs came to be known for the first tinie by anyone in her
Ward No. 26, adding that it was in the evening of that day that she came to know of
the existepce of the suspect drugs when Dr. Kapadia told her about them. Dr.
(Mrs.) Asha Menon admitted that if Pr. (Miss) Kamble had been told by Dr. (Miss)
Parul Shab on the 25th about the contaminated drugs, Dr. (Miss) Kamble would
certainly Know about them, adding her surmise that she was not certain whether
Dr. (Miss) Parul Shah had told Dr. (Miss) Kamble about what she had learnt about
the suspect drugs from Dr. Pargaonkar. Dr. {Mrs,) Asha Menon also stated that on
27th January Dr. (Miss) Parul Shah had told her what the Nephrology Registrar
Dr. Parcaonkar had told Dr. (Miss) Parul Shah about the suspect drugs on 25th and
that she .. Dr. (Miss) Parni Shah, had conveyed this information to Dr. (Miss)
Kamble. Dr. (Mrs.) Asha Menon admitted that when she came to know about the
contaminated drugs and the patients affected thereby and also the death of some
patients on 27th January, she considered it to bea very scrious matter and the problem
regarding the stoppage of the drugs to be an urgent problem. She however took
10 steps fo stop the administration of the suspect drugs because Dr. Lele, her senior,
was with her. She did not inform the doctor in-charge of what she had learnt from
Dr. Kapadia on the night of 27th January. On 28th January she did not atiend the
work by reason of the one day strike though she was in the campus.

179. Dr. (Mrs) Asha Menon did not remember whether she had brought to
the notice of Dr. (Miss) Kamble what Dr. Kapadia had told her. She was not certain
whether Dy, (Miss) Kamble knew about the drug contamination prior to 28th January.

180. Dr. Shaikh Saukat Ali, Lecturer-Ophthalmology, also plays a patt. though
a small one, in this episode. He says that on 28th January when he told Dr. (Miss)
Kamble what the stafl nurse had told him a Jittle earlier {regarding contamination),
Dr. (Miss) Kamble was shocked, From her facial expression he telt that it was for
the first time Dr, (Miss) Kamble knew about the drug contamination from him.
Dr, Shaikh stated that on 25th January nobody informed him about the three suspect
drugs including Dr. (Miss) Parul Shah whom he had met that day.

181. The gut question is : Did Dr. Pargaonkar tell Dr. (Miss) Parul Shah about
the contaminated drugs and to convey this information to Dr. (Miss) Kamble. :I‘hough
initially Dr. (Miss) Parul Shah vociferously maintained that this information was
indeed given to her by Dr. Pargaonkar which in turn she conveyed to Dr. (Miss):
Kamble, later in her evidence Dr. (Miss) Parul Shah stated that what Dr. Pargaonkar
had told her casually that the suspect drugs should be stopped as patients were go_m%
into renal failure and that Dr. Pargaonkat had not told her to inform Dr, (Miss
Kamble accordingly. From the evidence of Dr. Pargaonkar read in conjuaction
with that of Dr. (Miss) Parul Shah and_the other evidence, it appears that while
Dr. Pargaonkar did mention to Dr. (Miss) Parul Shah about the suspect drugs,
it is doubtful whether he specifically asked her to convey this information to
Dr. (Miss) Kamble, in the expectation that she would. It is also doubtfut whether
Dr. (Miss) Parul Shah appreciated or realised the gravity of the situation from
what, accroding to Dr. (Miss) Parul Shah, Dr. Pargaonkar casually tofd her, looking
to the fact that on her own admissions she had no knowledge or €xperience about
toxicity and contamination of drugs. This would be more inexperience and a bona
fide error on the part of Dr. (Miss) Parul Shah rathet than negligence or dereliction
of duty. At the same time, it was a mistake on the part of Dr. Pargaonkar not
to have conveyed this serious information to somebody higher in authority than
Dr. {Miss) Parul Shah, namely Dr. (Miss) Kamble herself, instead of conveying
it to the junior-most doctor, namely Dr. (Miss) Parul Shah. Even if Dr. Pargaonka
and Dr. (Miss} Kamble were not on talking terms or even if they had not known
each other o1 had not met each other before, Dr. Pargaonkar should have made 1t
his duty to contact her instead of leaving so serious a matter in the fragile hands of
the junior-most doctor in the department, namely Dr. (Miss) Parul Shah and that

100 without making certain she understood the gravity of the situation and the

H 4651—10a
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urgency of the message. it is obvious that finding herself in the predicament, perhaps
not deliberately of her own making, Dr. (Miss) Parul Shah oW wants to take
cover up action by saying that she had conveyed Dr. Pargaonkar’s information to
her senior, Damely Dr. (Miss) Kamble. Whosoever is responsible be it Dr. (Miss)
Parul Shah or Dr. Pargaonkar it is manifest that Dr. Pargaonkar’s message conveyed
by him through Dr. (Miss) Parul Shah did ot reach Dr. (Miss) Kamble who came
to know of the contaminaied drugs for the first ttme on 28th January, with the
result that the failure to stop them in her ward cannot be laid at Ler door,

182. At this stage, the behaviour and conduct of Dr. (Miss) Kamble are pertinent,
It struck her as unusual on Tuesday, the 28th January at 9-00 2.m. during her round
of Ward No. 26 when she was told by Dr. Shaikh that Rajendrakumar Mishra had
developed anuria and was transferred to Nephrology the previous night, he being
the second patient to be transferred to Nephrology, the first being Vithal Bhokare.
There is nothing to suggest that Dr. (Miss) Kamble’s astonishnient was feigned,
Dr. (Miss) Kamble would have had no cause for this astonishment if indeed
Dr. (Miss) Parul Shah had conveyed to her Dr. Pargaonkar’s message of the 25th
regarding the suspect drugs.

183. That js not all. On coming to know of Rajendrakumar Mishra devcloping
anuria, Dr. (Miss} Kamble immediately contacted Dr. Shanbhag, in~charge of Unit 2
and enquired of him if any patient from that Unit had been transferred to Nephrology.
He told Dr. (Miss) Kamble that Bittal Kevat was transferred from Unit No. 2 to
surgical ward and thence to Nephrology and that another patient in Unit 2, namely
Abdut Kadar was having urinary problem and the treatment given to him and Zittal
Kevat. On this Dr. (Miss) Kamble remembered the treatment which had been given

- to her patients, namely Vithal Bhokare and Rajendrakumar Mishra and realised

Exh. 28

Exh. 8

Exh. 8

that the common drugs adminjstered to ull these four patients were mannitol, diamox
and glycerol and hence thought that these four patients might have suffered adverse
drug reaction due to drug contamination of any of these three drugs.

184.  Thereupon she promptly told sister Jadhav fo stop the administration of
these drugs and also informed all the staff members of Ophthalinology, namely
Dr. Shanbhag, Dr. (Mrs.) Gaikwad, Dr. Shaikh, Dr. (Miss) Dekate and Dy. Dastoor
to discontinue the administration of these 3 drugs and that she would be holding
a meeting in her room that day at 10:30 a.m., which she did. The same day, she also
wrote a Ictter (Exh. 28) to the Dean setting out all the facts which had come to her
knowledge.

185. The above conduct of Dr. (Miss) Kamble which was most natural, casts
a grave shadow of doubt whether Dr.” (Miss) Parul Shah did convey to her
Dr. Pargaonkar’s message of 25th January about the contaminated drugs, perhaps
little realising its seriousness or its urgency. .

186. The next question that arises is : Did Dr. Miss Kumble hare knowledge of
the 27th January circular (Exi. 8) 7

187, From the evidence on record it appears that until 28th January she did not.
This is brought to the fore by the evidence of certain staff nurse,

188. Staff nurse Mahamulkar attached to the Ophthalmology Ward No. 26
deposed that on 27th January her hours of duty were from 1-00 p.m. to 8-00 p.m.
Cn that day between 5-00 p.m. and 5-30 p.m. she received the circular dated 27th
January 1986 (Exh. 8). She was not given a copy of the circular. Onp a piece of paper
she made a note of the drugs mentioned in the circular to be stopped as also the batch
numbers. She kept this piece of paper with other papers in a pad on her table. After
she reccived the circular she was not required to give any dose of those three drues
to any patient in her ward. °

189, At 8-00 p.m. that day she handed over char e to staff n i
orally told her of the contents of the ciccular. She algo showed }:]er:{:hléaglf::ca;?aaaﬁ
on which she had made a note of the contents of the circular. That day, namel ?71;&1'
January, staff nurse Manjrekar was also on duty with nurse Mahan:,mlk:ar }“;hen
nurse Mahamulkar received the circular (Exh. 8), nurse Manjrekar was not in the
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qurse Mabamulkar did not inform Dr. (Miss) Kamble about the receipt of this
cireular, nor did she tell nurse Manjrekar to inform Dr, (Miss) Kamble about this

diroular (Exh. 8). Dr. (Miss) Kamble’s room is on the ground floor whercas nurse.

Mahamulkar was on the first floor when she received the circular. She orally informed
parse Manjrekar about the circular and also gave her the noting she had made on
a slip of paper. At that time there was no conversation between herself and staff

nurse Manjrekar as to which patient bad to receive or which patient had received any

of the three drugs.

190. Nurse Mahamulkar admitted that when circulars are received they must
inform the head of the depariment. She however adinitted that she did not bring the
cirenlar dated 27th January (Exh. 8) to the notice of Dr. (Miss) Kamble, nor did she
tell staff nurse manjrekar to infoim D.. (Miss) Kamble about it. She knew that the
administration of drugs cannot be stopned without doctor’s orders. She admitted
that when a stoppage circular is received the doctor concerned is asked by the staff
murse whether the drug should be stopped or not. She could not say from which day
administration of glycerol was stopped in Ward No. 26. There were several patients
in her ward to whom administration of glycerol had been prescribed on 27th and
28th January. Nurse Mahamulkar admitted that though Dr. (Mrs.) Asha Menon had
come to Ward No. 26 on 27th January at about 7-30 p.m. and that doctors from
her ward were attending on Rajendrakumar Mishra as his condition was serious,
and even thongh she knew that Rajendrakumar Mishra was to be administered
glycerol, she did not inform Dr. (Mrs.) Asha Menon about the circular dated 27th
JTanuary 1986 (Exh. 8). The reason given by ler was that she was alone in the ward
and had to attensd a number of patients. The record discloses that the staff nurse has
to handle as many as |00 patients almost single handed.

191. Staff nurse Ravi Varma attached to Cphthalmology Ward Ne. 26 was on

Exh. &

Exh. 8

Exh. 8

27th January 1986 on night duty from 8-00 p.m. to 8-00 a.m, the following day. She

was the only stalf nurse on duty. She ook over charge from nurse Mahamulkar.
Nurse Ravi Varma says that while giving charge to her nurse Mahamutkar did not
inform her of auy circular received by her nor did she tell her anything pertaining to
the stoppage of any drug nor did she show her any paper on which she had made any
noting nor did she give her any such pacer. That night at 10-00 p.m. in ignorance
-of the circular (Exh. 8) nurse Ravi Varma administered glycerol to the patients
according to the nurses’ order book. :

192, TNurse Ravi Varma deposed that she did not administer glycerol to Abdul
Kadar Shaikh at 6-00 a.m. on 28th January. Sister-Jadhav did not ask her whether
she had administered glycerol to Abdul Kadar Shaikh at 10-00 p.m. on 27th or at
6-00 a.m. on 2&th but she herself told sister Jadhav that she had not administered the
6-00 a.m. dose to Abdul Kadar Shaikh on 28th because of what Dr. Lele had told
her the previcus night. This information was given by nurse Ravi Varma to sister
Jadhav while handing over charge to her at 7-30 a.m. the following morning, namely
on 28th JFanuary. '

193, Nurse Ravi Varma deposed that at 10-00 p.m. on 27th January she had
given glycerol and diamox to Dnyandeo Pote. By the time Dr. Lele told her at
11-00 p.m. on 27th not be administer glycerol, patients to whom giyeerol had been
prescribed had already been given their doses at 106-00 p.m. as usual.

" 194. From the cvidence of nuise Ravi Varma it is extremely doubtful whether
the relieving nurse Mahamulkar had informed her about the circular (Ex. 8). No
stigma of negligence or dereliction of duty can be laid at the door of Mahamulkar
looking into ths fact that almost single-handed she had to look after as many as 100
patients and handle more than what o single human being could possibly do. More-
over looking to the fact that there was nothing in the circular to pointedly or otherwise
draw aticntion to the fact that the three drugs mentioned therein were sgspcctcd to be
contamir.zted, there was nothing whereby the person receiving such circular would
be put on his or her guard. In thesc circimstances, despite the fact that nurse
Mahamuikar says that she conveved the contents of this circular and gave her note
to the relieving nurse Ravi Varma, it is probable that she did not, as she had no
means of realising the gravity of the situation. The fault for this defect must lie with
the writer of such circular, namely Dr. (Mrs.) Worlikar as staied earlier.

195, The version of nurs¢ Ravi Varma of glycerol not having been a'd'miqiste_red
10 any patient including Abdu! Kadar Shaikh loses much of its probability in view
of the overwhelming oral and documantary evidence discussed abovs,

Ex. 8
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196. This brings me to the evidence of staff nurse Manjrekar. She was staff nurse
in ophthalmology, ward No. 26. Nurse Manjrekar was on duty on 27th January
from 1-00 p.m. to 3-00 p.m. along with nursc Mahamulkar. Nurse Manjrekar did
1ot receive any circular pertaining to the stoppage of mannitol, glycerol and diamox,
but came to know about it from stafl nurse Mahamulkar who reccived it in the ward
on the 1st floor while nurse Manjrekar was in the officc of Dr. (Miss) Kamhle on the.
ground floor. Nurse Manjrekar was in Dr. (Miss) Kamble's office that day about
from2-30 p.m. When nurse Manjrekar returncd to the ward atabout 5-00 to 5-15 p.m.
that day staff nurse Mahamutkar told her about the receipt of the circular of 27th
January (Ex. 8). Nurse Manjrekar does not remember whether she mentioned to
Dr. (Miss) Kamble what nurse Mahamulkar told ber about the circular. During the
time nurse Manjrekar was with Dr. (Miss) Kamble she did not mention to her anything
about any circular. However Dr, (Miss) Kamble asked nurse Manjrekar the names of
all the patients in Ward No. 26 who had received all the three drugs. Dr. (Miss)
Kamble took down the treatment given to Vithal Bhokare and Bittal Kevat, Beyond
telling nurse Manjrekar that there was a circular pertaining to the storpage of gly-
cerol, mannitol and diamox, nurse Mahamuikar did not tell nurse Manjrekar anything,
Nurse Manjrekar admits that she-did not tell Dr. (Miss) Kamble what staff nurse:
Mahamulkar had told her, nor did she tell anyonc else. It did strike nurse Manj rekar
that this was an important circular and that she should take some action after coming
to know it from staff nurse Mahamulkar. The action which Manjrekar thought proper
was to inform Dr. (Miss) Kamble about the circuiar. It did strike nurse Manjrckar
that administration of these three drugs should be discontinued. She did not remember:
whether she had informed Dr. (Miss) Kamble about the circular. She thonght Dr,
(Miss) Kamble was aware of it because she had asked her to fetch certain bottles.
to her office of these three drugs. Staff nurse Mahamulkar knew that nurse Manjrekar
was taking three botiles to Dr. (Miss) Kamble whercupon Mahamulkar told Manjre-.
kar about the circular. (Ex, 8.) She did not remember if she told Dr. (Miss) Kamble
anything about the circular alter bringing these three bottles to her, After giving the
bottles to Dr. (Miss) Kamble, nurse Manjrekar returned to Ward No. 26.

197. Nurse Manjrekar admitted that she came to know on 27th January that
three suspect drugs were not to be administered, but she did not do anything as
the second dose had already been given and the third dose was not to be given during.
her duty hours. Nurse Manjrekar admiticd that she however did not give any instruc-
tions to the relieving nurse, namely nurse Rayi Varma, on the ground that it was
for nurse Mahamulkarto do. She did not know if Mahamulkar did so. Nurse Manjre-

kar did not tell purse Mahamulkar to do 50, nor did sbe ensure that Mahamulkar
did so.

198. There is also Dr. (Miss) Kamble's astonishment when during the Nephro-
logy mecting, Dr. Palande told her about the circular sent to Ward No. 26 and that
she did not know anything about it, which is a fact borne out by the evidence of
of sister Jadhav and the staff nurses of Ward No., 26.

199.  From this cvidence it is clear that Dr. (Miss) Kamble had no knowledge
of the 27th January circular (Ex. 8) nor did she have the means of knowing about it.

2C0.  The question that next arises is, Did Dr.
between 2-3G and 5-30 p.m. on 27th Ja
to whom they were admitistered ?

( Miss} Kamble make any engquiries
nuary about the 3 suspect drugs and the patients

201, The answer must be in the negative, On this aspect the evidence of staff
nurse Manjrekar (Ward 26) and Dr. {Miss) Kamble herself is pertinent.

202 Staff nurse Manjrekar says that on 27th January she was in Dr. {Miss)
Kamble's office at about 2-30 p.m. at her behest. The nurses’ order book was lying

of on 1. (Miss) Kambic's table. She asked nurse Manjrekar to take out the order

of Vithat Bhokare and Bittal Kevat which nurse Manjrekar did. Dr. (Miss) Kamble
asked nurse Manjrekar what their full hames were because that was not shown int
the order book, Nurse Manjrekar thereupon went upstair

up the admission book. came down again to Dr. (Miss)

her to do o Dr. {Miss) Kk :

’ A1 tmeat given to these patients
2 months carlier, ie. from their dates i5si ; p
on « sheet of paper. AN of admission and recorded this treatment

Manjrekar was with Dr. (Miss) Kamble, hours during which ﬁme nurse
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203. There is an inherent defect in this evidence of nurse Manjrekar. She is obvi-
ously not telling the truth when she says that Dr. (Miss) Kamble went through
the treatment given to Bittal Kevat and Vithal Bhakare two months caclier. The
falsity of such an assertion must be borne out from the fact that these patients were
notdn Ward No, 26 for two months. In Order to go through the treatment of Vithal
‘Bhokare and 3Biital Kevat, Dr. (Miss) Kamble must necessarily consult the case

per. Vithal Birokare had died on 25th with the result that his case papers would be
with Pathology for the purpose of postmortem and not in Ward No. 26. Similarly
pittal Eevat died on 27th at 3-45 p.m. in Nephrology where he had been transferred
on 22rd January and his case papers would be in Nephorology and not in Ward
No. 26. These factors denote the falsity of nurse Manjrekar’s version about what
Dr. (Miss) Kainble did at that time in Irer room, and thereby bring to the forefront
Dr. (Miss) Kamble could not possibly have asked nurse Manjrekar io do the things
stated by her. This would cast a grave shadow of doubt upon the veracity of nurse
Manjrekar’s asscrtaion that she was with Dr. {Miss) Kamble in her room on the
groun¢ floor between 2-30 and 5.30 p.m.

204, As against this there is Dr. (Miss) Kamble's version that on 27th fanuary
she took her morning round and thereafier went to the Surgery Department o scruti-
gise applications for Resident Doctors’ posts, She was in the Surgery Departinent
from 10-00 a. m. to 12-00 noon, scrutinising those applications. Thereafter till about
-30 p. m. she was busy making arrangements in her Ophthzimolegy Department
1o meet tie strike of the Resident Doctors the (ollowing day. At about 2-00 p.m.
she rerurned to the Surgery Department for sccutinising the remaining applications.
She was in the Surgery Department till 6-30 to 7-00 p.m. that evening. With her
in the Surgery Department were Dr. K. K. Deshmukh (Professor aml Head of the
Gynecology Department), Dr. Shirodkar {Head of Anaesthesia Department) Dr.
{Mrs.> Gatkwad (Reader in medicine and Dr. Nagori {Prefessor and Head of the
Surgery Department). She and these persons comprised the scrutiny Commitice
which had been set up by the Dean’s circular of 27th Junuary 1985 [Part of Ex. 116
{¢olly.)] with Dr. Nagori as the Chairman. Dr Nagori had issued a Memo [part
of Ex. 116 (coliy.)] to all the Committee members for a meting in bis office on 27th
January at 10.00 a.m. for scrutinising the applications. A number of applications
had ta be considered at this meeting. This meeting commenced on 27th January at
1.00 @.m. and got over at 7-00 p.m. It was essential thatall the application had to
he discussed and dealt with on the 27th itself hecause the intorviows had been fixed
on the 29th or 30th Janvary and the posts had (o be filled on 1st February. Hence it
‘was ebsolutely imperative that all the applications had to be dealt with on 27th
January iiself,

205. Tn the light of the fact that this mecting commenced at 10-00 a. m. and
got over at 7-00 p. m. on the 27th January as stated by Dr. (Miss) Kamble, it 1s 1ncon-
ceivable that nurse Manjrekar would have been called by Dr. {Miss) Kamblz to her
room between 2-30 and 5-30 p.m. as deposed to by nurse Manjickar. Dr._{Mlss)
Kamble’s version cf this meeling and her presence there-at from 10.00 a.m. till 7-00
p. m. on 27th January is corroborated by none other than Pr. Nageri himself who
was the Chairman and Member of the Scrulinisation Committee for the selection
of Registrars, Housemen and registraticn. Dr. Nagoti deposed to the presence at
this reeting of all the persens referred to by L. (Miss) Kamble with hunsclt as the
Chairman. The meeting commenced at about 10-00 a. m. and vient on tifl 12-30 p.m.
and thereafter from 2-00 p.m. 1ill 6-30 to 6-43 p.m. During botb the sessions, all the
meniers of the Committee including Dr. (Missi Kumbic were present throughout.

206. There is no reason and none was suggested why Dr. Nagori, an independent
witness, should go out of his way 1o tell a lic for the sake of Dr. (Miss) Kamble a1_1‘d
with whom he had no comnection other than stirctly professional. Dr. Nagorl’s
evidence corroborates that of Dr, {Miss) Kamble and reveals the falsity of nurse
Manjrekar’s version about Dr. (Miss) Kanble being present in her room between
2-30 p. m. and 5-30 p. m. on 27th Whereas she was actually ut the meeting from
2-00 to 6-30 or 6-45 p.m. without & break.

207. While Dr. (Miss) Kambte is falsely sought to be inculpated in acts she did
not do, it may also be stated that she has attempted to take false credit for having
discovered the killer drug on 28th January. According t her, even nefare the discovery
by the Nephrology Department that day at 11-30 a.m. she had already issued the
stop order (Ex. 108) and circular (Ex. 167) and had written (Ex. 23) to the Dean gz 108
between 9-30 and 10-00 a.m. that day. According to Dr. (Miss) Kamble it was her Ex. 107
indepandent decision on 28th during her morning riound to stop further administra-
tion of the suspect drugs. Though her decision might well have been independent,
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i not through her own endeavours that she came to know on 28th morning
lt:f ?1?: deaths butgala.ls the result of what was told to her by Dr. Shaikh, If she cannot
be allowed to take credit for what she did not do, likewise she also cannot be blamed
for what she did not do. Apparently she would not have won a popularity poll in
the Hospital, much less in her own department. Obviously she knew that and her
fear that she might be falsely inclupated is borne out by the fact that she took the
precaution of having the original minutes of the meetings singed by all the partici-

pants and even took them away with her on her transfer from Bombay on 14th

February.

208. This brings me to the next question.—Huas Dr. Kulkarni (Professor of
Pharmacology) responsible for not withdrawing the suspect drugs ?

209. On the evidence of Dr. Kulkarni himsclf, the answer nust be in the affirma--
tive. Untill 13th February 1986, Dr. R. D. Kulkarni was Professor of Pharmacology
in the J. J. Hospital, From 1973 till 13th February 1986 (except for one year when he
was posted at Poona), he was in charge of Medical Store at J. J. Hospital. In 15973,
the post of Associate Professor was created to assist the Professor of Pharmacology
In the afternoon of 27th the January, Dr. Kulkarni met Dr. (Mrs.) Worlikar on her
way to Medical Store. She told him that she had received Dr.Kripalanr's letter-
reporting the adveise drug reaction and that she was on her way to Medical Store to
issue circulars Lo the sisters of various wards to stop use of the drues mentioned in
Dr. Kripatani's letter, namely mannitol, diamox and glycerol, and that she would
have the stocks checked, That e¢vening at 5.00 p.m. Dr, (Mrs.) Mujumdar reported.
to Dr. Kulkarni that glycerine had been administered to all patients in Neurology,
Neuro-surgery and Ophthalmology Departments, but that the other suspect drugs
had not been administered to ali the paticnts affected with drug reaction, that several
paticnts in the surgery ward had teceived gentamyein bl had not suffered any dmg
reaction, that in the surgery department mannitol had been given only to one patient

but she could not meet him as he had been discharged and that in the surgery depart-

ment several patients had been administered gentamycin without any adverse drug.
reaction. In the evening of 28 th January, Pr, (Mrs.) Worlikar told Dr. Kuikarni

-that the FDA had been informed and that the Inspectors had collected the samples
of the suspect drugs. At the meeting of the College Committee on 29th Januacy,,
Dr. {Mrs.) Renu Patel (Head of Paediatrics} complained that neither she nor her
department had received the stoppage circular. Dr, Kulkarni explained to her that
the circular had been sent to the ward sisters as that was the surest way of stopping’
drug administration because the ward sisters store the drugs and nnrses administer
them. He admitted that therc was some general lack of communication between the
sisters-in-charge and the heads of many departments.

210. Dr. Kulkarni's culpability in his failute to stop and promptly withdraw the
suspect drugs is brought to light by his own admissions, namely that though he was
in charge of Medical Store he himself did not go to Medical Store on 27th to stop
supply of the three suspect drugs, that he himself did not take any steps for stoppage
of the suspect drugs, never told Medical Store to stop supply of the suspect drugs to
the various wards and took no action to that end. It is futile for Dr. Kulkarnj to
attempt a mitigation of these lapses on the ground that Dr. (Mrs.) Worlikar was doing
ali this. Asin charge of Medical Store it was primarily and essentially Dr. Kulkarni's
duty to stop further dissemination of the suspect drugs and to oversee their recail
from the various wards which he failed to do so despite his admission that ke was
the right and proper person to instruct Medical Store not to supply the 3 suspect
drugs to the various wards. This answer Dr. Kulkarni gave with reluctance after
the question was repeated to him twice. He also agreed that as Head and in charee of
Medical Store it was his responsibility of instruct Medica} Store not to suppl; the
3 suspect drugs to the various derartments and that he abdicated this responsibility
of his in favour of Dr. (Mrs.) Worlikar. Tkis answer was also given by Dr. Kulkarni
with reluctance after the question was repeated to him twice, It is futile for him to
volunteer that Medical Store automatically discontinued supply whenever a circular
10 do so reaches it. He agreed that it would have been quicker for him as Head of
Medical Store to instruct Medical Store not to issue the three suspect drug‘s rather
than wait for Dr. (Mrs.) Worlikar to tell Medical Store what he should have done
himself. (And to which I can legitimately add : Ra

: ; ther tha i i 0
take its own sweet time to reach Medical Store.) n wait for the circular ¢

211, Thereisalso Dr, Kulkarni's admission that i ;
1986 that for the first time he saw th fon that it was in the first weck of February

_ : ¢ stoppage circular of 27th (R all
circular of 29th (Exh. 9). He did not even know if Dr. (Mrs.) W(orTitllc'asr)oingn;lg:nreeglsc
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had given instructions to Pharmacist Jamadagni regarding the stoppage of* the 3
suspect drugs or the recall of glycerine Batch No. 27. Till he gave evidence before this
Commission he had not even seen the Dean’s circular of 29th January (Ex. 12),
adding that he might have mentioned to the Dean on 29th January that the main
suspect drug was glycerol. Even so, as head and in-charge of Medical Store, Dr.
Kulkarni himself did not do anything by way of stoppage or recall of the suspect
drugs. He has also no personal knowledge that the supply of the suspect drugs was
stopped from 27th January or that the alternate supply of Chem Pack’s glycerol was
made. There is his further admission that until ke was transferred on 14th February,
he made no enquiries nor did he come to know how many bottles of Batch No. 27
had remained unutilised nor did he make any enquiries whether all the wards had
returned to Medical Store the glycerol from Batch No. 27 lying with them.

712, These admissions coming from the lips of Dr. Kuikarni himself must place
beyond any pale of controversy, his responsibility in not stopping the dissemination
of the drugs and his failure to promptly withdraw them.

213. The only thing that can be said in favour of Dr. Kulkarni on this aspect is
that on 28th Januvary in Medical Store he found that glycerine Batch No. 27 was in
Section D where medicines are kept unlocked. He thereupon told Pharmacist Jamada-
gai to remove those , gycerol bottles from Section D and keep them under lock and
key in Section C where medicines intended to be kept under lock and key are placed.
However even then, he did not ask Jamadagni whether any bottle of glycerine had
been delivered to any ward on 27th January or how many bottles from Batch No. 27
had been returned to Medical Store or were lying in Medical Store. It is futile for
Dr. Kulkarni to shrug away his blatant acts of negligence by a bare assertion that in
the matter of recall of drugs the duty of Medical Store comes to an end as soon &8
the recall circular is sent by the Pharmacist to the various departments, adding that
if a suspect drug is reported to him, he would issue instructions to the Pharmacist
to issue a recall circular, Pray, then, why did he not himself in this case, instead of
abdicating his responsibility to Dr. (Mrs.) Worlikar? There is no answet.

214. Tt will becomes Dr. Kulkarni to philosophise that the present system of recall
of drugs leaves much to be desired, and which should be done on an emergency footing.
Pray, then, why did Dr. Kulkarni himself not resort to this measure on an ¢mergency
footing? There is no answer.

215.  According to Dr. Kulkarni if sufficient manpower is placed at the disposal
of Medical Store, Medical Store itself would visit each and every ward and take charge
of the suspect drugs. Dr. Kulkarni himself does not suggest that he had'made any such
resommendation for  snfficient manpower ” o anyone at any time before,

216, From the entire conduct of Dr. Kulkarni and his own admissions, for him
escape from the charge of negligence and dereliction of duty in not stopping and not
promptly withdrawing the suspect drugs, is impossible.

H 465113



CHAPTER IX

QUESTION (d) : " Whether adequate, curative and preventive nieasures it respect
of affected patients were taken by the concerned doctorsipara-medicaliother ancillary
staff who were connected with the care of the patiewts? If not, who were responsible 7"

1. The answer to this question is in the affirmative in so far as it pertains to taking
of adequate, curalive and preventive measures taken by doctors atiending to the
affected patients.

2. However as discussed in he earlier Chapter pertaining to quesiion(c), no
adequate preventive measures were taken by the Dean and the Superintn_endent and
by the doctors of the Pharmacology Department, viz. Dr. R. D. Kulkaini, Dr. 8. V.
Shatigram, Dr. {(Mrs,) P. 8. Worlikar and Pharmacist Jamadagnl,

3. On the aspect of the adequacy of taking pieventive measures, the Ophthal.
mology Department cannot escape unscathed on the ground that even if adequate
preventive measures had been taken, it would have made no difference to the end
result,

4. Ophthalmology Department did not discontinue the kifler glycerol till 28th.
January, It is true that deaths did not occur because of this unfortunate lapse because
even assuming that the administration of the killer drug had been stopped in the
Ophthalmoelogy Department on the 25th, the afflicted patients had by then received
enough as net to make any difference to the fatality which had to result. The patients
would have died anyway even prior to suspicion falling on glycerol on the 25th.
To illustiate, Dawood Haji Dholakia was given glycerol on ounce 3 timss a day from’
20th January 1986. Even if administration had been stopped on 24th January as
ordered by Dr. Dastur, and not continued till 27ih January, this patient had received
already 8 cunces. Another patient Abdul Kadar Shaikh was administered glycerol
one ounce 3 limes a day from 23rd January 1986 till the first dose on 28th January.
By 25th January he had received 9 cunces. According to Dr. Wagholikar, onie ounce
is sufficient to causc death and according to Dr, Kripalani one ounce 3 times a day
is sufficient to cause death. Thus by 25th January these two and the other patients had
received enough glycerol to end in fatality. ' '

5. This is what Dr. Wagholikar has to say

“ The lethal dose of diethylene glycol hag been estimated on the basis of the two
previcus episodes namely one in U.S.A. and one in South Africa. On this basis
the lethal dose would be 2 to 3 ounces divided into muitiple doses. The cases of
diethylene glycol peisoning in the U.S.A. and South Africa were not confined to
hospitals alone. They were spread over to hospitals as also treatment taken at home.
In the present episode in the J. J. Hospital all the deaths that took place as a result
of diethylene glycol poisoning were due to glycerol administered wunder
medical supervision which normally would not have caused death had the glycerol
been pure. Taking the statistics from the deaths in the present episode and looking
to the fact that one patient, Bapu Thombre, had received glycerol oue ownce 3 times
a day for only two days and looking to the fact that even so he succumbed to
diethylene glycol poisoning, my estimatc would be that even a rotal dosage of one
ounce would be sufficient to cause death.” (The italics i3 mine.)

6. From the case study, Dr, Wagholikar has opined that even one gunce diethylene
glycol would be sufficient te cause death, the lethal doses of 2-3 ounces divided into
multiple doses, Bapu Thombre received one ounce 3 times a day for only two days
and even so he succumbed to diethylene glycol peisoning. Dr. Wagholikars estima-

“tion s that even a total dosage of one ounce, would be sufficient to cause death.
The question is total dosage of what-diethylene glycol or glycerol containing diethylene
glycol? To that end, Jethalal Sori (proprietor of Ganesh Chemicals) has described

the manner in which he manufactures industiral glycerine. Fo
e I gly For the manufacture of

* Sorbitol . - .. 187 kg
Diethylene glycol .. .. . . 40 kg.
Pure glycerine

. 25 kg)!
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Qg the basis of this proportion, the percentage of diethylene glycol would come to 16.
Hepce if patients are given doses of such glycerine containing diethylene glycol one
ounce 3 times a day or one ounce 6 times a day, the total dosage of diethylene glycol
consumed would be 96 per cent. ' _

7. Can all this be a mitigating factor for negligence of the Ophthalmology Depart-
meat in not stopping the killer drug on 25th? Certainly not. Iam not exactly enamou-
red by the thought that this would be a mitigating factor for negligence or obliterates
neeligence in not stopping the administration of such drug. No doctor or nurse can be
heard to say : Even if I had stopped the lethal doze, the patient would have died
anyway. 1 fear in so far as the Ophthalmology Department is concerned, it is not
the result that matters but what matters is the negligence itself in not stopping the
doses from 25th January“regardiess of the fact that the patients would have died
anyway. .

H 4651 ~114



CHAPTER X

QUESTION (e) : " If certain deaths have occurred due to administration of any
adulterated, sub-standard, contaminated or defective drugs, the causes and circum.
stances which resulted in administration of such drugs 10 the patients.”

This question answers itself covered as it is partly by questions (), (5) and (¢
which have been answered earlier in this Report. In view thereof, no separate
answer to question (e} is called for. '




CHAPTER XI
QUESTION (—"Whether the prescribed procedure for procurement, storage, as
well as inspection of quality of these drugs at the J. J. Hospital was followed 7 If not,
the reasons therefore and the persons responsible for i1,

1. Even looking to the limited space available in the J. J. Hospital, the manner
in which the drugs are stored is by far and large unsatisfactory, Even Dr. Kulkarni
has also expressed that the storage conditions * are not entirely satisfactory . The
conditions of storage in Medical Store is far from satisfactory, Drugs and medicines,

uzes, cotton etc. must be stored in an ared which is spotlessly clean which the area
of Medicai Store is not.  There must be no leakage of rain water from which Mecdical
Store suffers, The storage space is inadequate and some drugs have to be kept on
the floor. This is unhygenic apart {rom the heavy rain water accumulation on the
floor of Medical Store, Gauze and bandages are soiled by reason of rain water.
The areas of the Medical Siore and floor pharmacy neced expansion. For storage
there does not appear to be any procedure prescribed by the Government.  Uniil
that is done a proper procedure in writing should be devised must be strictly adhered
to and eaforced. The Dean andfor the Superintendent andfor the Professor of
Pharmacology in-charge of Medical Store should take periodic rounds and pay
surprise visits, At the moment nothing of the kind is done.

2. Regarding inspection, while the FDA is empowered to inspest licenced
premises and take action against erring licensees, for breach of licence conditions,
there is no provision in the Act or Rules which enables the FDA to take action
against hospitals as they are not licenced by the FDA. Hence even the annual
inspection by the FDA of the J. J. Hospital once a ycar, when random samples are
taken, is by far and large ineffectual for want of power in the FDA to take action
when need arises, Further, in the J. J. Hospital there are no facilities for inspection
of the quality of the drags. The Dean and/or the Superintendent and/or the Professor
of Pharmacology must carry out an inspection of the quality of the drugs, which is
not done for the simpie reason that the J. J. Hospital does not have any facilitics to
that end,

PROCUREMENT

3. Tn the J. J. Hospital the prescribed procedure for procurement was followed
except that Alpana Pharma’s order was net restricted to 14 per cent as it should have
been. The procursment by Government for the J. J. Hospital was not proper, legal
or valid and to that extent the prescribed procedure was not followed. Hereunder
my reasons —

4. The ). ]. Hospital can place orders only from rate contracted supplicrs.  In the
present case, Chem Pack was given the original contract and Alpana Pharma was
given the alternate contract. Later Alpana Pharma’s alternale coniract was
cancelled and rransferred to the backward area tescrvation ol 33 per cent, On
16th March 1985 preferential purchase (Ex. 55) was granted to Alpana Pharma,
Universal Pharmacy and Deepti Pharmacy at the rate of {1 per cent each and to
Chem Pack at the rate of 37 per cent. 2,900 bottles of glycerol were purchased,
out of which—

1,400 bottles were from Chem Pack,

1,300 bottles were from Alpana Pharma, and

200 bottles were from Universal Pharmacy.

No purchase was ordered from Deepti Pharmacy.

Calculating 33 per cent out of 2,900 botiles, the number of botties would be 880.
11 per cent of 880 bottles would be in the vicinity of 293 bottles. Hence while
Universal Pharmacy was within the 1] per cent Jimit, the purchase from Alpana
Pharma was 1,300 bottles, whereas it should have been 293 bottles.

5. On 28th May 1985 an order was placed with all the three suppliers, namely ©
200 bottles on Alpana Pharma which were delivered on 27th June 1985,
200 bottles on Universal Pharmacy which were delivered on 9th July 1985,
800 bottles on Chem Pack which were delivered on 22nd July 1985.

Ex. 55
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On 4th July 1985 a second order was placed on Alpana Pharma for 700 bottles
which were delivered on 16th August 1985,

On 5th December 1985 a third order was placed on Alpana Pharma for 400 bottles.
270 bottles were delivered on 27th December 1985.

On Chem Pack second order was placed on 18th December 1985 for 600 bottles
which were delivered on 21st January 1986,

Thus in the case of Alpana Pharma the orders placed by J. J. Hospital exceeded
I1 per cent, '

6. Who is responsible for this? To that end, before alluding to the evidenpe of
Pharmacist Jamadagni, I may statc that the procedure for placing the order is for
the pharmacist to prepare a proposal which he puts up to the Associzte Professor
of Pharmacology. However, in the instant case, this procedure was departed from
as appears from the evidence of Pharmacist Jamadagni.

7. He says orders were prepared by the Senior Clerk Indulkar under his supervi-
sion. The orders are Ex. 56 which do not show the total number of bottles ordered
from any suppliers; this would be shown in the proposal form which Jamadagni
prepared and signed. At the time Jamadagni prepared the proposal form for the
purchase of glycerol he was aware of the proportion in which orders could be placed
with various suppliers. He admitted that an order on Alpana Pharma could not
have been placed for more than 11 per cent of the requirement. He admitted that
the order placed with Chem Pack was for 1,400 bottles of glycerol and with Alpana
Pharma for 1,300 bottles and that the orders placed with Alpana Pharma exceeded -
the 11 per cent quota for which an order could be placed. Pharmacist Jamadagni
admitted that this was dome pursuant to his proposal which was sanctioned
by the Associate Professor of Pharmacology, namely Dr, (Mrs) Worlikar or
Dr. (Mrs.) Kelkar. Jamadagni’s excuse for not testricting the order to Alpana
Pharma to the permissible quota of 11per cent was that the supply of the other two
suppliers, namely Universal Pharmacy and Deepti Pharmacy was unpredictable,
because those two suppliers were at Nagpur and sent their supplies to Dadar resulting
in the 1. J, Hospital to baving incur an extra expenditure at the rate of Rs. 1-30 per
bottle for lifting the consignment from Dadar. He admitted that both Deepti and
Universal Pharmacy had been assigned 11 Per cent each under the rate contract,
but it was decided (though the decision according to him was not his) not to place
an order with Deepti and Universal and instead place it with Alpana Pharma. He
says that he placed oll these facts before Dr. R. D. Kulkargi. According to
Jamadagni, there were also many problems in getting the money from the accounts
section for lifting the bottles from Dadar to I. J. Hospital. He admitted that it
did occur to him that in not placing an order with Deepti Pharmacy and Universal
Pharmuacy they were contravening Government directions pertaining to reservation

of backward areas in the rate contract. He admitted that he did not bring this to the
notice of Dr. R. D, Kutkarni.

8. Jamadagni goes on to say that the proposals must be made according to the
Government directions in the rate comtract. He however adds a rider that local
situntion regarding supply is also given importance, namely the requirement of the
J. J. Hospital and availability from other sources. He admitted that he did not

point out te Dr. R. D. Kulkarni what the reservations were for Deepti, Universal
.1:.d Alpana Pharma,

9. Jamadagni admitted that the total order for glycerol placed with Chem Pack
was 1,400 bottles, with Alpana Pharma 1,300 bottles and with Universal Pharmacy
v i Placed. The excuse give
by Jamadagni was that Deepti Pharmacy had been on rate contract for som: %ihe?
drugs, namely, cough expectorant, that they also sent their consignment to Dadar
and that their packing was the worst as the Expectorant bottles received at Dadar
Railway Station were found to be scattered. .

"10. Jamadagni goes on to say that he placed those facts before Dr. R i
who decided not to place any order with Deepti Pharmacy. Theeorder fo?ﬁﬂ%uggtﬁg
placed with Universal was the first contract after finalisaticn of the 33 per cent of the
rate contracl.  Acceptance of the contract by Deepti

g was received Th
supply position of both these concerns was not proper, namely ‘;;at"&rgylﬁgae lat:
supplies. Jamadagni alo placed before Dr. Kulkarpi his difficulties about Unijversal.
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Dr. Kulkarni did not tell Jamadagni to place the entire order of 33 per cent of glycerol
with Alpana Pharma. Jamadagni however did so. The entire order of 33 per cent
was placed with Alpana Pharma, because there was no other supplier except Alpana
Pharma, Universal Pharmacy and Deepti Pharmacy.

11. Jamadagoi admiticd that he had exceeded the 33 per cent reservation in the
case of Alpana Pharma, because the order for 700 bottles placed with Alpana Pharma
was “due ro the situation prevailing at that time”. Initailly the order was placed
with Chem Pack, Alpana Pharma and Universal Pharmacy for 804 battlas, 200 battles
and 200 bottles respectively. Alpana Pharma delivercd 200 bottles, Chem Pack and
Universal made a late delivery. At that time namely on 24th June 1985 tne stock
position of glycerol became nill when the stock-in-hand was only 700 bottles of
glycerol,  On 27th june 1985 Jamadagni received 200 bottles of glycerol from Alpana
Pharma. On 9th July 1985 he received 200 botiles of glycerol from Universal
Pharmacy. When asked why in the light thereof he placed an order for 700 bottles
with Alpana Pharma on 4th July 1985, his reply was that it was done because of the
approval taken on 2nd July 1985. He admitted that no reminder was sent to Chem
Pack for non-supply as normally reminders are not sent by the Hospital. Chem
Pack supplied 800 bottles on 22nd July 1985, He did not tell anyone that as there
was sufficient stock by 4th July 1985 the order with Alpana Pharma should be with-
drawn,

12. A further order for 400 bottles of glycerol was placed with Alpana Pharma on
5th December 1985. Simultaneously an order had already been sent to Chem Pack
for the supply of 600 botiles of glycerol. He admitted that when the order was
placed on Alpana Pharma on 5th December 1985, he knew that the quota of Alpana
Pharma had already besn exceeded, but he did not bring this to the notice of anyone.

13.  On 18th December 1985 his stock of glycerol botles was 138, When shown
evidence of Compounder Soudi in para 6 at page 239, Ja madagni says that tiis
stock of 96 boitles was over and above the stock-in-fand on 18th December 1933,
He had verified the stock on 24th December 1985; the stock talhicd on that day, This
was the stock physically counted by Compounder Soudi in his presence. Jamadagni
says that the physical verification taken by him was meticulous. During the course
of physical verification sometimes he comes across shortages or surpluses but not to
an appreciable extent. The mistake is rectified in the bin-card after cross checking
-with the ward indents. The verification is done by the concerned cempounder.
Jamadagni himself does not do it. The Associate Professor of Pharmacology
supervises his verification. Jamadagni has direct contact with the Associate Professor
of Pharmacology. He has no direct contact with Dr. R.D. Kulkarni. If
Dr. Kulkarni cails him he goes to him. Tn the case of Universal Pharmacy and
Deepti Pharmacy, Dr. Kulkarni did not call him. He himself went to him because
the case was unusual.

4. Jamadagni denied that it is on his recommendation that all the orders were
placed on Alpana Pharma. He only prepared the proposal which was approved by
ﬂite A;sociate Professor of Pharmacology alter scrutiny. Thereafter the orders were
Placed.

15. On being shown the proposal from dated 16th Dccember 1985 (Ex. 41),
Jamadagni stated that when the approval for 1000 bottles of glycerol was given, it
was not stated how this figure was to be divided between Chem Pack and Alpana
Pharma. He admitted that when Dr. (Mrs.) Worlikar signed the proposal the
proportion of 600 bottles to Chem Pack and 400 bottles to Alpana Pharma was not

mentioned in the proposal form. This he filled up later as per the pereentage aud.

thereby the order for 400 bottles (33 per cent} was placed with Alpana Pharma.
There is no written record that the eatire 33 per cent should be given to Alpany
Pharma. There is alsotnot written record of the difficulties pointed out by him to
Dr. Kulkarni pertaining to Universal Pharmacy and Deepli Pharmacy. Jamadagni
says that it was not necessary to bring to the notice of the Industries Department
any of difficulties. In any event he was not required 1o do so. Jamadagni does not

know whether any one pointed out these difficulties to the industries Department.

These difficulties should have been pointed cut 0 the Indastries Department.

16, Jamadagni was shown the amendment dated 16th March 1983 (Ex. 53).
He admitted that he had not acted in accordance with this amendment. He addt’:d
that by not acting on this amendment no loss was caused to Government. As in
charge of Medical Store his duty was to procure the drugs. e made his proposal
according to the rae contract sating that the rest was upto the Associate Professor,

Ex. 41

Ex. 55
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. Yamadagni admitted that in the proposal form (Ex. 41) he had made no
pré;osal regarc%lllllg the proportion of orders to be placed with Alpana Pharma and
Chem Pack. That proportion was fixed by him on his own within the total quantity
of 1000 bottles to be ordered. He never pointed out except orally the undersir
ability of placing orders with Universal Pharmacy and Decpti Phamacy. In the
proposat he had written that supply was not effected by these two concerns. That
proposal was dated 24th June 1985. Pursuant thereto the order was placed on 4th
July 1985 with Alpana Pharma.

18. From Jamadapni’s evidence it is manifest that no satisfactory explanation is
forth-coming from him for excecding the 33 per cent quota in case of Alpana Pharma,
It is not out of place to mention that Alpana Pharma made its purchases at Rs. 54
per kg, and it sold to J. J. Hospital at Rs. 74+ 80 per kg. and thereby madc a profit
of Rs. 19-20 per kg. cquivalent to Rs, 9-60 per bottle of 500 gms. No doubt if
Alpana Pharma could get more orders and for larger quantities it would have been
to its benefit and perhaps to the benefits of others. “ The placing of the order on
Alpana Pharma was done by Pharmacist Jamadagni. It would have been better for
Dr.(Mrs.) Worlikar, Associate Professor of Pharmacology to have persucd the
proposal order put before her by Jamadagni before signing it. If she had dore so,
she would have noticed that the proportion was not stated in the proposal order.
She would have also noticed that in the proposal prepared by Jamadagni, the name
of the supplier and the quantity were not mentioned. To the extent that
Dr. (Mrs.) Worlikar signed such a proposal form where the name of the supplier
and the proportion were not stated, she was negligent, Having thus obtained her
signaturc, Jamadagni makes virtue out of necessity by foisting approval on the
Associate Professor of Pharmacology and thereby liability and responsibility on her,

19. In substance Jamadagni’s evidence reveals that :—

{f) there was a restriction on the J. J, Hospital not to exceed 11 per cent in placing
an order to the supplier ;

(i) the 11 per cent restriction was breached ;
{7ii} Jamadagni did not act on the amendment (Ex. 55) ;
(iv) he kept the Associate Professor of Pharmacology in the dark ;

(v) he took advantage of the innocence of the Associate Professor of Pharmaco-
logy by not filling in proportion in the proposal form (Ex. 41) ;

(vi) he advanced untenable excuses for not placing orders with Universal

Pharmacy and Deepti Pharmacy which he did not report to anyone, not even to the
Industries Department ; '

(vii) he did not bring to the notice of anyone, not even to the Industries Depart-
ment, why he did not restrict himself to the 11 per cent ptoportion and why he
did not placc orders with Universal Pharmacy and Deepti Pharmacy.

20. Thus out of the 33 per cent quota reserved for backward areas, Universal and
Deepti were side-tracked by Jamadagni for reasons he had brought to ne one’s notice
and Alpana Pharma was given the order far in excess of the requisite 11 per cent.
If this had not been done, perhaps Baich 27 would not have been ordered by J. J. and
lives in the Hospital might have been saved, albeit lost elsewhere were Batch 27
woud have had the misfortune to be supplied. .

21, Why this warm-heartedness on the part of Jamadagni towards Alpana Pharma?
Was it love? No. Was it Sriendship? No. "Was it {gnorance ? No. Was it
2 mistake? No. Was it stupidity? No. Was it the old adage—you tickle me,
Toby, I tickle thee? Perhaps the question best answers itself.

22.  This brings me to the procedure for procurement, storage and inspection insofar
as Government is concerned.

23. Regarding procurement, there is a
followed by Government. Regarding
1. J. Heospilal, there does not appear to be a
except that once a year the FDA visits Me
arc properly stored and whether the pha

prescribed procedure but it was not
Storage and inspection. of drugs at the
ny procedure prescribed by Government,
dical Store to ascertain whether the drugs
rmacist is a qualified person
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24, 1 shall first recapitualte the procedure for procurement of drugs by Government
for the J. J. Hospital. Drugs are and can only be procured from rate contracted
manufacturers or repackers. ~ This procurement is made by the Director of Industries
for which purpose he constitutes various committees. Prior to 1st February 1975,
shere was a Committee for the selection of medicines and drugs. By Government
Resolution dated st February 1975 the Committee set up for selection of drugs and
medicines comprised of (7) the Director of Industries, (#) the FDA Commissioner or
his representative, (iif) Professor of Pharmacology, Grant Medical College, (iv) Pro-
fessor of Medicine, Grant Medical College, (v) Director of Health Services and
(v} Superintendent of St. George’s Hospital.

25. By Government Resolution of 9th August 1977, preferential purchase treat-
ment was given to units holding SICOM eligibility certificates; a reservation of 33
per cent was made for purchase at the lowest acceptable price to be obtained by open
competitive tenders.

26. In 1984, the Director of Industries was represented by 8. B. Satalkar, the FDA
by Commissioner Bhirud or his representative Assistant Commissioner Raykar,
Professor of Pharmacology by Dr. R. D. Kulkarni, Professor of Medicine by
Dr. C. J. Mistry, Director of Health Services by Dr. (Mrs.) Chandrikapure and the
Superintendent of St. George’s Hospital by Dr. Phalke.

27. In March 1984, an indent was placed by Professor of Pharmacology Dr. R. D.
Kulkarni with the Industries Department for the requirement of drugs and medicines
at the J. J. Hosptial. Pursuant thereto on 29th March 1984, Tender Notification
(Ex. 31) was published for invitation of tenders by 27th April 1984. This tender
notification was in 10 parts with glycercl being in the last, ie. 10th part, as a
a miscellaneous item. As a result, the Industrizs Department received in ail 900
quotations from various parties for various items.

28. Fighteen tenderers had quoted for glycerine. Out of them, on 25th April
1984 Alpana Pharma Pack of Nanded filled in its tender (Ex. 37) for 11 items including
glycerine which was the last item. The rate quoted by them for glycerine was
R3. 21.50 per bottle of 300 ml. coupled with a condition that the minimum order
placed with them should be of Rs. 1,000 else they would charge packing and for-
warding charges. This tender was submitted by Alpana Pharma to the Industries
Department on 27th April 1984.

29, Chem Puck had also submitted their tender for glycerine at Rs. 18 for 500
gms. (equivalent to 450 ml).

30. In Sunc 1984, Alpana Pharma submited their income tax clearnace and small
scale industrics cortificates to the Central Stores Purchase Organisation (CEPO).

31. Between 11th July 1984 and 25th July 1984 meetings of the Drugs Selection
Ccmmittee tock place. On 25th July 1984, the 10th and last part of the tenders
was taken up for censideration. That day therc were in all 50 items for the
Cemmittee’s consideration; glycerine was the last item.

. 32, Inrespear of glycerine, 2 Comparative Statement (Ex. 38) had been prepared
In ascerding order, namely the Towest tenderer shown first to be followed by the
sécond lgwest and ending with the highest. ]
Pack was shewn at serial No. 1, Deen Pharmaceuticals at serial No. 2, P. M. Medicals
&t serial No. 3, Trida! Chemicals at serial No. 4 and Alpana Pharma at serial No. 5,
followed by others.

33. At the meeting of the Drugs Selection Commiittee on 25th July 1984, serial
Nes. 2, 3 and 4 of the Comparative statement, namely Deen Pharmaceuticals,
PM Medicals and Tridal Chemicals were rejected; Chem Pack was selected as the
original supplier and Alpan: Pharma as the alternate supplier.

34. On 14th August 1984, CSPO wrote a letter to Chem Pack asking them to
extend the validity period of their contract. Chem Pack did so.

i 35. 1n Septemter 1984, CSPO wrote 2 letter to Alpana Pharma that their tender
or castor oil, glycerel and salicylic acid was accepted.
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35.  On 2nd September 1984, Chem Pack wrote a letter to the Director of Indug-
tries asking for t:tprate escalation from Rs. 18 to Rs. 37.40. (I-!e;rc it may be
mentioned that though this letter has becn referred to in Chem Pack’s subsequent
letter dated 11th Dzcember 1984, no such lettar is to be found in any of the files
produced by Government or the FDA bafore this Commission as will appear later,
Apparcatly no such letter was actually writien by Chem Pak).

37. On 21t Scptember 1984 a contract was entered into with Chem Pack for the
supply of glycerine at Rs, 18 for 503 gms.

38. Tili December 1984, no supply of glycerine was made by any party. On
I1th December 1984, Chem Pack wrote 4 Jetter t5 the Direstor of Industrias which
purported 10 be in conlinyation of its earlier letter datad 2nd Septemter 1984 (which
as stated carlier is not tc be found in any of the files produced by Governmsnt or the
FDA before this Commission). By Chem Pack’s letter dated |{th December 15984 it
asked for a price esealation to Rs. 37.40 for 500 gms. on the ground of difficuity
in making supglies of glycerine at Rs. 18 for 502 gms. and change in Governmant
policy.

33. That letter went to an officer in the office of Director of Industries one Torvi.
He prepared = note supporting the price escalation from Rs. 18 to Rs. 37.40 as
demanded by Chem Pack. Torvi's justification for doing so was that it was a
a statutory incroase,

40.  Torvi’s note went to the Jt. Dircctor of Industries Dharap. He differed
from Torvi and made his note that Chem Pack’s was not a case of statufory incrsass
tut that u note may be prepared for considecation by the Drugs Selection Commnrittee.
The latter Dharap did on the basis of Chem Pack’s letter dated 11th December 1934,

41. On 23rd January 1983, 2 meating of the D:ugy Selection Committee was held;
present were Professor of Pharmacology D, R. D. Kulkarni, Professor of Medicine
Dr. C. J. Mistry, Joint Director of Industries Dharap and Commissnor Bhirud.
Dhurap’s note was placed betore the Committes members. They accepted Chem

Pack’s request for price escalation by the following endorsement at the foot of
Dharap’s note :—

*“ The request of Chem Pack may be accepted until fresh decision is made in
supplementary tender. If Alpana Pharma approach for price revision, they
may be given parallel status at the same price of M/s. Chem Pack. ” (Sic.)

This endorsement was signed by all the Committee Members.
42. On 2%t January 1985, a revised coatract was entered into with Chem Pack.

43. On 20th February 1985, a meeting of the Drugs Selection Committee was
held to examine the units in developing areas. (In this meeting Chem Pack did
not figure as it was at Pune, a developed area). Four units from the developing
arcas were selected for giving the 33 per cent preferential purchase contracts; they
were Cherub Pharmaceuticals, Universal Pharmacy, Deepti Pharmaceuticals and
Alpana Pharma at Nanded. Cherub's sample was found to be not satisfactory.
Hence the sclection for the 33 per cent preferential purchase went to the remaining
three, namely Universal Pharmacy, Deepti Pharmaceuticals and Alpana Pharma.

44. Wi_thin 3 days, ie. on 23rd February 1985, Alpana Pharma asked for a rate
revision with a request that its contract as alternate supplier to be cancelled and
that it be placed in the roserved category,

_ 45, On 28th February 1933, fresh tenders for 17 items including glycarine were
invited.  As it turned out as appears hereafter, this was mercly a ruse to create
an impression that the earlier sscalation given to Chem Pack was only a temporary
expedicnt. The same day, without putting the matter bsfore the Committee, it
was ordered that Alpana Pharma would be placed uader the 33 per cent reservation

and would share cqually with the other two suppliers, namely Universal Pharmacy
and Deepti Pharmaceuticals.

46. On I6th March 1985, an amendment (Ex. 55) was issued to Alpana Pharma
cancelling the earlier rate contract BIVen to it and giving it an increase in the rate

and placing it in the reserved preferential list. This amendment stated that the

revised rate would become null and void from the dat i
rate contract, m the date of the fixation of the fresh
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47. At the Commitiee’s meeting on 15th April 1985, the members decided to
accept to the very paise the price escalation of Rs. 37-40 for 500 ml. for glycerine,
with the result that the rate contracts of Chem Pack, Alpana Pharma, Universal
pharmacy and Deepd Pharmaceuticals were extended to the full period at the
escalated price of Rs. 37-40, ‘Thus this increased rate which originally was sought
to be made out {o be merely a temporary measure, now became a fait accompli.

43. On i0th February 1986 Comur. Bhirud informed the Industries Department
over the telephone about the J. J. Hospital deaths and -Alpana Pharma’s involve-
ment. Commr, Bhirud followed this up by his confirmatory letter of 14th February
to the Industries Department.

_49. On 11th February 1986, Industries Department informed the Direct Demand-
ing Officer (DDO), namely Professor of Pharmacology Dr. Kulkarni, that Alpana
Pharroa’s contract was suspended.  On 2lst February 1986 Alpana Pharma returned
its licence to the FDA stating that it wanted o close down its business. On st April
1686 the Industsies Depariment cancelled Alpana Pharma’s contract on the ground
that its licence was cancelled.

s0. The above resume depicts that the procedure prescribed for procurement of
glycerol was not foliowed and that despite several drawbacks which should have
invalidated Alpana Pharma’s tender it was not only considered but was also given
the contract despite all odds. More on this later.

51. This brings me to the precedure Jfollowed by the Industries Departme‘}:t Jor
selecticn of drugs. The procedure can be sub-divided inte (A} the prccedure

followed until the tender is placed before the Committee and (B) the procedure
fellowed at the Ccmmittee meetings.

52. Urder head (A), terders are reccived by the tenders clerk whereafter they
come fo the Industrics Department. Thereafter Industries Department Officer
Torvi prepares a serutiny sheet which cc ntains alt facis and details. He thereafter
prepares comparative statements in ascending order of tenders, the tondercr’s terms
and conditions, if any, and whether he is a trader or a small scale unit. He shows
them 10 the Recovery Officers and submits them to the Committee. All facts and
details mentioned in the scrutiny sheets are not mentioned in the comparative
statements.

53. Now Chem Pack’s tender was in the form cf a letter dated 20th April 1984
addressed 1o the Director of Industries. In this Jetter, Chem Pack had imposed
not less than 14 conditions. Even so, surprisingly neither in the.scrutmy.sheet
nor the ccmparstive statement prepared by Torvi was a single condition mentioned.

54.  As for as Alpana Pharma is cencerned, two condilicns are menticned in
the scrutiny sheet, namely (i) that Aipane Pharma had not prcduced the SST Regis-
taticn Certificate and (#) it had cc mmenced frem 26th April 1984, In the ccmpa-
rative statement (Ex. 38), it is menticned that Alpana Pharma’s order was conditicnak
cn an order teing placed with it for not less then Rs. 1,000.

55. In the ccmparalive statement, Chem Pack was wrongly put first at 5r. No. 1
on the ground that its tender was the lowest, when actually it was not. The rate
quoted by Chem Pack was Rs. 18 for 00 gms. whercas quotations were invited for
500 ml. Thus cn censersiop to 00 ml. Chem Pack’s rate would work out to
Rs. 20 for 500 m). Hewover the comparative stetement (Ex. 38) was prepared by
Tervi to give the impressicn that Chem Pack's rate was Rs. 18 for 500 ml. It
showed that the sample bottle given as of 500 gms.

56. In addition there arc scveral apparent defects in piving the contract to Chem
Pack’ to Wit-——

(i) Chem Pack made its offer by its letter dated 20th Apri} 1984 and not in
the prescribed form; therehy Chem Pack committed a breach of Clauses (1) and
(16) of the Tender Conditicns. Clause (1) provided—

* Sealed tender in duplicate will be received on prescribed form by the Director
of Industries and Centrzl Purch.sing Officer ... .. ”

General Corndition (16) provided—

** Priced Tender Form should be returied duly filled in failing which qu otation
will not be considered. ™
H 4651124
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Even so despite these two conditions patently having been breached by Chem
Pack, its oﬂ?er contained in a mere letter dated 20th April 1984 was not
only considered but Chem Pack was also given the contract

(i) Cham Pack laid down not less than 14 conditions which viriually amounted
to Chem Pack not entering into any firm commitment either as to rate or the
delivery period. Even so Chem Pack was considered and given the contract.

(#if) Chem Pack quoted its raie not for 500 ml. as required, but for 500 gms.
This was in breach of the condition at Serial No. 496 at page 419 of the Tender
Conditions {Ex. 31).

{(iv) Chem Pack’s sample was not according to specification of 500 gms.  This
was in breach of Condition 16(7) of Ex. 31 also violative of General Instructions
7 of EX. 31 which provided—

“ Tenderer should indicate the rates in Metric System pf Weight and Measures
or in any equivalent Weights and Measures before showing conversion rates,”

Hence, Chem Pack’s failure to observe these Tender Conditions should have
resulted in summary rejection of its so-called tender. Yet none of these obvious
defects wete even remotely reflected either in the scrutiny sheet or the comparative
statement prepared by Officer Torvi. Thus, the procedure followed by Officer Torvi
of the Industries Department was totally unwarranted.

§7. Coming to head (B} of para 51 above, the procedure followed by the
Committee Members at the meetings was also far from satisfactory.

58. .Atthe Committee Meetings held between Flth and 25th July 1984 the Members
present were Professor of Pharmacology Dr. R. D. Kulkacni, the Addl. Director of
Industries S. B. Satalkar, Member of the Drugs Slection Committee Dr, C. J. Mistry
and Assistant Commissioner Raykar representing Commissioner Bhirud, From then
evidence of these witnesses, emerges the following —

(@) 10 meetings were held between L1th and 25th July 1984. However nobody
is certain of the date on which the 10th part of the tender was considered except
Assistant Commissioncr Raykar who says it was on 25th July.

(#) Decisions taken by the Committee Members were not contemporaneously
reduced to writing. That was done fater and never signed on the same day they
were taken or written.

(¢) No minutes of the meetings were kept, hence there is no written record to
show what actually transpired.

(d) The comparative statements do not bear the dates of the decisions taken or
even the dates the decisions were signed.

(¢) Meetings went on from 11-00 a.m. to 5-00 to 6-00 p.m. daily with the con-
ventional breaks. 50 items were discussed at each meeting, making an average of

8-10 minutes per item. By the time the last itern came, everyone was not
unnaturally in a hurry to depart.

(f) The procedure was that the items were calied out serially, but only one
comparallve sta ement was placed before all the members; no copies made
available for their benefit. The comparative statement remained with the Director
of Industries and was not circulated amongst the Committee Members, with the
result that they had no means or manner of kuowiag or recalling beforehand the
names of the tenderers or the viability or otherwise of the drug coucerned. However
files of the tenderers were kept ready for petusal of the Members, in case  they

desirqd to see them.‘ From the record it does not appear that any member expressed
a desire in that direction.

(g) From the comparative statement, the Director of Industries read out the

names of the tenderers serially starting with the lowest as -
i ; . also s
mentioned in the comparative statement. any condition

(7)) Everything hinged on a mere visual observati ‘ .
and the label. 100 of the sample, the container

() All decisions have always been unanimous,

() In the remarks column, a brief noting was made if a tender was rejected ; that

g?tgi“f‘.r‘;hg‘“?g be the Eea]f."ﬂ for rejection, was a mere “NTS”—an abbreviation
No pecification (which might mea ing)-
rejection were never stated. & " sayling)—but the actual reasons for
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(k) Decisions taken were not written down there and then—that was done the
follwoing day ot a few days later.

(D) These decisions were thereafter sent in bulk to the Members for their
signatures. It is difficult to envisage how after a space of time, all the members
would remember all the decisions taken. More so in view of the fact that not
a single Member has produced before this Commission any of his private notes
allegedly kept by him except Assistant Commissioner Raykar whose private notes
are at page 583 of Ex. 546 of the meeting of 25th July 1984 dnd his notes pertaining
to glycerine at page 592 of Ex. 546. It is even more significant that not a single
member has ever compiained that an inaccurate decision had been written down.

59. The above aspects emerging from the evidence of these witnesses indicate the
slap-bappy and totally unsatisfactory proc>dure adopted at the Committee Meetings
where medicines and drugs including life saving drugs were selected for being admini-
stered in Government.-un hospitals.

60. This is not all. Wormally conditional tenders are not sccepted. However
Alpana Pharma’s tender was the first instance of its kind where a conditional tender
was accepted subject to the withdrawal of the conditions imposed by the tenderer,
namely Alpana Pharma. This was in direct violation of Condition 11 (at page 420
of Ex. 31} which provided that the offer of the tendercrs must be firm with itzlicised
emphusis on the succeeding sentence, namely ** Conditional offers will not be
considered . Yet in the teeth of this mandatory clause Alpana Pharma’s conditional
offer was not only considered but it was given the contraet.

61. On the face of it, this was not an oversight but a calculated move to give the
contract to Alpana Pharma, come what may. In the comparative Statement (Ex.38),
Serial Nos. 2, 3 and 4 vis. Deen Pharmaceuticals. P. M. Medicals and Tridal
Chemicals respectively were rejected. Seriul No. 2 (Deen Pharmaceuticals) was
rejected a5 ** N. T. S. . Serial No. 3 (P. M. Medicals) was rejected as ** tender does
1ot have inquiry packing and had also imposed a condition that the supply would
be F.O.R. Nagpur and the bulk order would be of Rs. 1,500 . For that matter in
the Comparative Statement, none of this finds place. Serial No. 4 (Tridal Chemicals)
has two remarks, namely that the tender does not have inquiry packing and NTS.
The remark against Serial No. 1 (Chem Pack) to whom the contract was given 1
*original”, The remark against Serial No. 5 (Alpana Pharma) is ™ alternate
subject to withdrawal of condition.”  Evidence discloses that Alpana Pharma’s
©ase was the first of its kind where a tenderer wus given a contract ™ subject to with=
drawal of condition”. The later serial numbers were thereafler not considered.
Somg:body was very certain that Alpana Pharma would indeed withdraw its condition,
making unnecessary the consideration of the serial numbers after Alpana Pharma’s
serial No. 5. Alpana Pharma had a guardian angel in the Industries Department.
If not, why this affinity lowards Alpana Pharma 7 The answer is obvious : You
fickle me Toby, I tickie thee mutual aggrandisement.

62. No one hus been aole to explain why such preferential trentment was given to
Alpana Pharma at Serial No. 5 at the cost of comparatively stepmotherly treatment
given to Serial Nos. 2, 3 and 4 so that Serial No. 5 (Alpana Pharma) should bag the
contract, which indeed it did.

63. Accerding to the witnesses only the first five entries in the Comparative
Statement (Ex. 38) were considered zt the mesting. However sgr_prlsmgly in the
Yery same Comparitive Statement (Ex. 38) against Serial No. 9 pertaining to Shreepha}l
Lab is mentioned the decision taken against it by the profound observation ™ NTS ™
in the remarks column. This is sought to be passed off as a mistake, The question
Which then arises is. pray, how could this * mistake’ arise if the Committee Members
did not go beyond Alpana Pharma at Serial No.5 ?  No eaplant tion 1 forthcoming.
Apart from the fact that this * mistake * indicates that the decisions noted in the
Iemarks column were written sutsequently and not contemporancously, it also
Indicates that Alpana Pharma at Serial No. 5 was nol the last tenderer whose tender
%as corsidered but that it was Shreephal Lab at Serial No. 9 which was fobbed off
and put in the shade with the remark *NTS’. While necdless to suy a Comparative

tatement such as this can inspire no confidence, it is manifest that with Serial No. )
Out of the way, the path was made clear for Alpana Pharma at Serial No. 5.

{ 54, In addition to the general conditions of teadzr applicable to ali the tenders
Which are Lo be found from pages 396 to 419 of Ex. 31), there are conditions of

Bx, 546
EX. 546.

Ex. 38
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tender which apply specifically to drugs and medicines. These latter conditions

are general conditions and special conditions; the former are to be found ar pages
420 1o 422 and the latter at psge 423 of Ex. 31.

65. Apart from the fact thar Alpana Pharma committed severzl breaches of the
gereral conditions of the tend-r applicable to all tenders, it also committed a number
of breaches of the general conditions of tender applicable to drugs and medicines,
Condition 6 {ii) {at page 426 of Ex. 31) provides \hat tenders should be accompanied
by certified copies of the latest income-tax clearance certificate. Even so, the
income-tax clearance certificate submitted by Alpana Phaima did not accompany
its tender on 27th April 1984. The income-tax clearance cerlificate was submitted
to the CSPO in June 1984 along with small scale industries certificates. According
to Condition 6(if) the tender should be accompanied inter alia by copies of liter: ture
in u separate cover pertaining to the samples and the sample should be affixed with
printed lab¢l showing (@) the name and address of the manufacturer, () the date of
manufacture, (¢) manufacturing licence number, () date of expiry, if applicable,
{¢} compositicn and {f) batch number. None of these requirements were mei ot
could be complied with by Alpana Pharma for the simple reason that it had nct even
started its repacking business and had purchased its sample form the open market
witbout even mentioning the source except to say ** open market source”™. At that
time Alpana Pharma had not even received the repacking license frem the FDA.
All this by itself should have been «n eye-opener and should have put the Industries
Department on its guard including the fuct that even if Alpana Pharma’s sample
was of standard quality, there was no gusrantce that the bulk would be likewise.
Further in the scrutiny sheet it was stated that Alpana Pharma had produced a letier
that the licence weuld be issued to them shortly apd that their production had
commenced from April 1984. The latter was not correct even if Asstt, Commissioner
Raykar’s version that he had pointed out at the Committee meeting that Alpana
Pharma had not been in the market for two years, is ignored.

66. Condition 18 provided that the tenderers who are not manufacturers must
quote the name and address of the manufacturer of the product with the proviso that
this condition would not apply in case of firms who are authorised distributors,
agents or manufacturers.

67. Indisputably Alpana Pharma was never the authorised distributor or agent of
any manufacturer. Indisputably Alpana Pharma was not 2 manufacturer but
a repacker. Hence by virtue of condition 18 they were bound to quote the name and
address of the manufacturer which Alpana Pharma never did.

68. Condition 20 provided that a product which has been in the market for more
than 2 years may be preferred to that of other tenders.

69. Alpanaz Pharma had not been in the market at all, and yet was not only
considered but was cven given the contract, as against Franco Italian at serial No. é
in the Comparative Statement which was not even considered though it was in the
market for more than 6 years.

70. Special conditions 9 and 12 (at page 423 of Ex. 31) provided that the tenderer
should give the latest income-tax certificate along with the guotations and that
conditional offers and incomplete quotations are liable for rejection. Even so,

despite Alpana Pharma committed breaches of these two conditions its tender was
considered and it was given the contract,

71. Under the general conditions applicable to tenders for drups and medicines,
condition 10 provides that the quotation should be submitted strictly according to
specifications and packing mentioned against each item offered giving full details it
the pro forma ‘A’ attached. This pro forma is to be found at page 424 of Ex. 31.
Column 4 of that pro forma pertains to * Year of first marketing of the product”,
column 7 pertains to “Name of manufacturer” and column 9 pertains to “In case of
dealer/repacker name of the manufacturer must be mentioned.” '

72. TIn all these three columns the information given by Al false
and misicading. Under column 4 Alpana Pl:larmfI madeya. fag’szﬂsataft‘il:gﬁ? grasﬂiﬁﬂg
the year 1984 as the year of its first marketing the product, when to its know]c%lge it
had not even started its repacking business. Under column 7, namely, name of the
manufacturer, Aipana Pharma falsely wrote its own name despite the fact that it was
not the manufacturer and that on its own admission it had purchased the tender
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sample from “ open market source ™. This was also a breach of condition 21 of the
general conditions of tendt_ar for drugs and medicines. Against column 9 Alpana
Pharma wrote ““ Not applicable ™.

73. Al these breaches wers ignored in the case of Alpana Pharma, no doubt, jn
an anxiety to give it the contract, come what may. .

74. It is corroct that along with its tender Alpana Pharma had annexed FDA’S
letter dated 25th April 1984 which stated that a licence is granted to Alpana Pharma
“on the condiiion that you provide quality control laboratory within 2 months .
In all fairness, this leiter can be construed in two ways. To my mind, the striet
legal construction would be that the liceace is granted to Alpana Pharma provided
they first have a quality control laboratory instailed within two months. A looser
construction can be that the FDA graated the licence to Alpana Pharma with an
imjunction that it mast provide a quality control faboratory within two months in
defanlt the licence would stand revoked.  Even assuming that the latter construction
was placed by the Industrics Departmeni on this letter, the fact does remain that in
the teeth of the conditions of tender, Alpana Pharma did not, as indeed it could not,
enclose the licence along with the tender for the shmple reason that the ficence was
not issued by the FDA. This fact would more be in support of the legal inter-
ptetation that Aipana Pharma would get the licence on the condition it provided
a quality conirol laboratory within 2 months, which Alpana Pharma never did
and in the words of its own partner Om Prakash Ladda had no intention of doing
for paucity of funds. It is not without its own significance that this was the first
instance of its kind when a contract fias been given on the strength of such a letter
and without actua! production of the licence.

75. These were therefore the cbvious and glaring deficiencies which were over-
looked while even entertaining Alpana Pharma’s tender which on the fuce of it
warranted disquslification at the very threshold.

76. This is not all. Unasked Alpana Pharma was even given a price escalution
on the pretext that such an expedient wa. followed in the case of Chem Pack. This
price escalation was a direct violation of condition 23 of the general conditions of
tender for drugs and medicine, (page 421 of BEx. 31). Coadition 23 entitles the
Director of Industries and the Central Parchasing Offizer to exercise his discretionary
power to do one of thres things in the event of a contractor failing to deliver the g_oods
in part or in full. Now when Chem Pack expressed its inabilivy to make delivery,
the Direstor of Industries and the Central Purchasing Officer had under condition
23 the discretion either (@) to recover from the contractor lignidated damages or
peaalty, or (b) to make the purchase elsewhsre at the risk of the contractor, or (¢} to
cancel the contract. Nome of these threz mandatory powers were sought to be
exercised in the case of Chem Pack which was given the price escalation to the very
naye paise demanded by it and under the cloak whereof Alpana Pharma was also
8lven an identical price increase unasked and without the Commilies mambers
Sanctioning it.  All this at a loss to Government.

7. In such cascs there can never be dicoct evidence of corruption. However
Citcumstantial evidence does indicate that Alpana Pharma_had, as stated earlier,
Some prowective and interested guardian angs! in the [ndustries Department to look
after the wall-being of Alpana Pharma. There s no reason why obvious deficicncies
should have been aliowed to pass muster or why they should have been allowed to
0¢ " cured ” at a later stage, to wit, the lack of income-tax clcarance certificate. There
s on record a certificate dated st August 1984 from the General Manager, District
Industries Centre, Nanded. It is a sirange certificote. It says that Alpana Pharma

has gone into initial repacking of pharmaceucical products w.e.f. 26th April 1984 .

parl from the fact thal Alpana Pharma had not done anyting of the kind, it is
3 matter of bewilderment how this certificate given in August 1984 should have found
4 place on the record of the Committee during its meeting in July 1984 wiea Alpana
fharma had alrcady been selected for the contract. No explanation has besn
orthcoming for this amazing who-done-it.

P 78. In Ladda’s books of accounts under date 19th May 1984 (ic. after .Alpana
barma submitted its tender on 27th Aorit 1984) there is an entry of Ry, 500 as “teader
EXpenses CSPO™, According to Om Prakash Ladda through oversight this entry
Rained to be made in Aprit 1984, hence it was made on 19th May 1984. Be that
3 it may, Ladda has been unable to explain the nature of the teader expenses which
“viminated in a round figure of Rs. 500, It is true that this is a small amount.
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However the smallness of the figure cannot militate from the mystery under
which such an entry was made.

79. No doubt Alpana Pharma was a favoured * customer ” in the Industries
Department. 'Why should this be so unless there was a strong motivation for someone
in the Industries Department ?  Corruption is manifest,

80. To that end the strongest motivation was on the part of the Industries Officer
Torvi as is clear from his evidence. Torvi scrutinised the tenders. Thereafter Torvi
prepared the scrutiny sheet. The documents remained with Torvi. It was he who
befatedly accepted in June 1984 Alpana Pharma’s income-tax clearance and SSI
registration certificates which Alpana Pharma was bound to file with the tender on
27th April 1984. No doubt, this was done by Torvi in order to make sure that
Alpana Pharma’s tender should not be invalidated at the threshold for the lack of
these documents. Torvi also knew that a conditional tender had to be rejected.
Even so he allowed Alpana Pharma’s conditional tender to pass muster. In the
Comparative Statement prepared by him he did say that the tender was conditional.
That by itself does not indicate honesty of purpose on Torvi’s part. He did so
cbviously to safeguard his own position, as a conditional tender was bound to come
to light sogner or [atter,

81. Torvi’s course of conduct is highly suspect and more. To start with, he
first asserted that Chem Pack’s tender was unconditional. When it was brought to
his attention that Chem Pack had laid down not less than 14 conditions, he admitted
it was a conditional tender. Yet the scrutiny sheet prepared by him does not even
remotely convey any such impression,  He had to agree that the impression created
by the scrutiny sheet prepared by him that Chem Pack’s tender was unconditional,
was erroneous as Chem Pack had laid down as many as 14 conditions in its fetter
dated 20th April 1984, which under the tender conditions, could not even be re garded
as a valid tender, His explanation that a mere letter dated 20th April 1984 of Chem
Pack was itsclf a quotation, is puerife, coming as it does from an officer of experience
like Torvi, It is obvious that he took special interest in preparing the scrutiny sheet
of Chem Pack and was anxious that Chein Pack’s so-called tender should not be
invalidated at the outsct either on the ground that it was not a tender as manadatorily
prescribed by terms and conditions of tender or was a conditional offer. Torvi
cannot be allowed the luxury of passing off all this as an unintentional clerical error.
It was all deliberate on his part. He ultimately had to admit that this was not
a clerical error on his part. He maintained that it was not a deliberate error but
a * gencral error ' (whatever that means) and after seeing the Comparative Statement,
scrutiny sheet and the files of other tenderers (Ex. 491), finally admitted that he could
cite no other instance of such an error. Thus it was not a clerical error nor g * genetal
error ”’ but an error which conveniently took place only in Chem Pack’s case. Bravo.

82.  Further, in placing Chem Pack at Sr. No. 1 in the Comparative Statement a5

the lowest tenderer, Torvi played 2 fraud on other tenderers whose tenders were
lower than Chem Pack's.

83. Reverting to Alpana Pharma, Officer Torvi’s involvement is exposed. Pray,
why would Torvi go out of his way to do all this. It is here that the eniry for Rs. 500
shown as “ tender expenses C.S.P.0. in Alpana Pharma’s account book assumes
significance. On the showing of Alpana Pharma’s partner O. P. Ladda, this entry
though made under date 19th May 1984 should have been made in April. That was
the month when Alpana Pharma filed the tender. The tender expenses C.S.P.0"
appears to be an euphemistic way of denoting a bribe. In April who could have been
brlbpd ? Some one who would not scuttle Alpana Pharma’s tender at the very outset
for its obvious and patent defect. Who could that someone be ? Who other thap

the one person in whose hands lay the power to invalidate that tender ? That
person was officer Torvi.

84.  Industries Officer Torvi is guilty of grave dereliction of duty. To that end
corrupticn on his part cannot be ruled out.

85. This brings me to the involvement of the Additj Di i85,
Satalkar. dditional Director of Industrie

86. Satalkar deposed that invitations for tenders fo i i
: r drugs are publ in the
Government Gazette whereafter they are received by the Stor%SPurchE;;e I]:S,)I;?Jdamncnt
a[.)l'td are scrutinised by the Industries Officer (in this case Torvi) working in that
cpartment.  The Industries Officer must ascertain whether the Priced Tender Form
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has actually besn purchased by the tenderer. He admitted that Alpana Pharma’s
scrutiny sheet bore two adverse remarks, namely that it had produced a letter that
the licence would be issued to it shortly by the FDA and that it had started production
from April 1984. He also admitted that Alpana Pharma had not produced the licence
along with the tender form as actually required. He also admitted that in the
Comparative Statement (Ex. 38), the two adverse remarks appearing in the scrutiny
sheet are not reflecied.

§7. Coming to the committee meetings, Addl. Director Satalkar deposed that
there was no Chairman as such, but R. D. Kulkarni being the indenting officer was
treated as the senior member of the Committee. _According 1o Satalkar, the lowest
offer for glycerine was Chem Pack’s. It is inconceivable that Satalkar, himself the
Addl. Director, should not have realised to the contrary as Chem Pack’s offer was at
the rate of Rs. 18 for 500 gms. whereas the requirement of the tender was a quotation
for 500 ml. Satalkar however on plain arithmetic had io admit that at the rate of
Rs. 18 for 500 gms. quoted by Chem Pack, the price for 500 ml. would be Rs. 22-50
with the result that Chem Pack’s could not possibly be the lowest quotation and hence
could not have been placed at Serial No. I in the Comparative Siatement (Ex. 38).
To that end Torvi’s involvement is also exposed, for it was he who was responsible
for the Comparative Statement (Ex. 38).

89. Satalkar’s assertion that the rate quoted by Alpana Pharma was the least of
the first 5 tenderers, is incorrect because while Alpana Pharma's quotation was for
Rs. 21-50 p. that of Deen Pharmaceuticals was at Rs. 18. According to Satalkar,
Deen Phairmaceuticals’ sample was not approved as it was not according to the
tender specification. The next lowest was P. M. Mcdicals, a trading unit at Nagpur.
Their tender was rejected on the ground that it was restricted to Nagpur, hence was
a conditional tender not in accordance with the tender inquiry. The next was Tridal
Chemicals whose tender was rejected on the ground that the sample was not-according
to the tender inquiry, namely that the packing did not conform to the tender inquiry.
This is not to be found in the remarks coloum in the Comparative Statement (Ex. 38).
Thereafter, Ajpana Pharma at Serial No. 5 was considered. However even though
Alpana Pharma’s tender was, like P. M. Mecdicals, also conditional and hence not in
accordance with the tender, it was unlike P.M. Medicals, not only not rejected but
was given the contract. lts sample of glycerine was approved by the members.
According to Satalkar, he brought to the notice of the Committee mg:mbers two
deviations shown in Alpana Pharma’s scrutiny sheet, namely that it did not hold
a licence from the FDA and that it had gone into production only in April 1934.
According to Satalkar, Alpana Pharma’s filc was also given to the members for
examination. Satalkar admitted that Alpana Pharma's tender was not in accordance
with the specification of the terms and conditions of tender because Alpana Pharma
did not have the requisite licence under the Act and Alpana Pharma did not have
a standing in the market.for more than 2 years and also becausc Alpana Pharma’s
tender was a conditional tender, that these defects were NTS and were contrary to the
terms and conditions of the tender. He goes on to say that a discussion took place
betwean the Committee members whereat the first defect, namely Alpana Pharma
not helding a licence, was overcome on the strength of the Joint Commissioner’s
letter that a licence had been granted to Alpana Pharma and that the same was under
preparation. The second defect of Alpana Pharma not being in the market for
more than two years was overcome by the fact that Alpana Pharma was not a manu-
facturing unit but a repacker. The defect regarding Alpana Pharma’s tender being
2 conditional one was overcome by the decision that Alpana Pharma should be asked
to withdraw that condition and that if Alpana Pharma did not, the matter would be
Teconsidered by the Committes.

89. Apart from the fact that therc is nothing in the tender conditions which
exampts a repacking unit from the two year limiting period, this entire version
trotted out by Satatkar appears to be an inspiration on the spur of the moment not
corroborated by any other member and positively denied by Dr. Mistry.

90. Satalkar goes on to say that in respect of all contracts including glycerine
-P., an alternate supplier is chosen in the event of the main supplier commluing
default in making supplies or not making supplies as stipluated in the iender. It
18 true that an alternate supplier is always chosen, bet not necessarily for the reason
given by Saralkar, because an alternatc supplier can be required to make deliveries
Without the main supplier being called upon 1o do so.

H 4651—13
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91. Satalkar admitted that out of the 18 tenderers shown in the Comparative
Statement (Ex. 38), Alpana Pharma at Serial No. 5 was the [ast to bo considered
and that the tenders of the remaining at Serial Nos. 6 to 18 were not considered
because Chem Pack at Serial No. | had been chosen as the main supplicr and Alpana
Phurma at Scrial No. 7 as the alternate supplier and because the rates of the remaining
supphier were higher than those of Chem Pack and Alpana Pharma. These bland
assertions by Sutulkar cannot hide the truth thet it was pre-determined that Chem
Pack and Alpana Pharma be given the contracts,

92.  Satalkar admitted that the tender conditions of 1982-84 required the produc-
tion of a performance certificute and a no-conviction certificate uader the Dru
Act bul this proviston was not included in the tender conditions of 1984-86, and
has now again been included in the tender conditions of 1986-88 under the advice
of the Indenting Officer, viz. Dr. ®. D. Kulkarni. It need hardly be stated that
H reyuirement v a performance certificate had not been sudednly and mysteriousty
discontinued for [984-86, Alpana Pharma could never have bagged the contract
as it had nut even sturted its acrisitics.

93. Satallar admitted that there was no fool-proot system in the Industries
Department to ensure that tenders are not received after the last date of submission.
This is an indication that documents can be removed or introduced after the tenders
are submutted just as Alpana Pharma's income-1ax clearance certificate and the SSI
registration certificate were surreplitiously introduced into the tender by Torvi
long after Alpana Phurmy’s tender had been submitted.

94 Sutalkar deposad that the mectings took place from §1-00 a.m. to 5-00 p-m.
and semetimes till 6400 g.m. everyday, Juring which time 50 to 55 items were dis-
pused of with an average of about 5 minuis o cach iterm, Only one file of each
tenderer ts circulsted amongsy all the Commitico members, but every member does
not tead the fik.  One or two members do so and inform the remaining membcrs
whether the tenderer has fultilled the tender conditions or not and whether the
offer is aceeptuble or not from the procediral puint of view. He admitted that
in the present case all the 18 files were not circulated amongst all the members but
only the fisst five liles pertaining, to Serial Nos. 1 to S, namely those of Chem Pack,
Deen Pharmaceudicals, P. M. Medicals, Tridal Chemicals and Alpans Pharma. All
the members did not go through these § files. He admitted that members would
have to rely upon the officers who prepared the Comparutive Statement (in this
% Industries Officer Torvi) regarding the vrder in which the tenders were placed
in the Comparative Statement. 1t took about 2 3 minutes to go through each of
these 5 fides,

95, Sumctimes the members examined as many as 50 offers fur a single item,
silcbimes as few as two and sometimes even one. Somctimes there are no offers
at «li.  He admtted that examina ion of the items o:Fered is but cussory including
the visal examination of the sample.

9. Satalkar admuted that no minutes of the mecting, are kept and that every-
thing transpired at the meetings 15 to be found only in the remakrs column and
dectuony are recorded in the Comparative Statement (Ex. 38). There is also no
reord muntined tegurding the dates on which meetings are held. His assertion
that the datey of the mectings would only be found in the Comparative statement,
wincorreet. Hos version that of was on | 7th Juby 1984 thar meeting was hedd purtain-
ing Lo the plycenoe contract awarded tv Chem Pack and Alpany Pharma, is based
purcly from mem. 1y and without any 1ndiaton as to why he snould rememyer
that date and nonc otiser and 1wt vanance with the ¢atemporanious personal
Bote <4 At Commr Rayhar that this mecting took pace on 24th July.  Saratkar
Bad foally to adma that hie had not been able s vertan from any record the exast
At noatuch this mecting had tabhen plae tha! cyven (he Comparative Statement
(hy D doen not bt any Jatz it nt b iag the Fractice to do vo aor even to indicitc
tae date on wtuch deca ng acre artved At for awarding rate contracs. At the
L ! othr mecting, wpaaturs. e members aueadmg the mocting were token

03 koo sheet of paper wrich was Misung.  Nor was Lher " m.
co ¢ 2Ny pracuce of main-
Luaing any attendume rogler. P

-

T Ranador admitted 1ht the O ‘mparalive Stage i

- u H . ment (Ex. 38) was not signed
‘n' ::ckd-', d the mecting, byt was vignad by the members subsequently, lhi?cil
mignt P that the Commistoe members may not have signed 1t on the same subsequent
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date. but on different dates. that none of the members signed the Comparative
stotement on the date of the meeting becanse the accisions at the foot Wf the Compa-
rative  Statement were written subscquently and not en the dute of the munng
aelf. He further volunteered that this wis because there was ao time Lo weiic
the decisicns on the sume day, but assailed that in the remarks column the names
of the criginst and alteraute supplier were written duving the meeuing itself. TUs
pol the practice of the Committee members to put the dates it rem a8y columnn.
He admitted that thure wiss po conturnporsieous recerd to corrvborily the contents
of the remerks column. However the other members made thuir own metes for
Lheit own record. But those personal notes Jdid not ferm the part of the record.
He admitted that all the Comparitive Statements are not sent to the Commitice
membars at one time fur their sigratures, but they are seat in part, .d sometimes
their signature :re taken at the next € mmitlee meeting.

8. According to Satalkar in the present case, the signatures on the Comparative
Statement of the Commitice members were In some cases taken before 23th July 1984,
Jt is perplesing why after so many lapses of memury Satalkar sheuld rememiver the
dete 25th July—presumably because luter that night Dr. R. D. Kulkura leit o go
sbroad. He edmitted that signatures on the Compuritive statement may b tuken
any 1ime between the day following the meeting and 10-15 duys thereafler.

99. Satalkar admitted that notes or minutes of the mectings are not maintained
either by the stafl’ preseni or by any Committee member.  The decisions ure wnitten
dowr by the Industries Officer (in this cast Torvi) at the foot of the Comparative
Stetements. that the Indusiries Officer does nut do so there and then for paucity of
time but does so at the conclusion of the mectings.  Even so there may nut be uny
mistake in the notation. However there may be mistakes in the Comparative
Statements because 900 quotations hiave to be scrutinised and arraneed in wstending
order and the rates have to be calculated after adding  the various taxes, Alfl this
work is denc by a team of people from the Store Purchase Section.

100, Satalkar continues that whenever she technical members say thata particular
sample is not accurding to specifications, it is so stated in the Comparative State-
ments by the Tetter *“NTS'.  However, he wits tot in & puosition to amplily whiat was
nut according to specitications (NTS) in the Comparative Statement { Lx. 38) pertan-
ing to Deen  Phurmaceuticals.  He admitted that in the case of Deen Pharmacents sals
the gquantity and the rates were according to the tender cond tions and wa: unablo o
say why Decn's tender was rejected on the ground that it was NTS.  He then ossatled
a reason Irom memory that it was fovnd to be NTS an technical grounds, without
being able to swy what the technical grounds were even after going through Dean’s
file (% rt of Ex. 492 (collv.)].  He was a party to the pranimeus decision of NTS in
the vase of Deen, He v lunteered thit all decisions are umaninous. He could not say
why decision of NTS on technical grounds would not appear in the tile and that no
feane o was noted why Deen's tender wos diseanded ws NTS. He admilted that there
Wwos o contemporancous document noting the reasen why Deen's tender was rejected
av NS, Satolhar admitted that there wos no syaterr of furnishing any reason to any
tenderer for rejection ol his tender even theugh such tenderer may sk for the reason,
Losiach a request no reply is sent by the department cxvept an acheolwedgement.
Tiereetter nothing hoppens,

101, Satalhur admitted that Alpana Pharma’s temder sy ot 3o acotdance with
the specilicitions aid the terma and comdith rs ol tie tender (Thes amwer was given
Uy Satalkar with utmuost reluctanae and afteT the gueshio ot was repealod thice mCs. )

102, Satalkar admitted that there were 13 ther quotiath ns whica v uld hove been
cliniined. but were not as there was zo pracine b g further onee the viinad antihe
aicenate suppliers hud been choesen, He alse adnutted that he hod devated B givs
the siternate contract o Alpana Pharma erven i ugh ot temader Bl at [ .aat enie derm
which was NTS. namely the R+, L4 vt erder oot e adimitted that no
elfcr of o tenderer 1s ever constdered unfess be first has an actuai drug heene, and
further that if » tenderee’s oter 15 not acee iy T apectlivath Ber s ARG F Iy Aot
In sccordance with vhe tender conditio o, such tender o nut considered. He however
wught a path of retreat frem this damning sdmiasen By v lunteening that an ewxgs
Lunis mude if there are no cther suttatle offers. kven that ¢ ubd aval lim methng
If the Light of his admission that Fetore acvepling Alpana Pharma’s tender be and the

H 4651 —13a




88

Committee members did not ascertain whether the remaining 13 tenderers were
suitable or not. On being questioned :

* Then it was only in the case of Alpana Pharma that you and your ,(,L‘ommittce
resorted to the exceptional procedure which you deposed to just now 77,

He replied :
“The coniract to Alpanaz Pharma was given in chronological order.

Que. :  Even though Alpana Pharma’s tender was not according to speci-
fications and against the conditions of the tender ?

Ans. ;. Yes.

Cue. : And without even considering the cases of the remaining other 13
tenderers ?

Ans. . Yes.”

103. When asked why he did not refuse to consider Alpana Pharma’s tender
when admittendly it did not comply with the terms and conditions of the tender,
Satalkar replied that they, i.e. the Industries Department were not authorised to
reject such tenders which only the Committee members could do. When asked
whether he was no the Committee, he replied in the affirmative and admitted that
the Committee did not invalidate Alpana Pharma’s tender because the Committee
relaxcd the conditions in the case of Alpana Pharina on some grounds, namely
the Joint Committioner’s letter, which was the ground he distinctly remembered.
He admitted that his understanding of the Joint Commissioner’s letter was that
a conditional licence was under preparation and would be released shortly to Alpana
Pharma and that the licence had already been granted to Alpana Pharma. He
did not remember what the FDA representative said or did at this meeting.

104, Satalkar cven attampted an escape route by suddenly remembering that
during the 5 to 10 minutes that were devoted to Alpana Pharma, he might have
gone out for a few minutes, but later admitted that he was present throughout. -

105. Satalkar’s evidence cxposes him as a witness who, to say the least, abdicated
his responsibilities. His evidence discloses that though he is the Addl. Director
of Industries he treated the cntire matter of Alpana Pharma very lightly, or allowed
himself to be dominated, particularly by Dr. Kulkarni, who was regarded as the
senior-most.  To say the least he allowed himself to be made a tool of in  the

manoeuvring hands of Dr. Kulkarni, (more on him later) and worse still of officer
Torvi.

106.  While on this aspect there is overwhelming evidence which points to indi-
fference, negligence and dereliction of duty, (though not corruption), there is evidence
of Satalkar’s involvement in positively favouring Bombay Chemicals from which

ig wou{d be reasonable to conclude that he was not unamengable to extraneous con-
siderations.

107. In March 1984 a letter was written by Bombay Chemicals to the Industries
Department asking for extension of the contract period from 1984 to 1986. According
o Satalk_ar,‘l_he Industries Department was entitled to give such an extension even
without inviting tenders. However tenders were invited as Bombay Chemical’s
latter of March 1984 was not traceable and an indent for the drug items for 1984-86
had been reccived from the Professor of Pharmacology. Thereafter a representative
of Bombuy Chemicals, whose name Satalkar says he does not remember, made
enquiries of Satalkar. Satalkar's enquiries in his section revealed that no letter
of March 1984 had been received from Bombay Chemicals. The representative
of Bombay Chemicals thereupon produced a copy of that letter. Satalkar says
he asked the representative of Bombay Chemicals why they had not filled in the.
regular tender, to which the reply was that the had not done so because of their
representation of March 1984 for extension of the contract. Satalkar says
he brought all this o the notice of the Committee members Thereupon the
alternate contract was given to Bombay Chemicals as the othex-' tenderers were

not foun i i i
not | eorirf suabie. Satalkar says he treated Bombay Chemicals as if they were
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108. This was strange behaviour on Satalkar’s part. When asked whether
there was a practice that if someone makes a representation, tenders are not invited,

he replied i—

“ There is no such practice—

Que. : Then why did you go out of your way in asking the party to give
you a copy of the letter ?

Ans. : Because they approached me and requested me to do so.

Que. : Do you agree that thereby you did injustice to the other tenderers ?

Ans. : No. Because if any other tenderer had been found suitable the rate
contract would have been given to him and not to Bombay Chemicals.

Que. : In the case of Bombay Chemicals there was nothing before the
Committee cither by way of a tender or earnest money or sample,
etc. Then how is it that you preferred Bombay Chemicals ?

Ans. * These formalities can be dispensed with in the case of repeat order. ™

Satalkar admitted that in the drug section Bombay Chemicals was the only instance
where a party was given the contract even though he had not filled in a tender form
or complied with the tender conditions. He also admitted that the other tenderers
were ot informed that Bombay Chemicals had been given the contract even though
they had not filled in the tender or otherwise complied with the tender conditions.
According to him, in the Manual there is a provision whereby a repeat order can
be placed with a party even though such a party had not filled in a tender or complied
with the tender conditions. Unfortunately for Satalkar no such Manual or any
such provision was sought to be produced by him.

109. Renewing a contract as done in the case of Bombay Chemicals was some-
thing unprecedented. Why should Satalkar go out of his way to do so ? And
worse still suppress this fact from the other tenderers. He acted with reckless
abandon in an obvious gesture to favour Bombay Chemicals. To that end, an
appropriate enquiry should be held against him by Government. I lear in Bombay
Chemicals’ case, Satalkar can be accused of more than mere dereliction of duty.

110. This brings me to Professor of Medicine Dr. Chandrashekar J. Mistry.

111. Dr. Mistry was one of the members of the Drugs Selection Committee.
His role was to see that suitable drugs were selected and made available to various
Government hospitals in Maharashtra. As a member of the Drugs Selection
Committee, Dr. Mistry had gone through the terms and conditions of the tender
but admitted that he was not well acquainted with them. While selecting a drug
the Committee considered all factors such as price, quality, packing and so forth.
They proceeded on assumption that the quality of a drug was what was actually
stated on the label of the sample. They also considered the price structure, the
opinion of the FDA representative and the opinion of the Pharmacologist, in this
case Dr, R. D. Kulkarni. Dr. Mistry’s function differed from those of Dr. Kulkarni
inasmuch as Dr. Kulkarni knew preciscly the formulae and the method of visual
testing of the drugs and admitted that as far as these aspects were concerned he
and the other members were guided by Dr. R. D. Kulkarni. The FDA representa-
tive would know whether a tenderer hetd a valid licence, whether he had a quality
control laboratory, whether any random samples drawn were found to be faulty and
whether there had been criminal procecdings against him. Most of the questions
of maintaining the quality came within the sphere of the FDA. The Dircctor of
Industrics was basically concerned with the invitation of tenders, scrutiny and
Pulting before the Committee such of the tenders which had satisfied the tender
tonditions., He was also expeeted to collect the samples submiuqd, preserve them
for 3 months and present the samples to the Committee for inspection. The Director
of Industries and his staff were expected to sec that the tenderers were complied

With all the tender conditions.

12, Dr, Mistry goes on to say that as Professor of Pharmacology Dr. Kulkarai’s
function and duties were to submit a list to the Director of Industrics of the drugs
for which the tenders were to be called for, that Dr. Kulkarni would also know the
formulae of the drugs and their assessment by visual inspection and, if required,

¥ chemical analysis and that as far as these aspects were concerned it was the voice
of Dr, Kulkarni which would prevail.
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113. Dr. Mistry continues that regarding drugs which were labelled according
to I.P., they had nothing much to say, that most of the labels on the drugs indicated
whether they were in accordance with LP. or B.P. or U.S.P. In those cases they
would only sce the label and base their decision on what was stated on the label.
Quality was never checked except by visual observation, which he admitted was
only supetficial and, with the limited time at iheir disposal, cursory. In every case
they did not scan the criginal tender form and most of the time they never saw the
files. They went by the Comparative Statement (Ex. 38), naturally assuming that
it had been correctly prepared. Dr. Mistry admitted that in the present case, the
very first jtem, namely Chem Pack’s glycerine was selected. In the Comparative
Statement (Ex. 38) there were in all )8 fenderers whose offers were listed. However
even after seeing the Comparative Statement Dr. Mistry was not in a position to
state whether the case of all these i8 tenderers had been discussed or not, and if
not, the number of tenderers whose items were discussed. Committee members
made their own private notes reflecting the items selected and names of the suppliers
{namcly, original, parallel or alternate). These personal notes were made in order
to subsequently verify any information that would be reguired,

4. After seeing the Comparative Statement (Ex. 38), Dr. Mistry was unable
to say why or when " NTS * was written against any of the items in the remarks
column. According to him * NTS ' probably means ** not to specifications . He
could not say whether NTS in any of the items in Ex. 38 was written contempora-
neowsly or befere or after the meeting of that day. The Comparative Statement was
not seen by the members but was merely read over to them tender-wise by the
representative of the Director of Industries. They could not see what was being
written in the remarks column but they did so at the time of signing Ex. 38.

115. Dr. Mistry admitted that NTS iy capable of signifying many defects, one
of them being that the Libel was not according to specification or that the quality
or quantity or container may not be according to specification or that it may not
pass visual observation. He admitted that while rejecting Serial Nos. 2, 3 and 4 in
the Comparative Statement (Ex. 38), the exact reason for rejection had not been
noted. He admitted that only in case where the drug is not easily available, does
the Committee bave the power to relax the terms and conditions of the tender,
otherwise no relaaation of the terms and conditions of the tender is permissible.
He further admitted that the Committee never accepted conditional tenders, pamely
tenders subject to any condition. He also admitted that Alpana Pharma’s tender
being & conditional tender would be NTS and have been passed over to the next
tenderer at Serial No. 6, namely Franco ltalian. He admitted that even so Alpena
Pharma at Serial No. 5 was selccted despite its tender teing a conditional tender.
He could not say why even afier seeing Alpans Pharma’s file (Ex. 37} which he had
not seen before. He had no recollection in what circumstances Alpana Pharma’s
tender was accepted even though it was a conditional tender.

116.  Nobody pointed out to him at that mexting that Alpana Pharma did not have
actually a licence, but_ was merely flourishing a lewter from the FDA that a licence
would be granted sutject to the establishment of u quality control laboratory within
2 months. Dr. Mistry admitied that when Alpana Pharma’s tender was under
discussion, he was under the impression that Alpana Pharms held a regular valid
liccnce and that they were in the market for two years. His aitention was not drawn
to office note at page i3 of Alpana Pharma’. file {Ex. 37) at the time o! the discussion
of Alpana Pharma’s tender. This note was not read over to any of the members.
He did not remember whether in the Comparative Statement (Ex. 38), the stxterent
in 1he remarks column pertaining to Alpana Pharma was read over to them. He

admitted that if all this had been brought to his notice he would never b ed
" . C ave COMCLIT
1n Alpana Pharma being accepted as alternate supplier. Yo on

17, After seeing Chem Puck’s letter dated 20th April 1984 he admitted that

- ¢ f this had his
notice he would not have cast his vote in favour of Chem Pa:k.been brought to

138.  Dr. Mistry agreed thal in the Com i i i
S8 parative Statem
to indicate why Deen Pharmaceuticals at Seri ent (Ex. 38) there is nothing

i o al No. 2 was disqualified as NTS.
E-,O;::}z";;:c;]‘gﬂ?ers can veriiy only the labelling and can visually oc{)serve the sample
would not be posl:ibclontccrmd' He agreed that from a Mere vistal observation it
or not. ¢ 10 gauge whether a sample of glycerine is of standard quality
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116. He did not remember if anyone mentioned at this meeting that he would

rsuade Alpana Fharma to withdraw their condition. The very fact that no other
tender after Alpana Pharma was considered showed that Alpana Pharma had agreed
to withdraw their condiffon. It 1s bewildering how Dr. Mistry could come to any
such conclusion in the light of his gwn admission that no enderers were present
ot that meeting and further that none of the Committee members had stated at this
meeting that Alpana Pharma should be persuaded to withdraw (heir conditional

tender.

120. Dr. Mistry did not preserve the private notes kept by him during the
discussion.  The only time he saw his private notes after the meeting was when he
signed the Comparative Statement (Ex. 38). He did not remember whether he did
so the same dey of the meeting or the following day or how many days thereafter.

121. Dr. Mistry also did not remember if any of the defects in Alpana Pharma’s
tendet were discussed at the meeting. He did not remember the discussion deposed
to by Satalkar, but admitted that if these defects in Alpana Pharma’s tender had been
bronght to his notice he would not have waived them, and it is because these defects
were pot brought to his notice that he voted in favour of Alpana Pharma. He
admitted that he was surprised that these defects should not have been brought to
his notice and that he came to learn of these defects for the first time in Alpana
Pharma’s tender from the newspaper reports. [t was the duty of the Director of
Industries Satalkar and the representative of the FDA to have brought these defects
to his notice but he does not remember whether Satalkar was throughout present
when the glycerine item was being discussed. He did not remember whether it
was pointed out to the members whether the grant of licence to Alpana Pharma was
conditional or unconditional or whether such a licence could be treated as a licence
or not, namely whether it was a valid or invalid licence, or whether it could be treated
as a licence at all. He admitted that if thesc aspects had been brought to his notice
then, he would not have voted in favour of Alpana Pharma. He also admitted that
if it had besn pointed out to him then that Aipana Pharma had not been in the
market for two years he would not have voted in favour of Alpana Pharma. Even
afier seeing the Comparative Statement (Ex. 38), Dr. Mistry could not say which
condition pertaining to Alpana Pharma was allowed to be withdrawn by the
committee.

122, This evidence coming from the lips of Dr. Mistry himself can but fead to one
conclusion, namely that Dr. Mistry was either inattentive or indifferent, guided as he
was by Dr. Kulkarni who, on Dr. Mistry’s showing, knew every thing about
these things. It is futile for Dr. Mistry to keep on repeating a dnauseum that he
would not have voted in favour of Alpana Pharma if all the facts had been brought
to his notice. Assuming that they were not, it was for Dr. Mistry as a responsible
member of the Commitiee to have asked for the facts, sought them out and asserted
himself, instead of being a silent spectator and virtually doing noting. To that end
while the evidence of Dr. Mistry does not indicate him to be a person who had any
interest in Alpang Pharma (or for that matter in anything clse going around him,)
it does indicate that he abdicated his dutics and responsibilities, and to that extent
%as guilty of negligence and dereliction of duty.

123. The macabre role played by the Professor of Pharmacology Dr. R. D.
Kulkarni can best he seen from his own evidence.

124. From 1972 until 13th February 1986 Dr. Kulkarni was attached to the
1.1 Hospital as Professor of Pharmacology except for period of ane year in 1976-77.
From 1972 he was a member of the Drugs Selection Committec except in 1976-77
When he held an identical post at the B. J. Medical College, Poona. He was a full
Ume Government employee. His Jast drawn monthly salary was Rs. 4,800 inctusive
of non-practice aljowance of Rs. 600. According to him, this was his only source
of income coupled with remuneration for examining papers of Ph.D., post graduate
and other students,

125, White b Professor of Pharmacology, he started two units for doing
Tesearch work inet}\:aai_ J.Ofl:?ospital. namely Unigyl (Clinical Pharmacotogical Unit)
In 1969 and Unit 11 (Dr. R. D. Kulkarni Research Unit) in 1972-73. Dr. Kulkarni
was the Director of both units. The patron of Unit I was Hoechst Pharmaceuticals
With an annual grant of Rs. 1,00,000 to Rs. 1,50,000 to cover expenses. The pareon
of Unit IT was Himalaya Drug Company with an annual grant of Rs. 1,00,000 to
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cover expenses. The expenditure of these Units was budgeted.  Unit I had ap
account with the Syndicate Bank in the name of “ Clinical Pharmac;ologtcal Unit,
Grant Medical ”. This bank account was operated Jointly by Dr. Pinto Pereira of
Hoechst Pharmaceuticals and Dr. R, D. Kulkarni. Unit 11 had a savings account
with the Mabarashira S1ate Co-operative Bank, Opp. J. J. Hospital in the name of
“R. D. Kulkarni Research Account™. This savings account was opened on 22nd
July 1977 {the introducer being Dr. 8. V. Shaligram, J. J. Hospital) and was closed
on 25th April 1986. This account was operated by Dr. R. D. Kulkarni alone. Ip
Unit I there was no doctor connected with Himalaya Drug Co. assisting Dr. Kulkarni,
Indisputably these units were controfled by Dr. Kulkarni as is manifest from ‘1he fact
that after he left the J. J. Hospital in February 1986, both Hoechst and Himalaya
terminated their agreements on 21st March 1986 and 21st August 1986 respectively,

126. For the purpose of the present inquiry, we are concerned with Dr. Kulkarni's
manipulations in the savings account of Unit Il which was operated by him alone.
As will appear presently, from this account large amounts aggregating to about
Rs. 2,00,000 were received every year and farge withdrawals in cash or by cheque
were made including certain withdrawals which on Dr. Kulkarni’s own admission
were his personal withdrawals, having nothing to do with Unit 1. No account
baoks were maintained and no income-tax returns were filed.

127. In 1982, bio-availability data study work was done in Unit II by Dr, Kulkarni
for Artichem Laboratories, Pune.  Since then he knows Artichem’s partner Ramanlal
Karwa. On 30th May 1985 Artichem issued & cheque for Rs. 18,000 in favour of
R. D. Kulkarni Research Account. This amount was deposited by Dr. Kulkarni
in the savings account with the Maharashtra State Co-operative Bank. This amount
is said to have been legal payment for certain bic-availability data study work done
by Dr. Kulkarni for Artichem in 1984. However as will be shown presently, it was
nothing but a consideration given to Dr. Kulkarni by Ramanlal Karwa to ensure the
passing of Alpana Pharma’s tender by the Drugs Selection Committee of which
Dr. Kulkarni was a member. That is how Unit 1I’s savings account in the name of

“R. D. Kulkarni Research Account” solely operated and controlled by Dr. Kuilkarni
comes into the picture.

128, Dr. Kulkarni pontificated that this savings account in the Maharashtra
State Co-operative Bank was not his personal account and ne persons! expenses were
met by him from that account. This will presently be shown to be utterly false.
He knows a person by the name of Karwa, but initially sought to distance himself
from him by professing not to know his first name. He professed nov to have
remembered Artichem’s name that morning when he gave his evidence or even thai
1 Is situate at Pune, even though specifically asked, but suddenly remembered it
when Artichem was mentioned in connection with Karwa. Thus after such and
similar calculated and pathetic attempts to distance himself from Ramanlal Karwa
and Artichem, Dr. Kulkarni ultimately admitted that Ramanlal Karwa is the same
person connected with Artichem Laboratorics for whem Dr. Kulkarni had dcne
bio-availability data study work in 1982 and who had met him in 1984 for the same
purpose and that it was the same Ramanlal Karwa and the same Artichem frem
whom in the past he had received payments in the vicinity of Rs. 30,000. Initially
Dr. Kulkarni was categorical that receipts were always given to parties making
payments for the bic-availability data work done Ly Units L and 11, that such payments
weuld be recerded in the account books maintsined by the Unit concerned and that
a regular account project-wise was maintained. He socn had to swallow these
sanctimonious sentiments when he had to admit to the contrary, namely that he did
not prepare yearly account so as to tally it with the bank account, nor was oy account
malntained in the form of a ledger, cash book or journal and that the accounts
allegedly maintained have not been shown by him to anyone.

129 Dr. Kulkarni says that in 1983-84 the boi-availakilit b
him for Artichem Laboratories pertained to Tetracyclin, 1y data work done by

130. Dr. Kulkarni admitted that havin i

. ‘ { _ g received a cheque dat Ma
1984 for Rs. 18,000 from Artichem n favour of R. D. Kulkarqni R(ias’ez%cgofk}::coun{
Einra;\:; "?:n tthft: Bgn}( of _:\dél_l]l_ara?éhtra. Tilak Road, Pune but professed that it was
i r Or bot-availability data study done by Unit If immed; before of

immediately afier the receipt of the che ; mmediately before
) : que. Dr. Kulkarni put this cheque in the
305:}'"1:'(:8 S‘;ﬁ"‘:“s;?f Unit 1T, nemely R, D, Kulkarni Research A?:count. Tic!: meeting
£s Seiection Commitiee was after this cheque which Dr, Kulkarni received-

MGk, 2 3" 4.
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pr. Kulkarni profcssed that receipt was sent to Artichem according to the usual
practice, 1hat copies of receipts were kept and this payment of Rs, 18,000 would
pe recorded in the account books of Unit II. All these protestations were belied
yy his admissions that no receipt for Rs. 18,000 was given 1o Artichem (This is
aso corroborated by Ramanlal Karwa), that no copy receipts were ever maintained
ncither were any books of accounts, nor were any income-tax returns cver filed
even though Unit II received paymenis from various parties and made profit, which
Dr. Kulkarni facetiously calls, surplus. He admitted that if two studies were
smuitaneously done, there would be a surplus and if three studies were simul-
taneously done, the surplus would be larger. He would recover the full amount
fom each party even 1f the studics were simmltaneous, After cndeavouring to
make some distinction {to him, no doubt subtle, but otherwise unintelligible)
between profit and saving, Dr. Kulkarni admitted that there was usually a surplug
from the bio-availability studies and that such surplus was indecd recovered from
{he parties. He proclaimed his non-accountability to anyone by admitting that he
had never accounted for any surplus to any party from whom the surplus was
recovered and that on an average the annual surplus could be about Rs. 50,000
in respect of the studies done by Unit 1L and that bio-availability study was not
the only study donme by that Unit. Amongst several things Dr. Kulkarni was
unable to explain that if no profits were made, how it was possible for the account
to support activities such as alleged foreign travel of students attached to the Units.

131. He adnsitted that he alone could operate, the savings account opened in
the Maharashtra State Co-operative Bank in the name of R. D. Kulkarii Research
Account as in fact he did. At the time of the closing of account tifl April 1936
be withdrew the balance and utitised it for payments of bills pertaining to Unit 1L
Feor that there is only his ipse dixit.

132, Dr. Kulkarpi’s asserfain that the savings accouni in the Maharashtra State
Co-operative Bank was never treated by him as his personal account was demon-
sirably untrue from his own admissions that a number of withdrawals had been
made by him for his personal expenses, to name a few, payments to the Diners.

Club, the C.C.1., to George Motors for repairs to his personal motot-car, Rs. 15,000
- to a builder towards the conpstruction of Dr. Kulkarni’s bungalow at Pune and

electricity bills.

133. Dr, Kulkarni admitied that he had dealings with Tri-Star Constraction Co.
T:hﬁ)f had constructed bis house at Pune. On 17ih May 1983 Dr. Kulkarat had
given a cheque for Rs. 15,000 to Tri-Star Construction Co. from his account. He
admitted that he had paid other amounis 1o Tri-Star Construction Co. from his
personal account, but not from this account. On J4th January 1983 he paid George
Motors from this account a sum of Rs. 875 for repairs to his motor-car. On {lth
July 1983 from this accoint he paid the BEST clectricity bill for his #lat amounting
o Rs. 147. On 25th April 1984 out of this account he paid Rs. 555:35 to the
Mandvi Post. Office for his tclephone Dbill. On 9th July 1985 out of this account
k¢ paid to the Reserve Bank an amount of Rs. 804-50 for his telephone bill. None
of these amounts and many more, did Dr. Kulkarni ever think of putting back
Into this account. And there was reasons for his not doing so; because he treated
this account as his secret undisclosed personal account, which indeed it was.

134, Subject to making his calculations he admitted that the Baok’s statement
Ievealed (/) that betwecn 1st January 1983 and 31st December 1983 the amounts
deposited agpregated to Rs. 2:31,342 and the withdrowals agregated to Rs. 221,530
¢aving a credit balance of Rs. 50,9€8 as on 3lst December 1983, (/) that in 1983 he
had paid Jadhay and Co. various amounts aggregating to Rs. 24,475 and to one
Bane Rs. 26,000, (it thut from lst Janvary 1984 till 31t December 1964 he had
deposited in this account zmounts aggregating to Rs. 3,94,381 ond had withdrawn
amounts aggregating lo Rs. 3,98.807 leaving a balance of Rs. 39,375 a: on 31st Decem-
ber 1984, (iv) that in 1984 he had paid Jadhav and Co., Rs. 61,125 and to Bate
Rs. 31,500, (V) that from st January 1985 10 315t Docember 1985 hic had deposited
Rs.1.95.268 und bad withdrawn RS, 2,04,325 leaving 2 balance of Rs. 5,258. 44 as on
315t Docember 1985, (vi) that from Ist January 1986 to 25th April 1936 he had depor
sited a total amount of Rs. 66,318 and had withdrawn ani-unts aggregaung 0
Rs. 81,371, He admitted that on 25th April 1986 when this account was closed, he
Withdrew the balance of Rs. 4,716. 59 by a bearer cheque made. out in the name of one

aWle, a clerk in his Unit to enable him (0 withdraw the amcunt and to pay it to

r. Kulkarni which Tawte did. Despite an opportunity givea to Dr. Kulkarni to the

H 4651-14
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.extent of keeping his evidence in abeyance for several weeks, Dr. Kulkarni never
ventured to give any explanation regarding the vast amounts withdrawn by him pur-
portedly towards the expenses of Unit 11 or dispute the correctness of the Banlis
-statement which of course he could not. There 1s nothing beyond Dr. Kulkarai's
ipse dixit that all withdrawals pertaining to this account were made for vartous research
projects and that all receipts, namely credit eatries, are supported by the copy bills,
none of which is forthcoming. Dr. Kulkarni finally admitted that he was not in
4 position to explain all the debit and credit entries appearing in this account.

135. Dr. Kulkarni's affectation that he made disbursements for his personal
requirements from his personal Bank account in Bombay and Pune, does not militate
from the fact that [rom R. D. Kulkarni Research Account Dr. Kulkarni did fikewise.
He cannot be heard to say that though he was not supposed to utilise this account
for his personal expenses, he did so by mistake or that he had not taken any steps
to replace into this account the amounts which he had taken towards his personal
expenses. Between November 1982 and 7th January 1986 he claimed payments
towards research bills aggregating to Rs. 17,147 from his personal account. This
seeming act of generosity however Dr. Kulkarni did not satisfactorily explain. He
admitted that his residential telephone bills had been paid from R. D. Kulkarni
Research Account. It was so because his residential telephone had been mainly
used for arranging conferences, seminars and for other official purposes. Though
this account was an official account, he unintentionally utilised it partly for his private
purposes and he also used his personal account for official purposes. He admitted
that he had never tried to replace what he took from the official account for his private
purposes and vice versa, He claimed that a total of about Rs. 400 only was drawn
by him from the official account in excess of what he hdd drawn from his private
account for official purposes. Though as stated earlier ample opportunity was given
to him to give an explanation, and though he was represented by an advocate,
Dr. Kulkarni did nothing of the kind. -

136. The relevance of this account is that it is into such an undisclosed and un-
accounted for account operoted solely by Dr. Kulkarni as his personal and private
account, that Dr. Kulkarni sought from Artichem a cheque ih the name of R. ID
Kulkarni Research Account so that it could be pul into that account and utilised by
him without anyone being any the wiser. This was genius in its very simplicity.

137, For Astichem Laboratories, Dr. Kulkarni had done three simultaneous
studies, each study comprising of different drug and for each drug there were two
samples, thus for Artichem, he had done six studies. For the first two drugs, the
cost of analysis was higher than normal. The total cost of these six studies came to
Rs. 18,000 as cstimated. He does not remember if any estimate was given to Artichem
in Tespect of these six studies. Here it may be stated that even according to Ramanlal
Karwa no estimate was given. When Ramanlal Karwa met him in 1984,
Dr. Kulkarni told him to get the bio-availability data studies done by Haffkine
Institute and that he would do the studies if Haffkine did not do. Prior to his
receiving Artichem’s cheque dated 30th May 1984 for Rs. 18,000 (Ex. 170)
Dr. Kulkarni had received Artichem’s cheque for a lesser amount which he had
returned. He does not remember in whose name that cheque was drawn, or its
amount. Be that as it may, the record discloses that the earlier cheque was only
for Rs. 12,000 made out in the name of Professor of Pharmacology. After
Dr. Kulkarni’s tefusal to accept that cheque, Artichem sent their fresh cheque

for Rs. 18,000 made out at Dr. Kulkarni’s behest in the name of R. D. Kulkarni
Research Account,

138, Now was this Rs. 18,000 really in payment for bio-availabilit orts?
Evidence unmistakably shows to the contrary. % iy data rep

139. Dr. Mistry, Professor of Medicine at Grant Medical College was attached
to Unit T as Associate Director and alongwith Dr. Kulkarni was one of the members
of the Drugs Selection Committee. Even so, Dr. Kulkarni admits he never brought
to Dr. Mistry's notice or to any other Committee member that he, i.e. Dr. Kulkarni,

was doing boi-availability data study for Artichem. This bes ks is’
guilty mind and a guilty conscience. His motive is suspect. peaks Dr. Rulkare!

140. The glycerol tenders shown in the Com i
C ] parative Statement (Ex. 38) were
the last to be discussed at the meeting; the discussion of these item(fmok)about

; 5 L g got over at 600 p.rn.  Dr. Kulkarni denied that t
item was dlsposed in tw i is i i
; io{l-m two or thrf’,e minutes because of his 1mpendmg dcpartlllﬂ
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141, Dr. Kulkarni admitted that the only thing in this handwriting in the compa-
rative Statement (Ex. 38) is his signature. This was the only comparative statement
vetween the four Committee members. The Comparative Statement was read over
to the members by a staff of the Industries Department. Thereafter cach sample
was seen by the members for their opinion whether it was acceptable or not, The
persons from the Industries Department would then inform them which was the
lowest tender; thereafter if the unanimous opinion of the four members was that the
sample was acceptable and the tenderer was reliable, his tender would be accepted.
He admitted that no sample of glycerol was rejected on the ground that jt was sub-
standard and that a mere visual inspection of the sample would not indicate whether
it was sub-standard or not.

142. He admitted that the exact reason for rejection of Deen’s tender is not
mentioned in the Comparative Statement except that it was * NTS’, which would
mean that either the quantity in the sample botile was insufficient or the labelling
requirements were not fulfilled. The Committee went strictly by specification and
had no right to reduce the rate offered by a tenderer without his consent or to impose
without the consent of the tenderer any condition which was not in the specification.
He admitted that even so without the consent of Alpana Pharma, its tender was
accepted subject to Alpana Pharma withdrawing the condition imposed in its tender.
He admitted that there was no discussion about awarding the contract to Decn
subject to their complying with the specification and further that virtually there was
nothing objectionable about Deen’s sample and that the rate quoted by Deen
was the lowest along with the rate quoted by Chem Pack. He admitted that no
reasons have been stated in the Comparative Statement (Ex. 38) why tenders were
rejected, and conceded that the Committee was bound to have stated the reasons.
He admitted that in respect of Deen Pharmaceuticals, the Industries Department
had not stated any objection in the remarks column of the Comparative Statement
(Ex. 38) and that the remarks ¢ NTS ’ against Deen was written by the staff of the
Industries Department after the discussion about Deen had taken place.

143. Dr. Kulkarni tried to lay the biume on the Industries Department that it
was primarily the duty of that Department to inform the Committcc members.
which specification had not been complied with by the tenderer and that in this
duty the Industrics Department had failed.  According to Dr. Kulkarni, 1t was
also the duty of the Industries Department to bring to the notice of the Committee
members that a tenderer must be in the line for at least two years and that in this
duty too the Industries Department failed. He professed ignorance that Alpana
Pharma was not in the line for the requisite period of 2 years prior to their making
the tender and that this spceification in the case of Alpana Pharma was not considered
by the Committes becanse it was not brought to the notice of the Commitice members
by the Industrics Department. In the case of Deen, the Industrics Department
did not point out to the Commitiee that the quantity was not according to the
specification ; it is mowt likely that the only objection to the Deen’s tender was to
the labelling of the sample for which the FDA is the only compstent authority.

e remember that all the Commitiee memters were unanimous that Deen’s 1ender
did not comply with the specification. He expressed his inability to state 1f_ there

d been any objection regarding Decn because nothir? was mentioned in the
remarks column of the Comparative Statement (Ex. 38). He admitted 1o the
possibility of NTS hoving been written by mistake in the remarks column of Ex. 38
against Deen (Serial No. 2), Tridal Chemicals (Serial No. 4) and Shreepbal Lab
(Serial No. 9), as also to the possibility that NTS may have been written apainst,
these three serial numbers subsequently and that this would also be applicable to
all other remarks pertaining to other tendercrs in the Comparative Statement (Ex. 38).

144. He admitted that one of the specifications required was that the tenderer
must submit the literature xlong with the sample. He did not sec any such literature
and admitted that if Alpana Pharma did not supply the literature it had not complied
With the conditions of tender. He did not remember if Alpana Pharma had satisfied
all the conditions of tender, but it had satisfied ail the condlt‘lo‘ns of latelling.
7. Kulkarni was positive that the discussion on Alpana Pharma’s item took about
3 minutes: other items if simple and straight forward took about a minute or a
Minute and half ecach. Dr. Kulkarni however did not remcmber why Alpana

harma’s item, should have taken S minutes. The irresistible inference 1s that it
Must have taken some time for Dr. Kulkarni to prevail upon the other members.
of the Committes to extend their approval to the grunt of the contract to Alpana

arma in the tecth of the fact that its tender should have been rejected at the outset.
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1t is here that the payment of Rs. 18,000 by Artichem to Dr. Kulkarni assumes
sinister dimensions.

145. What are those sinister dimensions 7 In 1984 Artichem had filled in its
tender for 40 items. Nine of them required bio-availubility data reports to be
filed along with the tender. Some reports of Haffkine Institute and some of the
Pharmacology Department, Grant Medical College, were filed. The letier was
certified by Dr. Kulkarni as Professor of Pharmacology, Grant Medical College.
Aceording to both Dr, Kulkarni and Ramanlal Karwa, the consideration for Arti-
chem’s chegue of Rs. 18,000 was the bio-availability study work done by Dr. Kulkarni.
This version does not bear the light of scrutiny. Tndisputably, Ramanlal Karwa
was the guiding factor of Alpana Pharma. To start with, (a) the closing date of |
Alpana Pharma’s tender was 27th April 1984, Artichem’s chequel for Rs. 18,000
was made out on 30th May 1984; (b) Six bio-availability data reports produced
‘by Ramanlal Karwa reveal that they are of June-July 1984, namely two of 30th June
1984 and four of 9th July 1984, i.e. over a month and more of Alpana Pharma’s
closing date of tender on 27th April 1984; (¢} these reports are not on any letier-
bead but are mere cyclostyled forms signed by Prof. R. D, Kulkarni, Profussor
and Head of the Department of Pharmacology, Grant Medical Collepe; (d) they
do not indicate that this study work was done by Unit II and (¢) even assuming
it was, Dr. Kuikarmi’s Unit II was in any event not a laboratory or organisation
authcrised to give bio-availability study reports under tender condition 29-A. It
is therefore manifest that if at all bio-availability data studies were done, they were
done by Dr: Kulkarni in his personal capacity and also that the payment to
Dr. Kulkarni of Rs, 18,000 was uncounecied with these reports produced by Ramanlal
Karwa. Ramanlal Karwa wanted the bio-availability data reports for filing them
with the tender which closed on 27th April 1984. Hence these six reports prepared
in Jupe and July 1984 would be useless and could possibly have no relation to he
tender already submitted over 2 months earlier. There is no documentary evidence
whatever which connects this payment with the bio-availability data studies for the
purpose of filing a tender with the C.8.1.0. It is not without its own significance
that Dr. Kulkarni was unable to produce any proof that the bio-availability datz
studies had in fact been cerried out.

146. In Artichem’s books of accounts an account was opened in the name of
Dr. R. D, Kulkarni Research Account. There is a debit eniry of Rs. 18,000 in
this account under datc 3lst May 1984, In Artichem’s books of accounts there
is also a Professional Fees Account. However, curiously enough even though
this amount is shown as professional fees, it is not debited to that account. This
shows that despite the protestations of Dr. Kulkarni and Ramanlal Karwa, this
amount of Rs. 18,000 was not paid to Dr. Kulkarni by way of professional fees.

147. In Sepiember 1984 C.S.P.O. intimated to Alpana Pharma of its being
awarded the rate contract for glycerine and 2 other items. It was only thereafter
that in Artichem's books of accounts a credit entry for Rs. 18,000 in Dr. Kulkarni
Research Account under date 30th September 1984 is made. This is an adjustment
entry. No explanation i§ forthcoming why this adjustment entry should have been
made only on 30th September 1984 or why initially on 3ist May 1984 itself the

amount was not debited to the Professional Fees Account in Artichem’s books of
accounts,

148.  Further no reccipt has been given for this amount of Rs. 18,000 received from
Artichem. There is no documentary avidence to connect this payment of Rs. 18,000
with any bic-availability data work allegedly done for the purpose of its being filed
with the tender on 27th April 1984. [n any event, there is nothing to show that
Rs. 15,000 was the cost of those six reports. How this figure of Rs. 18,000 was
arrived at is a mystery for which no explanation has been forthcoming from the
persons it should have, viz. Dr. Kulkarn! or Ramanlal Karwa. However it would
not be out of place to recapitulate that on 23rd May 1984 a blank cheque was issued
by Artichem in favour of Professor of Pharmacology, in which Artichem’s liaison
man Parulekar filled in the figure of Rs. 12000, This cheque was refused by
Dr. Kulkarni as for obvious reasons he did not want it ig the game of Professor of

meet his approval. There-
by Dr. Kulka

tni in his secret undisclosed account without issuing a receipt-
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149. Tt may legitimately be asked if Rs. 18,000 was given as an inducement to
pr. Kulkarai for passing Alpana Pharma’s tender, surely the payment would have
been made in cash and not by cheque.

150. The answer is as simple as it is obvious. Ramanlal Karwa, a shrewd business-
man was not the one to take any chances. The cheque would be evidence of pavment
in case a refund had to be called for it the rate contract was not granted to Alpana
Pharma. Moreover by making a cheque payment, Artichem would get deduction
from the income-tax, whereas Dr. Kulkarni had nothing lose as his R. D. Kulkarni
Research Account had uever been disclosed by him to anybody and least of all
to the income-tax authorities. Hence it would be completely safe for this amount
of Rs. 18,000 to be received by Dr. Kulkarni by cheque and advantageous to Ramanlal
Karwa to pay it by cheque.

151. Undoubtedly the rate coniract awarded to Alpana Pharma was done,
to say the least, in a highly irregular manner whete obvious deficiencies were swept
under the carpet. As the senior-most and most experienced member of the Drugs
Selection Committee Dr. Kuikarni carried every member with him. This is admitted
by Satalkar. Dr. Mistry was indifferent and Ieft it all to Dr. Kulkarni and Asstt.
Commr. Ravkar himself being Dr. Kulkarni’s rescarch student would not dare
to go countcr to the opinion of his mentor Dr. Kulkarni. Dr. Kulkarni took
advantage of his position, status, experience and the respect which he seems to have
commanded from the other Committee menibers. To them he was the guiding
light and his pronouncements infalliable. With the expetience of over 10 years
at his commard in the Drugs Selection Committee, there is nothing that Dr. Kulkarni
did out of ignorance or mistake. His action was calculated to give the contract
to Alpana Pharma as a quid pro quo for the Rs. 18,000 which he had received.

152. Despite opportunities being given to Dr. Kulkarni to explain even in the
witness-box why serial Nos. 2, 3 and 4 of the Comparative Statement (Exhibit 38)
were rejected, he was unable to do so.  The sole intention obviously was to disqualify
these tenderers and after Chem Pack at serial No. 1 come straight to Alpana Pharma
at Serial No. 5 and willy-nilly pass Alpana Phatma’s tender. In aa unprecedented
move Alpana Pharma’s tender, though a conditional one, was accepted subject to
withdrawal of the condition. None of the Committec members have given any
plansible reason why it should have been assumed that Alpana Pharma would with-
drew its condition, as a result Serial No. 6 was not considered.

153. The only person who obviously knew this was Dr. Kulkarai, known as he was
to Alpana Pharma’s guiding hand Ramanlal Karwa whose cheque for Rs. 18,000 he
had received and accepted on 31st May 1984. Quid pro quo. Itis amply manifest
that Rs. 18,000 was not paid by Ramanlal Karwa for bio-availability work.

154, The timing of this payment is also significant. The tenders were filled on
the last date, viz. 27th April [984. This cheque for Rs. 18,000 is dated 30th May
1984 and could never have been payment for bio-availability reports of 30th June and
Sth July 1984. Hence by no stretch of imagination can either Dr. Kulkarni or
Ramanlal Karwa maintain the legitimacy of this payment of Rs. 18,000 as for bio-
availability reports of June and July 1984, that is over two months after the .clqsmg
of the tender on 27th April, 1984. ~The books of accounts of Artichem also indicate
that this amount of Rs. 18,000 was not intended to be a fee for research work an
adjustment entry was made on 30th September 1984 after Dr. Kutkarni did the work
for which he had becn paid and Alpana Phatma got the contract.

155. Even in the witness-box, despite opportunities given to Dr. Kulkarni, he was
unable to justify how Alpana Pharma’s tender could possibly have been accepted
in the teeth of the number of breaches from which it suffered.  Dr. Kulkarm cannot
be allowed the cscape route he assails by throwing the blame on.the Industries Depart-
ment. Dr. Kulkarni {avoured Alpana Pharma by shutting his eyes to the obvious
and patent deficiencies in Alpana Pharma’s tender and even to the extent of resorting
to the unprecedented sizp of accepting Alpana Pharma’s conditional contract on the
unexplained assumption that Alpana Pharma would withdrew its condition. There
Was 1o reason for any such assumption unless Dr. Kulkarni was in league with
Ramanlal Karwa who was interested in Alpana Pharma getting the contract.

156. From the evidence of Artichcm’s liaison officer Parulekar it is manifest that
the original bio-availability data study reports did not accompany the tender in the
teeth of tender condition 39-A, for the simple reason that while the tender was sub-
Mitted in April, 1984, the bio-availabiility data study reports were of June and July

Hence, if the tender was considered by Dr. Kulkatni without the bio-availa-

Ex. 38
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bility data study reports, it was a dereliction of duty on his part.  If he considered
the tender with the bio-availability data study reports (or even xerox copies thereof)
he must know that the reports were his own reports subsequent to the filing of the
tender. To have done so was equally a dereliction of duty on the part of Dr. Kulkarni,
In considering his own reports and without disclosing to the other members his con-
nection with Artichem and the preparation of those reporis, Dr. Kulka;-m was equally
guilty of dereliction of duty. Therefore, locked at from any point of view in
addition to corruption, dereliction of duty on the part of Dr. Kulkarni is also establi-
shed.

157. Even if Dr. Kulkarni’s evendence is read in comjunction with that of
Ramanlal Karwa, it makes no better reading.

158.  Ramanlal Karwa is a partner of Artichem, a Pune based pharmaceutical
manufacturing concern. Ramanlal Karwa has a vital interest in Alpana Pharma.
He admitted that for such items where bio-availability data is necessary, reports
must be submitted to the C.SP.Q. along with the tender documents. Tender
Condition 29-A sets out the names of the organisations or institutions authorised
to give bip-availability data reports, viz. (i) the Drug Control Laberatory of the
FDA, (i) Haffkine Institute, (i) Pharmacology Department of G. S. Medical
Coltege and (iv) Pharmacology Department of Grand Medical College. Ramanlal
Karwa admits that these are the only recognised laboratories, organisations or
institutions from whom bio-availability data can be obtained and none other. Hence
it is manifest, as was afso admitted by Ramanlal Karwa that R, D. Kulkarni Research
Unit (viz. Unit-II) was not an organisation or laboratory recognised under tender
condition 29-A for the purpose of giving bic-availability data reports to tenderers.

159. Ramanlal Karwa deposed thar in 1982 also Artichem had wanted bio-
availability study reports as it had applied for rate contracts. In 1982 the 1ecognised
institutions for giving these reports were the same &8 those named by him earlier,
In respect of this bio-availabinty study the report had been certified by Dr. R. I
Kulkarni as Professor of Pharmacology, and the cheque was made out by Artichem

in favour of Professor of Fharmacology, Grant Medical College and accepted by
Dr. Kulkarni without demur.

1€0. In 1984 Artichem had applied for a rate contract for about 40 items, out of
which bio-aveilability data was required for 9 jtems. Remanlal {Karwa approached
Dr. R. D. Kulkarni personally for the preparation of the bio-gvailability study
reports.  He told him that he wanied to have that work done from the Greant
Mcdical College where upon Dr. Kulkurni directed him to the Haffkine Institute.
The‘ follo}v-up work was done by Ramarlal Karws's brother Rameshwar, and
Artichem's Bombay lidison man Purvieksr. Later Ramanlal Karwa returned to
Dr. Kulkerni & Haffkinz Institute was unable to carry oui all the bio-availability
study reports.  On record there is 4 letter date.) |6th April 1984 [Ex. 203 (collectively)]
{from Artichem to Huffkine In.titute wherein it is stated that the fast date for
submission of tenders 's 15th Apri] 1984, and the Artichem requried bip-availability
data reports for stbm'ssion along with the tenders. In replay Haffkine Institute
addressed a letier to Artichem on 24th April 1984 [Ex. 203 (collectively)], stating
that they would take av least one month to prepare bio-availability data reports
after submission of the samples to them and that their charges would be Rs. 2,000
and Rs. 850 tespectively for Ampicilin and Refampicin capsules.

161. Inrespect o these 9 items Ramantal Karwa says he obtained these reporis
from Haffkine Ingitute and the Pharmacology Department of the Graeni Mc%ical
College. The letter were certified by Dr. R. D). Kulkarm as Professor of Pharma-
cology of the Grent Mcdical Coilege. Ramanlal Karwa admitied that there w:s 00
agreement Litween him and Dr. Kutkarni regarding the payment of any fixed charze
o Dr. Kuikarn, there was also no agreement for psyment to Dr. Kulkarni on'y the
Costs actually incurred by him, and that Rumanlal Karwg paid to Dr. Kulkarni
whatever he asked for. Ramanlal Karwa did not make any payment ot the Phurma-
cology Department of the Grant Medical College for the big-availability data report.
Initiatly the payment was offered by a blank cheque drawn by Artichem in favour
of Professor of Pharmacology, Grant Medical College, and sent to Artichem's

the figure of Rs. 12,000 but
arni as the amount was inadequate and for

) : . D, Kulkarnj Rese t
afresh cheque was mude out for Rs, 18,000 in the naerfl:;‘}hﬁ %“ﬁﬁlkagf rﬁg&rﬂfh
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Account which wes accepted by Dr. Kulkarni. According to Ramanial Karwa
this amount of Rs. 18,000 was paid by Artichem as fee of Dr. Kulkarai which as such
was to be appropsiated in its entirety by Dr. Kulkerni for preparing the bio-availa-
ability study reports. This was Ramanlal Karwa’s business expenses; it was his
ractice to debit such expenses to the Professional Fees Account in Artichem’s books.
Ramanlal Karwa's accountant Apte had standing instructions that whenever no
amount was to be refunded, it must bedebited to the Professional Fees Account in
Artichem’s books.

162. Ramanlal Karwa continued that a copy of the 1984 report was sent to him
by Dr. Kulkarni certified by him as Professor of Pharmacology. Initially Artichem
nad been awarded contract for one product only out of the nine for which he had
obtained the bio-availability study reports. Luler Artichemn made a claim under
the 33 per cent reservation scheme apglicable to units in backward areas. Under
that scheme, Artichem got a contract for about 7 to 8 other products.

163. Ramanlal Karwa admitted thatin 1983-84 R. D. Kulkarni Research Account
{Ex. 179) was opened in Artichem’s books of accounts; that this was dopefor the Bx, 179
payment of Dr. Kulkarni's fees and that this amount of Rs. 18,000 was debited to
thzat account on 3Cth May 1984. This amount of Rs. 18,00G was not a loan given
to Dr. R, D. Kulkarni nor was it an on-account payment and that he had told his
accountant Apte that this amount was paid as Dr. Kulkarni’s fees. Ramanlal Karwa
knew that this amount was not debited to the Professional Fees Accout in Artichem’s
books till 30th September 1984 which was the end of the accounting year and claiming
itto be a practice followed in respect of all fees paid to professional persons. Ramanlal
Karwa finally had to give a go-by to this so-called practice when his attention was
drawn that out of 30 fo 40 entries in that account, only the last four had been debited
g élie parties, one of them being Dr. R. D. Kulkarni for Rs. 18,000, on 30th September

164. Ramanlal Karwa admitted that he was aware that in the Drag Selection
Committee of the CSPO in 1982 and 1984 Dr. R. D. Kulkarni was a member and
as such would be in charge of awarding contracts in respect whereof Ramanlal
Karwa had filled in the tenders. Howaver according to him, that was not the
reason why he got the bio-availability siudy work donc by Dr. Kulkarni in 1982
and 1984." He admitted that when he approached Dr. Kulkarni in 1984 he had
informed Dr. Kulkarni and Dr. Kulkarni kaew that e, i.c. Ramanlal Karwa, was
going to fil in tenders with the CSPO. Ramanlal Karwa admitted that before he
contacted Dr. R. D, Kulkarni he was aware of tender condition 29-A as also the
fact that only the four institutions named by him carlier were authorised to carry
out bio-availability data studies, Except Halfkine Institutc which had agreed to
do only a few such studies, all the other institutions had declined to do so other
than Grant Medical College. However Ramanlal Karwa had not addressed any
letter either to G. S. Medicat College ot FDA Laboratorics asking them to do any
bio-availability data sutdy because Parulekar told him they werc not doing bio-
availability data studies.

165, When Ramanlal Karwa met Dr. Kulkarni in 1984 he did not inquire about
his fees for preparing the reports. Ramatnlal Karwa’s assumption was that Parulekar
had filled in the figure of Rs. 12,000 in the cheque he gave to Dr. R. D. Kulkarni
on the basis of the rates of the Haffkine Institute. He however admitted (—

T I would have paid whateveramount Dr. R. D. Kulkarni had asked. That
is why initially biank cheque had been sont for payment of his fees..........

Ramanlal Karwa was not surprised when Parulekar told him that this cheque should
be changed to R. D. Kulkarai Research Account. He knew that the report had
to be signed by the Professor of Pharmacology, Grant Medical College. Dr. Kulkarnt
never sent any receipt for the payment of this amount of Rs. 18,000 nor did he send
im any statement of acconnt. No covering letter was sent by Dr. R. D. Kulkarni
with the bio-availability study reports [Exhibit 176 (collectively)] which unlike the Esx, 176 (colly.}
data study reports of Haffkine Institute, were not on the letter-heads of the Pharma-
cology Diepartment or of the Grant Medical College, but were typed on plain sheets
of paper, After asserting that the reports were signed by Dr. Kulkarni as Professor
of Pharmacology, Grant Medical College, Ramanlal Karwa admitted that the
teports only bore the initials of Dr. R. D. Kulkarni and were not s;gned by him
as Professor of Pharmacology. He admitted that the reports [ Exhibit 177 (collec- Ex. 177 {colly)
tively)] bore the signature of Dr. R. D. Kulkarni but not as Professor of
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Pbarmacology, Gran{ Medjcal Coilege. Hec admitted that there was qoth‘ing' in
these reports of Dr. R. D. Kulkarni to suggest their having been made by an institution
recognised and authorised to do so under tender condition 29-A. Raman]ai
Karwa was not surprised to receive Dr. Kulkrani’s study reports on plain sheets
of paper instead of on the letier-heads of Professor of Pharmacology of the Grant
Medical College; he says he did not think about it. Surprising answers coming
. from an astute businessman.

166. The criginal reports were collected by Parvlekar from Dr. Kulkarni ig
Bombay and were sent 1o Ramanlal Karwa after Parulakar got them zeroxed for
being submitted to the CSPO. Pausing here for 2 moment, this could only have
been done in June and July 1984 afier the closing data of the tenders becasues
Dr. Kulkarni’s reports are of June and July 1984. Thus coutrary to the tender
rules, the bio-availability sutdy reports were not even submitted with the tender in
April 1984. This in terms is admitted by Ramanlal Karwa -

“ These reperts were sent to the CSPOQ after the tenders were filled in

by Arti Chem.”

167. Here it may be stated that for the purpose of the present Commission of
Inquiry Dz. Kulkarni had engaged his own lawyer Mr. X. H. Joshi who was Present
when Ramanlal Karwa gave his evidence. Despite the fact that in order to test
Ramanlal Karwa's cvidence, positive suggestions were made to him that the amount
of Rs. 18,000 given by him to Dr. R. D. Kulkarni was not for the purpose of bio-
availability study reports but as an inducement to awarding the contract to Alpana
Pharma, Dr. Kulkarni’s learned Advocate Mr. Joshi contented himself by merely
asking two questions to Ramanlal Karwa. The first was an innocuous question
pertaining to the amount paid by Ramanlal Karwa to the Professor of Pharmacology
for the bio-availability data study done in 1982, 1o which the answer was Rs. 3,000
for one product. The second question was :

* Question—Yesterday you stated in para 68 at page 10i4 of your evidence
that you would have paid whetever amount Dr. R. D, Kulkarni had asked. Thereby
do you mean o suggest that you would have paid whatever would have been
Dr. Kulkarni's costs, fec and ¢xpenses ? .

Answer—Yes. »

By giving this answer Ramanfal Karwa contradicted Dr. Kulkamni according to
whom he charged no fees for giving his bic-availability study reports. Thus by
confining himself to these two questions, Dr. Kulkarni’s learned advocate Mr. Joshi
did not make even the slightest attempt 10 assail any calrification from Ramantal
Karwa on the most vital aspect of quid pro guo repeatedly suggesied to Ramanlal
Karwa. No doubt, Dr. Kulkamni’s learned advocate considered discretion to be
the better part of valour.

168. At this stage it will be convenient to recapitulate Parulekar’s evidence on
this aspect.

169. L. S. Parulckar was Artichem's liasion man in Bombay from April 1984
to April 1985, He was pre-eminently fit to be so Iooking as from 1947 to 1983

170.  As Artichem's Bombay liusion ofticer, Parulekar was always in Bombay
and never went to Pune where Artichem is based. His dutics were to take £ ollow-up
actions with the varjous departments (but not the FDA), 10 wit-taking follow-up
acton in the cencerned department where Artichem had filled up ferms charting
Artichem’s progress in that department and give the feed-back to Artichem.

171, In May or Junc 1984, Parulekar accompanied ;
latter’s v::su to Dr. R. D. Kulkarni at the J. ). H%spital.RaTnéznfﬂo ﬁigaclggetgg
together in Dr, Kulkarni's office for 15 minutes. Parulekar waited outside. When
Ramanlal Karwa came out, he told Parulekar to go to the Haffkine Institute as
Grant Medical College was not undertaking bio-availability gasa studies. Parulekar
n}adc no enquiries whether any of the 4 institutions mentioned in tender condition
No. 29-A would carry out the bio-availability data sutdy work for Artichem. but
accord}ng to him, came to know frogm Tepresentatives of other firms that they were
not Jdoing so. Pausing here fora moment, this negatives Ramanlal Karwa's evxydence
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{pat inquiries to that end had been made by Parulekar. Parulekar however admitted
that unless those four institutions mentioned in tender condition No. 29-A did
pio-availability data study, their names would not be found in tender condition

No. 29-A.

172. Parulekar continues that at Ramanlal Karwa's behest he went to Haffkine

Institute where the rate quoted was between Rs. 2,000 to Rs. 2,500 per study; however

ine Institute agreed to undertake studies in respect of 2 products and regarding

the others directed him to Dr. Kulkarni at Grant Medical College. Regarding the

mtter, there is only Parulekar’s bare word in which he is not even corroborated by
kis employer Ramanlal Karwa.

173. Thereupon Parulekar addressed a letter to the Professor of Pharmacology
after making inquiries with Dr. Kulkarni’s stenographer. Parulekar however did
ot make any inquirfes as t¢ what Dr. Kulkarni’s charges would be; he assumed
that they would be comparable with those of Haffkine Institute, and telephonically
informed Ramanlal Karwa that the charges of the Grant Medical College would
come to about Rs. 2,000 per study.

[74. Regarding Artichem’s blank cheque, Parulekar says that Ramanlal Karwa
sent a cheque for Rs. 12,000 in the name of Professor of Pharmacotogy; Parulekar
had never scen that cheque. In this regard, Parulekar is obviously mistaken because
indisputably and even according to Ramanlal Karwa himself a blank cheque had
been sent to Parulekar by Ramanjal Karwa and Parulekar had himself filled in the
amount of Rs. 12,000. Parulekar continues that he went to Dr. Kulkarni's office
where the cheque was not accepted on the ground that it was made out in the name
of Professor of Pharmacclogy. Parulekar telephonically informed Remantal Karwa
that he should send Farulekar a fresh cheque in the correcl name. Ramanla] Karwa
did so by Artichem’s cheque dated 30th May 1984 for Rs. 18,000 in the nume of R. D.
Kulkarsi, Research Accouni. Parulekar delivercd this cheque (Ex. 170) at the.
office of Dr. Kulkarni. No reccipt was given to him. However Parulekar took
the clerk’s signature on the copy of the covering letter (Ex. 175).

175. Parulekar had xerox copies of the reports and took the original and xerox
copies to the Industries Department. The originals were returned to him after

verification and the xerox coples Wwere retained by the Industries Department.
Parvlekar sent the originals to Ramanlal Karwa st Pune.

176.  With this evidence of Ramanlal Karwa and of the liaison man Parulekar in the
forefront, what does it ali boil down to T 1t is manifest that Ramanlal Karwa was
aware that the bio-avzilability study required to be done under tender condition 29-A
could only be by the four recognised institutions mentioned in condition 29-A and
actually named by him. It is also manifest that Ramanlal Karwa was aware that
Dr. R. D. Kulkarni Research Unit was not one of the four recognised and ‘al_lthonsed
institutions. 1t is not without its own significance that though Artichem’s lialson man
Paruiekar was depuied to do the bio-availability data study work, yet it was Bamanlal
Kurwa based at Pune who in 1984 personally went and met Dr. Kulkarni and was
willing to pay whatever charges Dr. Kulkarni wanted. This is of greater significance
in the light of Ramanlal Karwa's admission that he knew that Dr. Kulkarni was on
the Drugs Selection Committee. Who then could be better person fo tackle than
Dr. Kulkarni with the ostensible bait of getting bio-avuilabnllt)_ work dane by him
at any price demanded by him. Hence on Ramanlal Karwa's admission he did
not even bother to enguire from Dr. Kulkarni what his charges would be.

177. Parulekar’s evidence also shows that when Ramanlal Karwa met
Dr. Kulkarni at the J. J. Hospital, Parulekur was kept waiting outside Dr. Kulkarnt's
room. Unless what Ramanlal Karwa wanted to tell Dr. Kulkarni was of a dclicate
nature, there was no reason why Parulekar should be asked to wait outside instead
of teing introduced to Dr. Kulkarni for tollow-up action as Artichem’s fialson man.
Greater the reason is Ramanial Karwa sent Parulekar to Haffkine Institute to make
inquiries about bio-availability data study. This scemingly minor aspect has 1s

reflection on the later events culminating with Astichem’s cheque dated 30th May 1984

for Rs. 18,000 made out in the name of R. D. Kulkarni Research Account after Alpana
Pharma bagged the rate contract.

178. Tt is also manifest that Rs. 18,000 paid to Dr. R. D. Kulkarni were not only
to cover costs and expenses because on 30th September 1984 this amount was debited
1o Professional Fees Account.
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i i i i ith Ramanla]
179. I need not repeat what I have already said ea rlier while dealing wit
Karwa's evidence including his alleged practice to square up entries on 30th September.

180. The evidence of Ramanlal Karwa, read by iteslef or in cqnjunction with that
of Dr. Kulkarni and Parulekar or cither of them establishe; quid pro quo batwezen
Ramanlal Karwa and Dr. Kulkarni beyond reasonable doubt,

181. The next question that arises i§ : In passing Alpana Pharma’s tender, what
was the role played by Assistant Commissioner Raykar ?

182. Whatcver be the alleged sins of commission or omission of Assistant Com-
missioner Raykar concerning other aspscts, negligence on this aspct can be the
ultimate that can be said against him. Raykar attendsd 4 meeting of the Rate Con-
tract Committee when Alpana Pharma’s tender was passed. He dlfi S0 representing
Commissioner Bhirud who was hospitalised. Whatever be Raykar's alleged amzna-
bility to the Commissioner’s or ministerial influence, at least on the aspsct of the rate
contrict being granted to Alpana Pharma, there is no evidence that he was influenczd
in their favour.

183.  Assistant Commissioner Raykur deposed that in the meeting of 25th July
1984 which lasted from 11-00 a.m. tili 6-00 p.m. he was required to give his opinion
on the samples submitted by the various partics and the status of the suppliers.
About 5 items were selected in that mecting. Samples were seen by the members of
the committee including himseif; Alpana Pharma glycerine sample was the best. He
opinied it 1o be s, based 4s it was on the label, the glass bottle, the cap and the
clarity of the sample which he tested with his finger. Raykar says he brought to the
notice cf other members that Alpana Pharmea had not been in the market for two yearts.
However, the others were of the view that since glycerine is a chemical and had
mercly beeo repacked by Alpana Phisrma, the wo years period could be waived in their
case.  Raykar had no information about the source from which Alpana Pharma
had procured the glycerine nor did he make any inquiries regarding its source.

184.  Raykar admittsd that he was the only member of the Committee in a position
to state whether Alpana Pharma held a valid licence on the date they submitted
their tender, which according to Raykar, Alpana Pharma did by virtue of the Joint
Commissioner’s letler to Alpana Pharma. Raykar admitted that if all the breaches
of the Tender Conditions had beecn known to him at the time of the meeting, he would
not have agreed to the grant of the rate contract to Alpana Pharma. He explained
that all these facts could not be within his own knowledge because the papers pertain-

ing thersto were in the custody of the FDA, but in the custody of the Director of
Industries.

185. ~ Raykar admitted that at the time of the meeting those papers were indeed
available for his persual and the perusal of the other members. However, they
were not perused cither by himself or the other members.  The representative of the
Directorate of Industries told them that in Alpana Pharm’s case everything was in
order except that it had not been in the market for 2 years. This fact he himself
had brought to the notice of the other members and assumed that other require-
ments had been fulfilled by Alpana Pharma as represented to them by the representa-
tive of the Directorate of Industries. He conceded that well-established and reputed
pharmaceutical concerns are reluctant to fill in tenders for rate contracts and that
generally rate contracts are tendered by small pharmaceutical companies and persons
not well established and may not even be reputable.

186. To start with, cven assuming Raykar’s version that he had brought to the
notice of the other members that Alpana Pharma had not been in the market for two
years is incorrect, this fact was stated both in the scrutiny sheet as also in the Compa-
rative Statement (Ex. 38). There was no reason why Raykar should have taken
as gospc[ truth the statement of the Directorate of Industries that everything was
in order in the case of Alpana Pharma exept that it had not been in the market for
two years. [t is corrcct that at that time Raykar was a rescarch student doing his
M. Pharm. in the Pharmacology Department of which D, Kuikarni was the Professor.
He may have looked up to Dr. Kulkarni and even respected. Yet he was not
supposed to be a mere figure-head at the meeting. It s true Alpapa Pharma’s
packgrounq was not known to Raykar because the FDA itself did not know about
it for the simple reason that Alpana Pharma not having been in the market at all,
had no background which could be revealed by Alpana Pharma except to say that
Alpana Parma hgd not been in the market for two years which Raykar did, and even
assuming, he did not, was stated in the scrutiny sheet and the Comparative
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gatement. It is also significant that it was only for this period of 1984-86 that
e requirement of a performance certificate was dispensed with the result that
Raykar could bave had no knowledge of any performance of Alpana Pharma,
which in any event he could not have had because Alpana Pharma had not been
in the market at all.

187. In tbese circumstances, Raykgr’s negligence lay in that he allowed the
Director and /or Dr. Kulkarni to lead him by the nose and in subjugating his betier
judgement in favour of theirs.

138. This brings me to the rate escalation granted to Chem Pack and Alpana
Pharma. .

189. To that end, a reference to certain conditions in the Conditions of Tender
(Ex. 31) are periient. Condition 6 (4} and (b) reads as under (—

“ 6.(@) In the case of sicres, subject to price fluctuation ciause the details, viz.
() manufaciurer’s price ex-works or ex-point ¢f despatch whether on Rail or
Sea, (if) freight, (iif) dues, and (iv) other charges including firms margin should be
clearly and separately stated.

(b) Basis of revision in price, if claimed, should be accompanied by details or
variation. In no other case any revision of price admissible,

Condition 8-A reads as under :—

“In the event of the order being placed against any of the tenderers and it the
tenderer fails 1o supply any stores according to the terms and conditions of accep-
tance of tender or fails to replace any stores fejected by the Dircctorate or by any
person on his behalf within such time as may be stipulated, the Dircctor of Indus-
tries and Central Purchasing Officer shall be entitled to purchase such store from
any other source and at such price as the Director of Industrics and Central
Purchasing Officer shall in his sole discretion thinks fit. ™

It action as stipvlated above is taken —
“ (1) The offer of the defaulting contractor will not be considered.

{2) The defauliing contractor will be penalised to the extent of the difference in
the rates or 10 per cent of the value of the earlier order, whichever is higher.

(3) If the defaulting contractor fails to pay the penalty he will be permanently
delisted from the list of approved contractors of the C.8.P.0. and the registration
deposit of the contractors will be forfeited to Government.”

Condition 9 teads as under :—
“Tn the case of non-delivery and/or delayed delivery against an order placed
with you, the Dircctor of Industries and Central Purchasing Officer, reserves to
himself the right to impose such penalty in his scle discretion as he thinks fit.

Condition 16(3-A) and (3-B) reads as under i—
“16. General Instructions :—

{1) Priced Tender Form should be returned duly filed in, failing which quotation
will not be considered.

(3-A) Any statntory increase or decrease as an act of States or the Central
Government relating to Sales and other taxes shall be to the account of the
purchaser by a contractor. .

(3-B) Full Clagses—It is @ condition of the contract that all through the
Comrency thereof, the price at which you will supply the stores shovld not exceed
the lowest price charged by you to any customer during the currency of the rate
contract and that in the event of the prices going down below the rate contract
prices you shall promptly furnish such informaticn to us to cnable io amend the
Contract rates for subsequent supplies.”

190.  With these tender conditicns in the foreiront, I shall briefy recapitualite the
¢ents leading to the rate escalation given to Chem Pack and Alpar‘ia Phurma. 1tis
Aleged that by a letter dated 2nd September 1984 Chem Pack asked for a rate revision.

he exact contents of this letter are shrounded in mystery as this Jetter 1s not In any
of the fieg produced before this Commissicn.  Four days after this alleged letter,
o0 6th September 1984 the Industries Department wrote to Chem Pack accepting

~3em Pack’s tender for glycerine. On 2lst September 1984 Chem Pack entered

o the rate contract, However, before that on [1th December 1984 Chem Pack
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ed a letter to the Industries Department coataining a reference to Chem
%da(éfc?:salleged carlier letter of 2nd September 1984 and asking for a price escalation
from Rs. 18 to Rs. 37°40 for 50¢ gms. This lettor gave u break-up of Rs. 3740
asked for as under —

Ra.
Cost of glycetine 500 gms. (landed cost Rs. 62 + 4%, 8.T.) . 3250
Cost of bottle, packing, labour, interest, etc. . .. 01-50
Total cost of production v . .. .. 34-00
Profit at the rate of 105 . i . 03-40
Sale value of each unit . .. .. . 37 40

with this letter Chem Pack enclosed @ Goveramzat Notification and & quotati?n
from the Chemical Weekly of the prevailing market rates of glycerine in 1984, viz.
Rs. 62 per kg.

191. Here it may be stated that in this letter the figure * 12’ denoting the month
December is in ink and has been written over a typed figare which has been erased
and is illegible. This letter was not inwarded but was received directly by Dharap
on 20th December )984 just a few days after his taking over charge as Superintending
Industries Officer-in-Charge of Store Purchase Section in the Directorate of Industries
on 13th December 1984. From the fact that this letter does not bear any fold marks,
it seems ihat it had not been put into any envelope but was delivered as it was to
Dharap. On this letter Dharap made an endorsement ** please inward and return .

192, It is the admitted position that such an application for price escalation was
the first of its kind where a rate escalation was actually granted. Oa 23rd January
1985 a meeting of the Committee members was held, it also being the admitted
position that such a meeting was the first ever to be called for such a purpose, nam:ly
to grant the rate escalation asked for by Chem Pack.

193.  Before this meeting was called, Industries Officer Torvi prepared his note
on 27th Decumber 1984 justifying the price escalation on the grouad of statutory
increase merely by summarising Chem Pack’s case as contained in its letter dated
11th December 1984.  When this note came to Dharap, he mads an eadorsemeni—

b CThls 18 not a case of statutory increase. We may however prepare 4 note for

194.  What transpired at this megting can be seen from the evidence of Industries
Officer Torvi, Dr. R. D, Kulkarni, Dr. Mistry and the then Superintending Industries
Officer, Dharap (at present Assistant Director of Industries).

195.  Taorvi says that he attended this mesting in order to write down the decisions
and remarks as Dharap’s hand was shaking. He admitted having based his recom-
mendation for price escalation on the basis of Chem Pack’s letter dated 11th Decem-
ber 1984. According to him, Chem Pack was entitled to the price escalation asked
for from Rs. 18 to Rs. 37-40. He claims to have read the Government of India
Notification enclosed with Chem Pack’s latter before making his recommendatory
note. Pausing here for 4 moment, merely an excuse on Torvi’s part because this
Government Notification was irrelevant as it admittedly pertained to imported
goods and as also admitted by Torvi there was nothing in Chem Pack’; letter of offer
dated 20th April 1984 that they would be supplying imported glycerine. He com-
pounded absurdity with mendacity by posing that when he prepared his note he did
not know that Chem Pack had not agreed to supply imported glycerine and that even
so he dlq Dot constder it necessary Lo go through Chem Pack’s offer-letter dated
20th April 1984 in order o ascertain what type of glycerine they had contracted
to suprly. He attempted to justify his recommendatory note on the ground that
he thought that the Increase asked for by Chem Pack was a statutory increase because
Chem Pack had written that the price of raw material had gone up. He admitted
that \:wthm 10 days of Chem Pack entering into the contract on 2Ist August 1984
they aS_ked for a price Increase by their letter dated 2nd September 1984, These
answers were recorded as given.  However the admitted position is that Chem Pack’s
contract was entered into not on Ist Amgust 1984 but on 21st September 1984.
Curiously tnough even so Torvi’s suspicions were not roused and he coolly wrote his
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recommendatory note. Torvi however does not remember if he drew Dharap'’s
attention to Chem Pack’s quotation letter of 20th April 1984. Torvi admitted that
he does mot know of any other occasion when rates have been escalated as done in
the case of Chem Pack.

196. Torvi admitted knowing the mzaning of * risk purchase ", which he elabo-
rated that Direct Demanding Officers are authorised to make risk purchases in
which cases the difference of price is recoverable from the defaulting contractor.
Torvi admitted that there was no discussion between him and Dharap that risk pur-
chase should be resoried to even though he knew that Chem Pack was asking for

wmore than double the price it had originzlly quoted. Torvi volunteered that the dis-
cussion betwezn him and Dharap was that if the price escalation was not given to
Chem Pack, purchases have to be made &t a higher rate from the market and there-
fore even if the price rise was not statutory, the matter should be placed before
the Drugs Selection Committee. However, no explanation was forthcoming why
purchases would have to be made from the market at a higher rate. He admitted
that there were no conditions of tender under which the matter could be placed
before the Drugs Selection Committee, nor did he consider that a loss would be caused
to Government if the price escalation was given to Chem Pack.

197. In this meeting of 23rd January 1985 which lasted about 20 minutes Torvi
says that he did not take part or consider it necessary to draw attention of the Com-
mittes members to Chem Pack’s offier-letter of 20th April 1984 because the contract
had been given to them on the terms and conditions which had been accepted by
Chem Pack. He says he was not attentive at the meeting as he attended it merely to
hand over such papers as may be required by the Committee members.

198. Torvi admitted that before making his note supporting the increase asked
for by Chem Pack, he did not make any enquiries whatsoever. The reason he
assailed was that Chem Pack’s letter dated 11th December 1984 was accompanied by
the Government of India Notification (which as stated earlier was on his own admis-
sion irrelevant as it dealt with imported goods) and two sheets of a journal showing
the curcent market price of glycerine. According to Torvi he went through those
enclosures and noticed that the market price of glycerine in Bombay was Rs. 62 per kg.

199. Torvi admitted that in his note of 27th December 1984 he had also written
about Alpana Pharma as under:—

“ Further the same firm had asked for R/C for this item under 337 purchase
reservation selection. ”

But this passage was deleted by him as neither Alpana Pharma nor anyone €lse on
their behalf had come o see him. After trying to blame the head-clerk as being the
author of Torvi’s note and realising his failure in the attempt, Torvi finally admitted
that Chem Pack could not be given a rate escalation unless there was a statutory
increass and that is why he added in the note that there was a statutory increase in the
case of Chem Pack. He admitted that this was erroneous.

200. In the matter of the price escalation to Chem Pack and Alpana Pharma,
Dr. R. D. Kulkarni was one of the Commitiec members. He says he had gone
through the terms and conditions of the teader. According to  him, in the past
5 years, there were several occasions for rate escalation. This is palpably false,
contradicted as it is by Torvi and Dharap who wetc categorical. Chem Pack’s case
was the only one where the Committee had granted a price escalation.

201. Dr. Kulkarni admitted that rate escalation couid only be given in cases of
statutory increase adding that this aspect was looked after by the Industries Depart-
ment. He however agreed that a price increase is dependent on statutory increase.
However surprisingly, despite his being an experienced and senior member of the
Committee and functioning as such from 1972 and who had gone through the terms
aod conditions of tender, he affected not to know what constitutes a statutory increase.
He admitted that he was aware of Tender Conditions 6(3-A), 23-A and B and 24,

Ut has one believe these conditions have never been implemented for several years
Yecause of the opinion expressed by the Director of Industries of legal difficulties in
'mplementing them.

202, Dr. Kulkarni admitted that whenever a contractor tenders his price he should
take into account market fluctuations, and if he does not, the Commuttee cannot
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come to his rescue. Attempting to blame the Director of Industsies, Dr. Kulkarni
depos;d that the price cscalgtim% given to Chem Pack from Rs. 18 to Rs. 37-40 for
500 gms. was done on the opinion expressed by the Director of Industries that this
would be a statutory increase. Dr. Kulkarni however admitted that it would always
be wiser to fall-back on the alternate supplier if the oqgmal supplier asks for a price
increase. Dr. Kulkarni further admitted that it was improper on the part of Chem
Pack to have asked for an upward price revision within 3 months of the order being
placed with them on 21st September 1984.  He admitted that glycerine.was all along
available indigenously, that prior to December 1984 he never pointed out to any
member of the Drugs Selection Committee that Chem Pack or Alpana Fharma had
not made any supplies of glycerine and that in December 1984 there was no shortage=
of glycerine in the J. ), Hospital. These vital admissions were made by Dr. Kulkarni
at the end of the day's evidence. However when his evidence was resumed the fo
following morning, Dr. Kulkarni went back on his earlier admissions by saying that
at the discussion in the Committee meeting he had stated that J. J. Hospital was
finding it difficult to get glycerine. Dr. Kulkarni tried to shift the responsibility
on the Associate Professor of Pharmacology and the Pharmacist of the J. J. Hospital
as having told him that there was difficulty in the J. J. Hospital in getting glycerine.
He had 1o admit that there was no record about this. While sccording to Dr.Kulkarni
the Director of Industrics had stated that there was a shortage of glycerine in the
market, he admitted that no documentary evidence was produced by anyone to
suggest that therc was any shortage in any of the government hospitals. No rate
contract had been given 10 Chem Pack for imported glycerine and that the increase
asked for by Chem pack was by reason of increase of import duty. Dr. Kulkarni
admitted that there is noting in the note of 23rd Januvary 1985 to justify the price
increase given to Chem Pack which was more than double the original agreed price,
that he himself did not ask for any break-up of the increased price from Rs. 18 to
Rs. 37-40 and blamed the Director of Industries for justifying the increase by saying
that plycering was not freely available in the market and that there had teen an
increase in the import duty.

203, In the witness-box Dr. Kulkarni affected surprise that the price revision
should have been given to Chem Pack to the exact paise asked. He was however
not surprised then, because according to him the quantum of increase was calculated
by some formula by the Director of Industries which came to the very paise asked
for by Chem Pack. He had to admit that it was too much of a ceincidence that
that formula which he did not know should coincide exactly to the paise with the
increase asked for by Chem Pack, that the coincidence did not oceur to him then but
which occurred to him now in the witness-box. He then stated that he did not think
it was a coincidence then, though he does think it (¢ be so now, and that he should
have realised it then which for some inexplicable reason be did not, that the price
increase coincided exactly to the paisa asked for by Chem Pack. He admitted that
he did not apply his mind to the justification or otberwise of the price imcrease
demanded by Chem Pack. He claimed that though he was rot anxious to give this
price increase, he did not apply his mind becanse that was done by the Director of
Indus_lncs according to the existing Rules and Formulae. He admitied that in
granting this price increase to Chem Pack to the very paise, the Committee members
did not act in a responsible manner. He finally admitted that the only thing that

occurred to him was that Chem Pack should be given price escalation demanded to
the very paise.

204. Dr. C. J. Mistry was onc of the members of the Drugs Selection Comunittee-
He was not present at the meeting when the rate escalation was given to Chem Pack
ard Alpana Pharma. However he was present at the earfier meeting on 23rd Jaguary
1985, when « temporary escalation of rates was given to Chem Pack from Rs. 19
to Rs. 37.40 for 500 gms. This Dr. Mistry says was a temporary measure as a fresh
tender was decided to be floated for glycerine. At that meeting the Director of
Industries Dharap who was Well-conversant with this matter was also present.
Dr. Mistry candidly expressed his difficulty to justify the financial aspect of the
price escalaticn. He admitted that this was the only purpose for which the meeting
L.ad teen called that day, there being no other item on the agenda.

205. As Dr. Kulkarni was in-charge of the drugs stores at the J. J. Hospital
ke wis wwere of the demand and supply pesition of glycerine: hence Dr. MistD
assumed thet Dr. Kulkarni must have brought to the notice of the other members
that glycerine was rcquirgd urgently and that he must have purchased glycerine in
the cpen market at a higher price. That in Dr. Mistsy’s assumption was wh¥
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Dr. Kulkarni must have recommended a price escalation to Chem Pack from Rs. 18
to Rs. 3740 for 500 pms. as an intecim arcangemsnt.  To the best of Dr. Mistry’s
recollection he accepted what Dr. Kulkarni must have told the mseting and on the
basis thereof, he, i.e. Dr. Mistry, acquiesced to the price escalation ty Chem Pack
at the rate asked for.

206. Dr. Mistry continued that as a member of the Drugs Selection Committee
he had gone through the terms and conditions of the tender but was not very well
acquaintad with them.

207. Dr. Mistry did not know whether the Drugs Sefestion Committes was
empowered to revise the rates after they had been fixed and admitted 1hat it was
only from newspaper reporis during the course of the presznt inquiry that he came
to know that Chem Pack had teen given price escalation from Rs. 18 to Rs. 37 40
for 300 gms. To the best of his recoltestion, this was the only meating of its kind
which he had ever attended. Dr. Mistry was not informed the reason for calling
the mesting and came to know of its purpose at the meeting ttsell.  Neither at nor
before nor afier the meeting did Dr. Mistry to ascertain from the terms and conditions
of the tender or otherwise whether they had any power or jurisdiction to gfant
a price rise. He had read the term: and conditions of the tender when they were
published but was not aware that price escalation could not be granted except in
cases of statutory increases.  Dr. Mistry proceeded on the basis that they bad the
power and jurisdiction because the proposal was mooted by the Director of Industries
himself at this meeting.

208. On being shown the condilions of tender, Dr. Mistry admitted that the
Committee had no power or jurisdiction to grant a price escalation except in the
case of statutory increases. He did not make any independent inquiry as thi
meeting whether 1he price rise asked for by Chem Pack was statutory or not, but
from Dharap’, nofe which Dr. Mistry read, he did comg to know that it was not
a statutory increase. Even so at that time he did not realise and it di_d not occur to
him that the Committee had no power to grant a price vise as the tncrease asked
for by Chem Pack was not a starutory increase. To the best of his recollection
the meeting had been called for grant of the increased rate to Chem Pack, that the
price increase was mooted at this mecting by the Director of Industries who was
supported by the FDA’s representative (namely, Commr. Bhirud) and by
Dr. Kutkarni.

209. Dr. Mistry was unable to say whether other members of the Committes
had read Dharap’s note; the guestion of the Committec's right and jurisdiction
to grant a price rise was never discussel as no one doubted that the Committee
indeed had such power and jurisdiction. He did not remembsr‘what the Committee
members saw alt this meeting other than Dharap's note and admitted that for himself
he had not seen any paper other than Dharap’s noie. He participated in the discussion
to the extent that he asked Dr. Kulkarni whether glycarine was in short supply and
whether the market price was high and whether a tender should be refloated or
not; to which Dr. Kulkarni replied that thers was a short supply of glyccrite in
the market and that local puxchases would have to be made, by wnich Dr. Mistry
Understood that Medica! Store would make purchases from the opea market.
Dr. Mistry maintained that Dr. Kulkarai and the FDA representative (namely,
Commr, Bhirud) stated that there was a shortage of glycerine in the market and
that they had to make purchases from the open market and that a tender would

bo refloated. Dharap informed the members the reason why Chem Pack wanted
4 price rise. To the best of Dr. Mistry's recollection this was the ealire discussion
that neither he nor any member

that took place at that meeting. He admitied 1
Taised any objection to giving th%: price rise to Chom Pack as demanded, that neither
€ Nor any other member tried to examine in detail the justrh‘catlon‘for giving such
Price rise or whether a contract had already been entered into with Chem Pack
ater the acceptance of its tender and that he did not inquire whether any order
had been placed with Chem Pack, adding that Dr. Kulkarni may have as he was

the indcnti ng officer.

210.  Dr. Misiry sdmitted that Dharap’s note mentioned that Chem Pack wanted
4 Price rise as there was an increase in the price of raw material. But he did not
ask 1o see Chem Pack’s letter. He did not remember whether there was an alternate
Supplier about whom there was no discussion at the meeting. Nobody told him
that glycerine was freely available in the market. Dharap told the members that
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vision of rate as asked for by Chem Pack was justified. But Dharap did
g?t l-I:‘:ring‘c,tno the notice of the Committee any journal or literature pertaining to
glycerine or its rates or its availability.

211. Dr. Mistry stated that at this time he was attached to the J. J. Hospital
and admitted that as far as his medical ward was concerned there was no short
supply of glycering, however he did not bring this to the notice of the other members.
as the consumption of glycerine in his ward was very small. He admitted that
neither he nor any member of the Committee made any effort to find out from the
1. 1. Hospital or any other hospital whether glycerine was in short supply and that
he relied on Dr. Kulkarni who stated that it was. He admitted that regarding the
price escalation and the quantum he relied on Dharap and Dr. Kulkarni and the
FDA representative and that he, i.e. Dr. Mistry, did not independently apply his
mird whether Chem Pack should or could be given the exorbitant price escalation
asked fcr at mere than double the contract rate. He was however lulled by the
explanation of the Director of Industries that the duty had gone up from 100 per cent
to 200 per cent and of Dr. Kulkarni and the FDA representative that the revised
price of Rs. 3740 demanded by Chem Pack was the price at which glycerine was
available in the market and alsc by rea,on that the Director of Industries stated
that the increasea rate to Chem Pack was merely a temporary measure as a iresh
tender would be floated.

212. Dr. Mistry admitted that he was aware that tenders are invited for a two-
year supply period and that the tenderer whose tender is accepted must supply
for two ycars at the contracted rate irrespective of the rise or fall in the market
price. He further admitted that if a tenderer defavlted in making supplies, purchases
could be made from the open market and the difference in price could be realised
from the tenderer. However Dr. Mistry did not then realise the anxiety of the.
others was (o confer a benefit on Chem Pack and he sccepted as true and t_ook
for granted that what the others told him at the meeting wa. correct. Dr. Mistry
admitted that if he had realised that what had been represented to him and the
impressions given to him at this meeting were not correct, then the decision to
give price rise to Chem Pack was not correct. He admitted that i the light of
what he learnt Jater, he felt 1hat he was misled by the other members into voting
for a price increase in favour of Chem Pack.

213. The other Committee member N, D. Dharap, now Assistant Director of
Industrics, was from 13th December 1984 till 6th January 1986 the Superintending
Industries Officer in-charge of Store Purchase Section in the Directorate of Industries.
He deposed to the meeting held by the Drugs Sclection Committee on 23rd January
1985 which was the sequel to Chem Pack’s letter dated 11th December 1984 asking.
for price revision from Rs. 18 to Rs. 3740 for 500 gms. At this meeting Dr. Kulkarni
pointed out that the supply position of glycerine in all Government Hospitals was.
very bad and that it was difficult both for Chem Pack and Alpana Pharma to make
supplies.  According to the normal procedure a fresh rate contract inguiry had to be
issued ; since however that procedure took about 3 to 4 months it was decided to accept
Chem Pack’s proposal because there was some basis in Chem Pack asking for a price
increase from Rs. 18 to Rs. 37-40 for 500 gms. Accordingly on 29th January 1985
a rate contract was granted to Chem Pack at the revised rate asked for. On 28th

February 1985 a fresh tender inquiry was issued which was published in the Gazette
for all told 17 items including glycerine. :

214.  As to what transpired at the Committee meeting on 20th February 1985,
Dharap deposed that he, Dr. Kulkarni, the FDA Tepresentative and Dr. Mistry
were present. At this meeting the units of the developing areas were examined as
Chem Pack was alrcady situate in a developed area, namely Pune. In the present
case 33 per cent contract for glycerine had to be awarded to units in the developing
areas. For that purpose 4 units were considered, namely Cherub, Deepti Pharma-
ceuticals, Universal Pharmaceuticals and Alpana Pharma, the last being the omne to
whom rate contract had earlier been given on the basis of alternate supplier. Alpana
Pharma’s sample was not examined by the Committee on 20th February 1985 as

their sample had already been examined and found to be satisfactory when it was
awarded the alternate contract.

215. On 28th February 1985 Alpana Pharma wrote a letter to the Director of
Industries stating that as the glycerine rate in the market had stabilised they were
willing to supply glycerine at the same revised rate as Chem Pack and that Alpana
Pharma should be given the contract under the 33 per cent purchase preference. This-
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33 per cent would have to be shared between Deepti, Universal and Alpanz Pharma
with the result that each of them would be entitled to 11 per cent. Accordingly on
16th March 1985 an amendment was issued to the earlier rate contract in the case
of Alpana Pharma giving them an increased rate and purchase preference at 11 per
cent.  This amendment also mentioned that the alternate contract which had been
given to Alpana Pharma stocd cancelled and the revised rate contract in the case of
Alpana Pharma would become null and void on the fixation of the fresh rate contract.

216. On 15th April 1985, it was found trat the price of Rs. 37-40 quoted by Chem
Pack was acceptable with the result that the rate contract was further extended till
the end of the two-year period of the basic rate coniract.

217. Dharap admitted that there is a provisions for revision of rates for statutory
increases under clause 16(3)(A) of the tender conditions which are gencral conditions
applicable to all tenderers.  The tender conditions at page 420 are in addition to these
gezeral conditions. He agreed that under the conditions of tender the obligation
on the part of the supplier to make supplies would remain and he could not refuse
to make supplics on the ground that the prices have been statutorily increased.

218. Dharap admitted that his understanding of Chem Pack’s letter dated 11th
December 1984 was that Chem Pack was finding it uneconcomical to make further
supplies; be however did not understand that Chem Pack was refusing to make
supplies even though they were finding it uneconomical to do so. He admitted that
ke did not er.quire from the alternate supplier (namely Alpana Pharma ) whether they
would be in a position to make supplies at the contracted rate on the ground that this
had to be done by the Direct Demanding Officer and that they did not make enquiries
from the Direct Demanding Officer whether supplies were being made either by the
main supplier or the alternate supplier or whether the alternate supplier was willing
to make supplies at the contract rate or whether glycerine was freely available or was
in short supply or what its rates were. He however, denied any assumption or justi-
fication for increasing Chem Pack’s rate on the ground that Chem Pack’s letter dated
11th December 1984 would be placed by him before the Committee before which
would put forth his point of view.

219, According to Dharap he would go through the tender to ascertain how a
pacty would be making supplies and from what sources. At that time he knew that
glycerine was available in India, He agreed that whena tenderer offers his goods he
does 5o at the rate accepted by Government subject to statutory increases. In Chem
Pack’s case in the strict sense no statutory increase was involved and that in the strict
sense Chem Pack was not entitled to ask for a rate revision nor was the Committee
entitled to grant it. However, his excuse was that he granted the price escalation
because Government of India had banned the import of mutton tallow on account of
which there was an extreme shoriage of glycerine in the market and also because
glycerine was placed on the open general licence Jist (OGL). These two factors,
according to Dharap, accounted for the shortage of glycerine in the market and wers
beyond the control of Chem Pack and Alpana Pharma. He admitted that if Govern-
meni had relaxed import restrictions and if more glycerine had been available in the
market, a supplier would not have been justified in asking for a price reduction.
According to Dharap he was not willing to apply his mind unless a problem was
posed before him.

920. When asked under what provision of law of rules he had power to entertain
Chem Pack’s application or to place it before the Committee or to grant 1t, he admitted
that there was no such rule or regulation. He volunteered that this was a peculiar
situation, the like of which he had not come across before.

221. Even though, according to Dharap, glycerine was expensive in the market,
he did not have any enquirics made to that end, but came to know ihis from the
chemical weekly and other journals circulated to them which spoke of short supply‘of
glycerine. He admitted that, according to him, if Chem Pack had to supply glycerine
af the revised rate it would have been able to do so despite the shortage and if the
rate had not been increased Chem Pack would have suffercd a heavy ﬁna_nc:a.l loss.
He admitted that with his past experience he could say that tenderers took into consi-
deration the normal price fluctuations in the market and that statutory increases aré
1ot provided in normal price fluctuations. He did not agree that in order to cover
abnormal price fluctuations a provision is already made in cascs qf statutory Increases.
All fluctuations which are not normal have been statutorily provided. for. According
1 the rules there is no other category in which a price increase can be asked. He
admitted that whether a fenderer made a profit or Joss he must be held to his bargain
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and it is not Government’s duty to protect the tenderer frorp losses if he is t:eld to his
bareain, According to Dharap what impelled him to consider Chem Pack’s letter of
1 1th December 1984 and to ptace it before the Committee was that if the price increase
was not granted to Chem Pack and if Chem Pack committed a defaclt in making
supplies, the purchasing officer would have to purchase the glycerine at a higher price
from the open market and its quality could not be assured. He admitted that he
was aware that the difference in the price could be recovered from Chem Pack by
making risk purchase. In giving a price increase to Chem Pack at double the rate
originally contracted for he took shelter by saying that it was not he who gave such an
escalation but the Committe. .

222, He admitted that during his tenure no price revision had been granted
much less at double the originally contracied rate, to anyone except Chem Pack.
He admitted that this was statutorily not justified nor was it permitted by the general
terms of the contract nor by any-statute, rules or regulations, but assailed an excuse
that it was done as some solution had to be found out as Chem Pack’s basis was
justified and if the purchasing officer had to make local purchase he would have
done so at 2 much higher rate. In so deciding, Dharap affected to take Government’s
interest into consideration on the ground that Government would not have been
able to recover the difference from Chem Pack as risk purchase procedure is very
claborate. He admitted that is was his duty to follow risk purchase procedure in
order to save loss to Government and this duty he failed to perform on the ground
that risk purchase procedure would have taken considerable time and something
had to be done immediately; hence the problem was solved by giving Chem Pack
more than double the rate which they had originally been given.

223. Regarding Chem Pack’s earlicr alieged fetter of 2nd September 1984, Dharap
stated that he was unable to find it and from enquiries from his subordinates he fearnt
_that no such letter had been received. He admitted that no communication had beea
addressed to Chem Pack that their earlier letter of 2nd September 1984 had not been
received or Chem Pack should send a copy of that letter. He further admitted that
simultaneously with Chem Pack entering into the contract, they had started asking
for an upward revision of the rates, even though Chem Pack’s tender was uncondi-
tional as to price, and that the conditions of tender did not permit any upward
revision of rates to Chem Pack.

224. Dharap admitted that he gave oral directions to his subordinates to put
them Pack’s letter of 11th December 1984 before the Committee at the next Committee
meeting. He also admitted that the Committee mestings were not called on oral
directions and that at no time before were matters placed on the agenda of the
Comumittee meetings on oral directions. He also admitted that no agenda had
been circulated and that for the purpesc of this meeting all members were asked
telephonically to name a convenient date for holding the meeting. He also admitted
that the Committee members did not know the topic for which this meeting was being

convened and that the agenda was given to the Committee members at the meeting
itself and not before,

225. According to Dharap at the meeting of 23rd January 1985 when Chem Pack’s
rate revision letter of 11th December 1984 was discussed there were 7 or & items on the
ggcnda and the meeting lasted about 3 to 4 hours. Pausing here for a moment, this
is a fals¢ statement made by Dharap which has been contradicted by the other
witnesses, namely Torvi, Dr, Kulkarni and Dr. Mistry, according to whom, Chem
Pack’s letter was the only matter which was discussed at this meeting and for which.
the meeting had been specifically called.  Dharap admitted that an upward revision
was also given by the Committee at this meeting to Alpana Pharma even though

there was no practice to grant any such upward revision without a request frst
coming from the party concerned.

226. Dharap admitted that if Chem Pack refused to make supply and the
Directorate of Industries and CSPO were not without a remedy as by virtue of con-
dition 23 of the general conditions of tender they could (@) recover from the contractor
liquidated damages or penalty, (b) make a risk purchase without cancelling the
contract or {ry to cancel the contract. (This answer the witness gave after the question
was repeated to him thrice and after a great deal of prevarification). He admitted
that neither he nor the committee had any authority or even the discretion to award

a contractor an upward tevision of price and that the rat -
; . € Tevisi to Chem
Pack was without authority. vision grantd
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227. After making the above admissions, Dharap attempted a self-justification
by saying that he personally thought resorting to the remedies provided by clause 23
would pot solve the problem. Even though he did not think that cither he or the
Government would be at the mercy of Chem Pack, he did not think that he had
gone out of his way in considering and granting Chem Pack’s upward rate revision,
He admitied that there was nothing in the Rules or any provision or in the conditions
of tender which gave him any authority to refer such matter to the Committee. He
however denied that in doing so he had gone out of his way because he wanted to
ascertain in the Committez meeting whether the alternate supplier had supplied the
material.  After a great deal of prevarication Dharap finally admitted that in placing
Chem Pack’s letter of 11th December 1984 before the Committee, he did go out of
his way. '

228. Dharap admitted that when he considered his office note of 27th December
1984 he found that the office’s contention that there was statutory increase was not
justified. According to him, it was only on the basis of Chem Pack’s letter dated
11th December 1984 and his office note that he decided 1o put the matter before the
Drugs Selection Committee. He however had to admit that when he made his
endorsemnent on the office note he know that legally or contractually Chem Pack
was not entitled to a price escalation and that he was convinced that statutorily
and contractually Chem Pack was not entitled to any price escalation. He also
admitted that even so he made an endorsement that the matter be placed before
the Committee but could not say why he did not give any reasons in his endorsement
to justify the mattce being put up before the Commitiee. He admitted that no one
had the power to grant a price escalation and admitted 1o the impropriety of his
endorsement in placing the matter before the Committee.  He could give no reason
why he did not write his opinion in the endorsement and close the file.

229, Dharap admitted that he did not know that in March 1985 imported
glycerol was available at Rs. 44 per kg. and that he did not make any inquiry to
. ascenain the price, that he granted the increase to the very paise asked for by
Chem Pack only on the basis of Chem Pack’s letter dated 11th December 1984
and the prices in the journal enclosed by Chem Pack which were for August 1984,
namely even before Chem Pack entered into the contract with the Industries Depart-
ment,

230. Dharap admitted that when he referred the matter to the Committes
duripg the discussion in the meeting of 23rd January 1985, he knew thar Chem
Pack had entered into a contract in Scptember 1984 and that the higher glycerol
rates were in the journul sent by Chem Pack of August 1984, He admitted that
even so he did not bring these factors to the notice of the Committec members
because wtrongely enough it did not strike him to do so, nor did it strike him why
Chem Pack should be asking for an upward revision even though it had ertered
into a contract in September 1984 on the basis of the price pravailing in August
1984. .

231. Dharap admitted that on 14h August 1984 his department had addressed
a letter to Chem Pack asking them to extend the validity period of their offer made
in the tender and that it was only after Chem Pack significd the'r wssent to enter
into a contract on ihe terms and conditions tendered by them, that the coatract
was entered into with them on 21st Scptember 1984, He also admitted that Chem
Pack had no menopoly in the supply of glyéerin and that there was no dearth of
glycerine in the market. He however maintained that by reading the chamical
weekly and other journals he got the impression that there was a scarvity of glycerine
in the market. He had to agree that the issuc of August 1984 did not say that
glycerine was scarce in the market.

232.  According 1o Dharap though at that time it did not occur to him that
afier signing the contract Chem Pack was raising an unjust demand, 1 occurs to
him now. He further admitted that he should have obtained more details and
should have exercised more cure, which it did not occur to him to do then but
which occurs to him today. He admitted that there hius been no other case where
he has acted in a manner which was as unwarranted as he did in the case o Chum
Pack, because it did not then occur to him what he was doing was unwarranted.

233. Dharap admitted that he did realise that by granting the price escalation
to Chem Pack, Government would have to pay Rs. 37-40 instead o1 Rs. 18 coniracted
for and thereby he, i.c. Dharap, secured to Chem Pack a benefit and to Government
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a loss. These admissions were made by Dharap after the question was repeated
1o him thricc and after a great deal of reluctance. Dharap admitted that the sum
and substance was that Chem Pack wanted over double the price escalation and
which it was given irespective of loss to Government. He admitted his negligence
in giving price escalation to Chem Pack at more than double the contracted rate.

234. He also admitted that he now realised that Chem Pack was asking for
escalation in the amount of profit. He also admitted that along with Chem Pack's
letter of 11th December 1984 Chem Pack had sent some iherature showing the
avatlability of glycerine in Bombuy ol Rs. 62 per kg. and that on that Duasis Chem
Pack’s profit would de Rs. 12.80 per kg. and not Rs. 6.80 as mentioned by Chem
Pack in its letter of 11th December 1984. He also admitted that by reason of the
price escalation asked for and given to Chem Pack, they would be getling double
the profit mentioned in their letter of 1ith December 1584,

235. Dharap admitted that it occurs to him now that what he did was not fegal
and was improper. Dharap admitted that Chem Pack’s rute revision was found
to be justifiable by the Commitice only on going through the conterus of Dharap’s
agenda note and Chem Pack’s letter of 1ith December 1984 and that no query
was raised by any of the Committec members, He also admitted that his only
justification in his agenda notu was the demand made by Chem Pack in their letter
of 11th December 1984, '

236. Dharap admitied that on 28th February 1985 a supplemecatary tender
was invited for the supply of glycerine. Thirteen tenders were received. The
price quoted by Chem Pack was Rs. 43 for 500 ml. bottle. Chem Pack did not
mention that they would supply imported glycerine. Sahakar Medical Stores
quoted Rs. 31.85 for 500 ml. Sahakur’s tender was however rejected because
it was 2 condition:! tender as the pucking und forw:rding cherges had not been
specified, and one of the conditions was thal the mirimum order should be for
Rs, 1,000, which was a condition similar to that of Alpana Pharma. No one
pointed out to Dharap at that meeting that 2 similar condition made by Alpana
Pharma had been wiived. They did not asceriain the packing and forwarding
charges of Sahakar or any other party. Thereupon having rejected the tender
of Sahakar Mcdical Stores they proceeded to conuider the next tender ¢f Alpana
Pharma ut Rs. 38.45. Alpany Pharma's tonder was a conditional tender, hence
it was rejected. Al the 13 tenders were rejected as the rates of these i3 tenderers
were found not to be comparable to the rate of Chem Pack at Rs. 37.40; hence
the coniract given to Chem Pack at the interim rate of Rs. 37.40 was parpetuaied.

237. Dharap admitted that in praciice conditionel tenders are not accepted.
The tender of Sahakar Medica! Store., wven though at a tesser rate than Rs. 37.40
gnd therclore benclicial to Governmen:, was rejecied merely because it was condi-
tionsl. Suhakar Medical Svores was a trader and had not quoted the name of the
supplier, nor had Sahukar [urnished 2 guarantee letter from the supplier. At
thi> Commitice meeting was present Dharap himself, Satalkar, Dr. R. D. Kulkarni
and Roykar representing the FDA. At the earlier meeting Satalkar was not there
bul the others were. Torvi was present at both the meetings as staff memker.

238. The partner of H. M. Chemicals, Mahendra Doshi has stated that at the
relevant time the price of pure glycerine 1. W. in the market was in the vicinity of
Rs. 30 per kg, He has further stated thay it is possible that in July 1934 the manu-
facturing price of refined and industrial white glycerine of Companie. fike Hindustan
Lever, Godrej and Talas was around Rs. 41 and R.. 39 per kg. respectively-

239. Girdhar Kusat, a partner of Kailash and Co. .tated that between March
and. November 1985 the viiginal price of Tatas' glycerine was Rs. 40 to Rs. 42
per kg. and that the same glycerine was sold by the dealers in the market at Rs. 44
to Rs. 45 per kg, He goes un to say thut in December 1985 the market price had
increased from Rs. 4445 to Rs. 52-55 per kg. On 6th December 1984 Godrej
Co. had written a lettet to Alpana Pharma giving the price at Rs. 47,637.60 per

metric ton inclusive of excise duly and new M.S. drums. This would work out
to Rs. 47 per kg.

240. The evidenoe_‘of these Committee members brings to the forefront that
(despite Dr. Kulkarni's proiestations to the contrary which are fales) glycerine
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was freely available in the market. For that matter between Ist March 1985 and
12th June 1986 Bakewell had sold 98 drums of glycerine. It is also manifest that
at the price Tevision granted to Chem Pack and Alpana Pharma, the rate works
out at Rs. 74+80 per kg. whereas evidence indicates that at no time was the rate
higher than Rs. 50 per kg.

241, The evidence of these Committee members brings out in stark manifestation
that each and every one of them knew that no rate revision could be considered
much less granted, unless there was statutory increase in sales and-other taxes. They
also knew that no meeting was necessary for the purpose of rate escalation because
on the plain reading of Rule 16(3-A), the price increase should be automatic once
there was a rise in the sales and other taxes, These Committee members knew or in Ex. 31
any event ought to have known that there was no provision in the teader or else-
where to enable the Industries Department to make any recommendation for a price
increase or for that maiter for the Committee members to consider it, much less
grant it. The Commitiee members were also well aware that the consideration of
the price escalation in favour of Chem Pack and unasked for, in favour of Alpana
Pharma had no precedent and was an exercise indulged in for the first time. They
knew or in any event it was their duty to know that Chem Pack’s case was not one of
statutory increase and that in any event they had no power, authority or jurisdiction
to grant price escalation, much less to the very paisc asked for by Chem Pack as
a result whereof the rate actually worked out to Rs. 74-80 per kg. as against Rs. 50
per kg. available in the market at its highest. It is also manifest that this price
escalation granted to Chem Pack was without due application of mind, or rather
that the application of mind was in one direction only, namely willy-nilly to grant
the escalation to the paise demanded by Chem Pack, This is borne out by the fact
that no inquiries were made by any one regarding the merits of Chem Pack’s appli-
cation for increase and the fact that they all quietly and no doubt conveniently took
as gospel iruth whatever Chem Pack had stated in its letter dated 1lth December
1984.  The evidence clearly shows that they wanted to benefit Chem Pack and Alpana
Pharma at the cost of Government and at a loss to Government. It was a fraud
on Government. The evidence brings to the fore a conspiracy between Dharap, the
present Joint Director, then the Superintending Industries Officer and Dr. Kulkarni,
aimed to benefit Chem Pack and Alpana Pharma.

242, The ostensible granting of a temporary price escalation to Chem Pack
and Alpana Pharma was merely a hoax and a ruse and a fraud on Government to
perpetuate what was supposed {o be temporary. After the price escalation was granted
to Chem Pack supposedly as a temporary measure, a tender was tefloated.  All the
tenders were rejected including Sahakar Medical Stores which offered Rs. 3185 for
300 ml. which ‘was certainy less than Rs. 37-40 given to Chem Pack and Alpana
Pharma. Sahakar's tender was rejected on the ground that it was a conditional
tender. This was unlike the reaction to Alpana Pharma’s tender which was also
a conditional tender. Thus, on some ground or other, all the refloated tenders were
rejected and thereby the escalated price of Rs. 37-40, supposedly a temporary
txpedient, was made permanent.

243.  From Dharap’s evidence there emerges the startling fact that Chem Pack’s
letter dated 11th December 1984 was received by him personally on 29th December
984 i.c. within a week of his taking charge as Industries Officer on 13th December
1984, By normal channals, this letter would have come in an envelope be it by post
or hand delivery, and would in the normal way have been inwarded,  However it is
obvious that Chem Pack's letter dated 11th December 1984 did not come in an
Snvelope, as it is apparent from the fact that it hasno folds. Tt was also not inwarded

fore Dharap received it. It came to him deirectly and he made an endorsement
O it that it should be inwarded.

24, Further the reference in Chem Pack’s letter dated [Tth December 1984 to
Chem Pack’s earlior alleged Tetter dated 2nd September 1984 is not above suspicion,
To start with, no such letter of 2nd September 1984 written by Cher Pack to be
found in the files. For that matter, Torvi says no such letter was received by the
®artment. It is also highly doubtful and most improbable that Chem Pack
ould have written any such letter dated 2nd September 1984 because 4 days later i.e.
on 6th September 1984, the Indusiries Department wrote to Chem Pack accepting
S offer and on 21st September 1984 Chem Pack willingly signed the contract.
Urther, according to the tender form the offer was to remain valid till 3ist August
4. Chem Pack also agreed to extend this period of validity and entered into Ex. 31
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a contract on 2ist September 1984 though not bound to. On 14th August 1984
Chem Pack extended its period of validity. Surely, all this is not the normal conduct
of a party who finds it difficult to make a supply at the contracted rate.

245. 1t is not without its own significance that Dharap made not the slightest
movement to ask Chem Pack to supply a copy of the letter dated 2nd September
1984, which should have been the normal reaction of any reasonable person and
more so of an experienced government officer. The reason for this curious omission
seems to be that no such letter was received by the Department. For that ‘matter
it is admitted by Torvi that no letter dated 2nd September 1984 was ever received,

246. 1In these circumstances, the only purpose of referring to Chem Pack’s alleged
letter of 7nd September 1984 in their subsequent letter dated §lth December 1984
was 1o prepense Chem Pack's demand for escalalion in an attemgt to show that this
demand was not made for the first time on {Jth December 1984 when Dhaiap was
about to take charge, which he did on 13th December 1984 and himself received the
letter on 20th December 1984,  This appaient manif-ulstion indicates & pattern and
could not have teen woven without the active consent, co-operation and participation
of Dharap himself.

247. Dharap’s evidence reveals in stark messure that he was conscious thay Chem
Pack’s was not a casc of statutory increasc. Hu bad said so in his own note.  Then
why should he have added (hat it should be placed before the Commitce ? The
very fact that he did so in his nole indicates that he wanted to divert suspicion {rom
himself for an act which he knew was illegal, without jurisdiciior, unwarranted and
improper as he himself had 10 admit.  Qbviously he wanted to profect hims !f and
yet to make sure that Chem Pack got to the paisa the price escslation it wanted.

248, Ceming to the mesting its: 1€ it was not one of the regular mecting, novmally
held by the Comenittee members. This was an unusual meeting where no agenda
bad teen circiiated to the mambers earfier. They were summoned t¢ the meeting
by telephone and Dr. Mistry says thet he knew of the purpose of the meciing only
at the meeting itself. Only one item was discussed namely the unprecedented
granting of price escalation. It is only Dharap who say. that 7-8 items were discussed
and that the meecting lusted for 3 to 4 hours. The evidence of the other members
is that only this solitary item of increase was discussed at this meeting for a duration
ranging from 10-30 minutea.

249. At this mecting there were two active participants, namely Dharap and
Dr. Kulkarni. The others were either indifferent or inattentive. The only thing
taken into consideraticn was Torvi's recommendatory note, bassd as it was solely
on the contems of Chem Pack’s letter dated 1ith December 1984. No inguiry was
made bty Torvi or Dhurap before placing the matter before the Committee. Since
Dbarap’s endorsement was that this was not a case of statutory increase
it need not have gone to the Committee; but Dharap wanted it to go
before the Commitiee ; to clear himself in advance of suspicion. Obviously
Dharap wanied the protection of a Committee decision. In the meeting irsell
Dharay supported the contentions of Chem Pack’s Itter dated 11th December 1984
and did net utter a singic word that this was not a case of statutory increase. This

is yet another factor which indicates that his note was intended for his protection and
to divert suspicion from himself.

250. It was nobody’'s case that Chem Pack had any monopoty or that giycerine
was not available in the market. At this mecting, the scle ansicty of Dharap and
Dr. Klulkarm' who werc the only spokesmen, was that the Direct Demanding Officer
should not muke purchases in the market but should do so only from Chem Pack or

Alpana Pharma, hence unasked even Alpana Pharma was given a price escelation
at the same rate as Chem Pack.

251. Llooking to all these circumstances and the behaviour of Dharap, on¢
may !cg!nmatcly ask : What would an honest and upright officer do in these circum-
stances 7 The answer is clear.  He would have caused all necessary inquiries 10
be made, morc so when prima f cie his first reaction would have been to reject
such an application because of his intimate knowledge of the terms and conditions
of the tender. He would have called upon the tenderer to justify his application
for price escalation inter alia by asking him the simplest of questions, namely
the market price prevailing when the tenderer made his offer. He would have
made inquiries about the missing letter dated 2nd September 1984; he would
have asked Chem Pack to furnish a copy of that letter and above all he would
never have been a party to give such a tenderer escalation to the very paise asked
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for and thereby giving him not only double the price, but also double the profit.
In all this and more, Dharap failed. It cannot be attributed the mere innocence
or even ignorance but to a calculated course of conduct in order to favour Chem
Pack contrary to and in dereliction of his duties, Dharap’s admissions arc legion.
They put him beyond the pale of suspicion into the sphere of certainty. He stands
seli-condemned. You tickle me Toby, I tickle thee,

252. As ‘partner’ in this nefarious exercise was Dr. R. D. Kulkarni, withouts
whose active help Dharap could never have succeeded. Dr. Kulkarni was
undoubtedly an experienced member who had served on such Committees since
1972, It too was well aware that this was the first time where price escalation
was being granted. He raised no query why it should be so. He did not even
bother to post himself with the particulars of the supply position. While at first
he admitted that in December 1984 there was no shertage of glycerine in the J. J
Hospital and that all along glycerine was available indigenously, the next day no
doubt realising the consequences of his earlier statement, he recanted and yet
admitted that the record did not show’ that there was any shortage of glycerine in
the J. J. Hospital. Further more, on Dr. Kulkarni’s own showing the J. J. Hospital
was paying Rs. 25 per 500 ml. Pray, why did he agree to give Chem Pack ecscata-
tion at Rs, 37-40 7 No reason was forthcoming. Undoubtedly, Dr. Kuikarni
was anxious that purchase should only be made from Chem Pack or Alpana Pharma.
This is borne cut from his admission that glycerine could not be continued to be
purchased from the local market. Pray, why not, if it was cheaper than the
escalated price of Rs. 37-40 given to Chem Pack 7 Even though an opportunity
was given to Dr. Kulkarni in the witness box, he was unable to give any facts or
fisures regarding the supply position in the J. J. Hospital to justify the price increase
to Chem Pack. He cannot shrug this off merely by saying that the supply position
at the J. J. Hospital would be known to the Associate Professor of Pharmacology
and thereby unworthily throwing the responsibility on her.

253, Further, as an experienced Committee member Dr. Kulkarni would know
that no rate revision could be granted to a tenderer without his applying for it,
¥et Alpana Pharma was given the same rate revision at Rs. 37-40 even without
any application. It is not improbable that Dr. Kulkarni had toid O. P. Ladda
of the price increase given to Chem Pack because Ladda has admitted that he came
to know this from the J. J. Hospital. From who would he come to know about
this but Dr. Kulkarni, the Head of the Pharmacology Department. Dr. Kulkarni’s
conduct is on a par with that of Dharap. Dr. Kutkarni’s admissions from his
own lips are like Dharap’s legion. He too, like Dharap, stands self-condemned
by his own lips. Dz. Kulkarni was guilty of dereliction of duty and mor¢. Circum-
stances and his own admissions establish beyond reasonabie doubt that he favoured
Chem Pack and Alpana Pharma. You tickle me Toby. T tickle thee,

254, Less however can be said about Dr, C, J, Mistry. He did not even know
the purpose of the meeting and hence came totally unprepared. His evidence
Indicates that he was totally indifferent to what was going on. He relicd solely
on Dr. Kulkarni and Dharap. Regarding power, jurisdiction and legality of the
Committee to grant the rate escalation, he relied on the industries Department
and on requirement, on Dr. Kulkarni. That was his mistake. In fact in the
witness-box he showed his deep resentment at being duped by them. Thus while
the charge of negligence and dereliction of duty can be brought to him, albeit in
4 technical sense, it cannot be said that he did anything (for that matter he did
fot do anything) to favour anyone.

255, Industries Officer Torvi cannot get off as lightly as Dr. Mistry. Torvi
made no inquiry whatsoever regarding the price escalation EtSkt:‘,d for by Chem Pack.
In his note he supported Chem Pack’s claim to price escalation and merely para-
Phrased Chem Pack’s submission in its letter of 11ith December 1984, whereas a
Presumably responsible officer in the Industries Department acquinted with the
erms and conditions of the tender as Torvi was or should have been, he shoutd have
St out that Chem Pack’s was not a case of statutory increasc and should have S:':I.Id 50
In his note, He even admitted that in his note he had to say that Chem Pack’s was
A case for statutory increase otherwise it would have not been given a rate cscalation.
Ihis, coupled with his other admissions place Torvi beyond the pale of suspicion and
™Mo the sphere of certainty beyond reasonable doubt. Torvi is guilty of not
mere negligence but also of dereliction of duty and worse. You tickle me Toby,
ltickle thee. He cleared the way for Dharap and Dr. Kulkarni,



CHAPTER XIt

1. That brings me to Questions (g) and (4) as under :—

* (g) Whether any breach of provisions of Drugs and Cosmetics Act, 1940.
was commitied by manufacturer/distributor/supplier of these drugs and if so,
who are responsible ?

() Whether statutory and effective control was cxercised by the authorities
responsible for implementing the provisions of Drugs and Cosmetics Act, 1940 and
if not who are responsibie ? 7

2. They can conveniently be disposed of together. For the purpose I shall set out
the various concerns and those constituting them.

{a) Jethalal Chaturbhuj Soni is the sole proprietor of Ganesh Chemicals Corpora-
tion carrying on business as manufacturcr of so-called glycerine intended and used
for commercial purposes. .

(b Mahendra Doshi and his brothers Girish and Mahesh are the partners of
H. M. Chemicals carrying on business of supplying chemicals which are available
in the market including glycerine LW. Since the past 4-5 years they have been
selling sub-standard glycerine made by local manufacturers which is not according
to LS.1 standards. Since 1984 they purchased their glycerine from Jethalal Soni
of Ganesh Chemicals.

(¢) (/) Haresh Kumar and Co. and Haresh Chemicals purchase and sell pharma-
centical raw materials and chemicals. They hold drugs selling licences. They are
situate in the same building but carry on business from different rooms. The partners
of Haresh Kumar and Co. are Girdhar Kasat and other members of his family.

The partners of Haresh Chemicals are Girdhar Kasat, his brother Bharat Kasat and
other members of the family,

(i} Kailash and Co., only purchases and sells chemicals. It does not deal in drugs,

hence does not have any drugs sclling licence. The partners of Kailash and Co.
are Girdhar Kasat and members of his family.

(Hercafter transactions of these 3 concerns will be referred to either by their names
or simply as being of Kasats.)

(d) At the relevant time, Alpana Pharma Pack carried on business of repacking
drugs at Nanded. The partners were Om Prakash Ladda, his mother Basantidevi,

Nirmaladevi, Rameshwar Karwa and Sarla Ashok Kumar Karwa, sister-in-law of
Rameshwar Karwa,

{e} Arti Chem Laboratories carries on business of manufacturing pharmaceuticals
at Pune under its own manufacturing licence, The partners are Ramanlal Karwa,

Sarala Karwa (who was also a partner of Alpana Pharma) and other members of
the Karwa family.

(/) Deepali Enterprises carries on business in pharmaceuticals in Bombay since
1983 and acts as the distributor of Arti Chem Laboratories, of which Ramanlal

Karwa is a partner.  His brother Rameshwar and his wife Nirmala are the partners
in the Deepali Enterprises.

3. Tshall sct out the orders placed by Alpana Pharma for glycerine L.P. They were
4 in all; three with Haresh Chemicals and one (Batch No. 21) with Indjan Drugs Co.
For the purpose of this Inquiry, the tast is unnecessary.

(@) The first order placed by Alpana Pharma was an oral order with Haresh
Chemicals on 29th March 1985 for 500 kes. glycerine 1.P. The supply was made
partly by Haresh Chemicals an‘d parlly by Kailash and Co. No sample had
been asked for nor given. This glycerine had been purchased by Kasats from

Bakewell (India) at Rs. 46- 50 per kg. and sold to Al Ph . kg
Thus Kasats 1.:ade n profit of Rs. 1,475, pana Tharma st Rs. 49-30 per ¢

() The sccond order was placed by Al i i
y Alpana Pharma with Haresh Chemicals on
;(Bt!}’.s\ugusll 1985 for 500 kgs. through Arti Chem of Pune. The supply was made bY
atlash and Co., by making purchase from Maks International at Rs, 4950 per kg

and sclling it to Alpana Pharma at ‘ i '
a profit of Rs, 1.§50. rma at Rs. 52-80 per kg.  Kailash and Co., thus made
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(¢) The third order was placed by Alpana Pharma with Haresh Chemic:
18th November 1985 for 500 kgs. through Arti Chem of Pune. Thcssuppl; ﬁ;c::;agg
by Kailash and Co., by making the purchase from H. M. Chemicals at Rs. 40 per kg.
and ?e(}]&élg it to Alpana Pharma at Rs. 54 per kg.  Thus Kasats madec a profit of
RS- H * -

H, M. Chemicals had made the purchase at Rs. 30 per ke, from Jethal i
Ganesh Chemicals and thercby made a profit of Rs. 5,0%%. %:ror?ar?hi:, b?atilh Sﬁg l g’g
was repacked by Alpana Pharma and supplied to ths J. J. Hospital.

4. This brings me to the orders placed by the J. J. Hospital with Alpana Phe
They were 3 in number as tabulated hereunder:— prat Wl pana Pharma,

Orders placed by J. J. Hospital with Alpana Pharma

Orders Bottles Delivery to J. J. Hospital
1 28th May 1985 200 27th June 1985. B
H 4th July 1985 700 16th August 1985,
(Bottles of 500 ml, each)
I 5th December 1983 400 27th December 1985

(270 bottles, Batch No. 27)

3. As far as glycerine batch No 27 repacked by Alpana Pharma is concerned, the
chronology is as under :— .

Ganesh Chemicals sold the so-called glycerine to H. M. Chemicals (Mahendra
and Girish Doshi). They in turn sold it to Kasats who in turn sold it to Alpana
Pharma. Alpana Pharma repacked it and sold it to J. J. Hospital as batch No. 27,

6. Regarding the dates on which the supply was made to Alpana Pharma, the
version of Girdhar Kasat and Alpana Pharma's partner O. P. Ladda differ. T shall
therefore, set out hereunder their respective versions:—

YERSION OF Q. P. LADDA

24th September 1985 .. Om Prakash Ladda came to Bombay and ret Girdhas
Kasat. Ladda wanted to oplace an order for 500 kgs.
glycerine. Kasat quoted Rs. 52 per kg. Q. P. Ladda
expressed his willingness to purchase at that rate
provided Girdhar Kasat gave him a sample and the
sample passed tha 1. P. test. '

28th September 1985 .. Some person from the office of Deepali Enterprises
went to Kasats’ office and collected u sample which
was sent for analysis to Chem Med Laboratories
with a covering lctter dated 24th September 1985
(Ex. 442) on the letter-head of Alpana Pharma wherein
it was stated that Alpana Pharma was sending samples
of glycerine I P. batch No. 26, 500 kgs. supplied
by Kailash and Co.

3th October 1985 « (i) Chem Mecd made its report (Ex. 444) cenifying the
sample to be of standard quality and complying with
the prescribed 1. P. standards. In this report the
name of the supplicr was mentioned as Kailash & Co.
and the number of the batch as 26. This report was
received by O. P. Ladda in the 2nd or 3rd week of
QOctober 1985,

(i) In the last week of October 1585, O. P. Ladda came
to Bombay and contacted Girdhar Kasat over the
telephone and informed him that the sample bad
passed the L. P. test and requested Girdhar Kasat to
supply two drums from the same stock zs the sample.
Girdhar Kasat told O. P. Ladda that that stock
was not available and offered to give another sample
to O. P. Ladda and asked him to send someone after
34 days to collect it. O. P. Ladda told Girdhar
Kasat to give particulars to the person who came
to collect the sample, as also the batch number of
the sample.

H 4651—17

Ex, 442

Ex. 444
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ber 1985 .. (i) Chavan, a clerk in Deepali Enterprises collected a
th Novem ( )sample from Kasat's office at Haresh Kumar & Co,
and also one empty sample bottle. Frm;n the sample,
Chavan prepared two samples by pouring a part of
the contents into the empty sample bottle for the
purpose of sending them for analysis.

(if) Chavan prepared a letter duted Sth November 1983
Ex. 212 (colly.) fpart of Exhibit 2I2 (collectively)] addressed to
' ’ Chem Med forwarding the sample for analysis. In
this letter the samples were described as glycerine
1. P. batch No. 27, the manufacturing date as October
1985 und the supplier's name as Haresh Kumar & Co,,
Bombay. This letter was signed by Chavan for
AlpanaPharma. This letter and sample were delivered
to Chem Med on 6th November 1985,

18th November 1985 .. (i) O. P. Ladda was at Pune. He saw Chem Maed’s
passing-siip for batch Ne. 27 in Ramanlal Karwas’
office in Artichem. Just then Ramanlal Karwa was
about to place an order on behalf of Artichem with
Haresh Kumar & Co. for certzin items. In this
order at O. P. Ladda's request Ramanla]l Karwa
incluced O. P. Ladda’s order for glycerine I. P,
2 barrels (500 kgs.) at Rs. 52 per kg. mclusive of tax,
to be sent directly to Alpana Pharma at Nanded.

(fi) Accordingly Ramanial Karwa prepared an order

Ex, 632 dated 18th November 1985 (Ex. 632) on Haresh
Kumar & Co. in which was included Alpana Pharma’s
order for glycerine I. P. (500 kgs.) at Rs, 52 per kg.
including tax for immediate delivery to Alpana
Pharma1 at Nanded and to be billed to Alpana Pharma
as usual,

21st November 1985 .. Haresh Kumar and Co. addressed a letter to Artichem
Ex. 633 (Ex. 633) seeking an amendment of rate of glycerine
I. P. from Rs. 52 to Rs. 54 per kg. inclusive of tax,
pursuant to a telephonic conversation which had
taken place with Ramanlal Karwa, In this letter
Haresh Kumar -and Co. expressed its imability to
exccute Artichem’s order if this rate of Rs. 54 per
ke. was not accepted,

22nd November 1985 ,. O. P. Ladda was in Pune. Ramanial Karwa told him
that Girdhar Kasat of Haresh Kumar and Co. wanted
Rs. 54 per kg. Thereupon from Pune O. P, Ladda
telephoned Girdhar Kasat at Bombay. Ultimately
the price agreed was Rs. 54 per kg.

23rd November 1985 Two drums were despatched to' Alpana Pharma by
Girdhar Kasat in the name of Kailash and Co. under
invoice No. 007 dated 23rd November 1985 for

Ex, 392 lfils. 2?1’100]%1 (Ex.R392). These drums were forwarded
through Batco Road Lines under lorry receipt dated
Ex, 32.B 23rd November 1985 (Ex. 392-B). rry P

4th December 1985 . These two drums were received by Alpana Pharma at
its factory at Nanded.

8th December 1985 . Alpana Pharma started its repacking operation.
9th December 1985 Alpana Pharma repacked 15 bottles of 50 gms. each.

10th December 1985 ., Alpana Pharma sent samples of this glycerine with

other samples t0 Chem Med for a complete analysis.

The batch number given by Alpana Pharma to the

glycetine sample was 29. This sample was sent to

£ 213 Chem Med by Alpana Pharma’s covering letter dated
(colly) 10th December 1985 [part of Ex. 213 (collectively)]
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14th December 1985 .. Chem Med received Alpana Pharma’s letter of 10th
December 1985 and the sample,

16th December 1985 .. O. P. Ladda telephoned Deepali Enterprises and was
informed by their clerk Chavan that he had made a
telephonic inquiry from Chem Med and had learnt
from them that the sample had passed,

18th Decemnber 1985 .. Alpana Pharma reccived Chem Med’s acknowledgement
of having received Alpana Pharma's letter dated
10th December 1985 and the sample. While Q. P.
Ladda was filing this letter from Chem Med he noticed
that he had made a mistake in mentioning the batch
number as 29 instead of 27. Thereupon O. P. Ladda
addressed a letier 10 Chem Med requesting them to
correct that mistake, This letter was sent to Chem
Med under certificate of posting [Ex. 393 (collectively).l.

27th December 1985 .. (i) O. P. Ladda came to Bombay and handed over to
Deepali’s clerk Chavan the lorry receipt pertaining
to the consingment of 270 bottles of glycerine for
delivery to the J. J. Hospital. These 270 botiles
were delivered to J. J. Hospital against their order for
400 bottles.

(i) O. P. Ladda weni 1o Deepali’s office and collected
Chem Med’s report dated 23rd December 1985 [part
of Ex. 213 (collectively)] regarding batch No. 29.

14th January 1986 .. A cheque for Rs. 27,000, viz. the amount of invoice
No. 007 dated 23rd November 1985 (Ex. 393) was
prepared by Artichem in favour of Haresh Chernicals.

17th January 1986 .. However as the amount of Rs. 27,000 was to be paid
to Kailash and Ce., Girdhar Kasat wrote a latter to
Artichem that he had made adjustment entires in the
books of Haresh Chemicals and Kailash and Co.

VERSTION OF GIRDHAR KASAT

. 31d week of October 1985 Ramanlal Karwa made an inquity from Girdhar Kasat
who quoted Rs. 54 per kg. Ramanlal Karwa asked
for sample. Girdhar Kasat rtequested Mahendra
Doshi of H. M. Chemicals to yive Ramanlal Karwa
a sample.

2th October 1985 .. H. M. Chemicsls wrote a letter (Ex. 575) to Edgar
Handley to allow samples to be taken from two

drums of glycerine,

3lst October 1985 .. On the stiength of this letter (Ex. 575) at 3-00 p.m.
Chetan Thakkar, an employee of Haresh Kumar and
Co. collected the sample from Girdhar Kasat’s office
in a bottle similar to the plestic bottle (Ex. 239y, As
Chavan wanted *o collect ancther smpls he was called
again for the purpose by Girdahr Kasat. However
later be was told by Gitdhar Kasat that another
sample was net available and Chavan was given an
empty sample bottle and told by Girdhar Kasat to
make two samples from ome. Girdhar Kasat gave
no instructions t¢ Chavan about the labelling of the

sample bottles.

17th or 18th November Ramanial Karwa told Girdhar Kasat that the sample
1985. had passed and that he should supply two drums.

18th or 19th November Girdhar Kasat pl.ced an oral ordir with Mahendra
1985, ovember Dosdhi of H. M. Chemicals for supply of glycerine.

H 4651174

Ex, 393 {colly.)

Ex. 213 (colly.)

Ex. 393

Ex. 575

Ex. 239
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-ember 1985 .. Girdhar Kasat received Aruchem’s order dated i8ih
Ex. 632 215t Novomber November 1985 (Ex. 632) and thereafter telephoned
' Ramanlal Karwa that the rate should be Rs. 54 and
not Rs. 52 per kg. as stated in Artichem’s order. This
telephone cell by Girdhar Kasat was followed by

Ex. 633 a letter dated 21st November 1989 (Ex. 633) from
) Haresh Kumar and Co. to Artichem,

220d November 1985 .. Girdhar Kasat received H. M. Chemicals’ deli 'ery
Ex, 579 (colly) meme dated 21st November 1985 [part of Ex. 579
{coltectively)) addressed to Edgar Handley for delivery

to the beerer of two drums of glycerine.

23rd November 1985 .. Edgar Handley delivered two drums to H. M. Chemicals

Ex, 579 vide its memo {part of Ex. 579). o
Ex. 392 Girdhar Kasat prepared a pro forma (Ex. 392) of invoice
No. 007 dated 23rd November 1985 for Rs. 27,000,

Ex. 392-A 24th November 1985 .- Girdhar Kasat prepared invoice No. 007 (Ex. 392-A)
' as of 23rd November 1985,
. In both the proforma and the invoice the description
"~ of the goods is glycerine,

26th or 27th November (i) Girdhar Kasat received from H. M. Chemicals
Ex. 589 1983, invoice dated 23rd November 1985 (Ex. 589) where
the goods were described as glycering 1. W,

(i) In the meanwhile Girdbhar Kasat had already sent
Ex. 392-A to Alpana Pharma the original invoice (Ex. 392-A)
Ex. 392-B and the lorry receipt (Ex. 392-B). Therefore when
Girdhar Kasat received the invoice from H. M.
Chemicals, he corrected his office copy of the invoice
by inserting the letters ** 1. W. *” in ink after the word

* glycerine ™.

25th or 26th December O. P. Ladda came to Girdhar Kasat’s office complaining
1985, that the glycerine contained **kachra”. Thereupon
I(;hrdél{;alroolo(asat stopped payment of the cheque for

s. 20.000.

12th December 1985 .. Girdhar Kasat received another order from Artichem
for 250 kgs. glycerine,

3lst December 1985 o  Girdhar Kasat supplied 1his quantity of 250 kgs. glycerine
to Artichem, but is yet to receive payraent.

9th Januvary 1986 ~ Girdhar Kasat sent another cheque for Rs. 20,000 to
H. M. Chemical,,

14th January 1986 .. Girdhar Kasat received payment of Rs. 27,000 from
Alpana Pharma, .

7. With these two versions of O. P. Ladda and Girdhar Kasat the following
points of controversy arise :—

(1) Whether in September 1985 the sample of glycerine which was anal
as Batch 26 was given by Girdhar Kasat to Alpan%al)i’harma ? el

(2) Whether according to Girdhar Kasat the sample was given by him to Chavan

on 31st October 1985 or whether according to O. P. A ]
November 1985 ? rding to O. P. Ladda it was given on 5th

(3) Whether Girdhar Kasat gave the particul . oh
was numbered as Batch 27 ? g4 particulars for getting the sample whic

(4) Whether O, P, Ladda came to Bombay on 25th or 26th December 1985
and complained to Girdhar Kasat about Kachra in the glycerine ? "

(5) Whether the words “ L W.” were added i invoi
Ex.392-A  23rd November 1985 (Ex. 392-A) ? ? added in. the copy favoico 007 dated

8. As between Alpana Pharma and Chem Med an additional point of contro-

Ex.393 versy : Whether the letter dated 18th D
Alpana Pharma to Chemn Med 7 Feember 1985 (Bx. 39%) was sen by

ofgéa r?etslihghset;%e' I shall set out the rival versions of Jethalal Soni (proprietor

cals) and Mahendra Doshi {partner of H. M. Chemicals).
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VERSION OF JETHALAL SONI
(Proprietor of Ganesh Chemicals)

1’th October 1985 - Mahendra Doshi of H. M. Chemicals appro

Jethalal Soni and wanted to purchase 508[?;;:11?}
glycerine on approval basis which should be stored
in the godown of Edgar Handley. Thereupon
Mahendra Doshi gave Jethalal Soni his note dated

- 17th October 1985 [part of Ex. 574 (collectively)]
addressed to Edgar Handley to store two drums of
glycerine in the name of H. M. Chemicals.

26th October 1985 ~ Two drums were accordingly stored with Edgar Handlcy.
However for a week no reply was rteceived from
Mahendra Doshi. As a result, Jethalal Soni told
Mahendra Doshi to return those two drums as Jethalal
Soni had a ready customer.

4ih November 1985 .. One leaking drum left the godown of Edgar Handley
[part of Ex. 576 (collectively}].

6th November 1985 .. One drum was received by Jethalal Soni,
14th November 1985 .. The other drum was received by Jethalal Soni.

18th or 19th November Girdhar Kasat placed an order with Mahendra Doshi
1983, for 500 kgs.

19th Novemsber 1985 .. H. M. Chemicals placed an order for 500 kgs. with
Jethalal Soni (Ex. 578).

st November 1985 .. JethalalSoni sent two drums to Edgar Handley(Exs. 590-A
and 590-B).

VERSION OF MAHENDRA DOSHI
(Partner of H. M. Chemicals)

1st week of October 1985 (i) Girish Doshi (partner of H. M. Chemiclas) had
gone to the office of Kailash and Co. and told Bharat
Kasat (partner of Kailash and Co.) that H. M.
Chemicals was in a position to supply local glycerine.
Bharat Kasat asked for a sample. Hence Girish
Doshi went to Jethalal Soni, took a sample from him
and gave it to Kailash and Co.

(i) Two or three days later on enquiry from Mahendra
‘Doshi, Bharat Kasat informed him that there was no
reply from the customer.

Seven to eight days later Mahendra Doshi again tele-
phoned Bharat Kasat who told him that he would
like a sample from the drum itself,

17th October 1985 . Mahendra Doshi went to the office of Jethalal Soni
{Ganesh Chemicals) and placed an order with him
for two drums of glycerine ‘ I. W.’ on approval basis.

16th November 1985 .. Mahendra Doshi telephoned Bharat Kasat and enquired
whether any reply had been received from the customer.
Bharat Kasat told him that he required two drums.
Mahendra Doshi informed him that the drum from
which the sample had been taken was sold away.
Even so Bharat Kasat wanted two drums.

2Ist November 1985 .. Jethalal Soni (Ganesh Chemicals) sent his bill for

Rs. 16,500 (Ex. 590) to H. M. Chemicals., This
amount was paid by H. M. Chemicals to Jethalal

Soni by instalments, namely :—

Rs.
31st January 1986 .. .. 10,000
28th March 1986 .. .. 3,000

April 1986 .. . .. 3,500

Ex. 574 (colly.)

Ex. 576 (colly.)

Ex. 578
Exs, 590-A, 590-B

Ex, 550



Ex, 633

Ex. 653

Ex, 655
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10. The first question that arises is : Was there any negligence, malfeasance or
misfeasanice on the part of Alpana Pharma insofar as placement of the orders was
concerned ? None of this cap be brought home to Alpana Pharma for the following

Ireasons =

@) 1nall Alpana Pharma had placed 4 otders for glycerine. Three of them were
wigh)l(a.sat on%ilth March, 13th August and lSth_vaember _1985. They were all
for glycerine 1.LP. To that end, thete is the admission of Girdhar Kasat h1m§e1f
that with regard to the first transacticn of March 1985, O.P. Ladda had asked him
tc supply Alpana Pharma glycerine which may pass the [.P. tesr. Regarding the
second order of August 1985, Girdhar Kasat admits that it was for glycerine \J?’hlc_h
would pass the L P. test. Reparding the tkird ordet of November 1985 {which is
tke ciucial order } Ramanlal Karwa also admitted that the glycerine required by
Alpana Pharma was glycerine L.P. and that 1n the Puichase Order Ramanlal
Karwa had described it as such.

(b) The evidence of Mahendra Doshi (H, M. Chemicals) discloses that in the
first week of October 1985 his brother Girish went to Kailashk and Co., at that
time Gitisk told Girdhar and Bharat Kasat thar if Kaitash and Ce. required any
ctemicals, H. M, Chemicals would be glad to do so. Btarat asked Grish for
a sample of H, M. Chemicals’ glycerine I. W, Thereupor Mahendra Doshi tcok
a sample from Jethelal Soni (Ganesh Chemicals) and sent it to Kailask and Co.

(¢) () Girdhar Kasat admitted that Haresh Kumar and Co. had by its letter
Cated 2Ist November 1985 to Artichem (Ex. 633) informed Arfichem that the
supply to Alpana Pharma would be of glycsrine IP.  He further admitted that
when the oraer for glycerine 1. P. was placed, he understood that it was required
for the purpose of drugs. He knew that onty a wholesaler could sell pharma-
ceutical material in bulk if he beld a licence from the FIDA, that Kailagsh and Co.
never held a licence and hence could not sell wholesale the oy ug ordered by Alpena
Pharma, and that even so Kailash and Co,  did sell Alpana Pharma glycerine
which was ordcred as I, P. glycerine. After attempting prevarications which
tock him nowhere, Girdhar Kasat firally admitled that the glycerine sold by
Keilash and Ce. to Alpana Pharma was not according tc the description cdered,
by Alpana Pharma (namely 5. P.), that at ihe time of the execution of the order,
he (i.e. Giidhar Kasat) knew that the glycerine which was supplied by Kailash
and Co. to Aipana Pharma was 1ict of the quality or nature ¢rderea by Alpana
PLerma an¢ that he (i.e. Girdhar Kasat) did give an impression to Alpana Pharma
thet what Kailash and Co. would supply and had supplied io Alpana Pharma
was cf the rature, quality and description of the glycerine oidered by Alpana
Pharma (viz. 1. P.), tha! at nc time did he {i. . Girdhar Kasat) directly or indirectly
tell Alpan: Pharma that what he had supmlied to them was not glyceline £, P, and
that if a pa.ty ordered glycerine P, I'e would supply Lim cither glycerine 1LW.,
glycerine C.P. ¢r glycerine P. Girdhar Kasat’s attempts to overcome these vital

aarnissions by ftipning ignorance of the varicus grades of plycerine can only be
attibuted tc  ludierity. '

(i) It is alsc not witkout its own significance that O.P. Ladda had asked for

samf :cs twice and had also sent tkem for analysis to Chem Med as glycetine LP.
samples, ’

(d) Reparding the crder placed by Alpanz Pharma with Indian Drugs Co.
{Batch Nc. 21), Alpana Ptarma’s requirement was also glycerine 1. P. This

1s brcught te the forefront by the delivery challan (Ex. 653} of fndi D Ce.
Which describes the glycerine as I.p. i (Ex. 1653 of Indisn Drugs

Pharma wanted to purchase glycerine LP. grade,

11, All these circumstances and in i i ¢ issions-

L particular Girdhar Kasat’s own admissions

clearly establish that the orders placed by Alpana Pharma, including the crucial
order of 18th Novemiber 1985 was for glycerine of LP. grade. Thus, Kasats were put
1o rotice and knew that what Alpana Pharma required was glycerine I.P. and noneé

other and that it was such glycerine and non e
bound to supply. £l none other that they had agreed and wer
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12. The qqestion that next' aris?s: is : Did Kasat ever inform Alpana Pharma
drectly or indirectly orally or in writing, that the glycerine supplied to them was of
LW. grade and not LP. grade ?

The evidence on rec_:ord unmistakably discloses that Kasat did nothing of the
tind or even gave a hint to Alpana Pharma that the supply made to them was not
i conformity with the order. Hereunder my reasons :(—

{¢) Kailash and Co.’s invoice No. 007 dated 23rd November 1985 (Ex. 392) Ex. 392
does not describe what was sent as giycerine L.P.,, but merely glycerine, There
is also Girdhar Kasat’s admission that the proforna invoice which was sent to
Batco Road Lines also mentions the goods as glycerine simpliciter and so also it is
meationed in the lorry teceipt.

(b)) However, in Girdhar Kasat’s office copy of invoice No. 007 the words
‘1 W. " have been inserted by him in ink after * glycerine °.  Girdhar Kasat says
he did so 2-3 days after 23rd November 1985 when he received Chem Med’s report.
This is a lie and has been exposed as such for the following reasons:—

(i} To start with, Girdhar Kasat never informed Alpana Pharma ot Rameshwar
Karwa orally ot in writing that he had amended his office copy of invoice 007
by adding the words < LW, * after * glycerine .

(i) Even when according to Girdhar Kasat when O.P. Ladda met him in
Bombay on 25th or 26th December 1985 and complained to him that the
glycerine contained ‘kachara’, Girdhar Kasat kept quiet about the amendment
made by him in his office copy of invoice No. 007, That was because he had
then not made 2ny such amendment in his office copy. It was done much later,
affer the police investigation started into the J. J. Hospital deaths.

(i) At first Girghar Xasat disclaimed all knowledge before the police as to who
had added the words ¢ LW. * in the office copy of invoice 007. This is borne
ont by the evidence of Police Inspector N. 8. Nikam, one of the Supervising
Officers appointed for the investigation of J. J. Hospital tragedy. Police
Inspoctor Nikam denied the suggestion that Girdhar Kasat had told him that he
himself had added the words ¢ 1.W. * in hig office copy of invoice 007. There is
no reason why the Investigating Officer should go out of his way to tell a false-
hood or why he should not be believed that Girdhar Kasat told him that he
did not know who added the words ¢ LW." in tha office copy of invoice 007.

(iv) Until 21st March 1986 when Girdhar Kasat gave his statement to the
police, he mentioned to absolutely nobody that a few days after 23rd November
1985 he had inserted the words < 1. W.* in his office copy of invoice 007. This
was not his first statement to the police. Before that he had given one statement
fo the FDA and 5 siatemonts to the police. This unaccountable amnesia on
the part of Girdhar Kasat till 21st March 1986 in not remembering that he had
inserted the words ¢ I.W.” in his office copy of the invoice 007 in December 1985
establishes in abundant measure that he did so not in December 1985 but just

,brior to 21st Match 1986 in order to save his skia after the police investigation
had started, This is also borne out from his conduct priof to 21st March 1936.

(v) On 19th March 1986 Girdhar Kasat gave his first statement to the police.
In that he stated that Alpana Pharma’s order was for glycerine LW. whrc,h
ke supplied. Curiously enough, he did not tell the police that Alpana Pharma’s
order was a written order or that it was for giycerine LP., nor did he tell the
police from where he obtained the sample.  On the contrary, he told the police

that he would make inquiries and would find out if Alpana Pharma’s order was
anoral or a written order. At that time he did not produce his copy imvoIce 007,
hat day to the police,

nor did he even refer to it in the statement made by him 1

(vi) On 21ist March 1986 for the first time Girdhar Kasat produced his office

_ A . ieni i duce

copy of invoice 007 along with other documents, but significantiy did not pro

eithy i : emiber 1983 (Ex. 632) where LP. is men- Ex. 632
ither Artichem's order dated 18th Novem ( D) ot 1983 (Ex. 633) B, 633

tioned, nor Haresh Kumar and Co.’s letter dated 21sr 2
where LP, is also mentioned. At this time, he told the police that he had
informed O.P. Ladda that what he would be supplying him would be glycerine
I:W— and that Ladda had no objection. This is palpably a false statement 10 the
light of the admissions made by him in his evidence, to wit, that though it would

good business practice to inform the customer, namely Alpana Pharma,
of the addition of ¢ LW. * made by him in his copy invoice, he did not think it
Tecessary to do so, and that even though there were enough opportutitties
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for him to ask Alpana Pharma to correct the invoice 007 in the manner dope by
him in his office c%py he did not do so as he did not think it necessary.

vif) It was only when he gave his statement to the DCB CID on 24th March
19(860that Girdhar Kasat produced Ex. 632 and 633

(c) All these machinations of Girdhar Kasat must come to naught in the light
of Bharat Kasat’s admission that the supply of Alpana Pharma was not in accor.
dance with the requircments and description given by Alpana Pharma,

13. The next question that arises is | Did Kasats fnfa{m Alpana Pharma the
the two drums from which the sample was given Jiad been disposed off ? The answer
must be in the negative for the following reasons :

14. Girdhar Kasat’s version is that on [7th or 18th November 1985 he received
a telcphone call from Ramanlal Karwa who told him that his sample had passed
and that he, i.c. Girdhar Kasat, should arrange to supply two drums of glycerine

‘to Alpana Pharma at Nanded. According to Girdhar Kasat he told Ramaniaj

Karwa that the drums from which the sampie had been drawn had been sofd by the
party, but Girdhar Kasat would be able to supply two fresh drums in due course of
time, to which Ramanlal Karwa agreed.

15.  This version of Girdhar Kasat has nothing to commend it except his ipse Dixit,
This telephonic conversation finds 2 place for the first time in Girdhar Kasat’s
evidence. If any such telephone conversation had taken place on 17th or 18th
November, the rate of Rs, 52 would not have been mentioned by Artichem in its
otder dated 18th November 1985 (Ex. 632) but instead the rate of Rs. 54 would
have been mentioned.

16. If these drums had been sold off it would have been stated by Haresh Kuymar
’;agd Co. in its letter dated 21st November 1985 to Artichern (Ex. 633). It has not
en. -

17.  Though Girdhar Kasat made in all 6 statements (namely one to the FDA and
5 to the police) and though Bharat Kasat made 3 statements {namely 2 to the police
and one to the FDA), in not a single statement has either of them even faintly alluded
to the disposal of the drums from which the sample tad been drawn.  On the contrary,
In Girdhar Kasat's first statement (o the police on 19th March 1986 he stated that
after the sample was given, the two drums were delivered, thereby suggesting that they
were the very drems from which the sample had been drawn.

18.  Girdhar Kasat's version about the drums having been sold off is obviously
an cxpedient at saving himself as is borne out by his evidence that he would draw
a sample merely because his purchascr wants it and giving the purchaser a sample
18 merely a formality from the point of view of Girdhar Kasat.

19. Al these circumstances establish that Alpana Pharma had never been jnformed

$:t the two drums from which the sample was drawn had been sold, if indeed they
re. .

20. The question that next ariscs is . What is the validity of Kasat’s version that

they informed Alpana pharma andlor Ramanlal Karwa that they would purchase
glycerine from a new manufacturer 7

22, The question that next arises is : Dj
$ 18 : Did Kasats :
a pharmaceuticgl repacking ynits ? (At know that Alpana Pharma v
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o his supply t¢ Alpana Pharma of glycerine not as a drug but a as chemical.  This
pose of his was exposed to be false by his admissions as under :—

“«1 know the meaning of LP. A material complying with pharmacepoci
standards is described as L.P. material. All raw mateﬁfal% used tlbr drugs I:nuls%
comply with pharmacopoeia standards. If an article is specified as LP., 1 would
understand that it is required for drugs .......... »

(The underlining is mine.)
Indisputably Alpana Pharma’s order was for glycerine LP. Hence on his own
showing Girdhar Kasat understood that Alpana Pharma wanted the L.P. glyecrine
for being used as a drug. This is borne out by his admission :— ’

“ When the order for Glycerine LP. was placed with me, I understood that it
was required for the pwpose of drugs”
(The underlining is mine.)
These admissions clearly indicate knowledge on the part of Girdhar Kasat that as
Alpana Pharma required the I.P. glycerine as a drug, it was a pharmaceutical te-
packing unit.

a4, He furtber admitted that only a wholesaler can s¢ll pharmaceutical material
in bulk if he holds a licence from the FDA and that Kailash and Co. never held
3 wholcsale licence and therefore had no right to sell wholesale drugs ordercd by
Alpana Pharma. Even so Kailash and Co. sold to Alpana Pharma glycerine which
was ordercd as LP. glycerine, but not as I.P. He admitted that the glycerine sold by
Kailash and Co. to Alpana Pharma was not according to the quality and description
ordered by Alpava Pharma, and that at the time of the execution of the order he
knew this to be so. Thus once again on Girdhar Kasat's own showing, sub-standard
glycerine was passed off to Alpana Pharma with the knowledge that it was pharma-
ceutical repacking unit. This finds corroboration from his own admission that he
did give an impression to Alpana Pharma that he (Kailash and Co.) could supply
and had supplied to Alpana Pharma glycerine which was of the nature, quality and
description of the glycerine ordered by Alpana Pharma, viz. L.P., when in fact it was
not, coupled with his final admission that he did not at any time, directly or indi-
rectly, tell Alpana Pharma that what he had supplicd to them was not glycerine LP.

25.  Girdhar Kasat's own admission clearly establish that Kasat knew that Alpana
Pharma was a pharmaceutical repacking unit and even so plamed off sub-standard
glycerine in the piace of LP. glycerine ordered.  Futher it is only pharmaceutical
Units that mention the word * Pharma  in their name. Hence from the very name,
namely Alpana Pharma Pack, Girdhar Kasat was or should have been put to notice
that Alpana Pharma was a pharmaccutical drug repacking unit,

26. The question that next arises is : Did 0. P. Ladda mcet Girdhar Kasat on
35th or 26th December 1985 and talk to him about the *“kachra” in glycerine Batch 27 7

27. According to Girdhar Kasat on 25th or 26th Docember 1985 O. P. Ladda
came to his office at about 5-00 p. m. and asked him (O. P. Ladda) for payment
for the supply made to him. O. P. Ladda told him that there was some doubt
ahout the quality of glycerine as it contained some forcign particles (kachara)and
that he would be able to use the glycerine if he received the test report from the
laboratory and that O. P. Ladda would inform Girdhar Kasat at a later stage.

28. Girdhar Kasat's version of this mecting and conversation is denied by
O. P. 1adda. Probabilitics indicate that Girdhar Kasat's vession is not correct,
My reasons —

(@) This version of Girdhar Kasat finds 2 place for the first time in his evidence
and not at any time before either orally or in writing despite opportunities available
to him.

(b) This version of Girdhar Kasat is an afterthought as is manifest from the
fact that even though he gave 5 statements to the police and one statement to
the FDA, not in a single one of them did he allude to any such conversation.

(¢) It is therefore obvious that Girdhar Kasat's motive in now alluding to this
conversation is merely a self-protective measure in a desperate attempt to cvade
liability by now secking to convey that as far back as 25th or 26th December
1985 Ladda knew that what had been supplied to him was not glycerine 1. P.

(d) Even assuming Ladda did, it would make Ladda a co-conspirator, but
could not absolve Girdhar Kasat from liability or mitigate his wrongful act in
supplying O. P. Ladda glycerine which was not of the quality and description
ordered by O, P, Ladda.
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29. In the circumstances, Girdhar Kasat’s version about this meeting and conver-
sation with O, P. Ladda is highly improbable. In any event, Girdhar Kasat cannot
be absolved for supplying glycerine I, W. instead of glycerine L P. ofdered by Alpana

Pharma.

30. The next question that arises is @ Was rie sample given byr Girdl.ar Kasat
10 Chuvan on 31st October 1985 as is his version or was it given on Sth Noverber 1683 0

31. Girdhar Kasat seeks support from the evidence of Chetan Thakkar and
certein documents of Edgar Handley, On the other hand, there is the evidence
oi" Chavan coupled with documentary evidence in the form of the letter dated Sth

Novembor 1985 (Ex. 212).

32, Chavay, a clerk in Decpali Enterprises deposed that in the end of October
or the beginning of November 1985, Om Prukash Ladda had coms lo the office
of Deenuil Enterprises. e told Chavan to go to Haresh Kumar and Co. and
bring tae sample.  Chavan did so four or five days later as he bad to attend to his
awn work in Deepali Enterprises.  Chavan did aot receive this samole from Chetan
Thakkar.  This was the fiest time that O. P. Ladda had asked Chavan to get a
sample of glycerine. Girdhar Kasat gave Chavan the particulars for labelhng_ the
sample bottle. Chavan's svidence therefore indicates that the sample was given
someiime in the beginaing of November 1985,

33. In support of Chavan’s version, there is documentary evidence in the lorm
of the letter dated 5th November 1985 on the letterhcad of Alpana Pharma cigned
by Chavan addressed 1o Chem Med [part of Ex. 212 (collectively)] enclosing samples
for analysis. 1t would liave been most unnatural for such a lailer fo have been
addressed to Chem Med on 5th Movember 1985 if the sample had in fact been
drawn on 3lst October 1985. This letter is therefore an independent picce of
corroboration that after the sample was drawn on 5th November 1985 it was imme-
diately seat for analysis the same day to Chem Med along with the covering letter
dated 5th November 1985,

34.  Girdhar Kasat’s version that this sample had been given on 31st October
1985 is negatived by his own statement to the police on 20th March 1986 that the
sample was given to Chavan on 5th November 1985. Having made that statement
before the police and being confronted with it, Girdhar Kasat attempted to resile
from it in his cvidence by saying that after he made that statement to the police
on 20th March 1986, his man. i.e. Chetan Thakkar, told him that the sample had
been coltected not on 5th November 1985 but on 31st October 1985, If- that was
SO. there was no plausible reason why Girdhar Kasat did not have his earlier police
staternent corrected.  According to him he did not do so because he was not cajled
azxain by the police and because he did not consider a difference of 4-5 days to be
Lnportant. This is a lic. Afier he gave his statement to the police on 20th March
1986, he gave another statement to the police on 2dth March 1986 in which whether
or not 4-5 days made any difference he could have set the record straight at the
first available opportuniiy by telling the police on 2dth March 1986 that his earlier
Statement on 20th March that the sample was taken on S5th November 1985 was a
miistake and that the correct date was 31st October 1985. Girdhar Kasat did nething
of the kind as he kncw that his carlier statement was correct.

35 In Support of his version that the sample was drawn on 31st October 1985
Girdhar Kusat seeks corroboration from the evidence of the warehouse manager
of Edgar Hundley.

36.  Suresh Daitary is the warchouse manager of Edgar Handley and Co. who
had their godown at Lal Chimney Compound, near Nair Hospital, Bombay. His
duties comprised of keeping the records of goods received in the warehouse and
goods sent out of the warchouse for delivery to various parties. For this purpose,
he maintains a stock register. a receipt book and a delivery book. He deposed
that on 26th October 1985. 2 drums 500 kes. each of glycerine 1. W, grade were
received in the godown from H. M. Chemicals with their covering letter dated
17th October 1985 addressed to Edgar Handley, One drum was leaking.

37. Dafary continued that on 31st October 1985 Chetan Thakkar came to him
with u note (Ex. 575) from H. M. Chemicals for taking a sample from these two drums.
Daftary sent his peon with Chetan Thakkar for the purpose who pointed ont the
drums to Chetan Thakkar. Chetan Thakkar drew ome sample from one drum in
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o white plastic bottie having a capacity of 50 to 100 gms. Daftary's servant told
him later that Chatan Thakkar had taken a sample only from oae drum. Daftary
pimself was not present when the sample was taken und admicted that he did not
gnow whether Chetan Thakkar drew the sample from the leaking drum or {rom the
other drum witich was not leaking., Daftary did not write the name and address
of Haresh Kumar and Co. on the reverse of H. M. Chemicals' note dated 28th
October 1985 (Ex. 575) on 31ist October 1985.

38, The question which may arise is : From which two drums was the sample
drawn by Chetan Thakkar 7 His evidence suggests that the sumple was drawn from
the drum which was not leaking. This was the drom which remained in the godown
till 14th November 1985, The evidence however further suggests that when sample
was drawn on 5th Movember 1983 both the drums were in the godown. Therefore,
if one of the drums, whether leaking or not leaking, had left the godown on 4th
November 1985, drawing of sample by Chetan Thakkar on 5th November 1985
becomes highly doubtful.

39. Chetan Thakkar deposed that in the evening of 30th Cetober 1985 Girdhar
Kasat told him to go to the godown of Edgar Handley and draw 2 sampie the folfowing
day of glycerine and for the purpose gave him a letter dated 28th October 1985
(Ex. 575) addressed to Edgar Handley on the letter-head of H. M. Chemicals and
a white plastic bottle (Ex, 239) to draw the sample in. Accordingly on 3ist October
1985 at about 11-00 a.m. Cheran Thakkar went to the godown of Ecdgar Handley
and met Daftary to whom he handed over the leiter Exhibit 575, Dafatry showed
Chetan Thaklkar the two drums and told him to take the sample. Chetan Thahkar
himself did not go near the drums, he told Daftary that as the drums were large,
he zlone would not be able to draw the sample. As Chetan Thakkar had no instru-
menis to open the drum, Daftary told his servant to take out the sumple {ron one of
the drums and to give it to Chetan Thakkar. While the servaat was drawing the
sample from one drum, Chetan Thakkar was waiting outside Dultary’s cibin at
a distance of about 40-50 feet from the drum from which the sample was being drawit.
Daftary’s servant opened the Jid of the barre] with a spanner and drew the sampie
in a white plastic bottle which Chetan Thakkar had given him for the purpose by
dipping that while plastic bottle in the barrel and taking the sample. Thercafier
the servant closed the lid of the barrel, capped the whitc plastic bottle and gave it to
Daftary. Chetan Thakkar himself never went near the drums and did not verify
for himself whether one drum was leaking nor could he from the distance from where
he was standing notice whether ane drum was leaking. Throughout this time Daftary
was in his own cabin doing his own work. Chetan Thakkor entered Duftary’s
cabin. Chetan Thakkar gave the name of Haresh Kumar and Co. ©On the reverse
of the letter Exhibit 575 Daftary wrotc down the name of Haresh Kumar and Co.
and the address. Daftary took Chetan Thakkar’s signature on the face of the note
{Ex. 575) in token of Chetan Thakkar having received the sample,

40. Chetan Thakkar did not know which drums belonged to H. M, Chemicals.
He himself did not sce any Jabel on any drum and doces not know from which drum
sample was drawn. He has nothing to show that the sample which hagi bqen drawn
was (rom the drum of H. M. Chemicals. However 300 deums were lying in the do-
godown on that day. The drum {rom which the sample was drawn was red coloured
With white coloured top. There were several other drums similarly colourcd.

41. Chetan Thakkar returned to the office of Haresh Kumar and Co. with the
sample and informed Girdhar Kasat what he had dore.  The same afternoon Chovan
rang up the office of Haresh Kumar and Co. and spoke to Girdhar Kasat. Soon
thereafter Chavan came to the office and had some conversation with Girdhar Kasat
who told Chetan Thakkar to hand over the sample which he had brought that

morning to Chavan,

42, It will be seen that the varsions of Surcsh Daftary and Chetan Thakkar
tegarding what transpired at the godown are diametrically opposite, to wit. Chetan
Thakkar deposed that in February or March 1986 he was called by the police to
CID office where his statement was recorded on 2 occasions. To the best of his
tecollection, he had stated in his police statement that on 31 QOctober 1985 Chavan
had come to the office of Girdhar Kasat and had taken away the sample. While in
his evidence Chetan Thakkar says that Daftary did not take his signature 1n any
Iegister, he had to admit that he had stated before the police that Daftary had taken

signature in the sample register. This statemen tmade to the police at the earliest
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point of time cannot be washed away by his endeavour in the witness-bpx that he
said this to the police by mistake, It is merely to cover up the suppression of this
sample register.

43. Now why does Chetan Thakkar remember that Chavan had come in the
afternoon of 31st October 1985 7 Because according to him it was raining that
day as a result he did not go to the Vadgadi Chemical Market which he normaily
did. Tt is strange that because of the rains he did not go to the Chemical market,
yet weat to the godown of Edgar Handley. Naturally he did not remember if it
rained on 5th November 1985, On that day he was on leave for which there is only
his ipse dixit.

44, Chetan Thakkar stated that on the second occasion when he was called to
the CID office on 22 nd March 1986 at 11-00 a.m. he didnot go there at 11-00 a.m,
on the pateatly lame excuse that Sub-Inspector Aklujkar himself came at 12-30 p.m.
5.1, Aklujkar asked Chetan Thakkar why he did not come at 11-00 2.m. to whick
Chetan Thakkar says he gave bim no reply. Pausing here for a moment, there was
another reason why Chetan Thakkar did not go to the CID office at 11-00 a.m. that
day and why he gave no reply to S.1. Alkujkar over his tardiness. Daftary admitted
that on 22nd March 1986 between 11-00 a.m. and 12-00 noon one person whom he
did not know came to him asking to see the account of H. M. Chemicais, The same
day CID officers had come to the warehouse at about 2-00 p.m. On both the occasions
Dafiary’s co-worker Umcsh Sheth was present. Umesh Sheth’s statement was
recorded by the CID. Daftary knows what was recorded by the CID, but did not
remember if Sicth had mentioned before the CID officers that some person from
Haresh Kumar and Co. had come to the godown earlier that day. Sheth did not
show the record of H. M. Chemicals to that person. He does not know what
transpired between that person and Umesh Sheth. Daftary denied that any entry

n the stock register of Edgar Handley had been manipulated at the instance ‘of that
person,

45.  Now, who could this person be who wanted to see the account of H. M. Chemi-
cals 7 This mysterious person goes to the warchouse of Edgar Handley at the
same time and day that Chetan Thakkar fails to turn up at the CID office though
called at that time that day, If it is a coincidence, it is a remarkable coincidence.

46.  Apart from the inconsistencies in the evidence of Suresh Daftary and Chetan
Thakl_(ar regarding what transpired in the godown, it is manifest that a vital piece
of evidence has been suppressed, namely the sample register of Edgar Handley.
According to Edgar Handley’s manager Daftary, no sample register was maintained;
This is unirue, in the light of Chetan Thakkar's statement made to the police on
21st March 1986 that his signature was taken by Daftary in the sample register
kept in the warehouse. This must necessarily show that Daftary’s assertion, to the
contrary in the witness-box is false, He has been tutored to deny the existence of
the sample register. The irresistible inference can only be that if this sample register
had been produced it would not have supported Girdhar Kasat that the sample
was drawn on 31st October 1985 and not on 5th November 1935 as stated by Girdhar
Kasat at the carliest point of time before the police. Stratagems came later as the
nvestigation progressed.  Swuppressio verd,

47. There is also suggestio Jalsi, as there is strong evidence that a number of
documents were subscquently prepared. On H. M. Chemicals’ note to Edgar
Hilndlcy.datcd 4th November 1985 [part of Ex. 576 (coliectively)] there is Edgar
Hundlcy's rubber stamp with the number written in ink of Edgar Handley’s challar
as 4257. which is alsa part of Exhibit 576 (collectively). The date on this rubber
stamp is shown in ink as 5th November 1985. This rubber stamp is the clearest
indication thart these two documents, namely the challan bearing No, 4257 which
Is dated 4th November 1985 and H. M. Chemicals’ letter also dated 4th November
1985, are not c?ntcmporancous. When Daftary was shown I M. Chemicals’
note dated 4th November 1985 and the delivery challan dated 4th Novembor 1985
[EX. 576 (collectively)), he admitted that the date of the delivery challan shown
as Sth November 1985 on the rubber stamps was a mistake for 4th November 1985.
He continued that the posting also had been made in the ledger under 5th November

1 *

43. Tt would also be pertiner;t to ask why havi id in hi

y having said in his stat to the
police that the sample was taken on jth November 1985 Girdhar Ksasat? gl}?gsldoﬂow
resort to 31st October 1985 as the date of the drawing of the sample. The only
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answer is the one that Girdhar Kasat dared not give, namely that having created
false evidence that one drum had gone out on 4th November 1985, there was no

ssibility of drawing a sample on Sth November 1985 {rom both the drums, with
the result that he had to advance the date in order to show that the sampﬂ: was
drawn prior to 4th November 1985. Hence he fixed the date as 31st October 1985,

49. There has been a manifest conspiracy between Girdhar Kasat, Mahendra
Doshi, Edgar Handley and Jethalal Soni to falsely suggest that two drums were
sot available. To that end, I shall advert to the evidence of Jethalal Soni presently.
But before I do, it may be noted that if the evidence of Chetan Thakkar falls, he
must carry with him the evidence of the others also. And the evidence of Chetan
Thakkar must fall. My reasons ;

(@) At the carliest opportunity he told the police that the sample had been
dr%wn not on 31st October 1985 as he now secks to make out but on 5th November
1985.

{6) At the earliest opportunity he disclosed to the police the existence of the
sample register in Edgar Handley's warehouse and of Chetan Thakkar’s signature
having been taken in that register on Sth November 1985. Hence his evidence
to the contrary is false and an afterthought coupled with the suppression of the
sample register which would have disclosed the date of the drawing of the sample
as 5th November 1985 and not 31st October 1985,

(¢) His recollection in evidence that he went to take the sample on 31 st October
1985 is based solely on the fact that it was rainiag that day. Assuming that there
was unseasonable rain on the last day of October 1985, it is strange that he should
2o out of his office to the godown of Edgar Handley and not go to the Vadgadi
Chemical market on the grouad that it was raining.

{d) There is nothing beyond his ipse dixit that he was on leave on 5th November
1985 for 1 months.

(¢) There are several discrepancies in the cvidence of Chetan Thakkar and
Daftary regarding what transpired at the godown as set out earlier. There is
nothing beyond Chetan Thakkar's ipse dixit that he was told that one drum was
leaking, I Chetan Thakkar had gone, he would have been abile to identify the
drums of H. M. Chemicals in the godown which on his own showing ke could not.

(f) Chetan Thakkar has been assigned a part merely to support the version of
Girdhar Kasat that the sample was drawn prior to 4th November 1985, hence

3lst October 1985 was hit upon.

{g) Chetan Thakkar’s cvidence shaws that bath the druras were in the godown
of Edgar Handley when the sample wasdrawn. This falsifics the version of Girdhar
Kasat that one drum had been sold.

50. Yn this conspiracy Jethalal Soni, proprictor of Ganesh Chemicals alse has
a part. He, as sole proprictor of Ganesh Chemicals, manufactures what he calls
“ chalu glycerine”, which is a substitute for glycerine LW, He deposed that on 17th
October 1985 L. M. Chemicals’ partner Mahendra Doshi told him that he wanted to
purchase 500 kgs. glycerine on approval basis and gave Soni a letter addressed to
Bdgar Handley for storage of the two drums in the warchouse. Mahendra Doshi
never told Soni that he required glycerine for medicinal purpose and Soni did not ask
him for what purpose he required Soni's glycerine. Accordingly on 26th October
1985 Soni sent two drums 250 kgs. each containing industrial glycerine to Edgar
Handley for storage. [For about a week \hereafier Sont did not hear from Maheadra
Doshi.  When Mahendra Doshi cam? to see Soni thercalter, Soni told him that he
had not heard from him whether his glycerine lying in the godown of Edgar Handley
had been approved or not and that Soni had a ready customer for those two drums
which should be returned to him. Mehendra Doshi told Soni that he would arrange
to have the two drums re-detivered to Soni.

51. However on 6th November 1985 Mahendra Doshi rctun_-lcd to Soni only one
‘drum which had been given to the transport compify the previous day for delivery
to Soni, That drum he sold to Om Dye Chem Industries on 7th November 1985.
Mahendra Doshi returncd the other drum to Soni on I4th November 1985 after
giving it to the transport company a day earlicr. Out of that drum Soni sold 100 kgs.
to K. A. M. Syndicate on 16th November 1985 and 150 kgs. to Om Dye Chem
Industries on 21st November 1985
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52 On 2lst November 1985 Jethalal Soni sold 500 kgs. of glycerine to H. M.
Chemicals in the quantity of 250 kgs. each, pursuant to an order which Mahendra
Doshi had placed with him on 19th November 1985 and which he had asked Soni
to send to Edgar Handley for storage. Mahendra Doshi gave Jethalal Soni a letter
to Fdour Handley on the letter-nead of H. M. Chemicals requesting them to store
these two drums on behalf of H. M. Chemicals. Accordingly on 2ist November
1985 Soni sent these two drums to Edgar Handley for storage on behalf of H. M.

Chemicals.

53. He came in contact with H.M. Chemicals in 1984. He had never given to
Malcndra Doshi or any of his customers any sample of his product. He has nc
personal knowiedge wihether any semple was taken from any of his drums stored in
the godown of Edgar Handicy.

54. F. D. A. officers made enquiries from Soni on 19th February 1986 and
recorded his statement. He was arrested on 3rd March 1986.

5. After the deaths in the J. J. Hospital, Mahendra Doshi told Soni that the two
drums which he had sold to H. M. Chemicals had in turn been seld by H. M. Chemi-
cals to Kailash and Co,

56.  After stating that he never gave his sample of glycerine to Mahendra Doshi
he later retracted this statement.

57. Mahendra Doshi had informed Soni that he had a sample drawn from the
second drum of which Soni bad taken delivery {rom Edgar Handiey, Therefore,
Soni’s suspicions were not aroused when he found that the seal on the drum was
missing.

58. The lorry charges for conveying these two drums from his factory to the
godown of Edgar Handley were borne by Soni.  Soni had not prepared any challan
for those two drums but had obtained the signature of Mahendra Doshi on Soni's
letter-head the same day or the next day; he got it written by Mahendra Droshi that
he had received two drums [rom Soni. He produced a writing dated 26tk October

Ex. 640 1985 (Fx. 640). He also produced two letters dated 5th November 1985 and 13th

November 1985 from H, M. Chemicals to Soni returning the first and second drums

respectively., Those letters dated 5th November 1985 and 13th November 1985

were Exhibit 641 (collectively). He admitted that until he gave his evidence he

Ex'64l (colly) mever disclosed to anyone the existence of the writing (Ex. 640) or the letters [Ex. 641

Ex. 640 (collectively} ], He admitted that the details of the transactions and the particulars

Ex, 641 (colly) Of the drums were not stated in the writing dated 26th October 1985 (Ex, 640) because
the details were known to him and Mahendra Doshi. :

59. The drum which was returned by H. M. Chemicals on 5th November 1985
was received by Soni on 6th November 1985 and sold to Om Dye Chem Industries
on 7th November 1985, When H. M. Chemicals returned only one drum which
he received on 6th November 1985 Soni did not prepare the bill for the other drum
in favour of H. M. Chemicais because a day or two later Maheudra Doshi told Soni
that the sample had been drawn from the other drum and Soni should allow the other
drum to remain with Edgar Handley and Mahendra Doshi would return it to Soni
a few days later. Soni told Mahendra Doshi to return the second drum before
Diwali if he was unable to sell to his own customer.

60. Soni was shown the account of H. M, Chemicals in his ledger. He admitted
thet at page 49 in the debit entry the original figure had been rubbed out and over
which the figure “8,250” had been overwritten. He also admitted that even the
overwritten figure was a mistake for Rs. 7.500 and that there must be a similar
mistake in the corresponding cash book entry as also in the sales register,

61. On 19th February 1986 he knew that some people had died in the J. J.
Hospital as a result of the glycerine supplied by him. Round about that time
H. M. Chemicals also knew that something was wrong with Jethalal Soni’s glycerine.
Jethalal Soni admitted that H. M. Chemicals paid him the balance amount of his

bill in April 1986 on demand being made by him in March 1986 and without raising
any dispute.

62. Jethalal Soni's trade practices are not enti
’ ‘ . rely beyond reproach. For
gxamplc he admitted that the sales invoices maintained by him are not iII; a regularly
ound book and neither are his delivery challans and that the sales register is writterr
up once a month on the basis of the copy invoices.
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63. On 20tk November 1985 Soni had purchased 250 kgs. glycerine from Royal
Corporation, Bombay. He agreed that in the delivery challan of Royal Corporation
there was an oveIwriting on the date of the challan as also in the copy of the delivery
challan, but he did not know who was responsible for this overwriting or when
it was done. He admitted that there was a corresponding entry under date 20th
Novcmbe_r 1985 in his purchasing register (Ex. 635). He made payment to Royal
Corporation by cheque. However he admitted that his version of not knowing
who is responsible for the overwriting in the challan of Royal Corporation or when
it was dong, is not correct and that the alterations/overwriting in the date of the
original cnallan was done by him through mistake somctime in February 1986,
He admitted that he purchased 250 kgs. I. W. glycerine from the market without
a bill round about I5th November 1985. Thereafter without purchasing any
material from Royal Corporation he tock a bill from them for Rs. 13,500 on 20th
November 1985 for 239 kgs. of glycerine at the rate of Rs, 54 per ke, Thereafter
1e overwrote the date 20th on the delivery chailan of Roval Corporjlion in order
to give an impression that 250 kgs. of glycerine mentioned in the bill of Royal
Corperation had been sent to him vide the delivery challan of Roval Corporation.
He admitted that therefore both the delivery challan and tae bill of Royal Corpora-
tion are bogus documents. He also admitted that there were a nainber of ocher
bogus bills in his possession which had bzen entered in his purchase register and
in his stock register even though the quantitics of glycerine covered by those bills
had not been actually purchased by him. He also admitted to several other bogus
bills and entires. He also admilied that several sales are not reflected in his stock
register and sales regster,

§4. The fact that on demand being made by Jethalal Soni on H. M. Chemicals
in March 1986 he received in April 1986 the balance amouant of his dues from i, M.
Chemicals without the letter raising any dispute, shows that Kasat, Soni and
Mahendra Doshi of H. M. Chemicals had jomed hands with a view to extricute
themselves froma their involvement ia the I J. Hospital tragedy. The demand
and payment were most unnatural under the circumstances. The payment by
H. M. Chemicals to Soni was more in the nature of a bribe than a bona fide payment,
Soni was bought over.

65. This brings me to thc nature of the product manufactured by Jethalal Soni.

66. Jethalal Soni carries on business in the name and style of Ganesh Chemicals
Corporation as the sale proprictor since tiwe past 7 years.  He is a B, Sc. in Chemistry
from the Gujarat University. He manufacturcs and supplics only what he calls
“chalu glycerine” which is a substitute for glycering 1. W,

67. Jethalal Soni manufactures glycerine industrial grade and glycerine textile
grade. The former is used for manufacture of wriling ink, stamp pad ink, typewriter
ribbons and carbon papers and metal treatment chemicals. The latter is used for

textile purposes.

68. Jethalal Soni manufactures industrial glycerine by mixing sorbitol, liethylene
glycol and pure glycerine. For the manufacture of 250 kgs. of industrial glvcerine,
he mixes 187 kg. sorbitol, 40 kg. dicthylenc glycol and 25 kg. pure glyccrine,  For
the manufacture of 200 kg. of textile glycerine, he mixes 120 kg liquid glucose,
60 kg. diethylene glycol and 20 kg. water. [In textile glycerine, no pure glyeerine
18 ysed.,

6. He admitted that his product, be it industrial glycerine or textile glycerine,
is unfit for human consumption and would cause death if taken internaily, becanse
one of the ingredients is diethylene glycol.

70. The normal price of glycerine is Rs. 54. per kg. and of sorbitol and dicthylene
elycol between Rs, 18 to Rs, 20 each per kg Juthalal Soni never sold his product
Tor Jess than Rs. 30 per kg.  Alt he did was to muasure the quantities of the 3 compo-
nents, namely sorbitol, diethylene glycol and slycerine, and mix them, the quantity
of glycerine being the least used by him as it was the costlicst component.

- 71. He does not hold a manufacturing licence from the FDA because his product
does not fall within the purview of the Drugs and Cosmetics Act.

72. He purchases drums from hawkers or uiilises the drums in w]nic%g. he received
the raw material, His 250 kg. drums are painted in ved and the lids in white. On
the Yds he stencils in red paint, one and half inch in length and 5 mm. in breadth,

Ex. 615
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“ GLYCERINE NOT FOR MEDICINAL USE. NET WEIGHT
tzg% wKocrids; He claim that his purpose in doing so was to make sure that even by
mistake his product would not be used for medicinal purposes.

Soni never sold his glycerine as per 1.S.1, standards, but as substigute-
gl;c%ri n‘Etha’I‘lEL raw material which %g purchased in the market was not LP. glycerine;
it was either LW. glycerine or refined glycerine; he did not test the glycerine pur-
chased by him from the market. He admitted that I.W.' glycerine could not be used
for pharmaceutical purposes. In the market all substitute glycerine is popularly
know as glycerine. His final product would be equivalent to glycerine LW, for
industrial purpose by reason of the presence of sorbitol and diethylene glycol, He
knew that by addition of diethylene glycol, his final product would be a deadly
poison. He also knew that glycerine LP. is used for medicinal purposes.

74. Jethalal Soni says that Mahendra Doshi never told him that he required
glycerine for medicinal purposes. Jethalal Soni’s glycerine always contained
diethylene glycol or monoethylene glycol, as would any glycerine which is a substitute
for [.W, glycerine. This according to Soni is know in the market.

75. He admitted that his product is the result of his own formula not be found in
any recognised text book or Merck Index. He admitted that it was to make more
money that he invented his own [ormula whereby his product would be identical
to glycerine and yet not be glycerine, by whlc}} he meant that the properties of his
product weuld be the same as those of industrial glycerine, namely mdustrra_l white,
The weight per ml. of bis product was about the same as that of pure glycerine, but
his product was less viscous than pure glycerine.

76. He knows that I.P. means the standard prescribed by the Indian Pharma-
copoeia. For industrial white glycerine, no standards are laid down except by
L.8.1., provided the 1.8.1. mark is used.

77. 1f he was given a mixture containing 70 per cent coconut oil and 30 per cent
groundnut oil, he would call the product neither the one nor the other but would give
a name to it depending upon the purpose for which it was used. If such a mixture
was to be used edibly, he would call it coconut oil. He called his product glycerine
because it was a substitute for glycerine. His product could not be used as a substi-
tute for sorbitol or diethylene glycol. However he used sorbitol and diethylene
glycol because they could be used for producing his substitute or * chalu ’ glycerine.

78. He admitted that his product is cheaper than standard 1.S.1. glycerine by half
the price and that he mixed sorbitol and dicthylene glycol in glycerine and called
his product glycerine because the price of glycerine by itself is more than that of
dicthylenc glycol and sorbitol. He also admitted that therefore what he called
glycerine manufactured by mixing diethylene glycol and sorbitol with pure glycerine
would cost him less than if he were to sell pure glycerine. He also admitted that
unless he called his product glycerine, he would not get the same price as he wonld
get merely from the sale of sorbitol or diethylenc glycol, and that if his purchasers
knew that he was mixing sorbitol and diethylene glycol in pure glycerine, they would
not pay him the same price as they would for pure glycerine. When asked why he
used glycerine at all in his product, he replied that he did so because he wanted to
sell his product as glycerine and that he wanted to sell diethylene glycol and sorbitol

in the guise of glycerine. According to him, his product could be called adulterated
glycerine.

79.  He admitted that he never indicated either by any document or on the drums
of his product that it was a substitute for glycerine; that he held out his product
to be glycerine LW, and that he did not display his name or address or identify the
commodity though requircd to do so under the weights and Measures Act professedly
out of ignorance of the rules framed under that Act.

80.  He professed that all his customers knew what his product actually was,
because he himse!f told them that it was not actually glycerine but equivalent to LW.
glycerine not for medicinal use and issued his invoices accordingly.

81. From Jethalal Soni's evidence and his own admissions, it stands out in beld
reliefl that looking to the fact that he used an infinitesimal percentage of pure
glycerine and a preponderantly large percentage of the lethal poisons ke
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diethylene E{’YCO] and' sorbitol, it V\_FOT-lld be a misnomer to call Soni’s concoction
glycerine which to Soni’s knowledge is a dual purpose item.  His product was actually
disthylene glycol, a deadly poison with a dash of glycerinie and was sold by him in
the guise of glycerine. Thereby Jethalal Soni was gulty of making representations
which were false to his knowledge and of deceiving his purchasers into believing
that his product was indeed the product which the name suggested, namely glycerine,
He knew that glycerine is a dual purpose item, yet his intention was to pass off his
product as glycerine because if he were to call it by any other name, the pucrchaser
might not buy it or if’ he did, would not pay the price quoted by him. His own
admissions reveal that his sole anxiety was to make a larger profit which he could
gever have done if ke had disclosed to his purchasers that dicthylene glycol and
sorbitol were the components of his product.  Being a Chemisiry graduate himself,
he kaew or in any event is deemed to have known that glycerine is a dual surpose
ittem. He knew that diethylene glycol and sorbitol are extremely hazardous to health
and are deadly poisons, yet he failed to warn his purchasers of the dangers likely to
raise by using his glycerine which he admitted was imitation of  chalu ” glycerine.
He knows the provisions of the Drugs and Cosmetics Act, It was not for altruistic
reasons that he marked his iovoices and drums “ Not for Medical Use ™ but for
2 more mundane purpose, namzly to take advantage of Schedule K of the Rutes.

82, In this context the evidence of H. M. Chemical’s partner Mahendra Doshi
is also relevent, He now knows that [.S.1. standard for glycerinc is 98 per cent; he
came to know this from Jathafal Soni after the 1. J. Hospital incident. According
to I.83.1 standards, giycerine, whatever its grade be, must contain at least 98 per cent
of glycerine.

83. He admitted that in none of his invoices had he ever described the sales of his
glycerine as substandard glycerine or as “ local glycerme”, or * Not For Medicinmal
Purposes ** but as glycerine 1.W. and that L.W. glycerine as also ** local glycerine
are used in the textile and carbon paper industries. He agreed that glycerine LW,
which he mentioned in his invoices contained ingredients other than glycerine. In
the market sub-standard glycerine is sold as L.W. glycerine at a rate lower than LW,
glycerine as per I.S.I. standards. He admiited that the glycerine which he supplied
to his cusiomers did not contain minimum 98 per cent glycerine and that what he
purchased from Jethalal Soni did not contain the nimimum requirement of 98 per
cent glycerine and that there was some other chemical in that product,

84. Mahendra Doshi also admitted that when Jethalal Soni told him that he was
manufacturing ** local glycerine”, he understood that he (Jethalal Soni) did so for
industrial purposes, and that it was such glycerine-which Mahendra Doshi purchased
from Jethalal Sont and supplied to Kailash and Co.

85. Intitially Mahendra Doshi stated that Jethalal Soni had told him that he was
preparing local glycerine (** chalu »* or substandard glycerine) used as a substitute
for a IW. glycerine. However later Mahendra Doshi admitted that his earlier
statement was not correct. He admitted that he knew that the product supplied
to him by Jethalal Soni as glycerine was not glycc;rinc according to I.S._I. standards,
and that Jethalal Soni’s product contained ingredieats other than glycerine.

86. He attempted to absolve himself from responsibility by protesting that he
aever took upon himself of the responsibility of the glycerine sold by him to hl’s
purchasers and that every party made purchascs form H. M. Chemicals at the party’s.

risk,

87. 1t was on 1st March 1986 when C.B. Drugs {Co_n_tro!) Inspectors came to him
that he Jearnt that this glycerine had been used for medicinal purposes. He admitted
that he did not contact Kailash and Co, though he considercd it necessary to give
them the information that this glycerine was not intended for pharmaceutical
Purposes, as by then no useful purpose would have been served.

88. Mahendra Doshi admitted that at the relevant time the price of pure glycerine
LW. in the market was in the vicinity of Rs. 50 per kg. and never in the vicinity of
Rs.40per kg. Thus it is clear that Mahendra Doshi knew that what he was
Purchasing at Rs. 30 from Jethalal Soni was substandard glycerine or a misbranded
drug, This is borne out from his admission that becausc Jethalal Soni charged
him only Rs. 30 per kg., he did realise that Jethaial Soni was mixing somcthing in his
glycerine but made no efort o know what; he did not know ti was some poison.

H 465119
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Mahendra Doshi waraed his customers not to use it for medicinal purposes because
Jethalal Soni had told him that it was not meant for such purpose. Pausing here for
a moment, this is a false statement made by Mahendra Doshi; there is noting to
commend it except his ipse dixit and particularly in view of the fact that, on his owp
admission, in none of his invoices had he ever stated that the product was not for
medicinal use, even though he knew that glycerive is a dual purpose item also used for
medicinal purposes.

89. From the evidence and admissions of Mahendra Dosh'i there emerges in
bold relief that he was aware that giycerine is 2 dual purpose item also _used for
medicinal purpose; that Jethalal Sont manufactured * chalu * glycerine which H.M,
Chemicals purchased from him at Rs. 30 per kg. as against the market rate prevailing
of at least Rs. 40 for pure glycerine. Mahendra Doshi’s admission that from the
price which Jethalal Soni charged him he did realise that Soni was mising something
in his product should have been enough for Mahepdra Doshi t? put [}lm on his
guard, making it his bounden duty o disclose to his customers that Soni’s product
was 1ot pure glycerine and could not be used for medicinal purposess. Mahendra
Doshi cannot evade respensibility merely by his ipse dixit that whosoever purchased
from him did so at his own risk. It is apparent that regardless of the nature of the
product he purchased from Jethalal Soni, Mahendra Doshi’s intention was merely
to make an excessive profit, namely Rs, 10 per kg., by not disclesing to his own
purchasers the real nature of the product because if he had done so, he would not
have been paid the price he demanded,

90. It is also manifest that Mahendra Doshi sold Jethalal Soni’s concoction as
a drug, because he did not deseribe it in his invoice as ** Not For Medicinal Purpose”.
Hence it is reasonable to come to the conclusion that he was selling mibranded drug
within the meaning of Section 17 of the Drugs Act.

91. There is no doubt that in attempting to absolve themselves from liability,
Mahendra Doshi, Girdhar Kasat, Bharat Kasat and Jethalal Soni have now jointed
hands. This is brought to the force by the admissions both of Mahendra Doshi
as also Jethalal Seni that the letter dated 26th October 1985 from Ganesh Chemicals
to H. M. Chemicals (Ex. 640) and H. M, Chemicals’ challans dated 5th Wovember
1985 and 13th November 1985 pertaining to the return of one drum each [Ex. 641
(coliectively)] were disclosed for the fitst time in evidence before this Commission
and never before to anyene inchuding the police or the FDA. As stated earlier,
these documents appear to be subsequently prepared in order to evade responsibility.

92. This brings me to the breach of the provisions of the Drugs and Cosmetics
Act, 1940 (referred to hereafier as * the Act™).

93. The Act was enacted to regulate amongst other things the manufacture,

distribution and sale of drugs and cosmetics. ‘Drug’ is defined in Section E)
as uncer ;

*{b) *drug " includes—

(i) all medicines for internal or external use or human beings .. .. and all
substances intended to be used for or in the diagnosis, treatment, mitigation
or prevention of any disease or disorder in human beings.... :

(i) such substances . ... intended to affect the structure or any function

of the human body ... @5 may be specified from time to time by the Central
Government by notification in the Official Gazette ;

* X x * & % Kk % .
;and

(iv) such qle_vioe_s intended for interna! or external use in the diagnosis,
treatment, mitigation or prevention of discase or disorder in human beings ...-

as may be specified from time to time by the Central Government by notifica-
tion in the Official Gazette, after consuftation with the Board. >

Glycerine is indisputably a drug falling under Section 3(5).

94. Chapter IV of the Act pertains to “ MANUFACTURE SALE AND
DISTRIBUTION OF DRUGS ™ (* AND COSMETICS » with which we are 1ot

conccrncd}.. Section 17-A sets out what shall be deemed to be adulterated
drugs, to wit,— '

s * k¥ L

_ (e)if it contains any harmful or toxic substance which may render it
mjurious to health ; or
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- (f) if any substance has been mixed therewith so as to reduce its quality or
strength. **

Section 17-B sets out what shall be deemed to be spurious drugs, to wit,—
€ % & LR & 2 A % &

(d) if it is an imifation of, or is a substitute for, another drug or resembles
another drug in a manner likely to deceive or bears upon it or upon its lable
or container the name of another drug unless it is plainly and conspicuously
marked so as to reveal its true character and its Jack of identiiy with such other
drug ; or

L X ® ¥ F * ok

(d) if it has been substituted wholly or in part by another drug or substance;
or :
%k ¥ ** *wa

From Section 17-A and 17-B it is manifest that the * chalu glycerine " manufacturcd
by Jethalal Soni, containing as it did @ preponderance of diethylene glycol which
is a lethal posion and the minimum of pure glycerine, which ultimately found;its
way to the J. J. Hospital, was both an adulteraied drug and a spurious drug, and
known to be so to Jethalal Soni, Girdhar Kasat, Bharat Kasat, Mahendra Doshi
and Girish Doshi.

95. Part XI of the Act pertains to “ EXEMPTIONS ™. Section 123 exempts
the drugs specified in Schedule K from the provisions of Chapter 1V of the Act
and the Rules made thereunder to the cxtent snd subject to the conditions specified
in that Schedule. The relevant excerpts from Schedule K are as under :—

«“ SCHEDULE K
(Sce Rule 123)

Class of Drugs Extent and Conditions of Exemption

l. Drugs falling under clause (b){(f) All the provisions of Chapter IV of the Act
of Section 3 of the Drugs and and the Rules thercunder, subject to the
Cosmetics Act, not intended for conditions that the drug is not sold for
medicinal use. medicinal use or for use in the manu-

facture of medicines and that cach container
is labelled conspicuously with the words
*NOT FOR MEDICINAL USE"

* K ] LR '3

Thereby drugs falling under Section 3(h)(i) are exempted from all the provisions
of Chapter IV of the Act and the Rules if such drug is not sold for medicinal use
or for use in the manufacture of medicines, and each container is conspicucusly
labelled “ NOT FOR MEDICINAL USE™.

96. Ti is true that Jethalal Soni did label his drums ** Not for Medicinal Use ™’
and that these 2 drums ultimately came to Alpana Pharma. However Sont labelied
his drums thus not from altruistic motives but to attract the excmption given by
Schedule K and in the testh of his knowledge that what he manufactured was 2
concoction containing a lethal posion and which concoction he passed off as glycerine,
a dual purpose item. Even though Kasat and Doshis were awarc that glycerine
is a dual purpose item, the invoice No. 007, dated 23rd November 1985 sent to
Alpana Pharma was not marked, but the concoction was m'.q to Alpana Pharma
as'a drug. Hence the exemption provided by Schedule K will not apply to any
of them and to each of them the penalty under Scction 27 for breach of Sections
17-A and §7-B will be attracted.

97. Section 27 of the Act provides for penalty for manufacture, sale. etc., of
drugs in contravention of Chapter IV. Section 27 reads as under :—

_“Penalty for manufacture ,... Whoever. himself or by any other person on
his behalf, manufactures for sale or for distribution or sells ....—

(@) any drug deemed to be adulterated under Section l_?-A or g.purim:ts under
Section 17-B or which when used by any person for or in the diagnosis, treat-
ment, mitigation, or prevention of any disease or disorder is likely to cause

H 4651—194
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his death .... solely on account of such drugs being adult_eral.cd or spurious
or not of standard quality, as the case may be, shall be punishable with impri-
sonment for a term which shall not be less than five years but which may extend
to 1 term of life and with fine which shall not be less than ten thousand Tupees ;

n

R Tk k Gl

98 In addition. Section 2 of the Act is also attracted to cach and every one of
them. Section 2 pertains to the application of other laws not barred. It reads

as under :—

“ The provisions of this Act shall be in addition to, and not in derogation of,
the Dangerous Drugs Act, 1930 (2 of 1930), and any other law for the time being
in force.”

99. Section 299 of the indian Penal Code defines culpable homicide as under :—

“ Whoever causes death by doing an act with the intention of causing death,
or with the intention of causing such bodily injury as is likely to cause death,
or with the knowledge that he is likely by such act to cause death, commits the
offence of culpable homicide. »

While evidence does not disclose intention on the part of any of these persons to
cause death, there is overwhelming evidence that the act of cach one of them was
“with the knowledge that he is likely by such act to cause death’”. Thus all these
persons are guilty of culpable homicide.

100. What is the nature of this culpable homicide ? Is it culpable homicide
amounting to murder under Section 300 or is it culpable homicide not amounting
to murder punishable under Section 304 ?

101. Under Section 300 culpable homicide is murder if the act by which the
death is caused is done with the intention of causing death; or secondly if it is done
with the intention of causing such bodily injury as the offender knows to be likely
to cause the death of the person to whom the harm is caused; or thirdly if it is done
with the intention of causing bodily injury to any person and the bodily injury
intended to be inflicted is sulficient in the ordinary course of nature to cause death ;
or fourthly if the person committing the act knows that it is so imminently dangerous
that it must, in all probability, cause death or such bodily injury as is likely to cause
death, and commits such act without any excuse for incurring the risk of causing
death or such injury as aforesaid.

102.  Section 304 of the Indian Penal Code reads as under —

* Whoever commits culpable homicide not amounting to murder, shall be
punished with imprisonment for life, or imprisonment of either description for
a term which may extend to ten years, and shall also be liable to fine; if the act
by which the death is caused is done with the intention of causing death, or of
causing such bodily injury as is likely to cavse death ; .

** or with imprisonment of either description for a term which may extend to
ten years, or with fine, or with both, if the act is done with the knowledge that
it is likely to cause death, but without any intention to cause death, or to causé
such bodily injury as is likely to cause death,— ”,

i03.  Unfortunately in the facts and circumstances of this case and on the evidence
on record, it is with great reluctance that I must perforce come to the conclusion
that Secuons. 300 and 304 are not attracted because from the evidence on recor
Jethalal Soni cannot be imputed with the knowledge that his concoction wouk
be used tnternally or as a drug and was therefore likely to cause death. !
Doshi and Kasat and O. P. Ladda knew that Jethalal’s concoction would be used
as a drug, the evidence does not disclose that they had any knowledge that it contained
the poisonous diethylene glycol or for that matter any poison at all, Further of
the evidence on record it would be impossible to come to the conclusion that eithef
Kasat or Doshi or O. P. Ladda had any intention to cause death.

_ 104 It_ Is in these circumnstances, alive as I am to the fact that not less than 14
innocent lives were lost by reason of the ingestion of the contaminated glycero
under the law as it stands I find myself unable to attract the provsions either @
Section 300 or Section 304 of the Indian Penal Code to any of these persons.
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105. However the section which can be applied to them all is Section 304-A
of the Indian Penal Code. It runs as under :(—

* Whoever causes the death of any person by doing any rash or ncgligent act
not amounting to culpable hog:uc:de, shal! be punished with imprisonment of
either description for a term which may extead to two years, or with fine or with

both. *

106. It is ironmical that under Section 304-A of the Indian Penal Code, the
maximum punishment in a case as heinous as this should only be two years. Unfortu-
nately in the state of the law as it stands that cannot be helped. However a ray
of sunshing is that under section 27(a) of the Drugs and Cosmetics Act, 1940, the
penalty for manufactare for sale, distribution, ete. of drugs in contravention of
Chapter IV is a minimum of 5 years which may extend to a term of life and fine
which shall not be less than Rs. 10,000.

~107. In my opinion, instead of resorting to prosecution against the above-
mentioned persons under section 304-A of the Indian Penal Code only, it would
be in the fitness of things that prosecutions should also be launched under the
Drugs and Cosmstics Act, 1940, against the following persons attracting the Penalty
nder section 27(a) of the Act. They are Mahendra Doshi Girish Doshi, Girdhar
Kasat, Bharat Kasat and O. P. Ladda.

108. If after cnquiry Government finds that as a result of the ingestion of this
giycero! other deaths or injuries have been caused to other persons, the same provi-
sions of the Drugs and Cosmetics Act, 1949, be resorted to as also to section 04-A
1. P, C. where other deaths have resulted, or to Section 338 I. P. C. where grievous

hurt has been caused.



CHAPTER XIIL
PART I

i. This brings me to the FDA and its set-up.

(a) The set-up of the FDA is constituted under the Drugs and Cosmetics Act, 1940
to control inter alia manufacture, distribution and sale of drug (and cosmetics with
which this Report is not concerned). The FDA is a controlling factor of the drugs
industry in Maharashtra, which has an annual turnover of Rs. 2,000 crores.

{£) Under tho Act conly two posts are prescvibed, namely Indpectors and the
Licensing Authority. Various posts like Commissioner, Joint Commissioners and
Assistant Commissioners are not to be found in the Act, but are created by Govern-
meat Notifications, Rules and Regulutions. From 1982 all Chief Inspectors have
been designated as Assistant Commissioners.

{e) The set-up is the Commissioner and 6 posts ol Joint Commissioner, out of
which3 ure attached to the Drugs Department and cne to the Food Department.
In lkierarchy come the Commissioncr, Jt. Commissioners, Assti. Commissioners
and Inspectois.

() There are 5 Divisions in Maharashtra, namely (¢) Head Quarters, (i/) Nagpur
Division, (iif) Aurangabad Division, (i) Thane Division and (v) Bombay Division,
which includes Greater Bombay., All these Divisions are controfled by Head
Quarters. Each Division is headed by a Jt. Commissioner.

() At Heud Quarters which has overall control, ie the Commissioner and
Jt. Corumissioner who is appointed as the Licensing Authority. The Commissioner
is the controlling authority. He superviscs the work of all the Divisions. As
Commissioner, he is ex-ofticio member of the CSPO and ESIS. .Amongst his other
powers, g is empowered to sanction prosecutions,

(f} In Head Quarters the powers and authority of the Jt. Commissioner are preater
than those of the other M. Commissioners as the former is the only statutory
Licensing Authority for the entire State of Mahaiashtra. As Jt. Commissioner and
Licensing Autherity (HQ) he receives applications for licences which he is empowered
1o grant or refuse. In addition, he approves the technical staff, the lay-out of the
premises and grants various certificates including performance and non-conviction
ceriificate vnder the Drugs and Cosmetics Act.  He js empowered to take action

{:_.y way of issuing show cause notices in respect of contraventions of conditions of
1Ce1Ce.

(8) The FDA has 4 main Lranches, namely:—
(/) Administration and control of the quality of drugs,
(ii) Administration and control of the manufacture of drugs,
(r'f} Analytical Laboratory (Drugs Control Laboratory),
(iv) Intelligence branch which investigates into spurious and sub-standard drugs.

(B Drugs Ceqtrol Laboratory.— (i) At an average 500 samples are tested mostly
in this laboratory. {ts personne] camprises of 4 Senior Scientific Officors (Class I),
15 Scientific Officers (Cloas I1), Administrative Officer and Chemists (Junior Analysts).

(i) Eack Inspector is entitled to send to the Drues ¢
Each Inspe 5 2s Control Laboratory 6 samples
‘aflh E'}.l:.'h:ghf.‘sl. On the sample being analysed, TEports are prepared in sextuple.
Cie are sent to ihe Drugs Inspector concerned, one to the Commissioner, ope 0
the Drug Controller of India and one is retained by the Government Analyst. Outof

the three copies “ent to the Driigs Inspector he must send one to the manufacturef,
one to the person from whom the sample was drawn and one is retained by him. The

Comniissioner’s copy goes 1o the Analvtical Re ort Section { DA
The ARS forwards it to the It. Commissioner andpLicensing Alfglsr?t)y(i;hgl%nl:such
Teport 3; entitled to recommend action. Thereafter the report with the Licensing
Authority's recommendation is returned 1o the ARS which will take the necessary
actton under the supervision of the Ji. Commissioner.,

(i} (1) The Government Analyst Dr. R
According to Dr. Pilankar the area of the
and 1500 sq. ft. more are required.

- D. Pilankar has under him 22 analysts-
Analytical Laboratory is 3000 to 4000 sq.ft-
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(2) Chemicals and glasses necessary for testing are regulated by rate contracts
hence there IS often delay in testing because chemicals and glasses );rc not available
in time.

(j) Under the Act the FDA does not control production of drugs except by w:
granting licences which will regulate the manufacture of drug f‘ pl by way of

(k) FDA Inspectors are required to inspect the premises of the licence-holders
pamzly m;_a.ﬂ_uf'acturers, repackers, shops, elc. at least twice a year. However, ad Mini-
stratively it is ordered that an Iaspector is required to make inspection visits af least
19 times in a month. ’

() In Maharashtra there are 35930 licensed manufacturing vnits. In addition
there are 4000 loan liceace manufacturers, namely those who manufacture drues in
1he pramises of licensed owners using the stefl of the lawer. 10 per cent of these
3500 units in Mahacashira do not have in-house drugs testing laboratorics in their
own premises. Howsver, contrary to the provisions of the Act, licences are
granted to such manufacturers/tepackers on their giving a written undertaking to
have an in house laboratory instzlled within 2 months. A Nelson's ey was turn:d
to braaches of such undertakings and th:iy were never enforced.

(m) In MNanded (having an area of 10,000 s3. kms.} where Alpana Pharma wus
situate, there wers two posts of [nspectors in 1934-85.  However ong post was vacant
throught out and one Inspector. who was functioning had to look after 306 drugs
selling units and 16 manufacturing units.

Such is the sct-up of tha FDA.
PART 11

2. From the evidencs on record, the folloving facts emerge in grisly detail :—

(i) The entire structure of FDA, at on: time a prestigious body famous in all
Asia, has been corroded by rampant and unabashed corraption, deleterious
indiscipiine, naked favouritiz:, crude nepotism end gross ministerial interference
at every stage and a sense of non-accountability a!l round.

(if) As a resuli, there is hardly any control ot supervision by superiors over their
subordinates in ths matter of carrying out their statutory obligations and strict
compliance with the provisions of the Act and Rules which ace deliberately breached
and knowingly flouted.

(iiiy Heaith Ministers who have given evidence have rarely shown any anxiety
to control the unbridled power and authority of the FDA officers, On the
contrary, such Health Ministers have sucouraged corruption, favouritism, delibe-
rate violation of the Act and Rules by their own acts of omission and commission
intentionally and knowingly performed with 2 view to confer favours ot miaisterial
largesse in the form of transfers and postings of choice, underserved promotions
of FDA officers and concessions, cancellation of stringent orders or withdrawal

or withholding of mandatory proszcuiions in accordance with the provisions of
the Act against the licencees, wiz. manufacturers, repackers, ete.

{iv) From the evidence on record, it will by my duty to conciude that the respec-
tive tdealth Minister not only failed to discharge their dutics in cnsuring propet
enforcement of the provisions of the Act and Rulzs but each of them was guilty
of violating the provisions of the Act and Rules and of gross mis-use of their
position, power and authority, knowingly done for extraneous considerations and
for ali considerations other than equity, justice and go0d couscience required of
them in the dischargs of their duties..

(¥) Every Health Miniscr who has given cvidence, has not allowed FDA to
function as an independent organisation vested with certain power and authoriy
and obligated to ensure public health and safety by properly regulating the manu-
fE}cmre, sale and distribution of drugs a2nd nreventing manufaciure, sale and
distribution of sub-standard, spuriots and mis-branded drugs; and have thereby
rendered FDA to be an imporiant organisation, existing merely for collection of
licence fees officially and vast sums of moncy unofficially.

(vi) Gross ministerial interference, mis-use of powers and failure to enforce the
Provisions of the Act and Rules in all maticrs have been done for the benefit of
or to suit the convenience of licence holders with the knowledge of the same being

against public interest, public health and public safety.
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i} Most of the Health Ministers who gave evidence and FDA officers lack
ba.(s‘ng }knowlcdgc or und‘érstanding of the provisions of the Act and Rules andfor
their respective dutics and/or thier authonty thereundcr.

i ‘e the worki j { the FDA and to
(viii) Attempts to improve the working and restore the jmage o ;
roct out corruption were defiberately thwaried by officers of the FDA with the
active connivance of the Health Ministers concerned.

{ix) Large powers are vested in the Jt. Commissioncr (Head Quarters) who is
the Licensing Authority. He is not even amenable to the supervisiop apd control
of the Commissioner. Subject 1o an appeal to the Minister, the Licensing Autho-
rity is the final authority and last word in matters vitally concerning the licence
holders. Such vast and untramelled powets in the hands of an unscrupulous
Jt. Commissioner and Licensing Authority were an instrument of harassment
and a device to make vast sums of money added to the inducement of the manufac-
ture of sub-standard, spurious and mis-branded drugs and total lack of fear of
the consecquences provided by the Act and Rules.

{x) The procedure followed by the FDA for granting liccnces js fauity and
contrary to the provisions of the Act and Rules and is deliberately moulded to
suit the convenience of the licence holders instead of protecting the intersst and
health of the gencral public, for which the FDA is intended to function.

(xf) The procedure for inspection before and afier grant of licence is not only
defective and faulty, but is alse grossly inadequaté and contrary to the provisions
of the Act and Rules.

{xif) FDA has formulated certain policics and procedures which are not only
contrary to ihe provisicns of the Act and Rules but are in viol:tion of the siringent
provisicns thercin and are highly dangerous from the point of view of public
inierest, public health and public safety.

{xiif) These policies arc formulated and procedures followed only with a view
to benefit the licence holdets and to circumvent the stringent requirements of the
law. '

{xiv) There is hardly any machinery worth the nams in the FDA to take up any
follow-up action after grant of licence andfor receipt of complaints agaipst
manufacturers. ;

(xv) Records maintained by FDA in respect of receipt of complaints andjor
foilow-up action are faulty, inadequate, and mislcading. Thereby recurring
breaches are permitted to go unnoticed and/or unpunished.

{xvi} For the FDA, penal provisions of the Act and Rules, even though manda-
tory, do not exist. These penal provisions have deliberately not been enforced
in almost all cases. Such actions, if taken, by the FDA against erring licence
helders, are initiated after procrastination and reluctance, by which time the
mischievous drug, be it a life saving drug continues to be sold to an unwary
public and continues to be prescribed by unwary medical practitioners.

(xvii) The Analytical Laboratory of the FDA is ill-equipped and inadequate
to meet the requircments of sampling. There is no guarantee that the samples
are correctly analysed as records maintained of the analysis are not such as to
nspire confidence as 1o their accuracy or veracity.

(xviii) Even though, subject to an appeal to the Central Drug Laboratory, the
report of the Government Analyst is final and binding on all concerned including
FDA, the FDA has omitted to abide by or follow such TEpPOTis so as to favour
licence holders for extraneous considerations.

PARTII

3. In order to make good these assertions, 1 shall start with the investigation
conducted by the FDA regacding the J. J. Hospital tragedy. To that end, the
evidence on record also disclosss in stark reality—

(a) The investigation was faulty, slipshod, leisurely and delibsrately defective
and misleading,

(b) Either the FDA did not know how to tackle the situation (which is difficult
to believe) or it deliberately omitted to take Steps for expeditious investigation
or to file a legally sustainable complaint against Alpaba Pharima.
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(¢) The FDA investigation is barred by group rivalries, the desire to undermine
the work of colleagues, casualness of approach, negligence and deseliction of
duty resulting in faulty ciues being pursued and the correct clues being ignored.

(@) The provisions of the Act and Rules with minor variations are adequate
‘to serve the purpose for which they are enacted. However lack of integrity on
the part of thosc in charge of the enforcement of the Act has 1esulted in the presont
situation. The improvements will bave to include proper enforcement of the
provisions of the Act and from time to time accountability to the general public
in that behalf,

PARTIV

4, The FDA investication can be divided into two heads, namcly investigation
at Nanded and Investigafion at Bombay,

5. On 28th January 1986, samples of glycerol Batch No. 27 were taken by the
FDA from the J. J. Hospital. The following day, namely on 29th January 1986,
a meeting was held in the chamber of Cemmissioner Rhirud where it was decided
to inform the Nanded office atout certzin steps to be tnken there. That day Asstt.
Commr. Ravkar iried to telephonically contact the FDA office at Nanded but was
unable to get through. Thereupon at 1-30 p.m. he teicphoned the FDA's Auranga-
bad office and ¢told 3. Commr. Rahim that 10 patients had died in the J. J. Hospital
due te administration of Alpana Pherma glycecrol Batch No. 27, that the Nanded
office Sh}tzuld seal the dyums, take them into their custody, draw samples and prohibit
the stock. '

€. Accarding to Ir. Commy. Behim, Asstt. Commr. Raykar told him that Batch
No. 27 may contain digthylene glycol and that he noted down this telephonic conver-
saticn on a piece of paper. This version is denied by Asstt. Commr. Raykar,
according to whom he did rot give any such information to Ji. Commr. Rahim
nor could he have domne sc as the prescace of diethylene glycol was not then known
to Raykar himself,

INVESTIGATION AT NANDED

(@) 29th January 1986 —(i) Pursuant io Raykar’s tel phone call to Jt. Compmr.
Rahim that day, Rahim telephoned Inspector Babne at 2-00 p.am. and gave him
the message as delivered by Raykar 10 Rahim.  According to Rahim, he told Babne
that it was likely that the glycergl contained dicthylene glycol. This version is
corroborated by inspecior Babne in his cvidence.
(i) At 3-00 p.m. Bakne went {o Alpana Pharma. Q. P. Ladda who was therc
showed Babne the stock of Baich 27. Takne drew four semples, prohibited the
stock ‘and seized certain documentis. He also saw the drum.  Ladda told Inspector
Babne thet he, ie. Ladde, had the requisite st reporrs, which Babne saw. He
also saw the bill of Kajlash 2ud Ce, Babne searched ths premises for diethylene
glycol but did not find uny. Bubne made his report (Ex. 410). Ex. 410
(fif) At that time the Assit. Commr. at Nanded was S. D. Kamble. He was at
Aurangabad. At 10-30 p.m. he returned Lo Nanded and contacted Babne the
same might, Babne reporied to him all that Iad trangpired.
() Asstt. Commr. Kamble thereupen telephoned Asstt. Commi Bhange at
Aurangabad and reported to him what Babne had told him and asked Bhange to
pass on this repert to Asstt. Commir. Kochar at Bumbay.
(¥) The same niohi, Asstt. Commr. Kamble sent phonograms to the Civil Surgeons
of various hospitals not to use Alpana Pharma’s giveerol Batch No. 27
(b) 30th Jamuary 1986—(7) Asstt. Commr. Kamble teiephoned Commr, Bhirud
but Kambla"s message was taken by Asstt. Commi. Kochar that Alpana Pharma’s
supplicr was Kailash and Co.; Kambie gave Kochar the bill number of Kailash
aud Co.
(il) Thereafter at 11-00 a.m., Asstt. Commr, Kumble received a call from Asstt.
Commr. Bhange asking that samples should be drawn and that the drum should
be seized. This was done by Kambic at 2-00 p.m. and hc made his report (Ex. 411). Ex, 411
The panchanama of the seizure of the drum is Ex. 399 and the drum is Ex, 39]. Exs. 399 and 391

(€} 31st Junuary 1886.—(i) Assit. Commr. Kamble and Inspector Babne vient
1o Nanded Police Station o logde 2n F.ILR. against Alpaona Pharma and to gst
dda arrested. However ihis trip proved futile as the police officer was not
Present ot the police station. Thereupon Kamble aed Babne returned to the FDA

office at 8-15 p.m.
H 4651—20



Ex. 413

Ex. 189
Ex. 415

Ex. 416
Ex. 417

Exs, 418, 419

Ex. 659

Ex. 420.
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i . Dolas at Bomba
i ble prepared his Note (Ex. 413) to Asstt. Commr ¥
stzit;;zn Ttlll;:lrtea}: 3Bn;tch ?*Io? 27 repacked by Alpana Pharma was not tested for analysis
by theg repacker after it was repacked and was released for sale as such in the market
without prior analysis, it was necessary to lodge an F.1.R. at Nanded and- to arrest
the partner of Alpana Pharma. Necessary orders were solicited by Asstt. Commy.
Kamble by this note.

mr. Kamble reczived a telephone call from Asstt. Commr. Kochar
in (EgmAbzs;[ﬁsi?nrg Kamble to draw samples of empty plastic bottles in the premises
of Alpana Pharma. Accordingly Asstt. Commr. Kam@le deputed Inspector Babne
to do so. However Babne found Alpana Pharma’s premises closed. Hence
Babne posted a police constable and sealed the factory.

i 3 ls to Asstt, Commrs.
v} Asstt. Commr. Kamble sent letters and made telephone ca
in(;h)e various districts to prohibit the stock of Alpana Pharma Batch No. 27.

d) Ist February 1986.—(i) In the morning Babne accompanied t:!y two panchas
Vis(ilgd Alpana Plf]arma’s factory and in the presance of Q. P. Ladda’s mother (also
a partner in Alpana Pharma) after brezking open the seal took charge of the samples
of the plastic bottles,

if) At 4-00 p.m. Kamble received a telephone call from the Bombay (HQ) a:skin‘g
hi:(r;l{o remain I;):u'{:se:nt at a meeting fixed on 3rd February 1986 in Commr. Bhirud's
chamber,

(e} 2nd February 1986 —Kamble procecded to Bombay carrying_with him the
relevant records which had been seized Ly the FDA from the premises of Alpana
Pharma.

(f) 5th February 1986 —Kamble returned to Nandod.

(g) 6th February 1986.—(i) Kamble handed over to Babne a draft complaint
against Alpana Pharma and told Babne to file it in the Court at Nanded by 8th
February 1986.

(7} Apparently Kamble found the evidence against Alpana Pharma not to be
sufficient, hence he decided to look for more evidence. As a result, Kamble
directed Inspector Babne to visit the premises of Alpana Pharma. Babne did so,

but Ladda was not there. Hence Babne spent the night outside Alpana Pharma’s
premises,

(i) 7th February 1986.—(i) At 6-00 a.m. Kamble went to Alpana Pharma and
relieved Babne and posted another Inspector outside Alpana Pharma.

(ii) At 6-00 p.m. Kamble and Babne returned to Alpana Pharma where Kamble

seized certain documents including Alpana Pharma’s bin card (Ex. 389) under a
panchanama (Ex. 415).

(i} 8th February 1986.—At 2-00 p.m. Kamble and Babne went to Alpana Pharma
and asked Ladda to produce certain documents. Ladda’s statement, (Ex. 416}

was recorded and certain documents (Ex. 417) were seized included Chem Med’s
report.

(j) 9th February 1986 —Kamble re-drafted the compiaint against Alpana Pharma.

. (k) 10th February 1986, —Kamble filed the complaint against Alpana Pharma
tn the Court at Nanded.

. AN 1ith February 1986 —Kambie asked Babne to cairy out further jnvestigation
in Bombay and to submit a search and seizure report. To that effect Babne’s sub-
rmission is Ex. 418 and the report is Ex, 419, [q para 14 of his report Babne stated
that investigation in Bombay is necessary. Presumably suspicion had already becn
formed in Kamble's mind that tha prime source of supply, namely Bakewell (India)
mentioned in the complaint may not be the correct source.

(m) 13th February 1986.—Dolas went to Nand
cause notice for cancellation of Alpana Pharma's
Alpana Pharma. Accordingly service was effected

the only reason why he went to Nanded, because o
there.

ed carrying with him the show
licence (Ex. 659) for service on
- This according to Dolas was
n his own showing he did nothing

{n) 20th February 1986.—Kambie wrote a letter (Ex. 420) to Commy. Bhirud
potnting out that additional charges were required in the complaint against Alpand
Pharma and requested the Commissjoner to make investigation in Bombay and 10
sec that Kailash and Co. was also joined as a co-accused in the complaint.
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(o) 21st February 1986 —Kamble was trnasferred to Buldana and Babne to
Chandrapur. (As will appear hereafter, this was done at the instance of Hcalth
Minister Bhai Sawant.)

(p) 27th February 1986.—Kamble wrote a letter to Commr. Bhirud seiting out
the details of the investigation done by him until his transfer. In the last para of
that letter Kamble stated that it was necessary to lodge an F.I.R. in Bombay against
Alpana Pharma and that this should be done by the Commissioner.

(q) 28th May 1986.—Kamble was served with a show cause notice for certain
discrepanices in his investigation. On merits no veply was sent by Kamble on the
ground that the present Commission of Inquiry was in progress and that he would
do so thereafter.

7. From the above it is more than manifest that no fault can be found with the
investigation carried out at Nanded. At the earliest point of time, Kambie and
Babne took charge of the relevant documents from Alpana Pharma including Chem
Med’s report, drew samples s=ized the diums and recorded O. P. Ladda’s siate-
ment. From the very beginning, Kamble was not satisfied with the manner in
which the complaint against Alpana Pharma was drafted and having formed the
suspicion that Backweli (India) may not te the prime source of supply, had insisted
that investigation should be carried out in Bombay and that additional charges
showld be framed in the complaint making Kaifash and Co. as the co-accused.
It is also manifest that because of the ¢nergy and independence shown by these
two officers, as will appear presently, at the behest of Healch Minaister Bhai Sawant
they were transferred to Buldana and Chandrapur respectively on 2ist February
1986 while the investigation had not yet been completed, presumably to get these
2 “inconvenient” officers out of the way.

PART V

2 Sjnce I have alluded to the fact that Kamble was not satisfied with the draft
complaint prepared by Asstt. Commissioner Kochar, it is in the fitness of things
that T should, at this stage, refer straight away to the draft complaint.

9. It may be recalled that in the Commissioner’s meeting of 3rd February 1986
Asstt. Commissioner Kamble had reiterated that a prosecution must be filed against
Alpana Pharma. Curiously enough, none of the other officers present at that,
meeting, namely Commissioner Bhirud, Jt. Commissioner Dolas, Asstt. Commissioner
Kochar, Raykar and Dani, seem to have teen exactly enthusiastic about Kamble's
proposal. If Raykar and Dani wcre not they may be excused looking to the fact
that in hierarchy they were juniot to Bhirud and Dolas. However for Commissioner
Bhirud, Jt. Commissioner Dolas or Assit, Commissioner Kochar,_mmself in the
Inteiligence Branch, there was no excuse for filing a defective complaint which could
only result in the acquittal of Alpana Pharma as is obvious from what follows.

10. On 3rd February 1986 Mahcndra Doshi. partner of H.M. Chemicals wrote
a letter to.the FDA (Ex. 397) stating that he was not in his office when FDA officers
had come on 31st January 1986 and that ke had visited the office of the FDA regarding
the inquiry made by the FDA officers. Mahendra Doshi went on to say that his
firm of H, M. Chemicals deals in chiemicals such as glycerine [. W. and had supplied
tow drums of 250 kgs. each of glvcerine LW. to M/s Kailash and Ceo. under invoice
dated 23rd November 1985, that this glycerine had been purchased by H. M.
Chemicals from Ganesh Chemical Corporation. Mulund, Bombay, and that
Mahendra Doshi would produce a copy of the purchase invoice within two or three
days.

1. H. M. Chemicals’ letter dated 2rd February 1986 clearly indicates the original
source of supply, viz. Ganesh Cheinicals. By this letter the cyes of the FDA officers
should have been opened wide encugh to dircet their investigation against Ganesh
Chemicais as the prime supplicr, cnding with Alpana Pharma as the ultimate
purchaser. No clue could have been more obvious. Even so, 0 Inquiry was
dirceted against Ganesh Chenticals for 16 days thereafter. Thus laiest on 3rd
February 1986 by virtue of H. M. Chemicals® letter dated 3rd Fc_bruary 1986 (E:_(. _397}__
these three highranking FDA officers, namely Commissioner Bhirud. Jt. Commissioner
Dolas and Asstt. Commissioner Kochar of Intefligence Branch, had enough material
1o detect the prime source of supply, namely Ganesh Chemicals.  Yet it was on 19th
February 1986 for the first time that inquirics were made with Ganesh Chemicals
and untif 12th February 1986 no inquiries werc made with Chem Med despite the
fact that by this time the test rcports sent by Chem Med had been received by the
FDA independently.
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12. The further significance of this letter s that Kamble's suspicion regarding
Bakeweli as not being the prime supplier should have strack a responsive chord in
the minds of Commissioner Bhicud, Jt. Commissianer Dolas zgn’d Asstt_. Comml_ssmger
Kochar. Instead for some mysterious reasen, instead of immediately directing
inquiries againt the prime supplies, Gancsh Chemicals, inquiries were directed
against Bakewell (India), despite Kochar’s know}edgc that Bakewell's glycerige
could not be connecled with Alpana Pharma’s Bachr No, 2? for which there was o
documentary evidence. [t was Kochar who did not Iimmediately follow thfe Obvlgus
clue given by H. M. Chemicals® letter dated 3rd February 1986 (E=. 397) indicating
Ganesnh Chemicals as the prime source of supply aiod instead mdulgc:.f fit futile and
time consuming invesiigation against Bakzwell in order io save K:.ulash and Co.
because there was reasonable suspicioa tiat there was something vadically wrong in
the glycerine supplizd by Ganesh Chemicals which was }.'.nOW:I‘I. at least to Ko_char
who therefore prevented inquiries being mads with Ganesh Chemicals and Kailash
aad Co. uatil 19th Februoary [986,

13, On 4th Febryary 1986, Kamble again asked Dolas and Koqhar for permission
to file a complaint against AlpanaPharma. Dolas gave permission to Kamble to
do so and Kochar was assigned the task of drafting it. However Kamble was
refused parmisiion tu tadge an FULR. with the police.

14. Why was atteation deliberately diverted to Bakewel! {Indig)—~S0 as to save
the manufacturer, namely Ganesh Chemicals, who though himself had no clout
with the FDA, got an indirect advantage hecause the persons primarily intended to
be saved were Kasat.  For that pucpose H. M. Chemicals® letter dated 3rd February
1986 (Ex. 397 pointing out the correct Fyets had 1o be ignored 23 long as possibie
and that was done till 19ih Fobroary 1986, ignoring such a vital clue ard the infor-
mation given by H M. Chomicals in its lettcr dated 3rd Febryary 1986 would be
unthinkable unless an officer oi the FDA wauted to favour Kasat because it was
ultimately for the FDA either to ignore FH.M. Chemicals’ letter dated 3rd February
1986 . or not.

i5. Trefuse to subscribe to the thought that nobedy in the FDA applied his mind
to the importance of H. M, Chemicals’ letter dated 3rd February 1986 because positive
steps were taken by Asstt. - Commissioner Kochar but in cxactly the opposite
direction by ordering investigation against Bakewell {(India) when he should have
taken the obvious steps by directing investi gation against the prime supplier Ganesh
Chemicals under the clue provided by H. M. Chemicals’ lettor dated 3rd February
1986. If this had been done Kasat “would have come into the picture and Kasat
had to be protected.

(16, Which FDA officer is (he real and getive culprit ? Commissioner Bhirad
himself did not take part in the investigation but supervised it. Jt. Commissioner Dolas
did not apply his mind except for the purpose of saving the analytical laboratories,
namely Chem Med and Apex. To them can be attributed negligence and dereliction
of duty and ulso 1o Asstt. Comnissioner Dani and Raykar, though to a lesser degree
as they were junior in hicrarchy o spoak up for themselves. The real and active
culprit was Kochar who was virtually in charge as is also indicated by the fact that
1 was 10 Kochar that carlier Kamble and Bhange had spoken over the telephone
from Nanded and Aurangabad. Kochar was jn the Intelligence Branch and this
investigation fell within Kochar's courtyavd. He could advance it or impede it by

not at once following up the vital information given in H. M. Chemicals’ letter dated
3rd Febroary 1926,

17, For these reasons it was important and in Kasat’s interest to see that a defec-

uve complaint should be filed against Alpana Pharma at Nanded suppressing the
fact that the prime supplicr was Ganesh Chemicals and the other facts mentioned
in H. M. Chemicals’ lettor dated 3rd February 1986 (Ex. 39n.

18. Kochar himself prapared the first draft of the complaint. Tt i ibit 384-B.
In para 16 of that draft it is stated as under :— omplaint. Itis Exhibit 3

" 16, That the caquirizs revealed that bateh No. 27 of Glyeer: ked
b ] 7 . YCering was repac
from the drums received from M/s. Haresh Chemicals, Bombay-2 and ﬁlzho in
turn had puichased from Back way India has imported the said glycerine from
Italy. That the enquinies revealed that the plastic containers used to repack

glycerine were purchased by the accused from M/s. < T (sie)

The reference in para 16 to Bakewell India {etroneously spelt i

¢ : Back India} a5
the Su_pplli‘.‘,l' was a deliberately false and nsfeading statc)::netr}li in thce t?é?ﬂ of H‘)M'
Chemicals’ letter dated 3rd February 1986 that the prime supplier was Ganesh
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Cremicals.  Suggestio falsi. There is also suppresiv veri, namely, (/) that Ganesh
Chemicals was the prime supplier: (/) that Kailash and Co. was the immediate
supplier 1o Afpana Pharma; (iif) that the sample was analysed by Chem Med;
(i that the Gove-ament Analyst Dr. Pilankar had on 3rd February 1986 stated
wot the sample analysed by him was found to be substandard; and (v) that in the
light thargof Chem Med™ report tn the conirary was incorrect. All this was
Suppitssea.

10. Kochar kuew that Alpana Pharma was only the repacker and alone could not
be held responsibie and that the printe supplier, viz. Gancsh Chemicals was also
esponstole.  Fe also koew that if the prime supplier: namely Ganesh Chemicals,
wgs to be made responsible, Kasat conld ini be saved, Thos in Kochar's anxiefy
to save Kasat he indirecily saved the prime supplier, namely Ganesh Chemicals,
and made a fzlse statement in para 16 of the draft complaint inculpating Bakewell
(india) as the prime supplier, knowing full well that Bakewell (India)s giycering
imported from Italy was not the killer giycerine of Batch No. 27. Kochar cven tried
to throw the blame fndirectly upon the conwiners on the ground that they svere
plastic containers.

0. From the first draft Ex. 384-B, a fair draft Ex. 384-A was prepared. In
para 16 of the latter the contenis of para 16 of the former were reproduced. How-
ever in the margin of para 16 of the fair drait, are to be found the words in ink,
“ subject to change”. This was written bscause of Kamble's insistence that the name
of Kailash and Co. must be incorporated in para 16, which met with resistance (rom
Kochar. Hence in para 17 of the compiaint fitzd in the Court at Nanded, 2 compro-
mise was rsached whereby a change was effected by inserting the name of Kailash
and Co. as Alpana Pharma’s immediate supplicr and retaining the rest of para 16
of éh& fair deaft. Para 17 of the complaint 2s filed in the Nanded Court reads as
wnder —

“17. That the enquiries also revealsd that Bateh No. 27 of Glycerine repacked
by the accused firm was repacked from the drums received by it from M/s. Kailash
and Co., Bombay-2 who in turn had purchased it from Back Way India, Deonar,
Bombay and that Mfs. Back Way India had imported the said Giycerine from

taly, That the enquirics revealed that the accused firm had purchased the plastic

container used by it to repack that Glycerine [rom M/s. PRASAN UDYOG,

BOMBAY-22." '

The mischief of this was that though Kambie knew that Alpana Pharma’s supplier
was Kailash and Co., he did not know who the suppliers of Kailash and Co., were.
This was know to Kochar as H. M. Chemicals had in their fetier dated 3rd February
1986 Exihibit 397 stated that they, i.e. H.M. Choemicals had made the supply to
Kailash and Co. Hence Kochar was perfecily safe in giving ths name of Kailash
and Co. as the purchaser from Bakowell (India). Thus Kochar ensured that the
prosecution would fail as the prime source ol supply was, to Kochar's knowledge not
Bakewell (India).

21, The complaint authored by Assit. Commissioner Kochar is alse defective
bccause —

(1) Kailash and Co. has not been made a co-accused and

(2) Chem Med also has not been made a co-accused.

Thus all that Alpana Pharma nesd do is to produce Chem Med's report certifying
the sample as of standard guality and ask for an acquittal,

22. None of this can be atiributed cither to mistake or negligense or ignorance
on the part of Kochar. [t was all a part of a deliberate pre-planned strategy fo let

Kasat off the hook.

23, This is brought (o the forefront by the fact that Kochar's Inspectors had visited
Kasat on 30th and 3ist January and Kasat had given them the particulars of the
supplies made. Now if the prime supplier was disclosed in the complaint as Gar_-.csf}
Chemicals, the complaint would have bzen sustainable because Ganesh Chemicals
{as the name itself indicated) couid not supply drugs and neither could H. M. Chemi-
cals as is indicated by the name and its ietter dated 3rd February 1986 (Ex. 397).
Hence the question would have arisen how these chemicals units could hayc suppl_:ed
-drugs to Alpana Pharma. This would not have suited Alpana Pharma’s supplier,

namely Kailash and Co.

Ex. 397

Ex. 397
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24. That such was the thinking process of Asstt. Commissioner Xochar is clear
by the subsequent addition of the letters 2 ** T W " in Girdhar Kasat’s office copy of
Invoice No. 007 dated 23rd November 1985, not round about that time as professed
by Girdhar Kasat but after the J. J. Hospital tragedy occurred. The letiers “ ['W ™
were added in that office copy by way of abundant caution, namely that if ultimately
and despite Kochar's best efforts to let Kasat off the hook, some how Batch No. 27
was connected with Ganesh Chemicals, the defence of Kasat would be that they
had made the supply to Alpana Pharma as a chemical and not as a drug.

25. It was Kamble who persisted that complaint must be filed. And when this
correct advice could not be ignored, the precaution taken was to file a defoctive
complaint which could only result in an acquittal. Though Kamble was persistently
requesting permission to lodge an F. I. R. with the police at Nanded, his request was
turned down in the Commissoner’s meeting of 3ed February 1986. The reason for
doing so is obvious, namely that if permission had been granted and if an F. I R,
had been filed, the police would have made their own independent enquiries and
Kasat would have fonad themselves in difficuities in the light of H. M. Chemical’
letter dated 3rd February 1986 (Ex. 397). Thus the best expedient that could be
resorted to was to keep the police out of the picture, file a private complaint, make
it defective by keeping the drafting away from Xamble and Ieaving it to Kochar to do
the defective job himself and which no doubt he admirably did whereby Alpana
Pharma’s acquittal must be a foregone conclusion.

PART VI
26. This brings me to the investigation in Bombay.

No. FDA officer, be it Commissioner Bhirud, or Jt. Commissioner Dolas or
Asstt. Commissioner Kochar or Raykar was willing to take responsibility of being
in-charge of the investigation in Bombay. Bhirud himself took no interest, except on
his own showing, giving advice when it was sought. He made reports to Government
[Ex. 246 (colly.)], but actually they were preparcd by Dolas and he (Bhirud) merely
signed them. More on the Reports presently. '

. W.gh this prefude I shall set out the various dates of investigation carried out in
ombay.

28th January 1986 .. Samples were drawn in the J. J. Hospital by Ingpectors
Vadnere and Dube who were followed later to the
Haospital by Asstt. Commr. Raykar,

29th January 1986 oo {f) Samples were sent to the Government Analyst. A
separale letter (Ex. 207) was writtén by Inspector
Vadnere to the Government. Analyst for carrying out
the toxicity 1=st along with the other tests.

(i) From Aurangabad Asstt. Commr. Bhange telephoned
Asstt. Commr, Kochar at Bombay and gave him the
name of Kailash and Co. Kochar passed on this
message to Jt. Commr. Dolas and told him that Bhange
had piven the name of Harcsh Chemicals. Under
Dola’s instructions Kochar deputed Inspectors Bankar
(attached to Dolas) and Fadnavis (attached to Kochat)
to H. M. Chemicals for investigation, which they did-

3ist January 1986 -« (#) The Government Analyst made his report (Ex. 210}
Stating that the sample was not of standard quality 3
the sample had a faint odour like that of burnt sugar
and did not comply with L. P. test for (1) Acral dehyed
and Giucosp, (2) certain reducing substances ab
{3) fatty acids and esters. This report was sent by
the Government Analyst to Inspector Vadnere with

“hlS covering letter dated 3rd February 1986.

(#) Inspectors Bankar and Fadnavis made thejr repof
(Ex. 382). Dolas directed Kochar to depute a Dreg
Inspector to Bakewell (India) and H. M. Chemicals
Accordingly Kochar deputed Drugs Inspectors Banker:
Barde and Ransube to Bakewell (India) and H. M
Chemicals. They made an oral report to Kot
that their inquiries with Bakewel{ (India) were 0%
and that H. M. Chemicals was found closed.
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(i) 9-30 p.m.—Asstt. Commr. Kochar received a
tefephone call in Bombay from Asstt, Commr. Kamble
from Nanded that he was unable to draw samples
of the plastic bottles from the premises of Alpana
Phasma as O. P. Ladda was out of station and his
mother refused to come to the factory premiscs at
night. Kamble told Kochar of his desire to file an
F. 1. R. with the police at Nanded, Howcver Kochar
told him not to do so as he wanted to consult Commr.
Bhirud #nd told Kamble to telephone him later.

(ivy 11-15 p.n—Kamble tclephoned Kochar. Kochar
told him that Bhirud had said that samples should
not be drawn at night and that no F. I. R. should be
lodged at that juncture.

3rd February 1986 .. (i} Bankar. Darde and Ransube mads their rzport
(Ex. 383).

(if} H. M. Chemicals addressed its fetter to FDA that
they had supplied two drums of 250 kg. each of
Glyceiine 1. W, to Kailash and Co. after purchasing
them from Ganesh Chemicals. This letter has been
referred to carlier.

@iy FDA received Xerox copies of Chem Med's test
reports pertaining to Batch Nos, 27 and 29 (Ex. 212-B
and Ex. 213-B). This indicates that on 3rd February
1986 FDA knew that Chem Med was the Analytical
Laboratory which had carried out the tests,

(iv) At 9-00 am. Kamble went to FDA (HQ) and in
the meeting handed over a copy of his interim report
(Ex. 412) to the Commissioner. At this meeting
were present Commr. Bhirnd, Ji. Commr. Dolas and
Asstt. Commr. Kochar, Raykar, Dani, Kamble and
the Government Analyst Dr. Pilankar who was
present ta inform the meeting the result of the analysis
carried out by him.

(v) What transpired at this meeting was—

(@) The Government Analyst Dr. Pilankar informed
the members that the glycerol sample was found to
be sub-standard ;

(b) Kamble's oral and written reports indicated that
Alpana Pharma's supplier was Kailash and Co. ;
(¢) That Chem Med was the Analytical Laboratory
which had done the analysis certifying the sample

as of standard quality |

(d) Kamble reiterated that a prosecution must be
launched against Alpana Pharma. This was again
reiterated by Kamble to Kochar and Dolas on
41l: February 1986.

41th February 1986 .. Kochar prepared draft complaint against Alpana Pharma
(Ex. 384-A) to be filed at Nanded.

Sth February 1986 .. (i) A show-cause notice (Ex. 235) was issued to Trans
India Transfusion Pharmaceuticals for withdrawal of
permission to manufacture mannitol on the ground
that it failed in pyrogen test.

(i) This show-causc notice was replied to by Trans
India’s letter dated 14th February 1986 {(Ex. 236)
that the sample complied with the pyrogen test con-
ducted by them.

7th February 1986  Pursuant to Dolas's instructions, Kochas directed
Inspectors Bankar, Apsingekar and Ransube to
conduct an investigation against Bakewell (India).

Ex. 383

Ex. 412

Ex. 384-A

Ex. 215

Ex. 236
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Ex. 237
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Inspectors Bankar, Apsingekar and Ransube made 3
report dated 10th February 1986 (Ex. 386) that ng
responsible person was present in the premises of
Bakewell (India). '

The Government Analyst made his toxicity report after
experimentation on mice. The sample was not found
to be toxic.

(i) A meeting was held in Commr. Bhirud’s chiamber.
Present were Commr. Bhirud, Jt. Cominr. Dolas apd
Asstt, Commr. Kochar and Raykar. The matter of
taking action against Bakewell (India), Haresh Chemi-
cals and Kailash & Co. was discussed. The action
contemplated was under the Drugs and Cosmetics
Act for selling glycerine without a licence. It was
decided that action be taken after obtairing the
opinion of the Chief Police Prosecutor.

(i1} Kocliar met the Chiefl Police Prosecutor who directed
him to his Assistant Gujarati.

(#if) Inspectors Vadnere and Choudhari were deputed to
Chem Med under Raykar’s instructions who was
dirceted te do so by Dolas on 1ith February 1986,

(iv) Accordingly Vadnere and Choudhari went to Chem
Med and obtained xerox copies of Chem Med’s report
of Butch Nos. 24, 27 and 29 and the following day
made their report (Ex. 216).

According to Raykar, he told Kochar that there was
another source of supply to Alpana Pharma (mamely
Ganesh Chemicals being the prime supplier named by
H. M. Chemicals in its Jetter, dated 3rd Febrnary
1986 (Ex, 397} required to be investigated and Kochar
replied that it was not necessary to do so.

In view of Kochar declining to investigate into Ganesh
Chemicals, the matter was taken to Commr. Bhirud.
Commr. Bhirud gave instructions that investigation
must be made with Ganesh Chemicals. Accordingly
Inspectors Choudhari and Vadnere visited the office
of Ganesh Chemicals and thence with Jethalal Soni
the manufncturing premises of Ganesh Chemicals,
recorded the statement of Jethalal Sonmi and made
investigation.  According to Kochar at page 1640
of his evidence, he saw H. M. Chemical’s later,
dated 3rd February 1986 for the first time on i0th
February 1986.

(i) Police Prosecutor Gujarati gave his written opinion
(Ex. 387) that complete investigation should be done.

(i) Inspector Choudhari made his report (Ex. 388)
regarding the investigation at Ganesh Chemicals
This is the only report which has becn jnitialied by
Comme. Bhirud, Jt. Commr. Dolas and Asstt. Commrs.
Kochar und Raykar.

(i) The toxicity report (Ex. 222) was received in the
FDA office.

(if) A weeting was held in Commr. Bhiryd’s chamber.
Present were Bhirud, Dolas, Kochar and Raykar.
The lcst two are directed to 2o to Nanded to ascertzil
the source of supply of Batch No. 27 and to verify

the condition of the drom which had been seized of
30th January 1986,

(ifi) A show cause notice was issued to Chem Med
(Ex. 237) for withdrawal or suspension of approy
of its licence by reason of varicus deficiencies set out

in the notice. To this, Chem Med t its reply
(Ex. 238) on 4th March 19%6. o
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93:d February 1986 .. Asstt. Commrs. Kochar and Raykar left Bombay for
Nanded where they inspected the drum and noted the
cyclostyling and saw Alpana Pharma’s Bin Card
(Ex. 389). They made their joint report {(Ex. 390).

(i) Alpana Pharma wrote to the FDA disputing the
Government Analyst’s report [Ex, 218 (colly.}].

(if) Inspector Vadnere wrote to Alpanaz Pharma asking
them to adduce evidence to controvert the Government
Analyst’s report,

24th February 1986

27th February 1986 ., (i) Asstt. Commr. Bijamwar and the Government
Analyst Dr. Pilankar and some others visited Apex
Laboratories for inspection which lasted tll Ist March
1886 whereafter they made their report dated 13t March
1986 (Ex. 285).

(i) Inspector Vadnere filed an F. L. R. (C. R. No. 12 86)
with C. B. Drug Centrol {Drugs C. 1. D.) against
Kailash & Co. for dealing in glycesine without a licence.
The F. 1. R. was recorded by S. 1. Pimple.

(i) S. 1. Pimple and three Drugs Inspectors went to
Kailash & Co. and seized certain documents,

-(#v) C. R. No. 1686 was filed against Haresh Chemicals
and the Kasat brothtrs, namely Girdhar Kasat and
Bharat Kasat were arrested.  Documents were seized
including the office copy of Invoice No. 007, dated
23rd November 1985 in which the letters “LW.” had
been added in ink after the word ‘glycerine’.

28th February 1986 .. () Sixtecn Assistant Chenusts of Apex Laboratories
made a written complaint to the FDA setting out
certain malpraclices which they were required to
commit by Apex Laboratories. This complaint was

a sequel to an carlier similar Complaint {E£x. 2§9),

Ist March 1986 .. H. M. Chemicals were searched by the C. B. Drug
Control. Mahendra Doshi was arrested.

Ird March 1986 . Ganesh Chomicals were searched and documents were
seized,

Sth March 1986 .. Ganesh Chemicals’ proprictor Jethalal Soni was arrested.

13th March 1986 .. A show cuasc nolice was issued to Apex Laboratories to
which Apex senl its reply on 31st March 1936,

Sth May 1986 . An order was passed suspending Apex's licence for 15

days, [The last three are Ex. 286 (colly.)].

PART VII

27. With this chronology of events of the investigation in Bombay, I shall dca}{
with the Reports made by the FDA to Government. In all they arc nine, the first
being of 315t January 1986 and the last of 23rd Junc 1986.

28. By way of introduciion, all these reports though signed by Commissioner,
Bhirud were on his own showing actually preparcd by Jt. Commissioner Dolas
and their contents accepted by Bhirud as gospel truth.

29, With this preliminary observation, I proceed to deal with the salient aspects
of these 9 reports.

REPORTS

(@) 3/st January {986—() This was the first report made to Government. It sets
out the strong doubt expressed by Dr. (Mrs.) worlikar about the quality of glycerine
tading to the deaths in the 1. J. Hospital and that the Government .f\_n;‘.\yst was
instructed to carry out the toxicity test in addition to pharmacopocial chemical testing.
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(i) The Report goes on to say that from the initial enquiry made with the Govern-
ment Analyst it was learnt that the sample was not of standard quality as it failed in
three chemical tests, namely—

** (1) Certain Reducing Substances.
(2) Acraldehyde 4- Glucose and
(3) Fatty acids and Esters. »

(iii) Curicusly enough, despite (i) and (i} above the Report says that the FDA
does not consider that glycerine was responsible for the deaths and that it would be
appropriate to obtain an opinion of a pharmacologist.  This indicates that the stalling
process, so manifest from the later Reports, had already begun.

{iv) It is also stated that further investigation revealed that Mjs. Haresh Chemicals,
Bombay 2, had purchased the stock from M/fs. Bakewell Chemical, Decnar,

(v) The above was a deliberately vague, false and misleading statement in order
te focus attention on Bakewell India as the price supplier, when it was not,

(vi) The Report goes on to say that all the three drugs, namely glycerine, nanaitol
and acetazolumide have known side effects as revealed from the available scientific
Jiterature.

(vir) This was yet another falsc statement deliberately made in order to divert
Government’s attention from glyccrol about the genuineness of which
Dr. (Mrs.) Worlikar had cast serious doubts as stated in this Report itsclf. Side-
ctiects can be fever, diarrhoea, skin-irrigation, drowsiness, loss of appetite and the
like, Death can never be a side-effect and no * available scientific literature ”
vaguely referred io in this Report classifies it as such.

(B) 3rd February 1986.—The tiresome length of this Report is a camouflage
for its lack of substance and total silence on certain material aspects for instance,
in it there is not a word (or for that matter in any subsequent Report) as to what had
transpired at the Commissioner’s meeting that day, nor was Government informed
of the name of the prime supplier, namely Ganesh Chemicals, though this was known
to the FDA on 3rd February 1986 when this Report was made.

(© JOIJ:_Feb.--:zary,_ 1986.—(i) In this Report the emphasis is still on Bakewell
India as being the prime supplicr, though it was already known to the FDA that it
was not, and that the prime supplier was Ganmesh Chemicals,

(i) Though Bakewell India had mixed in its glycerine a chemical hexane, this fact
was suppressc‘d in 1111§ Report. . On the contrary what was sought to be conveyed is
that Bakewell’s glycerine being lmported from Italy was of standard quality.

(i)} Even though by 10th February 1986, Dr. Sane had reported the presence of
dicthylene glycol, there is no mention of this in this TEPOTIt.

(D) 17th February 1986.—This Report is an innoc Report ining to erant
of licence to Alpana Pharma. P nocucns Report pertaining to gt

(E) 19th February 1986 —This Report does not pertain to the I. J. Hospital episode.

(F) 215t February 1986.~—(i) In this Report once again the emphasis is non Bake-
;‘?!}l, I;I?:_i as being the prime supplier who had imported glycerine found to be of
o PUrity.

(if) This was known to the FDA to be false, because by ¢ ¢ il had already
led to Ganesh Chemicals as being the prime ,supplicr_  thett the trall ha

(iii) The last four lines of this Report state that during investigation it was alsd

revealed that Alpana Pharma had also received more suppli liers
“and the same is being investigated . upplies from other supp

bc](.”’g Of‘“‘ again this was a false statement intended to lufl Government into the
tef that vigorous lnvestigation was in progress, when it was not as jt had besh

(Ex. 388) of that day which was the oply R rt whi " 1 the
officers. namely Commissioner Bhirug, .? P o had beon fnitialied by 2

Commissioners, Kochar and Raykar,

() 2Ist February 1986.

on animals,? —This Report informs Governmens about the experiments
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(%) 4th March 1986.—(i) In apara 2(B) of this Report it is stated—

“ During investigation, it was found that M/s. Bakewell (I) Bombay or Mys. H.
M. Chemicals, Bombay or both might bave supplied the said Glycerine to
Mjs. _Ka{l_aSil and Co. Bombay. About the batch No. 27 of the Glyeerine in
question it cannot be firmly ascertained whether it has been repacked from the
stocks supplied by any one of the suppliers. It is possible that the said Glycerine
of Batch No. 27 has been repacked from the stocks supplied by both the suppliers.”

This is patently an attempt to confuse and mislead Government by supgesting that
the prime source cannot be found, despite the fact that it was alrcady known to the
FDA that the prime supplier was Ganesh Chemicals whose concoction that uitimately
f?um% its way to the J. J. Hospital was contaminated with the lethal diethylene
glycol.

(i} In this Report it Is stated that according to the written stalemeni of Gunesh
Chemicals they had mixed different chemicals which they sold as glycerine of industrial
wade. Though a copy of that statement was enclosed with the Report. there is not
a2 whisper of a suggestion that Ganesh Chemicals had mixed diethylene glycol, a
lethal product, in the concection manufactured by them, or for that matter the nature
of the chemicals mixed.

(it} Tn para 7 of this Report reference is made to an item appearing in newspapers
that the glycerine had been analysed in a private testing laboratory by Dr. Saue.
The Report continues that officers of the FDA visited the approved laboratory of
Ruia College on 24th February 1986 and found that there was no entry in the register
about the date of the receipt of the glycerine sample, and that it was possible that
Dr. Sane had analysed tke sample in a purcly personal capacity.

(i} Except for the reference to thic news itcm the rest of the above statements are
mischievons calenlated as they were to discredit Dr, Sane, an independent expert,
and his discovery of the presence of diethylene glycol, corrcborated as it was by the
admission of the prime supplier, namely Jethalal Soni of Ganesh Chemicals that hie
indeed had mixed diethylene giycol in his coucoction. Indisputably Dr. Sane had
indeed discovered the presence of the lethal dicthylene glycol which the FDA’s
Government Analyst should have done and whicit lie still had aot. Yet an atteript
was made in this Report to be little and divert Government’s atiention from this impor-
tant discovery, made by Dy, Sane by an atterpt 1o cast a doubt on tts genuineness
and that it was possibly dove by Dr. Sane in a purely personal capacity. It was and
should have heen a matter of no consequence whether Dr. Sane carried out the
anzlysis in his official or personal capacity. The fact remained thut he did corry
it out and that he did make the discovery that the sample contained dicthyicne
glycol. T its attempt to Delittle Dr. Sanc and his discovery, the FDA stapped a
fimsy show cause notice against the laboratory as will appear immediately
hereaster.

{(vy On 4th March 1986 a show-causc notice was issued to Ruia College that certain
requirements were not found in the laberatory during the time of inspection by two
Inspectors and two Assistunt Commissioners on 24th February 1986, Ruia Coltege
sent its reply dated 27th March 1986,  The sequel was FDA™s letter dated 25th April
1986 stating that the explapation given by Ruin College was found not to be sutis-
factory and a warning was given [Ex, 284 (colly.)]

(vi) This show-cause notice was a picce of machiavellisi on the part of FDA,
apparently calculated to discredit the discovery made by Dr. Sane. None of the requi-
sitions had the slightest connection with the test carried out by Dr. Sanc or that
Dr, Sane’s analysis showing the presence of dicthyleno glycol was incorrect. This
show-cause motice was mantfestly a rear guard action to lay a foundation thrt
Dr. Sane’s finding about the presence of diethylene glycol should not be accepted or
be looked askance with suspicion. The attempl was unworthy.

(vif) It may legitimately be asked : Why should the FDA stoop so low ? The
answer stares one in the face. I the presence of diethylenc glycol was m‘:ceptcd by
the FDA, they would have to proceed against the prime supplicr, nameiy Jethalal
Soni of Ganesh Chermicals and thence against Kasat who had to be saved at any
Cost,

(vii)) In para 5 of this Report, there is a reference to prosecution being Lwnched
against Trans India Transfusion and Pharmaccuticals on the ground that their
mannitol was reported to be not of standard quality. However, the irony of this 15
that while prosecution was recommended (swnd launched on 2nd Apnl 1936) against
Trans ¥ndia for the sub-standard mannitol which coull not aad did not result in 2ny
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ths. the vital discovery made by Dr. Sane regarding the presence of diethylene
(Elf;'lcgf,which caused the deaths, was sought to be shrugged away. 1 do not suggest
for a moment that no action against Trans India should have been taken ; but in
the circumstances it was merely a cover-up action by the’FDA'lntf.:nded to mislead
covernment by FDA's so-called activity in the so~called investigation by roping in
Trans India and letting the reat culprits off the hook which could only be done'by
denigrating Dr. Sane’s discovery of the lethal presence of diethylene giycol which
caused the havoe in the §. J. Hospital.

(ix) In para. § of this Report, reference was made to Trans India's mannito{ having
been analvsed by Apex Laboratories, that it was ]nspccted on 3 days and found
that it had ** recorded the performance of some tests in the Report even _though S0me
specific testing fucilitics arc ot available in their laboratory for carrying out these
tests »', and that action was being taken against Apex by way of a show-causc notice
for withdrawing “ the approval or suspending the same for a particular period”,

(x) While no grievance can possibly be made for issuing a show-cause notice against
Apex, what is of importance is that FDA never intended to prosecute Apex and
indeed till today has not, which it should have.

(xi) Significantly in this Report there is no reference to the written co r_nplaint given
by Apex’s 16 Assistant Chemists (Ex. 260) complaining of the malpractice they were
compelled to resort to by Apex or to even the carlier similar complaiat (Ex. 259),
This omission is indefensible in the light of the fact that on 3rd March 1986 i.e. just
one day prior to this Report two of Apex’s Chemists had met Jt. Commissioner
Dolas and had orally complained to him about what is set out in the complaint
(Ex. 260). This is corroborated by Dolas’ own endorsement in Ex. 260.  All this
was suppressed from Government.

(xif) Tn para 6 of this Report it was stated that the premises of Chem Med Labo-
ratory which had analysed Batch No. 27 were inspecied by deugs inspectors and on
the basis of the defects observed by them * which were of a serious nature  a show-
cause notice for withdrawal or approval or suspension of licence was issued and that
their reply was awaited.

(xiif) Once against even though on the showing of the FDA itself, the lapses on
the part of Chem Med were of a serious nature, there is not a whisper of a suggestion
in the show-cause notice thai why a prosecution should not be launched against
Chem Med. Even in the show-causc notice annexcd to this Report, curiously
enought there is no mention that the glycerine analysed by Chem Med was in fact
contaminated with dicthylene glycol which fact was known to the FDA because
Dr. Sane had on analysis found its presence as far back as 7th February 1936,

(i} 17th June 1986.—(i} By this Report the FDA wanted to take false credit by
sceking to convey to Government that it was the FDA that was responsible for the
discovery of diethylene glycol, when in truth it was not, its discovery having already
been made by Dr. Sane as far back as 7th February 1986,

(if) The Government Analyst Dr. Pilankar whose duty it was to expeditiously and
correctly analyse the sample of Batch No. 27 for toxicity, failed to do so. Imitially
Dr. Pilankar did not carry out all the toxicity tests. ’

(iif) By 11th February 1986 when Dr, Pilankar gave his first Report, Dr. Sane had
already discovered the presence of diethylene glycol and this was kaown to
Dr. Pilankar from newspaper reports. Even so, till June 1986 Dy, Pilankar did
not carry ouf the toxicity iests.

(iv} All this was an attempt on the part of the FDA to cover its own tracks
and misinform and mislead government about the dificiencies of the FDA in a8
endeavour 1o protect itself and Dr. Pilankar who is also part of FDA under the
Commissioner.

(v) All this was suppressed from Government.

{vi} This otherwise unaccountable and mysterious spurt of activity on the part of
Dr. Pilankar in carrying out the toxicity test in June, 1986 and making his report 02
17th June 1986, namely after the present Commission of Inquiry was appointed an
after it held its first sitting on 11th June 1986, is an obvious indication of the belated
and unsuccessiul endeavour by the FDA to put its house in order o s to cover-if
its carlier mischief, deliberate lapses and its mysterious reasons for wanting itse
to be convinced that the killer glycerine did not contain diethylene glycol.
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(vii} The last para. of this Report says that in the prosecution launched in the
Nanded Court agaimst Alpana Pharma and its partners, insiructions are being issucd
to incorporate the additional charges for the manufacture and sale of adulterated
dmgs under section 17-A{c) of the Drugs and Cosmetics Act.

(viif) This was yet another attempt on the part of the FDA fo mislead and hood-
wink Governmeni. FDA knew or should have known that the additional charge
against Alpana Pharma and its partocrs of manufacturing the drug was bound to
fuil as to the knowledge of the FDA Alpana Pharma was merely a repacker and not
the manufacturer which to FDA’s knowledee Jethalal Soni ol Ganesh Chemicals
was, In any evenf, the record does not disclese thar any such instcuctions were in
fact issued, and if not, why not, in the teeth of representation made to Government
that they were being issued.  f they at all were, they have not been carricd oul.

(7} 23rd June 1986.—(i) In this Report once again Alpana Pharma js referred to
as the party who had manufactured Batch No. 27 despite the fact that 10 FDAs
knowledge it was Jethalal Soni of Ganesh Chemicals and not Alpana Pharma who
was the manufacturer.

(3} In this Report Credit is sought to be given by the FDA to the Government
Anaiyst Dr. Pilankar (and thereby 1o itself) for * the exact percentages ™ of deithylene
glycol found by Dr. Pilankar on unalysis. This self-back patting was intended to
mislzad Government by not telling Government the truth that it was Dr. Sane who
had discovered the presence of diethylene glycol as far back as Tth February 1986,

30. These Reperts submitted by FDA to Gevernment bring to the forefront that —

(2} FDA deliberately failed to reveal to Government the troe facts of the investi-
gatlon it was doing ;

{b) Vital information was suppressed in an attempt to misinform and mislead
Government from knowing the true state of affairs ;

(¢} Vital facts were deliberately not stated, for instance to name a few—

(i) the receipt by FDA of Chem Med's report which revealed or should
have revealed to the FDA that Chem Med had falsely certified Batch No. 27
to be of standard quality.

(i) H. M. Chemical’s vital letter dated 3rd February 1986 clearly establishing
the purchase by them from the eriginal supplier Gancsh Chemicals (Jeihalal
Soni), sale thereafter to Kailash and Co. (Kasat brothers), whereby was revealed
the link between Alpana Pharma and its prime and intermediary supplicrs;

(ifi) That Assistznt Commissioner Kamble had given information as far back
as 30th January 1986 identifying Kailash and Co., as the immediate supplisr
of Alpana Pharma. Instead diversionary tactics were used to fecus atlention
on Bakewell India who had not supplied the killer glycerol to Alpana Pharma;

(<) animpression was scught to be created in Government’s mind that a thorough
inquiry by FDA revealed that glycerine was not the cause of the deaths in the 1. J.
Hospitals;

(&) Obvious steps in the investigation were deliberately ignored which if taken
would for jnstance have led FDA straight to Kailash and Co., and other links
would have been revealed ;

(/) Government was misled as FDA deliberately took no steps against Chem
Med by way of a prosecution,

{g) no mention was made that as early as 7th February 1986, Dr.’Sanc_had
discovored the presence of dicthylene glycol.  On the contrary, Dr. Sane’s achicve-
ment was belittled and suspicion was sought to be cast on it to the extent of slapping
a show-cause notice on the laboratory regarding matters which had nothing to do
with the discovery by Dr. Sanc of the presence of diethylene glycol;

(hy FDA tried to take credit for the discovery of diethylene glycol and shiefded
Dr. Pilankar’s lethargy and Japse in not discovering its presence till June 1956
after the present Commission started its silings;

(i) The Reports were merely a ruse to hide from Government the deliberate and
Premeditated scuttling of FDA investigation in the right ci?anncls and diverting it
mnto wrong channels as FDA had decided who to protect (viz. Kasat) and who was
to be made scapegoats (viz. Bakewell India and Dr. Sane).
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(j) the Reports contradicted thernsefves. On the one hand FDA sought to
implicate Alpana Pharma as having mixed a contaminant, yet at the same time
advanced the proposition that there was no diethylene glycol in Batch No. 27
and all in a potent attempt to protect Kasais and their concern Kailash & Co,,
who were the immediate suppliers of Alpana Pharma;

' ad of appreciating Dr. Sane’s discovery of the presence of diethylene
g!;slccgl,l ﬁ‘ta?ch shouﬁ? have bcgen done by _thc FDA a_nd not telatedly in June 1986
as a face saving device after the Commission started its sittings, FDA tried to shrug
avwayv Dr. Sane's discavery on the speciovs ground that it was not an oihicial test
and even slapped a show-cause notice on the laboratory.

31. These Reports do not project the carrect picture of the situation, in_tenqed
as they were under the genius of Jt. Commissioner Dolas to mislead and misguide
Government not only regarding the investigation but also 1o 1}111 ‘G overrment into
a sence of false security by playing down the gravity of the entire incident.

32, In the matter of these Reports, Commissioncr Bhirud cuts a sorry digure.
Out of inefiiciency, indolence or fear of Ji. Commissioncr Dolas or af three, Cogvinis-
sioner Bhirud allowed himself to be manipulated by him and mcrely signed on the
dotted line. Thereby Commissicner Bhirud renounced bis power, positdon and
authority in favour of that unwortby man, Dolas.

PART vIill

33. This brings me te Alpana Pharma Pack and its patron Ramanlal Karwa of
Artichem Laboratories, Pune,

() Ramanlal Karwa is an M. Pharm. of the Nagpur University. Hc obtained
his M., Pharnt. Degree in 1975, Several FDA officers were either his coifeagues or
his students. He started the business of manufacturing pharmaceutical formulations
on loan licence at Pune in the name and style of Artichem Laboratorics as sole
proprictor. From 1980 Artichem started its manufacturing activilies on its own
licence. In 1981 he converted it into a partnership firm with himself and his two
sisters-in-law as partaurs.  He is the moving spirit in Artichen.

{(B) In 1982 Artichem applied for and was given a rate contract for two years for
the supply of certain medicines to Goverument. Therefter in 1982 Artichem
again applied for a ratc contract under the 33 per cent reservation given to backward
areys, Artichem’s manufacturing unit being at Ahmednagar a backward arce.

() Between 1982 and 1984 Artichem got certain bio-availability data work done
by Dr. R, D Kulkaru.

{d) Karwas havc another family concern. It is Deepali Enterprises in Bombay.
The partrers are the Karwa family members. This firm was started in 1984 and acts

as the Bombay distributors of” Arfichem in Pune, and prepares Artichern's bills at
a4 commission of 10 per cent,

(¢) Om Prakash Ladda is the cousin of Ramanlal Karwa's wife Nirmala. In
1973 Q. P. Ladda obtained his B.Sc. Degree. Tiil 1982-83 he worked as the medical
representative of Artichem and thereafter also as jts travelling salesman.  According
to O. P. Ladda, between 1980 and 1982 he assisted the chemists in Artichem’s factory
in orcer to gain expenence. In 1984 he was given the salcs agency of Maharashira
regic of Artichen on commission basis.

(f) In 1983 O.P. Ladda thought of starting a repacking business in the name of
Alpana Pharma Pack. As a result on Ist December 1983 he entered into tenancy
agreement for six rooms at a monthly rent of Rs. 4G0,

(2) On 10th January 1984 O. P. Ladda made an application to the FDA at Nanded
for grant of a drug repucking licence.  However on | 5th Ianuary' 1984 he withdrew
his application as he could not afford the requisite machinery,” In the meanwhile
O.P. Ladda asked Ctem Med if it would act as the quality control laboratory for
Alpana Pharma and Chem Med agreed on 22nd January 1984

() In February 1584,0. P. Ladda told Ramanlal Karwa that due to paucity of fund
he was unabic to start his repacking business. Two or three days later Ramank

Karwa told O. P. Ladda that he, i.e. Ramanlal Karwa would provide the necessary
finance. It was ther’cupon agreed that there would be g partnership between two
groups, mamely the Karwa group and the Ladda group, each group having a 50 per
cent share and that fneree would be provided by Ramanlal Karwa, As will appeal
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presently, Alpana Pharma was the creatton and creature of Ramanlal Karwa and he
‘was the moving spirit. Alfpana Pharma was established at Nanded, a backward
area, 5o that it would apply for rate contract with CSPQ and ESIS.

() In March 1984, Ramanlal Karwa told 0. P. Ladda that a CSPO tender was
likely to be issued and that he should apply,

{j) On 6th March 1984, O. P. Ladda obtained certain machinery like pilferproof
capping machine, eic. On 9th March 1984, a Deed of Partnership was cxccuted
tetween P, O. Ladda and his mother Basantidevi comprising of the Ladda group
and Ramanlal Karwa’s wife Nirmala and Ramanlal Kerwa’s sister-in-law Lalitha
-comprising the Karwa group.

(%) On 13th March 1984, Alpana Pharma applied to the FDAfor a repacking licence
for 212 drugs under Form 34-B to be granted uader Form 25-B, The address given
was Anand Nagar, Nanded.

(/) There days later on 18th Ma_rch 1984, Drugs Inspector Giri of the Nanded office
inspected Alpana Pharma’s premises and 4 days later on 20th Murch 1984, the Asste,
Commissioner at Nanded recommendad the grant of licance Lo Alvana Pharma,

m) In the end of March 1984, Ramanlal Karwa told O.P. Ladda thai un under-
taking may have {o be given to the FIDA 1o have a quality control faboratory in the
premises of Alpana Pharma (in-house laboratory} within two moaths.

(n) Sometime after 20th March 1984, ths papers were given for scrutiny to Inspector
Desai at Bombay.

{0} On 6th April 1984, on behalf of Alpana Pharma, Nirmala Xarwa wrote a letter
1o the Commissioner, FDA giving an undertaking to establish an in-house laboratory
and afso to provide u qualified analytical chemist approved by the FDA within two
months.

{p) On 9th April 1984 Ramanlal Karwa told O. P. Ladda that Assit. Commissioner
8. 5. Jadhav had raised an objection that Alpana Pharma’s area was insufficient
for the simultaneous repacking of liquids and powders. As a result an undertaking
was appareaily given by Alpana Pharma that Jiquids and powders would not be
tepacked simultaneously.

(7) On 25th April 1984, Alpana Pharma addressed a letter (Ex. 37) to the Director
of Industries wherein it was stated the Alpana Pharma was submitting its fowest
guotation alongwith certain documents,

The same day, barely 2 days before the last date of the closing of the CSPO tenders, oy 37
FDA issued a letter to Alpana Pharma that licence No. 116/B was geanted to Alpana
Pharma * on the condition that you will provide guality control laboratory within two
anonths > (sic) and that the ** abovesaid licence is under preparation and the same
will be sent to you shortly ” (sic).

() 7th June 1984.~Alpana Pharma reccived the licence (Ex. 192) from the FDA Ex, 192
with the list of products. This was handed over by the FDA to Krishnakumar
Karwa in pursuance of a letter dated 7t June 1984 addressed by him on behalf of
Alpana Pharma to the Commissioner, FDA (Ex, 193). Ex. 193

(s) I7th July 1984.—Alpana Pharma made an application to the FDA for permis-
sion to repack additional products. This application came up before Fadaavis. The
permission sought for was granted.

(1) September 1984 —Alpana Pharma veceived an intimation from the CSPO that
Alpana Pharma’s quotation had been accepicd for three items, one of thein being
for glycerine.

(1) Ist February 1985—There was a change in Alpana Pharma’s parinership
inasmuch as Lalitha Karwa went out and Rameshwar Karwa and Sarla Karwa
became partners.

That day Alpana Pharma made an application to the FDA for grant of licence
under the new partnership. A plan of the new premises was sent to the FDA.

(v) ISth Aprii 1985 —This application and plan were received in FDA (HQ) and
were scrutinised by Drugs Inspector Vadnerc.
0wy 31t Mar 1985 —Vadnere made his endorsement that despite the undertaking

given by Alpana Pharma to have an in-house laboratory, they had failed to doso and
that Alpana Pharma should be asked to have an ia-house laboratory.
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] ! i Asstt. Commission
¥) Ist June 1985.~—Vadnere's endorsement was endorsed by or
Réyl)aar. Fadnavis passed an order that Alpana Pharma must be asked to set up
an in-house laboratory.

() 5 June 1985.—In reply to Alpana Pharma’s letter dated Ist February 1985
FDA addressed a letter to Alpana Pharma asking them to establish an in-house
jaboratory and to return the old licence for cancellation.

(z) 1st August 1985.—Alpana Pharma took on reat larger premises (900 sq. fi)
at Rs. 600 per menth,

(aa) 1st October 1985.—Alpana Pharma addressed a letter to the Comm@sioner,.
FDA (Ex. 195} applying for liccnce in Form 24-B in its new premises. By this letter
Alpana Pharma represented that as suggested by the FDAl Alpana Phar‘ma had alreqdy
provided for a Quality Control Section in the new premises for carrying out routine
analysis in their laboratory and for the same had appeinted R. R. Karwa, M. Pharm,
an approved quality control chemist. {Here it may be stated that boith O. P, Ladda
and Ramanlal Karwa had admitted in the cvidence that these statements in this
tetter are incorrect.),

After scrutiny of this application by Drugs Inspector Dube (HQ), he reconimended
the grant of heence to Alpana Pharma.

(bb) 3rd October 1985 —Alpana Pharma addressed a leiter to the Commissioner,
FDA enclosing certain documents, 1o wit, approved plan of the premiscs, list of
equipment and machinery, list of equipment for routine chemical analysis and no
objection certificats of the Nanded Municipal Council.  (As admitied by Ramanial
Karwa in his evidence (p. 1006) the list of cquipment was not sufficieni to set up
an in-house laboratory.). The same day Alpana Pharma’s now premises were inspect-
ed and Drugs Inspector Babne made his report (Ex. 254). The same day Assit.
Commissioner Kamble recommended the grant of licence to Alpana Pharma.

(cc) 81i November 1985 —Fadnavis ordered the grant of licence to Alpana Pharma
on the ground that it had 2 sufficient staff and that Ramanial Karwa was a qualified

chemist appointed by Alpana Pharma. That day licence was granted to Alpana
Pharma.

(dd) 1st December 1985 —(i) Alpana Pharma’s new premises werc inangurated.

(f) That the licence to Alpana Pharma was issued on 25th April 1984 just two days
before the closing of the tender, cannot be dismissed as mere coincidenee, For that
maiter, circumstances Indicate that it was issued sometime subsequently but was
predated to 25th April 1984 30 as to enable Alpana Pharma to apply for the tender
as no tender would be valid without a valid licence. Those circumstances are :

34, On i2th Aprii 1984 Inspector Desai ut Bombay made his report stating that
Alpana Pharma had given both the undertakings asked, for namely to have an
mﬂ'musc laborutory and 4 qualified analytical chemist approved by the FDA within
iwo moaths and not to carry on repacking of liquids and powders simuliancously.
At the fpo:. of this report the Asstt. Commissioner made his endorsement and
under his signature put the date * 26/4". This has subsequently been altered to

24/4 - Y. D Deshmokh who then was the Joint Cominissioner and Licensing
Authority (HQ) signed on the copy of Alpana Pharma’s application in Form
?.4-§ stanq g licence in Form 25-B granted . The visible date of this endorsement
:;ad %4,(4 but has clearly been altered. The alteration not of one date but
}.:Dalf._s must rule out any possibility of error. This dovetailing had to be done if

A’s letter granting the licence was 1o bear the date 25th April 1984. These dates

were therefore subsequently altered by the FDA
r to show t a had
procured a licence at the time it gavg its tender. how that Alpana Pharm

35. Itis also manifest that in issuing the licence to Alpana Pharma obvious legal

defects in the licence application were
over -
cedure was not foliowed, 10 wit, tooked by the FDA and the correct pro

~ {@) Unless premises are approved a licence is never given. The token of approval

is the signature on the plan of the ; Iy
i o Dremuses given to t Ipana
Pharma’s premises is not signed in foken ofgapproxgzi.flc FDA. The plan of Alp

is (f i)\x:EhL l;?: t{)}f!hc drugs titust be scrutinisod by the technical officer before 2 licence
April 1984 the ¢ Sase of Alpana Pharma even though the licence was issued on 25h
o 1] et serutiny of the drugs was doge by technical officer Nehete one month
8 ays later, namely on 7th June 1984, when 62 items were granted out of the
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212 applied for, that is nearly a whopping 30 per cent. Thus the licence (Ex. 279) px. 279
which was prepared on 16th May 1984 does not, as indeed it cannot, indicate the
items for which the licence was granted.

36. The then Jt: Commissioner and Licensing Authority V. D. Peshmukh
admitted that despite Alpana Pharma’s undertaking not to simultancously repack
powders and ligmds (assuming such an undertaking was given) Alpana Pharma
vould mot have been prevented from carrying on these activities in their premises
simultaneously, that in the plan no separate rooms were shown for repacking of
liquids and powders, that Alpana Pharma’s premises were not adequate which was
the reason why he did not sign the plan in token of his approval, that as Licensing
Authority it was indeed his duty to refuse the grant of licence to Afpana Pharma
on the ground that their premises were not adequate. He could asign no reason
why he did not refuse his permission. adding that # was ap error on his part in not
refusing the grant of licence te Alpana Pharma which error he realised in the witness-
box. He admitted that he had seen the papers and even though he did not approve
of Alpana Pharma’s premises, he did grant the ficence, laying the blame on Asstt.
Commr, Jadhav on whom he purportedly relied. According to Jt. Commr.
Deshmukh he did not apply his mind to the inadequacy of the premises of Alpana
Pharma nor to the undertaking given by Alpana Pharma, He admitted that there
was no provision in the Act or Rule which empowered the FDA to take an under-
taking from an applicant that repacking of powders and liquids will not be done
simultaneously and that if Alpana Pharma had violated this undertaking, FDA
would have been helpless,

37. The prompi inspection of Alpana Pharma’s premises within 3 days of its
application for grant of the licence is breath-taking looking to the vast area to be
covered by just one Drugs Inspector. For that matter, Commr. Bhirud himself
admitted this in the witness-box. For that matter, even the prompt inspection
by the FDA of Alpana Pharma’s new premises on 3rd October 1985 followed by
Babne’s report followed by Asstt. Commr.. Kamble's recommendation, all on the
same day and the actual grant of licence 5 days later, namely on 8th November
1985 is breathtaking,

38, FDA officers both at Nanded and Bombay were actively helping Alpana
Pharma by the record breaking speed they acted. O. P. Ladda himself was small
fry. He had no influence. The moving spirit and guiding hand was Ramanlal
Karwa to whom FDA Officers were amenable. And no FDA Officer ever went
out of his way gratis.

39, (i) Even in Alpana Pharma’s letter dated 25th April 1984 addressed to the
Director of Industries (Ex. 37), sharp practice has been indulged in by the former. Ex, 37
In that letter Alpana Pharma had. purported to enclose certain documents infer
alia xerox capies of income-tax clearance certificate, list of samples, xerox copy of
Alpana Pharma’s 8ST Registration and a xerox copy of the repacking ficence issued
by FDA. In the last para of that letter it was represented to the Dircctorate of
Industries that Alpana Pharma is a registered SSI unit situate in the backward
area of MNanded and hence was entitled to the 33 per cent purchase preference.  As
will appear immediately hereafter none of these documents could possibly have
been enclosed by Alpana Pharma with its letter of 25th April 1984.

(ii) A xerox copy of the income-tax_cleasance certificate could never have been
enclosed with the jetter of 25th April 1984 because that certificate was issued on
3Mth April 1984 in respect of a firm constituted by partnership deed on Sth March
1984 which had never carried on business. A xcrox copy of the SSI Registration
could ajso not have been enclosed with Alpana Pharma's jetter of 25th Apiil 1984
because the $SI Registration Certificate was issucd on 1st August 1984, A xcrox
copy of the repacking licence could ziso not have been enclosed with Alpana Pharma’s
letter dated 25th April 1984 as the ficence was issued after 25th April 1984. Nor
could the list of samples have been enclosed with Alpana Pharma's letter dated 25th
April 1984 because the fist was approved on 7th Junc 1984, Though in the Jast para
of Alpana Pharma’s letter dated 25th April 1984 it was stated that it 15 a registered
SST unit, significantly cnough the number and date of the purported registration
Were left blank, which would not have been the case, if indeed the unit had been
Rgistered as claimed by Alpana Pharma. All this was ultimately admitted by
O.P. Ladda in his cvidence that it was in Junc 1984 that he submitted to the CSPO
the income-tax clearance certificate and the SSI Registration Ct_:mﬁcate and that
% was in June 1984 that he had received from the FDA the certificate and the list
of products which he was permitted to repack under the licence.
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40. Thus, in Alpana Pharma’s application dated 25th April 1984 positively
false statements were made and not having been accompanied by the mandatory
documests, it was an incomplete and defective application which should have beey
rejected on the spot. Even so, it was accepted. This shows that it was not only
with the FDA but also with the Directorate of Industries that Alpana Pharma
wiclded tremendous influence.

41, Tt cannot even be said that these obvious defects in Alpana Pharma’s appli.
cation dated 25th April 1984 could have escaped the notice of the Directorate of
Industries because in the Comparative Statement (Ex. 38) it has been stated that
Alpana Pharma's tender was conditional or ar order being placed with it for Rs. 1,000
and above. This condition finds place in Alpana Pharma’s application dated 25th
April 1984 and has been incorporated in the Comparative Statement from Alpang
Pharma's application itself. If this condition could be read at the time of scrutiny,
as indeed it was, there is no reason why it could not have been detected that the
documents purporting to be enclosed with that application had in fact been enciosed,
The omission to do so was deliberate so that Alpang Pharma's application should
not be rejected out of hand, as indeed it deserved to be.

42. 1t is not unlikely that Alpana Pharma’s tender application dated 25th Apri
1984 and fited on 27th April 1984 was prepared in anticipated certainty that the licence
would be granted by the FDA. The tender form had been purchased prior to 25th
April 1984, The letter dated 25th April 1984 granting the licence to Alpana Pharma
was delivered to Krishnakumar Karwa the same day at Bombay. . P. Ladds
was at Pune. According to Q. P. Ladda on 23th April 1984 he filled in the teader
form when he received FDA’s letter dated 25th April 1984 granting the licence.
The same day, viz. 25th April 1984, he purchased 11 different samples from the
market, He also had got {abels prinied for the samples, which he received from the
printers by 4.00 pm. on 25th April 1984,

43. All this is most uanatural. O. P. Ladda could not bave preparsd the tender
form on 25th April 1984. FDA’s letter dated 25th April 1984 giving the licence
was handed over by the FDA to Krishnakumar in Bombay during office hours.
To send this licence even posthaste to Pune where 0. P, Ladda was, would take
at least 4 hours and another 4 hours would be required thereafter for preparing
the tender. Even assuming that the licence was given to Krishnakumar Karwa
by the FDA the earliest at 10-00 a.m. it would not reach Ladda that day befors
2-00 p.m. Tt was therefore pyhsically impossible for O. P. Ladda to complete al
the formalities that day prior to his departure for Nanded.

44.  According t0 O. P. Ladda he had instructed Artichem’s clerk Apte to forward
the tender form and samples to CSPO. O. P. Ladda admitted that be had taken
the help of Apte in preparing the tender form, that he had even forgotten to sign
the tender which Apte signed for him even though he had not given any authority
to Apte 1o do so. He had told Apte that the tender should be sent to Bombay fof
submission to the CSPO. Apte therefore signed the tender on his own. . '

45, According to Ladda on 25th April 1984 he purchased 100 kes.¥of sodium
btc_arbo_nate by making a cash payment. To that end, there is only his ipse dixil
which is contrary to documentary evidence, namely that in O. P. Ladda’s ows
books of accounts. there is an entry under date 25th May 1984 which according {2
0. P. Ladda denoted payment for this purchase made on 25th April 1984. OQbviously

_ all this was in an endeavour to project before the FDA that before he submitted

his tender on 27th April 1984 he had started his re i vi T
4 packing activity because & ¢€
gaca:;g to that effect was required to be sent to the [ndust%:ics De;artment.
2 had sent a letter to the Indusiries Department after June 1984 stating that

he bad started his repackin wi i 1 :

) g achvity with effect from 26th April 1984. Howeve

he admitted that he induced the Industries D g ific bé
~pa that b¢

kad started rzpacking work on partment to give a cortificate

_ 26th April 1984 when actually he had not and thal
his statement to the Tndustries Department that he had startgd his repacking wotk
ﬂit; get}; April 128!;1 was a falsz statement. O. P. Ladda made these admissions il

Mence witn the greatest reluctance an a ication at
after the questions were repeated to hin anid after a great d-al of prevarication

d to hi 3 1
the Insustries Department and the %Dl.f. soveral fimes.  Thus 07 P. Ladda cbes

46. This brings me to the role of Rama i '
{ he nlal Karwa. The evidence disclos®
that he was the moving spirit behind Alpana Pharma which folr all Pfacudl
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purposes was his enterprise financed by Ramanlal Karwa himself, with O. P. Ladda
having neither the experience nor the qualifications to do repacking work, mereby
being his dummy.

47, This is best disclosed by the evidence and admissidns of Ramanlat Karwa
and O. P. Ladda themselves.

48, Ramanlal Karwa admitted that initially O. P. Ladda had applicd for
a licence but as be was infinancial difficulties he approached Ramanlal Karwa's wife
Nirmala. 1t was thereupon decided by Ramanlal Karwa's family members to siart
a partnership firm in the name of Alpana Pharma at Nanded for repacking of drugs
and medicines. Ramanlal Karwa's family decided that Rameshwar Karwa and
Sarla Karwa should join a5 partpers. Initially Rameshwar's wife Lalitha was
alsc a partner but she retired in November 1984 and Sarla and Rameshwar became
partners. All contributions made to Alpana Pharma by the members of the Karwa
family were out of the joint funds of that family. ©. P. Ladda gave Ramanlal
Karwa the impression that the Ladda group would not be able to make any contri-
bution and that the entire contribution would have to be made by the Karwa group.
Ramanlal Karwa further admitted that it was he who supervised and financed the
affairs of Alpana Pharma on behalf of the Karwa group, that Q. P. Ladda was to
make purchases and payments were made from the accounts of Alpana Pharma
or by Artichem.

45, Ramanlal Karwa admitted that be is very well acquainted with Girdharlal
Kasat and his nephew Bharat Kasat who are connected with Haresh Kumar and
Co., Haresh Chemicals and Kailash and Co. with whom Artichum had a running
account. He introduced O. P. Ladda to Girdharlal and Bharat Kasat who gave
glycerine to O. P. Ladda on credit basis and Artichem paid amounts to them for
the supplies madz by them to Alpana Pharma.

50. Artichem had an account of Alpana Pharma in fis books of accounts and
most of the purchases made by Alpana Pbarma were paid by Artichem. Ramanlal
Karwa further admitted that there is a large outstanding of Alpana Pharma in
Artickem’s books of accounts but Artichem never seut any debit note to Alpana
Pharma nor did it ever claim any interest from Alpana Phaima on the outstanding
amount nor has Artichem ever made any demand from Alpana Pharma either for
principal or interest due, .

51. Ramanlal Karwa admitted that O. P. Ladda had with his consent given his
name as the quakified analytical chemist for Alpana Pharma and that an analytical
chemist must be present in the laboratory diving business hours. However the
question of Ramanlal Karwa remaining present in the premises of Alpana Pharma
did not arise as O. P. Ladda had not started his operation of Alpana Pharma nor
had Ramanlal Karwa any intention of settiing down in Nanded as the analytical
chemist of Alpana Pharma. He admitted that without his name being shown as
the chemical apalyst in Alpana Pharma's application, no licence would have been
granted by the FDA to Alpana Pharma and that his name was given as chemical
anatyst only with a view to induce the FDA to grant the licence to Alpans Fharma.

5). After a great deal of prevarication, Ramanlal Karwa stated that he did not
remember any instance in his expericnce of the past 10 years of a party being informed
the same day that the ficence was granted. A good numkber of people In the FDA
in Bombay know Ramanlal Karwa and he finafly admitted that 0. P. Ladda had
successfully used his name with the FDA officials in order to expedite the grant
of the licence,

53. He admited that he personally knows Asstt. Commr. Jadhav at the Bombay
Headquarters since the past 3 to 4 years, that the same ‘8. G. Jadhav was to process
the ficence application and the recommendation of the Asstt. Commissioner, Nanded,
that it was possible that as a result of Ramanlat Karwa's talking to Jadhav ot Ladda
talking to Jadhav, the grant of the licence was expedited, that Jadhav might have
obliged him by expediting the grant of the licence 10 O. P. Ladda because Jadhav
was known to Ramanlal Karwa personally. Ramanlal Karwa might consider
g;dhav having conferred a favour on Alpana Pharma by expediting the grant of

¢ licence,

* 54. Ramanlal Karwa admitted that he“knew that uitimately it was for V. D.
Deshmykh to grant or refuse the Jicence to Alpana Pharma ; he might have talked
about it to V. D. Deshmukh and put in a word with him as it was in Deshmukh's
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expedite the grant of the licence. Hs admitted that Jadhav had ol
lﬁﬁdtﬁ& hé] had recon?:endcd the grant of licence to Alpana Pharma wherea
he had seen V. D. Deshmukh once or twice. He further admitted that V. p
Deshmukh was repeatedly requested to expedite the grant of the licence and thyy
he might have told Deshmukh and Jadhav the reason for the expedition, namely

that Alpana Pharma wanted to fill in the tender by 27th April 1984 which it couly

“mot do unless the licence was expedited. He admitted that he came to know of

Ex. 195
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FDA’s letter dated 25th April 1984 granting of the licence the same day which wag
one of the reasons for his specially coming to Bombay from Pune to accept thiy
letter and that it was written by Jadhav at his request.

55. Ramanlal Karwa admitted that his wife Nirmala Karwa had given an under.
taking on Gth April 1984 to establish a quality control laboratory within two months
in Alpana Pharma but attempted to dissociate himself from it on the excuse that
this letter was not prepared with his consent or knowldge. He however admitted
that this letter had been typed in his office at Pune and that his office had Alpan
Pharma’s letter-heads. His wife Nirmala did not take an active interest in Alpans
Pharma. That was done by him and O. P. Ladda. He admitted that he took
an active interest in Alpana Pharma because of his financial involvemsznt in Al
Pharma in which his family had a 50 per cent stake. He advised O. P. Ladda.

56. .Ramanlal Karwa admitted that the contents of the letter dated 6th April 1984
(Ex. 194) signed by his wife were based on the suggestion made to him by Asstt
Commissioner Jadhav on the ground that it would be easy to get the licence. He
admitted that Asstt. Comyissioner Jadhav may have told him about the objestion
having been raised regarding Alpana Pharma not having an in-house laboratory
_and that such a letter like Ex. 194 should be written and that S. G. Jadbav may have
told him that he had recommended the grant of licence to Alpana Pharma.

57. Ramanlal Karwa admitted that the contents of the letter dated 1st October
1985 from O. P. Ladda to FDA that Alpana Pharma had already provided for quality
contro} ssction in the new premises and had appointed R. R. Karwa as the quality
control chemist was stated in that letter with his consent even though he had not been
appointed by Alpana Pharma as its quality control chemist and had lent his name to
Alpana Pharma as its qualified quality control chemist. He also admitted that the
statements in that letter that he had been so appointed, as also that Alpana Pharmd
had already made a provision for carrying. out routine tests in its faboratory, weft
mcortect and that Alpana Pharma had never appointed anyone else as iis quality
control chemist and had never established an in-house laboratory.

58. Ramanlal Karwa admitted that the letter dated Lst October 1985 (Ex. 199
of Alpana Pharma might have been typed in his office and that probably it wes

written 1o obviate the complying with the undertaki iven by his wife to the FDA
in the letter dated 6th April 1984 (Ex. 194). . King & Y

59. He deposed that Artichem is stil] in business, that Arti Pharma is anothet
partoership concern comprising of the members of the Karwa family, and that Ard
Pharma made its bills for the supplies of glycerol made by Alpana Pharma to variows
parties and that (or doing this work Arti Pharma got a 10 per cent deduction of the
invoice value of Alpana Pharma’s goods. I respect of the supplies of ghycerol
made to the J. J. Hospital the bills wers sent by Alpana Pharma to J. J. Hospital; |

Arti Pharma had billed to many Govemme'nt'hospitals for goods supplied by AIP;I“E

cent would be shown in Arti Pharma’s boo

He admitted to an adjustment where th i .
{ | e e amount ¢redited to Alpana Pharma W
with a view to offset the amount due to Arti Chem, P

60. This evidence of Raman)a)
£0 to show that it was he and not O,
Pharma was concerped. T

Karwa and the admissions made by him clearly
P. Ladda who was in the saddle as far as Alpasd
0 that end, there is also the evideace of O, P. L.adda.

61.  According to O. P. Ladda the ca
Rs. 45750. The fixed capital contribyy
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: Alpana Pharma had to receive from Arti Pharma Rs. 1,66,901 in respect of the bills
| prepared by Alpana Pharma in the name of Arti Pharma. He admitted that supplies
! were made by Alpana Pharma and all that Arti Pharma did was to prepare the bills.
i Q. P. Ladda admitted that Alpana Pharma has to pay Arti Chem a sum of Rs. 2 05,452
' representing the putchases made and the bills paid by Arti Chem on behalf of Alpana
‘ Pharma. No interest was agreed to be paid by Alpana Pharma to Artichem or vice

versa. However it had been agreed that Alpama Pharma would pay Ramanial
Karwa interest on his fixed contribution of Rs. 26,000 and that he i.c. O, P. Ladda
would reccive interest from Alpapa Pharma on his fixed contribution aggregating
to Rs. 45,750. There was no written agreement between Alpana Pharma and Arti
Pharma for the payment by Alpana Pharma to Arti Pharma for the 10per cent commis-
sion for preparing the bills of Alpana Pharma. The understanding to pay 10 per
cent commission t0 Arti Pharma was an inducement to Ramanlal Karwa to finance
Alpana Pharma from time to time as and when required. O. P. Ladda admitted
that the bills of Alpana Pharma were actually prepared by him in the name of Arti
Pharina as if to show that these bills had been prepared by Arti Pharma.

62. 0. P. Ladda admitted that hic himself had no finance and had no resources
and hence would not have been able to start Alpana Pharma and that cverything
he did pertaining to Alpana Pharma was under the advice of Ramanlal Karwa.

63. Q. P. Ladda had never gone to the FDA office after making his application
in March 1984. He admitted that Ramantal Karwa had indeed made cfforts to see
that the licence to Alpana Pharma was granted expeditioulsy by the FDA and that
Ramanlal Karwa knew several officers in the FDA and that he himself had not made
any endeavours to get the licence by 27th April 1984,

64. O.P.Ladda finally admitted that it was Ramanial Karwa who indesd had made
efforts to see that the licence to Alpana Pharma was granted by the FDA and
was obiained expeditiously, that Q. P, Ladda himself had not made any endeavours
to that end, and that Ramanlal Karwa knew and knows several officers in the FDA,
He also admitted thai the letter dated 6th April 1984 (Ex. 194) signed by Ramanlal Ex. 194
Karwa’s wifs Nirmala had been prepared from a draft given by Ramanial Karwa
to O. P. Ladda and that Arti Chem had letter-heads of Alpana Pharma.

65. The evidence of Ramanlal Karwa and O. P. Ladda by itself is sufficient to
show that it was the former and not the latter who was the moving force and spirit
behind Aplapa Pharma but for whose influence the FDA and the Dircctorate of
Industries would never have bent the Rules or shut their eyes to obvious deficiencies
or granted the licence to Alpana Pharma within the record time it was done for
at all. ' '

66. The fact that O. P, Ladda was merely a dummy is brought to the forefront
by the fact that he himself had neither the experience nor the qualifications to do any
repacking business. This was admitted by Ramanial Karwa himself. O.P. Ladda’s
jgnorance is apparent from his admission that though he was required to majntain
a record of his repacking activities, he did not know if these records were required
to be maintained under the Drugs and Cosmetics Rules and that he did not go
through any such Rulss before applying for his repacking Yicence, that he had only
heard that the repacked material also required to be tested, that what he got tested
were the raw materials and never the finished products except in the case of Batch
No. 27. He did not even know the quantity of the sample which would be required
for testing purposes. Even to the extent as to the minimum quantity required for
analysis, Ladda was ignotant. Even the requisifc §amplc which he sent to C_hcm
Med was merely 50 ml. instead of the requisite minimum of 100 ml. He admitted
that before he started his repacking operations he did not draw any samples from
these two drums or send them for analysis, O. P. Ladda admitted that he had no
previous experience of rzpacking until he siarted Alpana Pharma. Before he started
Alpana Pharma he did not know any manufacturer and that it was Ramanlal
Karwa who guided him from whom he should make the purchases.

67.  Even for doing the simplest of things, O. P. Ladda relied on Ramanlal Karwa.
To illustrate, on O. P. Ladda’s own showing, even the letter dated 6th April 1984
from Alpana Pharma to the Commissioner, FDA (Ex. 194) was prepared from Ex. 194
a draft given to him by Ramantal Karwa and from that draft O. P. Ladda dictated
the letter over the telephone to an employee of Arti Chem. Thereis further his own
admission that when Alpana Pharma was started, he did not even know that samples

ad to be sent twice for testing which he came to know for the first time in December
1984 from other repackers. O. P. Ladda admitted his total ignorance of the pro-
visions of the Drugs and Cosmetics Act and the Rules.
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68. There js abundant evidence on record, including admissions made by O. P,
Ladda himself, that Alpana Pharma had not the_ slightest intention of _hopourmg the
undertakings given to the FDA 1o set up a quality control laboratory I its premises
and to have a quzlified chemist in 1S premises. O. ’P. Ladda admitted that even
though an undertaking was given by Alpana Pharma’s letter dated 6th April 1984
(Ex. 194) to set up a quality control laboratory in the factory within a period of two
months, none had been set up nor had he any intention of doing anything of the kind,
adding that such undertaking was given not because he wanted to keep it but becausa
the FDA required it, knowing full well that the licence would not be given without
this undertaking. He also admitted that when he gave Ramanlal Xarwa’s name ag
gualified chemist fo the FDA both he and Ramanlal Karwa knew that Ramanlal
Karwa would never come to Nanded and work as Alpana Pharma’s qualified chemist,
He did not advertise for a quality control chemist but made oral erquiries at Auran-
gabad for one but without offering any terms and conditions. Such was the
rediculousness of his quest. According to O. P. Ladda after he shifted into the larger
premises in December 1985, he equipped himself with some apparatus with which
only certain tests could be carried out. He admitted that the quality control laboratory
never functioned even for a single day and that out of 16 tests for glycerine only one
or two tests could have been done, namely the colour test and the description test,
which did not require any equipment ag all. He also admitted that the items con-
tained in the two lists enclosed with Alpana Pharma’s Jetier dated 3rd Ociober 1985
to the FDA were not sufficient to start a fully equipped functional quality control
laboratory and that it was financially not possible for him to do so at one time.
1t would have taken him one or two years minimum to have started a fully functional
laboratory in his premises and finally admitted that the undertaking given by him
1o do so was a false undertaking, He agreed that in the show-cause notice given to
Alpana Pharma by the FDA the breach of this undertaking does not find a place.
He ultimately admitted that the statement in the last para. of Alpana Pharma’s letter
dated 1st October 1985 (Ex. 195) that all the necessary formalities had been complied
with was not a correct statement and that it was on the basis of that letter that the
FDA was induced to give the licence to Alpapa Pharma.

69. These factors indicate that but for Ramanlal Karwa’s financial interest in
Alpana Pharma and his tremendous influence with the ¥DA, O, P. Ladda, left to
himself, would not have dared either to give a false undertaking, much less fail to
carry il out. Q. P. Ladda’s prop and pillar was Ramanial Karwa whereby O. P.
Ladda could give false undertakings unabashedly, commit breaches thereof with
impunity and make false statements unabashedly, all with the knowledge that
somebody influential was behind him; somebody who had much to gain and much to
lose. That somebody was Ramanlal Karwa and the Karwa group.

70. The fact that these undertakings had been breached and that false statements
had been made by Alpana Pharma was something not unknown to the FDA. Yet
no punitive steps were taken against Alpana Pharma. For that matier no steps at
all were taken against Alpana Pharma and objections taken by some officers were
swept under the carpet by their superiors. 1t may be recalled that on 31st May 1985
an objection was raised by Drugs Inspector Vadnere that Alpana Pharma had not
provided an in-house Jaboratory and must be asked to carry out its undertaking.
Vadnere’s objection was endorsed by Asstt. Commissioners, Phadnavis and Ravkar
on Ist June 1985, - Despite this, on Sth June 1985 the FDA merely wrote a letter to
Alpaua Pharma requesting an in-house laboratory. Realising the futility of merely
giving another undertaking, Alpsna Pharma addressed its letter dated 1st October
1985 (Ex. 195) to the Commissioner that an in-house laboratory had already been
provided and was functioning, This on O. P. Ladda’s own admission in his evidence
was a false statement made in that letter. Within two days of that letter. Drugs
})nﬁspcctor Babne at Nanded made his report dated 3rd October 985 that Alpana

arma had set up an in-house laboratory for routine chemical analysis, that it had
equipment and apparatus necessary for the same, that testing not of a routine vpe
com;]ld also be done in that in-house laboratory and that Ramanlal Karwa appears
;;33 ba\:c I?ecn appointed as a quality control chemist. This report of Drugs Inspector
LadEL }n}gs a totaily false report as is manifest from the admissions made by O. P

a himself in his svidence that only two tests could be carried out, namely the
c?logr fest and the description test and which, again on his own admission, do not
Tequlre any apparatus af all, and that Ramanlal Karwa being appointed as the chemist

K g e Babines epor wes approed It A Commisont
HeH 5 T the bona jide bGelief 1hat it was ) inistel
machinations of Inspector Bab correct. However the sinis

ne’s report are brought more to the forefront by the
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fact that with its letter dated 1st October 1985, Alpana Pharma had anaexed & plan
showing an area of 154" X 11" as Quality Coatrol. If Inspector Babne had made
a correct report the false statements made by Alpana Pharma in its letter and the
plan annexed would have been exposed. Thus even Babne at the Nanded Office
was a pliable tool in the hands of Alpana Pharma and surely not for love,

71 All these circumstances indicate the complicity of erring officials of the FDA
not only in not enforcing the nndertakings given by Alpana Pharma but worse still,
in covering up the glaring breaches committed by Alpana Pharma in wilfully flouting
the undertakings given.

72. This brings me to the role of O. P. Ladda insofar as it pertains to the repacking
work done. This can best be evaluated from his evidence and his own admissions.

73, To start with, he admits that before he started his repacking operation, he
did not draw any sample {rom the two drums received by him, nor did he scud any
sample from these two drums for analysis. Negligence. Though according to him,
the repacking from these two drums was done under his personal supervision, hs
admitted that he did not examine the actual contents of the drums before commencing
the repacking process. Negligence. The excusé given by him that it was not
possible to do so while the glycerine was actually in the drum, is too absurd to
countenance. He stated that when he was repacking this glycerine it was colourless
and did not smell of burnt sugar. This is false because the Government Anafyse’s
seport which Q. P. Ladda was reveals that the glycerine was pale yellow in colour,
This shows that O. P. Ladda had not botheted even 10 see what his casual labou,ers
were repacking. He admitted that between the time that the glycerine was repacked
and the sample sent to the Gove:nment Analyst, it did not change colour because
glycerine does not change colour, FHe also agreed that pure glycerine is odourless
whereas the report of the Government Analyst showed that the sample smelt of burnt
sugar, that chemical odour would not generally be of burnt sugar and that he has
never come across a single instance where glycerine used for medical purposes smelt
of burnt sugar. These admissions are further poeinters that the repacking was not
done under Q. P. Ladda's supervision, his protestation in his evidence to the contrary
notwithstanding. If only O. P. Ladda had taken the elementary precaution of
seeing what was being repacked instead of leaving the operation to his casual
labourers, he would have realised that what was being repacked smelt of burat sugar
and even have the colour of glycerine, This should have put him on his guard.
Thus even this elementary care and precaution O. P. Ladda did not care to take.
Negligence.

74, O, P. Ladda says in his evidence that he had seen the stenciled warning
“NOT FOR MEDICINAL USE ” on the drums, Even se it is surprising that it
should not have dawned upon him that what had been sent 10 him was not what he
had ordered. His version is that glycerine is a dual purpose item and I. P. glycerine
is not stenciled as such. He added that despite this stenciled warning, his suspicions
were not aroused that the contents of these two drums were mot fit for human
consumption because the contents could be used internally after testing. A totally
bewildering explanation. He howsver admitted that he did not have the contents
of these two drums tested before repacking. According to O. P. Ladda despite
this stenciled warning “ NOT FOR MEDICINAL USE ¥, he prooe_eded on the
assurance given to him by Girdhar Kasat with whom he was on very friendly terms,
Pausing here for a momeat, beyond O. P. Ladda’s ipse dixit, there is no evidence that
any assurance had been given to him by Girdhar Kasat or that he was on very friendly
terms with him. For that matter, he came to know Girdhar Kasat only recenily,
having besn introduced to him by Ramanlal Karwa. Even assuming O. P. Ladda
acted on any such alleped assurance, the same canoot absolve him from the charge
of negligence,

75. Whatever gloss Q. P. Ladda may now try to put on his evidence, howeyer
¢ |may try to wriggle out of his own responsibility, it is what he stated at the erarliest
point of time which must hoist O. P. Ladda with his own petard. The earliest
Point of time was when he made his statement to the CID on 12th March 1986 where
be admitted that he had not cacefully examined the markmgs or labefling on the
tums and thas the stenciled warning on the drums.had in fact been brought to his
fotice by Drugs Inspector Babne when he visited his factory on 29th January 1986.

6. Thus it was only on 29th January 1986 after the J. J. Hospital tragedy, it

dawned on Ol I\;aqL;dndi that what he had repacked was not for medicinal use.
¥e 50, and though indisputably his Batch No. 24 also contained diethylene glycol,
did not take any step to inform any of his purchasers about this.
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77. O, P. Ladda’s negligence stands out supreme. An ordinary pruden‘t_ Petson
would first have taken charge of the drum and sent the samples for analysis, No
instructions were given by O. P. Ladda to Chavan to take two separate samples from
each of the two drums though O. P. Ladda knew that the glycerine which wyy
ordered was ir two drums of 250 Kg. each. No precautions were taken by him to
see that the same drums were supplied from which _the sam;_ale had been drawp,
He did not even know the quantity required for analysis, nor did he care 1o examine
the drums or its contents after they were received by him. His version that Batch
No. 27 was tested twice is a myth as will appear shortly hereafter, invented to
cover-up his negligence in supplying the killer glycerol to the J. Y. Hospital.

78. O. P. Ladda’s neghgence is also apparent from the manaer in which fe
maintained his bin card (Ex. 389). On his own showing it was not written frop
day-to-day. nor are the entries in the bin card based on any contemporaneous
documents such as bills, invoices etc. The date of arrival of Batch No. 27 is shown
in the bin card as Sth November 1985, in the teeth of the admitted position that the
druems did not arrive on 5th November 1985, This is patently a false entry as the
drums were despatched to Aipana Pharma on 23rd November 1985 undes invoice
Nao. 007 of that date. The reason why in the bin card the date of arrival of the drums
was shown as 5th November 1985 is becauss on that day a sample of Batch No. 27
was sent for analysis to Chem Med. 0. P. Ladda wanted to show that he himsel
had drawn sample after the goods had arrived in his premises on 5th November 1985,
Therefore, he had to show in the bin card the physical receipt of the goods on 5th
November 1985 even though he had physically received them on 4th December 1983,
O. P. Ladda admitted that the entry in the bin card was not made on 5th November
1985 but on 4th December 1985. He was unable to give any reason why he did so
that day so as to show that the goods had arrdved on 5th November 1985. According
to Q. P. Ladda the goods were physically received by him on 4th or Sth December
1985 and not on 5th November 1985. This by itself shows that this entry must
have been made after learning of the J. J.Hospital tragedy in an attempt to connect
the glycerine supplied to J. J. Hospital with Chem Med’s passing report of Batch
No. 27. In this entry the number of invoice has been mentioned, but not its date.
O. P. Ladda had shown the date of the invoice as 5th November 1985 ; he could not

have subsequently stated that the samples were drawn. from the very drum which he
received in his factory.

- 19. In addition to O. P. Ladda’s negligence there was also mens rea on his part,
This is borne out by the fact that he sent advance samples for analysis in respect of
batches yet to be purchased. Batch numbers were given by O. P. Ladda for his
own convenience. He knew that the analysis work done by Chem Med took some
time. O. P, Ladda's understanding was that obtaining certificates that the glycerine
was of standard quality was a mere formality. . In other words, he believed that
he must be able to show, if questioned, that all the goods supplied by him had
previcusly been analysed. Hence he wanied fo bave separate test certificates for
each supply he made. What appears to be is that O. P. Ladda sent samples for
analysis to Chem Med which did not have any relation to the bulk which he was
ultimarely gemg to purchase,  Hence he gave batch numbers to his samplss without
actually having the bulk in his factory. As a result he had to change and re-change
his batch numbers and there was also overiapping of batch numbers. If O. P.

Ladda’s records arc to be believed, the fact that he used to send samples for analysis
without ever receiving the goods in hi

According to Chem M:i?’
. alysis.  After receiving the

report of Batch No. 24, O. P, Ladda ;old the bulk material 3:15] Batch ?\?o. 22. Batch
Ba cetine had a corresponding sample only in the form
x ?dt'c h No. 24. Batch No. 22 which Q. P. Ladda ha(gi scg]tp fo 0(1%13:&;:;1 Med for
z};na )];s:; was according to hl'n'l for castor 0il. He had not sold any goods undel
atch No. 24, be it castor oil or glycerine, but he had sent some samples earlier 10

Chem Med as Baich No, 24 which when :
: A assed - the
material purchased and sold as Batch Ng. 255 were conveniently co-related io

80. By this jugglery. he ws , .
the analytical rc]pggt, ?;' an ag:s always one Step ahead and did not have to walt for

dvance sample was sent for analysis | t of a batch
yl;at to be purchased or received. That is the reason wi;&igsélsxembll:ﬁsgﬁdo(ffx- 38%}
there is no mention of any purchase of material of Batch No. 24,
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81. ‘'This was a consistent piece of conduct on the part of O. P. Ladda as is manifest
from the fact that after receiving the material which was repacked as Batch No. 27
on 10th December 1985 as admitted by him, he sent the samples drawn from that
material as Batch No. 29 for analysis and on O. P. Ladda’s own showing Batch
Nos. 27 and 29 are the same. This manipulation was necessary 10 make preparation
for the next purchase and that is the reason why there is no mention of material under
Batch No. 29 in the bin card, where the last batch shown is Batch No., 27. Hence
advance preparations were made by O. P. Ladda.

82, O. P. Ladda admitted that he never got any batch analysed twice, except
Batch No. 27, provided his version is accepted that Baich No. 29 is a mistake for
Batch No. 27 which as will appear presently, was pot.  If this is o mistuake there is
no explanation for the earlier mixing up of Batch Nos. 22 and 24. To assume
a consistent course of mistake is to strain credulity.

%3. ‘The fact that Batch No. 29 is not a mistake for Batch No. 27 can be demon-
strated in several ways, to wit,—

(1) According to O. P. Ladda he never knew that a sample was required to be
analysed twice and according to his understanding it required to be analysed only
once. In that event, there is no explanation why would he make an exception only
in respect of this batch and get it analysed -twice,

(2) O.P. Ladda had already committed himself to Chem Med that what he was
sending was a sample of Batch No. 29 and had even received Chem Med'’s report
of Batch No. 29. The only way for O. P. Ladda to undo this was to project it as
a mistake for Batch No. 29 being shown as Batch No. 27.

(3) O. P. Ladda’s own record of purchases do not support him in his suggestion
that the samples of Batch No. 29 were drawn from some other sources,

{4) Chem Med’s report of Batch No. 29 being of standard quality and having becn
drawn by Q. P. Ladda from the same drum, was likely to correspond with the bulk
which would afford the best defence to O. P. Ladda,

84. Hence a rear guard action was resorted to by O. P. Luadda by the stratagem
of an alleged letter dated 18th December 1985 (Ex. 393) purported to have been sent EX. 393
to Chem Med under certificate of posting. What was stated in this letter was that
Alpana Pharma had wrongly mentioned Bateh No. 29 instead of Batch No. 27 on
the label of the sample sent for analysis by Alpana Pharma's letice dated 10th
December 1985 received by Chem Med on 14th December 1985 with a request to
Chem Med to modify the same in its records with confirmation to Alpana Pharma.

85 There are several circumstances which indicate that this letter is a got-up
and fabricated letter, never sent to Chem Med. To start with, this is the only letter
which has ever been sent by Alpana Pharma to Chem Med under certificate of ’posting.
The certificate of posting was merely a device to lend conviction, for otherwise there
was no reason to do so in the case of a genuing error made by O. P. Ladda. Though
Chem Med was asked to confirm the correction, Chem Mcd never did so ; nor did
Alpana Pharma sent any reminder to that end to Chem Med, no doubt under the
theory ¢ Let sleeping dogs lic’. A reminder would have proveked Chem Med's
response that no such letter of 18th December 1985 was ever received by Chem Med
as is borne out from the cvidence of Chem Med’s Managing Fartaer Sipahimalani
and its Chief Chemist Karnachi.

86. FEven the reason given by O. P. Ladda for writing the letter dated 18th
December 1985 (Ex. 393) is most implavsible, According to him on 18th December
1985 while he was filing Chem Med’s acknowledgements regarding the samples
received by them his eyes fell on the letter pertaining to glycerine on which Batch
No. 29 had been written whereas on the other material packed by him the batch
number had been given by him as 27. Thereupon according to O. P. Ladda on 18th Ex, 393
December 1985 he dashed off his letter Ex. 393 to Chem Med informing them that
Batch No. 29 had been written through oversight and that the correct batch number
was 27, None of this is true. It is all an afterthought.  In his evidence O. P. Ladda
finally admitted (i) that he had not noticed the batch number mentioned in Chem
Med’s report pntii Drugs Inspector Babne drew his attention to it on 29th Japuary
1986, (i) that when he gave his statement to the police on 12th March 1986 he did not
produce any documents nor did he mention that he had wniten any letter to ’Chem
Med on 18th December 1985, (iii) that in his statement recorded by the police on
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21st March 1986 it is not mentioned that he handed over to police a copy of the
letter dated 18th December 1983 and (iv) that in his reply to FDA’s show-cause
notice he had not mentioned that he had written any such letter to Chem Med. I
the light of the above, it is obvious that the letter d‘aled 18th December {985 (Ex. 393)
is a got-up and fabricated letter, the certificate of posting not withstanding, and afl
done in an attempt to connect Batch No. 27 with Bateh No. 29. 1t is aiso of no
mean significance that there is no similar letter or communication to Chem Med 1o
connect the mistake regarding Batch Nos. 22 and 24.

87. Even assuming for the sake of argument that this letter dated 13th December
1985 (Ex. 393) is not a fabrication, even so, its value is nil as Alpana Pharma cannot
say that what was sent to Chem Med was a representative sample from both the drams,

88. Negligenoe and mens rea on the part of O. P. Ladda are manifest in abundant
measure.

PART IX
CHEM MED ANALYTICAL LABORATORY

89. This brings me to the role of Chem Med in analysing the sample of Batch
No. 27 and interaction with the FDA.,

HISTORY AND ACTIVITIES

(&) Chem Med started its analysing activities in 1961, {t has thres laboratories.
The main [aboratory is at Mohata Bhuvan, Worli where analysis is done by instry-
ments and chemicals. Another laboratory is at Kakad Estate, Worli, where micro-
biology testing is done. The third laboratory is at Byculla where biological testing
is done. The main office is at Kakad Estate.

(%) J. L. Sipahimalani is the managing artner, A. Q. Karnachi is the Chief

Chemist ; under him are three department heads; under them are 10 approved
chepusts; under them are 10 senior chemists and under them are 20 Jjunior chemists.
As on st December 1985 the total staff strength including Sipahimalani was 39.

() Chem Med has 300 regular cliets and 1,000 casual clients, 50-100 samples
are analysed every day,  Analysis of glycerine is done at Mohata Bhavan by a junior
chemist under the supervision of an approved chemist.

{d} About 1,500 failute reports are prepared by Chem Med every year. Under
the Rules these fadure' reports are required to be sent to FDA. However, Chem
Med does not send all its failure reports to FDA by the device of classifying them as

experimental samples, because for experimental samples failure reports need not be
sent to FDA.

() Only 5 per cent to 10 per cent of the samples analysed are declared every year

as not of standard quality. However, no register or record of sub-standard reports
1s maintained.

() Chem Med’s practice is to prepare in advance a format of the protocols. Pro-
tocols are written on loose sheets of paper and not in any file or notehook. Eveti
rough notes are made on loose sheets of paper and not in any rough book. The
sample register is the only record where entries are serially numbered.

80. 1 shall first take up the crucial Batch No, 27.

(9) The analysis work commenced on 8th November 1985
and was completed on
15th Novem?er 1985. It was done by Miss Rekha Pai who was a trainee pChemist
with an year's experience and who on her own admission would not have been able

to do the analysis work on her owa, Her analysis is saj rvis
by Chem Med’s approved Chemist, V, D, Barot.y s said to have bosn surpe

(b) The protocols comprise of 3 pages. Barot’s s first
page and Miss Pai’s on the third page, * > Signature appears on the




167

(¢} On 30th or 31st Janvary 1986 Chem Med’s Chief Chemist Karnachi read in
the newspaper about the J. J. Hospital tragedy. He thereupon made inquiries from
Barot and Miss Pai whether the tests on Batch No. 27 had been properly carried out,
After apparently verifying the reports Barot told Karnachi that the tests had been
correctly carried out, According to Karnachi, Barot referred to the rough notes
on that day. Karnachi however discovered a mistake in writing the normality of
sulphuric acid as 0-2 instead of - 1.

{(d) On 1st or 2nd February 1986 pursuant to a telephone call received by Chem
Med’s managing partner Sipahimaiani from the FDA, he told Karnachi 1o send to
the FDA the reports and protocols of Batch Nos. 27 and 29. Karpachi did so
through one Athawale who gave them to the Intelligence Branch of the FDA.

() On 12th February 1986 Chem Med was inspected by Drugs Inspectors Vadnere
and Chondhari,

(f) On 21st February 1986 a show-cause notice was issued by Jt. Commissioner
Dolas to Chem Med (Ex. 237) teo which on 4th March 1986 Chem Med sent its Ex. 237
reply (Ex. 238). Ex. 238

9}. The correciness or otherwise of Chem Med’s reports and protocols regarding
Batch Nos. 27 and 29 are in question. Batch Nos. 27 and 29 can be correlated to
what was supplied to J. J. Hospital resulting in the tragedy there. Hence indisputably
if the samples tepresented the bulk, then Chem Med’s certification of the samples
being of standard guality was false. Even otherwise there is overwhelming evidence
which establishes beyond the shadow of doubt that Chem Med’s reports certifying
Batch Nos. 27 and 29 as of standard quality were false, '

92. On 2lst January 1986 the Government Analyst Dr. Pilankar certified the
sample of Batch No. 27 us not to be of standard quality. This was directly contrary
to Chem Med’s certificate certifying the sample to be of standard quality. In addi-
tion, both Dr. R. T. Sane and the Government Analyst Dr. Pilankar certified by their
respective reports dated 4th February 1986 und 19th Junc 1986 {Exs. 35 and 369) Exs. 35 and 369
that Batch No. 27 was contaminated with diethylene glycol.  According to the
former the percentage of diethylene glycol was 18, whereas according to the latter
the percentage of diethylene glycol varied between 13873 and 14-404. Regardless
of the percentages menticved in these two reports the indisputable fact remains that
the reports of both Dr. Sane and Dr. Pifankar disclose a high conient of the lethal
diethylene glycol enough to kil a regiment. However, in fairness to Chem Med it
may be pointed out that it had not been asked to perform any toxicity test, but merely
to carry out tests according to L.P.

93. Indian Pharmacopoeia prescribes in all 16 tests to be carried out. It is only
if the glycerine sample passes all these 16 tests, can it be gaid to be of standard quality
according to I P. If it fails in any single test, the sample must be declared not to
be of standard quality.

94, Chem Med's reports certifying the sample of Batch Nos. 27 and 29 as of
standard quality showed that the sample had passed all the 16 tests. These findings Exs. 212 and 213
are directly contrary to the official and binding report dated 29th January 1986
(Ex. 210} of the Government Analyst which says that the sample had a faint odour Ex. 210
like that of burnt sugar and did not comply with I. P, test for (i) Acraldehyde and
Glucose, {2) Certain reducing substances and (3) Fatty acids and Esters,

95. 1t is however not on this ground alone that 1 come to the conclusion that
Chem Med’s report is false. Its falsity is also borne out by overwhelming evidence
which suggests (i) that the tests were not carried out by Chem Med : (if) if indeed
they were, they were not properly carried out; and (i#} in any event, it was in order
nof to displease their client that standard guality reports were typed out by Chem
Med and sent to Alpana Pharma. Thus, bluntly put Chem Med's reports Exs. 212

and 2}3 are false and bogus.

96. To start with, a mere glance at Chem Med’s protocols of Batch Nos. 27 and
29 shows ex facie that Chem Med's reporis Exs. 212 and 213 cannot possibly be
correct inasmuch as from the working given of the tests in the protocols, the sample
would fail. To that end. there is the admission made by Chem Med's Chief Chemist
Karnachi himself and also by Chem Med's Chemist Barot. Afier giep051ng that
he assumed that the tests had in fact been carried out and that the material had passed
the tests, Karnachi admitted—

“ f the result is as shown in the protocols, the material has failed to pass the

tests.” (The vnderlining is mine).
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In this admission, Karnachi is corroborated by Chem Med’s Chemist Barot, who
also admits—

“ [ agree that the result as it stands in the protocols (Ex. 212-A) EEM
indicative of the sample having passed the tests laid down in the Indian Pharma-
copoeia.” (The underlining is mine).

These admissions coming from Karnachi and Barot themselves (be it reluctantly)
are sufficient to put falsity of Chem Med’s reports beyond the pale of controversy.

97. However, Chem Med’s witnesses tried to justify Chem Med's declaration of
the sample as being of standard quality not on the basis of what is stated in the
pratocols, but on the basis of something not stated in the protocols. This endea-
vour muost end in failure because on analysing their evidence it is clear that the proto
cols show results which are different from the results said to have becn obtained.
These protocols are manipulated, as the result can not be justified on the basis of
what is stated in the protocols,

g8. To Chem Med's discomfiture, this is not the first and only instance where it
has indulged in such manipulations. They are pastmasters at the game. Since,
1972 Chem Med is the proud possessor of a previous histery of manipulating reports
and with the benevolence of the FDA virtually getting away with it, Since 1972 on
Chem Med's own showing, the FDA issued three warnings and two orders of
suspension of approval for giving false reports, issuing reports without carrying out
tests and otherwise manipulating their reports. One event of recent origin pertainiog
to Chem Med’s sister concern Semit Products Pvt. Lid., whose product was analvsed
by Chem Med, also shows that Chem Med’s predilection for manipulating its reports
continues unabated and is updated.

99. This glorious history and energetic course of conduct, previous and sub-
sequent, on the part of Chem Med must indeed raise a stroag suspicion that their
reports {n the instant case were also manipulated. To that T add a rider : This
suspicion is confirmed in the light of the evidence on record, infer alia, to wit,
Dr. Sane’s report, Dr. Pilankar’s report and the admissions indented earlier of
Chem Med’s Chief Chemist Karnachi and Chemist Barot themselves.

100,  All the warnings and suspensions meted out to Chem, Med were over come
by them with the active bicssings of the FDDA, In a rare burst of candour Chem
Med's managing partner Sipahimalani disclosed in his evidence the secret of keeping
FDA officials happy and purring with contentment. No doubt, prudence demanded
that he disassociate himself from this splendid exercise of spreading happiness and
contentment amongst FDA officials in order to levigate their righteous wrath. He
made only two exceptions of those who were untonched by the venial sin of cos-
ruption, namely ex-Commissioner Rajadhyaksha and of course himself. Un-
fortunate!y for Sipahimalani despite the modest opinion he has of himself and the
halo he chooses to adorn himse!f with, the facts are to the contrary and reveal that
Stpahimalani has not been far behind others in spreading happiness and contentment
amongst FDA officials which in turn redounded to his advantage and well-being.

101, Uptit today despite Chem Med’s grim record Sipahimalani has not antaga®
nised the FDA. Despite serious lapses in the matter of analysing life-saving drugs
he and Chem Med have been let off with punishments which were not only light,
but ridiculously so, and some how or other he was aiways able to * persuade >’ FDA
officials to revoke stningent orders as done as recently as in 1984 in the case of his
sister concern Semit Products Pvt. Ltd.  Indeed the suavity he so assiduously
cultivated in the witness-box had nothing to do with this achievement.

102, In the instant case, Sipahimalani’s rapport with ED ials is highlighted
by the fact that even though on 3[st .Tam?a?ry 1986 th? gﬁ:\ﬁijﬁﬁg A:%al}'if
Dr. P:la{}kar‘reportcd this glycerine to be not of standard quality, no move was made
in the direction of Chem Med until 12th February 1986 except that on st or 208
February 1986 Sipahimalani recejved 2 telephonic request to send to FDA the reports
?:r;]d protoc?ls of Batch Nos. 27 and 29. This was done through the agency 0

cm I13\4{:(1 s employee Athawale who gave the reports and protocals to the Tatell-
gr::nce ranch headed by Ass:.lstant Commissioner, Kochar, Intelligence Branch put
::l iese reports and protocofs in cold storage tilt 11th February 1986. No enquiry was

;rc,tcred] either against the manufacturer or against Chem Med, though ex facie the
f/;od?co s could be scen to be false, Thus, by this expedient of shelving Ched

ed’s reports and protocols, Chem Med was kept away from the picture as long 2




169

possible and instead the heat was diverted towards Bakewell India, and a complaint
was drafied against Alpana Pharma which was filed in-the Nanded Court on 10th
February 1986. Chem Med was not made a co-accused though it deserved to be.
Thereatter, on 11th February 1986 it was decided that a show cause notice should be
issued against Alpana Pharma. This was done on 12th February 1986 and Joint
Commissioner and Licensing Authority the worthy Dolas personally went to Nanded
for service of this potice op Alpana Pharma. Thus, until 11th Febroary 1986 Chem
Med was deliberately relegated to the shade,

103. Even though xerox copies of Chem Med's reporis and protocols were received
by Intelligence Branch on Ist or 2od February 1986, there was no discussion about
Chem Med till 11th February 1986, On that day a meeting was held of the top
officials of the FDA, Present were Commissioner Bhirud, Jt. Commissioner Dolas
and Assistant Commissioners Kochar (I.B.) and Raykar. The minutes of that
meeting have not been signed by Bhirud but he was present neverthefess. By this
time investigation against Bakewell India had drawn a blank. It was apparent that
the fact that Chem Med had done the analysis was sooner or later bound to come to
light, particularly when Government was insisting on reports being made to it by
the FDA. Hence investigation against Chem Med by the FDA could not be put off
any longer. Thus, in the meeting of 11th February 1986, without any reference to
Chem Med’s reports and protocols having already been received by the Intelligence
Branch of FDA 10 days earlier, one of the decisions taken and minuted was—

“ To investigate ai M/fs Chem Med Analytical Labs to see whether has carried
out analysis properly and not to draw control sample if it is fess 250 gms. D. L
Vadnere and Choudhari have been asked to investigate.”(sic.)

Such was the decision reluctantly and half-heartedly taken at this meeting. It was
taken as if the FDA had no prior intimation whatsoever about Chem Med’s role and
despite having received xerox copies of Chem Med’s reports and protocols as far
back as 1st or 2nd February 1986, None of this finds place in these minutes, It was
suppressed.

104. By 7th February 1986 it was common knowledge that Batch No. 27 was
toxic. Protocols sent to the FDA stated that the control samples had been used up
and that the quantity sent for analysis was fess than 250 gms. Hence the decision
at the mecting of 11th February 1986 that controi sample must not be drawn if the
quantity was less than 250 gms. was taken deliberatcly to suggest that Chem Med’s
reports and protocols had not been received by the FDA,  Both Dolas and Kochat
ignored the xerox copies of Chem Med’s reports and protocols reccived by Intelli-
gence Branch on the lst or 2nd of February 1986 and blithely proceeded on the
footing as if they knew nothing about it. -

105. What is even more sinister is that such a decision ensured that no sample
would be drawn from Chemn Med so that it could not be sent for toxicity test, as
a toxicity test could be done even with a smaller quantity of sample as expert evidence
indeed suggests, Hence it is manilest that even though FDA knew that Bateh No. 27
was foxic, it was anxious that the samples shouid not be colfected from Chem Med
lest a toxicity test revealed the link with the concoction supplied to the J. J. Hospital
whereby Chem Med having certified the sample as of standard quality, weuld be in
deep trouble,

106. The minutes of the meecting of 11th February 1986 indicate that though
Commissioner Bhirud was present, the person in overall charge of the investigation
and the moving spirit was It. Commissioner Dalas. In the light thereof, and by
reason of the fact that Chem Med's reports and protocols were received by the
Intelligence Branch in charge of Asstt. Commissioner Kochar who was also present
at this meeting, the irresistible inference must be that both D_o!as and Kochar were
interested in pratecting Chem Med. By the decision taken in the mecting of 11th
February 1986 not to draw control sample if the quantity was less than 250 gms.,
both Dalas and Kochar also fettered the hands of the Inspectors for a proper and
thorough investigation against Chem Med.

107. Realising that his complicity in this sordidity would be revealed. Ji. Commus-
sioner Dolas tried to throw the blame on Asstt, Commissioner Raykar. According
to Dolas in his evidence Raykar sent the Inspectors to Chem Med on 12th February
1986 even thongh Dolas had told Raykar on 3rd February 1986 to investigate Chem

ed. Dolas’ version is denied by Raykar according to whom instructions to mvest(-
%g%e Chem Med were given to him for the first time at the mecting of 11th Febraary

Ex, 549
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108. The controversy raised by these two rival versions is best decided by the
wording of the minutcsy of the meeting of 11th February 1986. The wording of
those minutes reveal that it was for the first time on 11th February 1986 }hat invest-
gation against Chem Med was decided upon and ordered. If Dolas’ version is
correct, he would have taken umbrage and upbraided his subordinate Raykar and
made a grievance in the meeting of 11th February 1986 that Raykar had failed
to carry out the instructions given by him to Raykar 9 day_s earher.’ Nothing of the
kind appears in the minutes, which indeed would have if Dolas’ version Is true,
Dolas’ attempt in his evidence to shield himsell and throw the blame on his subordi-
nate Raykar is unworthy and be speaks a guilty conscience,

109. As a result of the fettering of the Inspectors” powers, all that Drugs Ins-
pectors Vadnere and Choudhari could do when they went to Chem Med on 12th
February 1986 was to take copies of Chem Med’s reports Exhibits 212 and 213,
They alse noticed certain discrepancies about the guantity of the sample but in
consonance with their instructions they did not take charge of the sample as it had
been decided in the meeting of 11th February 1986 that control sample was not to
be drawn if it was less than 230 gms. '

110. This God-motherly treatment given to Chem Med is further heightened
by the fact that even the show cause notice issued by Dolas to Chem Med was as
late as 2lst February 1986. In that show cause notice predictably there was no
reference to the fact that the sample was found to be toxic. The gravemen of this
show cause notice was that Chem Med had not foliowed Indian Pharacopoeia
and adverted to minor discrepancics which paled into insignificance when compared
to the gravity of Chem Med’s mischief in patently issuing false analytical reporis
which its own protocols could not support. In this show cause notice what was
found fault with was the method adopted by Chem Med and not with the correctuess
of the results shown by Chem Med. The notice was not confined as it should have
been to the lethal Batch No. 27 but was complicated by reference to Batch Nos. 24
and 29, and thereby the gravity of Chem Med’s misdeed was sought to be defused
and played down. What is even more astonishing is that the punishment threatened
by this notice was withdrawal or suspension of approval * for some period 7. There
was not even a whisper of 2 suggesiion of prosecuiion,

111. To this show cause notice Chem Med sent its reply, dated 4th March 1986.
The offer of a personal hearing was declined by Chem Med, with a request that the
explanation given in the reply be accepted and the matter be closcd. Chem Med also
stated that any action taken against them would be contempt of Court.

112, Chem Med's reply invoked no reaction from the FDA till a month later on
2nd April 1986 when FDA submiited 2 questionaire to the Law and Judiciary
Department of the Government of Maharashtra. Opinion of 4 quesiions was
asked. The first pertained to Alpana Pharma, the second and third directly (0
Chem Med and the fourth incidentally to Chem Med as under -

* (2) Whether thecontention of M/s. of Chem Med (who have been given 2 show-
cause notice} that any action against them would be contempt of court is correet
and whether action can be taken against them in pursuance of the notice.

“(3) Whether legai proceedings can be started simuitaneousty with the depart:
mental action for breach of the provisions of the Drugs and Cosmetics Act, 19
against M/s. Chem Med Laboratories or whether the said Laboratories can be
made co-accused in the case pending in the Court of Judicial Magistrate, First
Class, Nanded against M/s. Alpana Pharma Pack.

** (4) Whether the contention of M/s. Chern Med that as the matter pertaining
to re-packing of glycerine by M/s. Alpana Pharma Pack and its subsequent admin!®
stration to patients is now sub-judice and also before the Commission of Enquiry
any action at this stage by any one would amount to contempt of Court is correct. ?

113, On 28th August 1986, the Secretary and the Senior Lega) Adviser, Mr. N. P;
Rege gave his unequivocal written opinion against Chem Med regarding the second

and third queries. Mr. Rege's opinion regardi } t
] . garding the last query was however 10
as unequivocal. It reads thus— # =

“5.  As regards the fast question, contention of M/s. Chem-Med is not correct-
But it would be a matter of policy for the Department to decide whether any action
should be taken at present or the report of the Enquiry Commission shonld
awaited. Tt would be advisable to await the Report as the issue whether the mand”

facturer is guilty of breach of t i i
cturer s gu ¥ he Drugs and Cosmetics Act is also beforé




in

114, As a result of this opinion given by the Law and Judiciary Department,
on Jth September 1986 a policy decision was taken by the FDA not to take any
action against Chem Med pending the Report of this Commission.

115, This was a totally mala fide act on the part of the FDA. While Mr. Rege's
opinion on all these queries was absolutely correct, it was misused by the FDA as
an excuse for taking no action whatsoever against Chem Med. The fourth query
touched Chem Med incidentally based as it was on the matter of the prosecution
against Alpana Pharma which was pending in the Nanded Court and was also before
the present Commission. Hence Mr. Rege was perfectly justified in opining that
while Chem Med’s contention was not correct, prudence demanded that the Report
of this Commission be awaited. This precaution was advised by Mr. Rege only in
respect of the last query and not in respect of the earlier querics.

116. Even so FDA for some mysterious (or not so mysterious) reason decided
to apply the prudence recommended by Mr, Rege not only to the last query but to
the other two as well, despite the fact that Mr. Rege’s opinion did not prevent FDA
from proceeding against Chem Med with regard to the matters set out in the second
and third queries. The result was that under the mischievous guise of acting on
Mr. Rege’s opinion, all action against Chem Med was stalled. And for Chem Med
it was business as usual. The evil genius behind this so-catled policy decision was
once again Jt. Commissioner Dolas who signed it on 9th September 1986, Commis-
sioner Bhirud signed it 2 days later on 11th September 1986, perhaps mechanically
aving surrendered his authority and powers into the scheming hands of that man
Dolas.

117. Tt needs no emphasis to state that any upright FDA officer, immediately on
receiving Chem Med’s reports and protocols on the 1st or 2nd of February 1986,
would have vigoronsly proceeded against Chem Med including joining it as co-
accused with Alpana Pharma in the prosecution at Nanded. Hawever none of this
was doue, thanks to the benevolence of Jt. Commissioner Dolas and Asstt. Commis-
sioner Kochar (IB) whose aim was to protect Chem Med to the best of their ability
and which they succeeded in doing, None of this was out of ignorance or even
inefficiency. Tt was a cold and ealculating piecc of conduct on the part of these
2 high-rauking and powerful officers to protect and bestow their benevolence on an
erring public analytical labaratory, Chem Med. Surely not for love. Men of neuter
conscience.,

118. Tt also needs no emphasis to state that any upright FDA officer could possihly
1ot have twisted Mr. Rege’s opinion into giving a blanket shelter to Chem Med and
to assist it in putfing off the day of reckoning. Only Dolas could do so assisted
(pethaps unwittingly) by the weak and pliable Bhirud.

119. Regarding the analysis done by Chem Med, its Managing Partner
Sipahimalani and Chief Chamist Karnachi have no personal knowledge. They rely
on Barot and Miss Pai when they say that the analysis was properly carried out.
Ushall therefore advert to the evidence of Miss Pai and Barot.

120.  Miss Rekha Pai as at present employed as an Admission Clerk in the P. D.
Hinduja National Hospital and Medical Research Centre. She obtained her B.Sc.
degree from the Bombay University in 1983, From July 1984 till M,arch 1986 she
- wasemployed as a trainee chemist in Chem Med.  She left Chem Med’s employment
o0 3ist March 1986.

12, Miss Pai did not remember if in November {985 she had analysed a sample
of glycerine of Alpana Pharma’s batch No. 27. However she says that she did so
use “ these people™, meaning thereby Chief Chemist Karnachi, said that she did.
Shortly before she left Chem Med's employment Karnachi told her that some chemists
m Chem Med had analysed the sample of batch No. 27. A few month after she
¢t Chem Med's employment, Karnachi came to ther present place of employment,
Y. Hinduja Hospital, and told her that she had analysed Alpana Pharma's batch
No.27, that the protocols were in her handwriting and that she had carried out the
She did not say anything because she took it for granted that what Karnachi

¥as telling her was correct.

12, On being shown the protocols, dated 15th November 1985 (Ex. 212-A)
Pertaining to batcgh No. 27 she :Edmitted that they were in her handwriting and were
Sitved by her ar pages 1 and 3.
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123.  According to Miss Pai the only person from whom she took the guidance -

at Chem Med while she was carrying out this particular analysis was chemist Trivedi
under whom she was working. Normally she showeq all the rasults of her tests 1o
Trivedi but she did not remember whether she did so in the case of sample of batch
No. 27. However if Trivedi was not available her practice was to take the guidance
of Sr. Chemist Barot but she did not remember if she had taken any instructions
from Barot while carrying out the apalysis oa the sample of batch No, 27,

124. Miss Pai left the employment of Chem Med after she read in the newspapers
about the I. J. Hospital deaths as a result of the glycero) ceriified by Cherm Med,
Being a very emotional person she was extremely upset when she read this and gave
up her chosen profession as trainee chemist and has since then not taken up this
profession,

125. Whenever Miss Pai carried out analytical work she made calculations by way

of notes in the rough book supplied by Chern Med to its analysts. She showed ail

her rough calculations to Trivedi. She thereafter stated that she must have shown
her rough book containing her rough calculations as also the protocols (Ex. 212-A)
to Trivedi according to her normal practice. According to Miss pai she carried
out the tests on the sample of batch No. 27 strictly in accordance with 1.P. and the
readings and calculations were written down by her in her rough book. After
carrying out each stage of the analysis she would go to Trivedi and show the results
to him, She being merely a trainee chemist, was working throughout under the
instructions of Trivedi.

126.  After seeing the protocols (Ex, 212-A) and the 1.P. Miss Pai admitted that
the fatty ucids and ester tests did not comply with I. P,  She admitted that actually
she had used *1 normal sulphuric acid which normality she had mentioned in her
rough notebook. She had correctly transferted this to the protocols {Ex. 212-A),
If however she made a mistake it was Triveds’s duty to correct it. She admitted that
if despite her writing. -1 normality in ber rough record it was not transferred accor-

dingly in the protocols (Ex. 212-A) she must have forgotien to do so, She admitted:

that.in the protocols instead of -1 normality what was mentioned was 2081, which
would bc her mistake, but it was for Trivedi to check, as all work was done by her
under his instroctions,  Unless Trivedi drew her attention to a mistake she would

Iée%p on repeating that mistake as she was constantly busy. [t was for Trivedi to .
n

out her mistakes and teli her. Miss Paj admitted that even in the protocols
pertainting to batch No. 24 (Ex. 211-A) the same mistake has crept, in but attributed
1t not to herself but to Trivedi as he was in-charge,

127.  Everyone including Trivedi knew that only -1 normal suiphuric acid was
available at Chem Med. After the fatty acids test she saw Trivedi with her calcula-
tions which he must have checked. In the rough record she had calculated the
normality at -1, however in the protocols (Ex. 212-A) the normality was mentioned
as -2. She did not remember if she had correctly copied down in the protocols
what was written n the rongh notebock. She admitted that there is a difference
between -1 normality and writing -2 normality, She admitted that throngh over-
sight she had written -2 normality in the protocols which however should have been
corrected by Trivedi, She also admitted that the format also should have mentioned
that -1 normality had been taken whereas the format mentioned the normality

at 2. She admitted that since the format had not b 3 have
been checked by Trivedi. een corrected, it could aot

128. During her 20-month stint in Chem Med as a traince chemist Miss Pai had
sometime used - 2 normality and sometimes - | normaiity depending upon Trivedi's
tnstructions.  She could not recotfect any case in which she had used -2 normality
and it was only in certain cases did she re member whether - | normality was used.

128. When she analysed the sample of batch Nos, 24 :

_ : I - 24 and 27 she had only a year’s

experience as a trainee chemist. She admitted that a trainee chemist requi?es contl-
sLous guidance, without which he or she would not be able to carry out any analyti

mistake would be not hers but of her superior Trivedi under w idance she
carried out the tests, _She admitted that unless she was I;old b}'h?l'sgvgsidthat she
had not correctly carried out the tests she would not know whether she had done 0
correctly of not. Trivedi would first check the rough notebook and would returt
it to her if he found that the calculations were correct,

’ﬁ‘
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130. Miss Pail adtgutted that the fatty acids test is an important test and if, as
percly a trainee chemist, a mistake was made by her it should liave beea pointed out
tc ber. It is because this mistake was pointed out to her in har evidence that she
realised it ; Trivedi should have pointed out it to her.

131. Miss Pai showed Trivedi each and every phase of the test done by her
izcluding the cotour test. She wrote down the word * complies ™ in her rough
aoichook and in the protocols only after Trivedi had verificd the compliance for
which she had to go fo Trivedi 16 times and sometimes even more 10 the extent of
20 times if she did not carry oot any particular phase of the test correctly.

132. Miss Pai did not remember whether at the time she analysed the samples
of Batch Nos. 24 and 27, Trivedi was away {rom the laboratory at any time, but she
was categorical that she did remember that each and every stage of the tests conducted
by her she showed her calculations and investigations to Trivedi and it was Trivedi
who did the checking of her calculations and investigations.

133. Trivedi was supervising over 15 to 20 traince chemists including Miss Pai
who all constantly went to him for guidence and showing their results. Trivedi bad
to check everyday about 15 to 20 rough records and the same number of protocols.

134, Miss Pai came to know of the J. J. Hospital tragedy for the first time in
February 1986 when she read about it in the newspapers. From the nawspapet
report she leaint that the glycering sample had been analysed by Chem Med and
13 or 14 people had died in the J. J. Hospital. I struck her that she might have
avalysed the sample. There was general talk at Chem Med that this sample had
been analysed by Chem Med. The name of Chem Med had also appeared in thz
newspaper report as having analysed the sample. As she did not like what she
read in the newspaper report that Chem Med had analysed the sample and some
people had died, she left the service of Chem Med on 31st March 1986,

135. Before Miss Pai left Chem Med nobedy talked to her about the analysis
done by her of batches 24 and 27, but something was going on in the laboratory,
namely that some discussions were goning on amongst the senior staff, but they were
not telling anyone what they were discussing. Soon after reading the newspaper
item she rendered her Tesignation to Karnachi who was unwilling to accept it without
telling her why, nor did she ask him the reason for his unwillingness nor did she tell
him why she was handing in her resignation as she did not think it nccessary for her
to do s0. When she handed in her resignation fo Karnachi he did not tell her any-
thing about Batch Nos. 24 and 27 analysed by her, nor did he mention anything
about the J. J. Hosnital incident.

136. Karnachi and Trivedi were discussing the J. J. Hospual incident among
themselves, but did not tell anyone anything about it. Their secretivencss which
was known to all the irainee chemists appeared sirange to them. All the trainec
chemists were discussing about the J. J. Hospital incident anong themselves.

137. When Karnachi met Miss Pai at her prosoat employment, namely Hinduja
Hospital, he told her that she had committed & mistake in analysing the sample of
Batch No. 27 and that the matter would go before the Court. She did not admit
that she had committed any mistake as she was mercly a traines chemist whose work
Trivedi was supervising all along. Karnachi told her that batch No. 27,  the
sample of which had been analysed by her, hed been seat to the J. J. Hospital and
that there was some mistake regarding the normality.

138. When Miss Pai came to know that batch No. 27 had been analysed by her
and that some people bad died in the 1. J. Hospital, she was upsct and admitted that
she now realised that she had committed a writing mistake. Even when Karnachi
had met her at her present place of employment she admitied that she felt that the
mistake could be hers but was not sure since she had not seen the Protocols.

139, Miss Pai did not remember whether on 30th or 3=t January 15{36 Kar_naqtu
talked to her about her analysing batch No, 27.  She denied Karaach's version In
para 69 at page 1800-Z of his evidence that on 30th or 3tst January 1886 he had
questioned -Miss Pai cegarding Batch Nos. 24 and 27, as also Karnachis versional
pags 1798 that on 30th or 31st Janvary be made enquiries of her pertaining 10 batch
No., 27 as also Karnachi’s evidence at page 1800-CC that he made engqueries of hes
or that he told hor that the result was false or that she would check up. She did
not remember whether any Tougli notes pertaining to batch No. 27 were destroyed
or not. Karnachi had never given her or apy other chemist any instructions to
preserve the rough notes.
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140. Here it may be stated that while Miss Pai was in the witness-box she wy,
shown Sr. Chemist Trivedi who she insisted was the person under whose instructions
she had carried out the tests and who she held ont to be responsible for the mistakes,

141, Unfortunately for Miss Pai, during the relevant period, 1, from Saturday
the 9th till Friday the 15th November 1985, Trivedi was on paid leave as corroborateqd
from Chem Med’s muster book (Exhibit 446) maintained from day-to-day in ordinary
course of business. Thus Miss Pai’s blatant and persistent endeavour to throw the
blame on Trivedi for her own mistakes, neglipence or incompetence, must fall 1o
the ground.

142. Thereupon Miss Pai was recalled for further questioning. She then stated
that she did not remember whether Trivedi supervised her carrying out the glycerige
tests of Batck No. 27 between 8th and 15th Novembor 1585, even though the previous
day she had said that he had. After a great deal of prevarication she finally stated
that she did not remember whether the tests carricd out by her on the sample of
Batch No. 27 werg supervised by Trivedi from 9th till 15th November 1985 though
she had stated so the previous day as she was referring merely to the general practics,
She also did not remember if Trivedi had supervised over any tests carried out by
her on 8th November on the sample of Batch No. 27, not did she remember whether
during Trivedi’s absence from 9th te 15th November 1985, she was guided by Barot.
She admitted that when she gave her evidence the previous day she did not remember
that Trivedi was on leave from 9th to 15th November 1985. She admitted that if
Barot had signed the st page of the protocols (Exhibit 212A) then it was he who
had supervised over her and must have given her all the instructions for performing
the tests.

143, Miss Pai admitted that she only wrote the calenlations in the rough records
and not the observations of the 16 tests regarding Batch No. 27 and that she recorded
the results in the protocols from the rough records. When asked how she could
have done so when in the rough records she had not written down the 1esults of all
the 16 tests, she replied—

“ I now say that in the rough records 1 wrotc down the results of cach and every
test and therefore from the rough records 1 fitled up the protocols (Ex. 212-A). ”

She fusisted that her earficr statement that in the rough records afl the observations
were not written by her was also correct and denied Barot’s admission that she had
written nothing in her rough records regarding items 1 to 5 and 7 to 14. She also
de}tlned Barot’s admission that he personally had not seen her carrying out the
ash test,

144, There is also evidence on record from the admissions of chemist Barot
himself that he personally had never seen Miss Pai carrying out the tests nor did he
actually see what tests Miss Pai was carrying out. Barot’s attempt to retricve the
sitwation by the assertion that Batch No, 27 was actually tested by Miss Pai and
was supervised by him and that the results are reliable and trustworthy, can avail
him nothing in view of the admissions made by him earlier to the contrary. He dogs
not remember which other samples Miss Pai analysed.

145, There is Barot’s further admission that there are indeed certain mistakes
in the protocols while copying the calculations from the rough notes and that thes®
mistakes were pointed out to him by Chief Chemist Karnachi, Barot admitted that
1t was after Karnachi pointed out that the normality should have been 0-1 in order
1o arnive at the calculations they had that they discovered their mistake. ke also
admitted that the results as shown in the protocols (Exhibit 212-A) would not bé
indicative of _the sample having passed the tests laid down in the Indian
Pharmacopoeia. He further admitted that when this mistake was pointed out 1@
them by Karnachi they did not have the rough notes for verification. He admitted

:getiilcm;?g;ssi.bilizy of Miss Pai having used -1 normality, which mistake had slipped

146. It is futile for Barot to say that from where he sat he could see Miss ?ai

carrying out the tests and that he could confidentl t . ¢ carried
out ail the tests pertaining to Batch No, 2 Y say that she had in fac

147. Barot’s version that he had personail ; sarried

: , > ¥ supervised all the tests carrié

out by Miss Pai loses much of s credibility by reaso?'n of the fact that on Barots
gwn admission he wos busy doing his own work. He admitted that 4s part of b
uty he also did analysis work of about 2 to 3 samples every day. Between 8th and
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15th November he was doing chromatography work on ampicilin injections on diffe-
rent samples received from different parties. that chromatography is a precise test
requiring bis precise attention and takes about an hour to perform this tést on ampi-
sibn, Between 8th and 15th November he had analysed 3 to 5 samples of ampicilin
chromatographically every day.

148.  According to Barot he supervised the tests carried out by Miss Pai which
tie could do without actusliy standing near her. He admitted that he would not be
akle to supervise over the colour, odour, description and identity tests unless he was
actually s1anding near Miss Pai. He protested that it was not necessary for him 1o
stand near the chemist or sunervise over Miss Pai's work, when the chemist s suffi-
ziently experi enced, which strangely according to him Miss Pej was, despite her being
only & trainee chemist with only one year’s experience, and despite Miss Pai's admis-
sion that she could not do her work without superviion. He supervised the analysis
work done by her regarding Batch No. 27. All the supervisory work that he had
done over her was to see the observations she had made in the protocols after she
had carried ow the tests, She showed him the rough records, therefore, the only
thing that he was required to do was to check up the calculations in the rough records.
In the rough records there were only three calculztions, namely weight per ml.,
fatty acid and esiers test and the ash test.  The rough record maintained by her was
only on loose sheews of paper,

149. Baro. admitted that there was ne way in which he could verify the correct-
ness of the tests at Serial Nos. | to 5 and therefore, had to rely on Miss. Pai  He
al:0 admitted that as the calculations in the protocols (Ex. 212-A) stand, the sample
would £uil in the cuse of item 15, namely fatty acid test. Buvot =dmitted that the result
shown in item 15 in Exhkibit 212-A would not be the correct result.  Pausing here for
a moment, this by itself would show that the sample failed on this score alone. He
admitted that he had not scen pages 2 and 3 of the protocols and that is why his
signature appears only on the Ist page. He admitted that though he was suppased
to supervise over Miss Pal, it was his mistake not to have gone through pages 2 and 3
of the protocols, and he did not inform Sipahimalani or Karnachi of his mistake. On
an average he signs about 3 to 5 protocols every day. He only signs the Ist page
because he invariably relies on the analyst and admitted that therefore, he did not
carefully check the rough records and the protocols.

150. As against Miss Pai’s insistence that rough nolebooks were maintained,
Barot has throughout emphasised jottings being made on rough pieces of paper.
He says that the rough papers may have been preserved for about a week after
Batch No. 27 was analysed on 15th November 1985, there being no particular reason
why they were destroyed thereafter. Karnachi had never asked him to check the
rough papers after st February because after 31st January 1986 the rough papers
never existed. The rough papers are generally destroyed but not in alf cases, They
were in Miss Pai's custody. When Karnachi asked Barot for the rough papers he
in turn asked Miss Pai who told him that they did not exist.

151. With the evidence of Miss Pai and Barot in the foreground the only conclu-
sions which can possibly be drawn are startling.

152. Making all aliowances for Miss Pai that she was an inexperienced tralnee
chemist, her evidence docs not inspir confidence either as 10 its content ot her veracity.
Her sole and patent anxicty in the witness box was to :}bso_l\fc hcrsg:l_f of negligence or
ignorance or both and to pass on the blame first to Trivedi and failing thas on Barot.
She had admitted to her own incompetence for which, in all fairncss, she cannot be
blamed hecause she was merely an inexperienced traince chemist. It is exuremely
doubtful whether she actually carricd out the tests pertaining to Batch No. 27 without
having the know-how and without any supervision worth the name. It is true that
the protocols and format are in her handwriting but that by itself is no proof that
she actually carried out the tests or in any event that she carried out all the 16 tests
snd that too correctly. The very fact that at first she insisted that it was Trivedi who
supervised over her work and thereafter shifted her siance that it was Barot who did
$0, indicates that there could have been no effective supervision if indecd there was
any, with the resull that this raw inexgerienced trainec chemist was virtually left
to her own devices. It was physically impossible for a supervisor o oversee the
workof 20 junior chemists like Miss Pai wheo 50 to 100 samples are buing analyesd
iery day,
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153, Miss Pai’s evidence further shows that even if at all some tests were carrigg
out they were not correctly carried out by her, for which once again in all fa_irnesg,
as an inexperienced trainee chemist of a year, she cannot be blamed. Despite hey
mistakes, despite her attempt to throw the blame on the guiltless Trivedi, what ¢z
be said to her credit js that having realised the consequenices on the unfortunate
patients who died, in ali sensitivity she tendeied her resignation from _Chcn} Med
and gave up her choren profession and preferred to work as a clerk in Hinduj

Hospital,

154. Those on whom the blame must Lie arc those in chatge of the laboratory for
entrusting the tests to raw trainee chemist like Miss Pai without supervision,

155. The evidence of Chem Med’s chemist Barot brings out in bold relief that
he excreised no supervision over Miss Pai, with the result she was left to her own
devices. Baret's evidence also shows that he relicd on Miss Pai which was an act of
negligence on his part knowing full well that she was & mere inexperienced traines
chemist of one year. The summation of their evidence is that the protocols show
that the tests were carricd out by Miss Pai under the supervision of Baroi, she was
obviously left to her own devices. Miss Pai tried to wriggle out of the unforfunate
situation first by placing the blame on Trivedi and thereafter on Barot for the mistakes

committed by her. Her admission that being only a trainnee chemist with a year’s

experience she would not be able to carry out analysis work on her own without
Ew‘dancc speaks volumes and accounts for the innumerable mistakes committed by

er, if at all she did carry out the tests. While according to Miss Pai rough records
were maintained in her notebook, according to Barot, Karnachi and even Sipahimalasi
the rough notes were made on loose sheets of paper. They are not available. ¢ What
also emerges from her evidence is that in all sensitivity and realising that vhe had made
mistakes (if" at all she had carried out any tests) that had led to the J. J. Hospitals
tragedy, she not only resigned from her post at Chem Med from 31st March 1986,
but also changed her profession and took ap employment as a clerk in Hinduja
Hospital. She says she carried out the analysis work not because she remembered
doing so, but because Karnachi told her so and because of her handwriting and signa-
ture in the protocols. This casts a grave doubt whether these tests had in fact been
carried out at all. ~ She not only did not know her job due to inexperience for which
no fault can be found with her but worse still, nobody supervised over her and nobody
checked the result.  If at all she had carried out any tests, she was far too much of
& novice to know whether she had done so correctly or not, Qut of 16 tests, the
c_alcula}uons which are required to be checked are only in respect of 3 items, viz.:
(i) weight per ml., (ii) fatty acids and ester test, and (/i) ash test. In respect of the
ather tests she mechanicaily appears to have written down the word ** complies ™
in the protocols, not on the basis of any notes but from memory, The protocols
also indicate that the method adopted by her was faulty, the normality of sulphuric
acid having been wrongly taken by her as 0-2 instead of 0.1, In any eveni, there was
no material avaifabie with her in the form of notes to enable any supervisor to verify

i‘e ﬁorraclncss of her analysis.  For that matter, there was no supervision over her
Al o).

156.  The protection which FDA wanted to give to Chem Med is also apparent
from the fact that strangely cnough FDA asked Chem Med for its reports also for
Batch No. 29 though the deaths were caused by the consumption of Batch No. 27.
It is also curious that FDA should have asked Chem Moed for its reports not officially
by letter but privately by a telephone call which Sipahimalani received from Bankat
ghn 13 in Intclbigence Branch_under Kachar. This by itself denotes a rapport betweed
BDA and Chem Med. This coupled with the request calling for the reports of

atch Nos, 2_9 and 27 indicates that FDA's ohject was to see that for Chem Med’s
s}z}zke everything was in Ord(:l: in these reports, However, when it was discovere
that 1t was not, they were quictly shelved till 11th Febroary 1986, whereafter it was
ﬁpossﬂ::[e to ignore them resulting in the truncated investigation against Chem

ed which was ordered in the meeting of 11th February 1986. Otherwise there was
no reason for sending for thess reports unofficially on the Ist or 2nd February 1986
and thareafier putting them in cold storage till 11th February 1986,

137 That these reports were suppressed by the FDA is om the
gact that though they were received by L. B. headed by Kochi??:i&osgll? ﬁttg‘: Iﬁt or
nd February 1986, no reference is made to them in the complaint drafted by Kochat
ggalmgt Alpana Pharma on 4th February 1986. As these reports have been receive
\5; - B. on ist or 2nd February 1986 there was occasion and opportunity enough 10
reter to them in the meeting of 3rd February 1986 where both Dolas and Kochar were
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present. But nothing of the kind was done and the meeting preceeded as if’ no
such reports have been received. It s of no avail now for Dolas and Kochar to
profess jgnorance of the receipt of these reports frora Chem Med.

138. There js no reason to disbelieve Chem Mad's Cliel Chemist Karnachi when
he says that in resnonse to the telephone cafl reecived ficm the L B. of the FDA to
Sipahimalani a1 Chera Med's Kakad Estate Office, he, i.c. Karnachi, depuled one of
of Chem Med’s senior chemists Athawale to take photo copies of the reports and
protocols, which Athawale did and that on his reurn he told Karnachi that he had
given themn to LB. of the FDA. At first Karniachi did rot remember the person 10
whom Athawale had delivered these reports and the protoceis. but insisted they were
not delivered to Dolas or Kochar. He thoreafter admitted hie was mistaken in his
insistence and that Athawale had told him that he had delivered thein in vw room of
Jt. Commissioner Dclas. Karnachi asked Athwale whether he had given them
to Dolas himself, but Athawale was unable to remember to whom he pave delivery
as there were sevaral persons ssated in Dolas’ cabin.  Thus from these admissions
erudgingly made by Karnachi, the scadiag of the reports to FDA or lst or 2nd
February is astablished, the inspired denials of Dolas and Kochar notwithstanding.

159. On the other hand, there is Dolas’ admission that in Alpana Pharma's file
which he saw on 29th Janvary 1986 he had noticed the name of Chem Med and he
knew that Chem Med was on the tefephene.  Dolas also admitted that in the report
which Assisiant Commissioner Kamble gave him on 3rd February 193¢ Kamble
had montionad that Alpara Pharma’s glycesine hail been analysed by Chem Med.
Even so it did not cccur to Dolas to telephone Chem Med to ascertuin whether
they had carricd out the analyrical work of Alpana Pharmu’s glycerol.  Dolas also
admitted that on 3rd February 1986 itself he was convinced that he should urgently
ditect his inquiries with Chem Mcd to find out their testing of Alpana Pharma’s
glycerel, However according to Dolas beyund giving oral instructions to Raykar
he himself did nothing in the matter. Why Dolas should have contented himself
by giving oral instructions in a matter of such giavity is jactor he has not cared to
explain. One would have thought thut looking to the scriousness and urgency of
the matier, the least that Dolas could have donc was to have given written instructions
to Raykar which Dolas did not. There is also nothing in the minutes of the meeting
of 3rd February 1986 that any such instructions had teen given by Dolas te Raykar.
Dolas’ version in the witness-box that hie had, is obviously an atterpt to save himseif
and throw the blame on Raykar. According to Dolas neither on 3rd Februacy 1986
nor thereafter did he come to know of the iest reporls delivered by Chem Med to

the FDA (LB.).

160.  Assistant Commissioner Kochar admitted that he did get the name of Chem
Med from the report of Drugs Inspector Babne [rom which he understood that
Chem Med had analysed Batch No. 27. Even so incxplicably it did not occur to
him or Assistant Commissioner Kamble that immediate inquiries should be made
with Chem Med. Kochar then side-tracked that on 3rd February 1986 he did not
have Chem Med’s report with him nor did he realise that Chem Med’s report would
give him an indication as to who was the immediate supplier to Alpana Pharma.
Tie admitted that until 23rd February 1986 there was no discussion abont Chem
Med’s repott in any of the meetings held in the Commdssioner’s chamber.

161. As against all this there is Raykar's vorsion that the did not take up the
investigation with Chem Med until 12th Februarey 1986, because his supcriors had
told hirn that it was not necessary, explaining that by * superiors ° he meant Jt. Com-
missioner Dolas. On this aspect Raykat's views differed from that of Dolas, but
Dolas told him that investigation should not be made with Chem Med because Alpana
Pharma was totally responsible for the quality of the glycerine.  Raykur continuecd
that on 3rd February 1986 Assistant Commissioncr Kamble had given his report to
Jt. Commissioner Dolas, that Raykar saw this report anly on 19th Fecbruary 1986
and that is becausc all these papers were kept in a separaie file in the custody of
Jt. Commissioner Dolas, He denied Dolas’ version that on 3rd February 1986
Dolas had eiven him instructions to depute someonc o go 1o Chem Med. Raykar
was ceriain that these instructions were given not on 3rd February 1986 but in the
meeting held on 11th February 1986. According to him Dolas must have come 10
know on 3rd February 1986 that Chem Med had done the analytical work because
Assistant Commissioner Kamble had written 2 letter, date 3lst January 1986 to
Dolas which was received by Dolas on 3rd February 1986 as is manifest from the
endorsement made by Dolas at the foot of this letter. Accord,mg to Raykar it was at
the meeting of 1 1th February 1986 that he received Chem Med's Teports from Assistant
Commissisioners Kochar, Raykar did not know, how Kochar came m their possession.
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162. This shows that even apart from Chem Med’s reports which were received jp
the FDA on Ist or 2nd February 1986, Dolas knew on 3rd February 1986 at the
latest that the analysis work had been done by Chem Med. Yet Dolas made ng
move against Chem Mead,

163. Reverting to Dolas, he says he applied his mind to the tests carried out by
Chem Med and admitted that the reasons given by Chem Med certifving the sample
to be of standard quality were erroneous, as also that Chem Med had violated the
provisions of the Act and Rules. Yet perhaps letting his mind obliterate that not
less than 14 inpoceat lives were lost and no doubt to protect Chem Med even fiom
the witness-box, Dolas stated that he did not consider the violations to be of a serions
nature or that Chem Med had committed an offence punishable undes sec_tion 27
After a great deal of prevarication and sfter questions were repeated to him time
and again, Dolas finally admitted that but for the test report given by Chem Med
certifying the drug to be of standard quality, the drug would not have been supplied
to the J. J. Hospital. While deaying that he was in any manner obliged o Chem
Med, Dolas stated that he did not order a proseciuion against Chem Med because
they were thinking on the lines about the tests carried out. When asked whether in
the matter of publ'c laboratories, was it not incumbent upon him to launch a prosecu-
tion if an offence was disclosed, he replied that they would consider the seriousness
of the merits of the case. When asked whether according to him the violations of
Chem Med way not of serious nature even though 14 patients had died, he replied
he could not say whether * it was the cause of that . After I recorded my inability
to understand this answer as also some of his jearlier answers which in sum total
disclosed an insensitive brazenness and defiberately unitelligible gibberish. Dolas
finally replivd—

* If 14 patients had died, because of that it would be serious.”

164. The manner in which Delas tried to protect Chem Med even in the witness-
box can be seen from his assertions that Chem Med had made honest mistakes in
giving its reports. They were serious mistakes but honest, for which according to
Dolas suspension of licence would be an adequate punishment, Therefore, it was
decrded not to prosecute Chem Med. He admutted thet when he takes action either
‘o prosecute or not to prosecute a manufacturer or repacker he must record his
Ieasons ir writing but in the caso of Chem Med he did not record his reasons in writing
for not prosecuting them. According to Dolzs even though the quantities of glycerol
in Batch Nos. 24, 27 and 29 differed in the various registers of Chem Med, he would
stil! call it an honest mistake on the part of Chem Med; he professed to have satisfied
himself as to the honesty of this mistake after going through the Inspector’s report
and even though Chem Med had never contended before him that these were honest
mistakes, preferring as they did, to call them clerical mistakes. Such brazenness is
unbelievable for there was nothing in Chem Med’s reports which could pass off a
honest, much less clerical mistakes. Therefore, Dolas accepied Chemn Med’s expla-
nation, 1 quote, **in the absence of any other proof . It is impossible to s¢s

" what other proof 7 Jt. Commissioner Dolas requred in a case where not less than
14 innocent lives perished. .

165. Even though t_herg were vast discrepancies in the quantities mentioned in
the varicus recerds meintzined by Chem Med, the same did not arouse Dolas’ suspl-
cion whether the samples had at all been received by Chem Med from Alpana Pharma

According to him the samples

12th February 1986. I would

166. Dolas admitted that he knows who
them being Sipahimatani whom he knows
sometimes meets Dolas in his office for offi
Chief Chemist Karnachi since the past 5

the partners of Chem Med are, one of
for the past 5-6 years. Sipahimalani

cial work. Dolas also knows Chem Med’s
-6 years,

167. Ttis not as innocuous as Dolas sets it ipahi
outto be. Unless he and Sipahimalan
were attuned to each other, Dolag’ protection to Chem Med was impogsible and

?sm\}:rlr?lkz}:l;é | Between Dolas and Kochar, Chem Meg was protected. Corruption

Karnachi admitted that between the | t le-
phoned for Chem Med’s 1eports and 1 ary 1986 whon oy ihen FDA toe

hc rts and 12th February 1986 when the Drugs Inspectors
visited Chem Med, he and Sipahimalani had discussions about the trel;%s cm%ucted
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by Chem Mcd and that it was known in Chem Med by 12th February 1986 thut
Alpana Pharma’s batch No. 27 was involved in the J. J. Hospitul incident, Karnachi
Sipahimalani were anxious that the FDA. should not {ind any fault with Chem Med's
reports. Karnachi admitted that though the had not made any note of the dis-
crepancies which he discovered in Chem Med's reports, he knew that they were
serious enough to ultimately affect Chem Med’s analytical resuits.  He admitted
that because of these serious discrepancies Chem Med’s certification of the samples
as being of standard quality would have been affected.  He admitted that in the face
of these serious discrepancies Chem Med's finding certifying the samples ol batch
Nos. 24 and 27 would be incorrect, that he realised this after sccing the protocols
and that he himself was satisfied that the results certified by Chem Med about batch
Nos. 24 and 27 were incorrect. He also admitted that when he realised this he made
enquiries from Barot and Miss Pai, that he told them that the results were false,

169. Karnachi admitted that czrtifying a not-standard drug as a standard drug
amounted to a serious contravention of the Drugs and Cosmetics Act and that such
a report would be a misleading, incorrect and fatse report. After starting that
Chem Med had never given false and misteading reports, Karnachi admitted, I quote:
“ Chem Med has given false reports in the past”, that in the past Chem Med had
owned up to giving manipulated reports in the case of Magna Laboratorics where-
upon their approval was restored after 4 months.

170. In the teeth of thesc admissions reluctantly made by Chem Med's Chier
Chemist Karnachi, Dolas® attempt to hold a brief for Chem Med in the witness box
and earlier must collapse.

171. Though Miss Pai maintained that the rough calculations were written in
a notebook, according to Sipahimalani and Karpachi they were written on loose
sheets of paper. They arc not forthcoming. Why not 2" What has happened to
them 7 Answer ; They have been suppressed by Chem Med because they would
have disclosed that the tests were not carried out,

172, Judicial notice may be taken that just as account books can be prepared
without transactions taking place, so can protocols without the tests being actually
carricd out. Karnachi agreed that apart from the calculations mentioned in the
protocols there was no way for verifying whether the tests were actually carried out
or not. Thus the only way in which it could have been ascertained whether these
tests had actually been carricd out would have been by reference to the rough calcula-
tions, which understandably from Chem Med’s point of view arc not forthcoming
on the ground that they have been destroyed. Evidence indicates that these rough
calenlations were available in any cvent till 4th March 1986 when Chem Med gave
its reply of that date (Ex. 238) to FDA's show cause notice. In Chem Med’s reply
there is not a word mentioned that the rough notes were destroyed. The reply on
the contrary also indicates that the rough record is the primary cvidence that the
tests were carried out and the manner in which they were done. For that matter,
para 8 of Chem Med’s reply indicates in abundant measure that it was prepared on
the basis of the rough notes. There is also on record uncontrovprtnblc evidence
that the rough record was available when Karnachi taxed Miss Pay, because there
is Karnachi’s admission that Miss Pai remembered that the normality was on the
basis of some rough record she had kept and that Barot had told Karnachi that he
had checked the results from the rough record. After @ great deal of prevarication,
from saying that he could not say whether the rough records were destroyed or not,
to the extent of saying that if they are in existence they would be with Miss Pal
knowing full well that she had left Chem Med's employment as far back as 3ist
March 1986, and despitc Sipahimalani’s version that the rough notes were not 1n
existence when Chem Med sent its reply to the FDA, the truth came out at long last
from Karnachi’s reluctant lips that on 4th March 1986 when Chem Med's reply to
the show cause notice was sent the rough records existed. Despite this admission,
the fact that the rough rccords are not forthcoming can only lead to an adverse
inference being drawn against Chem Med, namely that the rough records have be?e_n
suppressed as they would not have supported Chem Med’s version that the analysis
\\']as done and in anv event would have discloscd the manner in which it was, if at
all it was. ’

173. The fact that Chem Med, with most of its work connected with analysing
drugs, is habituated to giving false reports, is brought to the forefront by the admis-
sions made by its Managing Partner Sipahimajani. He admme_ci that mn the past
25 years Chem Med certified samples not being of standard quality to the extent of

Tx, 238
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er cent to 10 per cent.  According to Sipahimalani the failure reports jsspeg g,
é}?cmc]f&ed woulg be on an average of 5 per day, which would be about 1500 Pt
year. However Chem Mcd did not send ali these failure reports to the FDA but
only such as were given in Form 39 under the Rules. The reports of samples whig,
are on trial or on experimental basis are not prepared under Form 29 and hence are
not sent to the FDA. Sipahimalani admitted that one of the methods of obviating
sending failure reports 1o the FDA is to classify the samples as experimental samples,

174. No doubt it is salutary to good business to keep one’s clients satisfied, By
when the endeavour goes in the direction of and to the extent of resorting to the
subterfuge of classifying failed samples as experimental samples so as to obvia
sending failure reports to FDA, it is unethical and sharp practice at the cost of public
health and safety, pecuniary advantage to Chem Med notwithstanding,

175. This brings me to the wider and vital question of the interaction of the FDA
with manufacturers, repackers and others in the drugs industry, who depend on the
goodwill of FDA,

176, In a rare outburst of candour Sipahimalani admitted to the various ways
in which the FDA officials can be and are kept pleased or to put it bluntly, bribed,
It is best stated in the question and answer form in which this part of the evidenca
was recorded —

Ques. :Isit correct that in your kind of business you cannot afford to antagonise
the FDA officers ?

Ans. : Yes, Y wonld say that is correct,

Ques. : Cancellation of licence or withdrawal of approval would be a closure
of your business ?

Ans. : Yes.

Ques. : Is it therefore always better if the FDA. officers are kept pleased ?
Ans. 5 Generally speaking, yes.

One of the ways in keeping them pleased is not 1o challenge their orders.
Ques. : Are there any other ways of keeping them pleased ?
Ans.: Yes. Generally speaking if you give them presents or something like
that or be 4 very good host by inviting them to dinners or parties,

Ques. : Is the discretion of the FDA officers in granting or revoking licences
tﬁted Ey the hospitality extended to them and the presents given to
them ¢

Ans. : That would depend upon the officer concerned.

(To Commission—

Ques. : By presents do you mean presents in cash or kind ?
Ans, : In cash and in kind.

Ques, : Therefore the more munificent the present, the greater would be thelr
goodwill 7

Ans. . That would he the general tendency. )
Questioning by Mr. Shah resumed -

121, This general tendency applies toall analytical lab i : ]
oratories, manufacture
and repackers who are dependent for their licey:tlces on the FDA. This answel
applics to whosoever has to deal with FDA and other authorities in general.”

177 Al this coming from Sipahimalani, hims st
e : , elf dependent on the FDA, mb
speak volumes for the interaction of the FDA with ugzmpuloc:g clements in the
ndustry it is expected to control in public welfare including Chem Med. Amen !

178. 7 summgrise. (1) It is cxtremely doubiful whether any analytical test

o catried out by Chern Med in respect of batch Nos, 27 and 20, If at all they wers:

& complete analysis was not carried gut : .
) i as revealed by ss Pal att
Barot; and the teports are manipulated. y the evidence of Mi
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(2) Indispuiably Chem Med’s reposts are false as admitted by Chem Med’s own
witnesses  Baret and Karnachi, apart from the fact that Chem Med's reports are
cirecily inconsistent with those of the Government Analyst.

(3) FDA did not discharpe its duty in promptly or propecly investigating Chem
Medj until 12th February 1986 when it I:z.rhoug.l ynot Aa\'cﬁﬁl {loing scg ins%caél of
-ommcteing fnvestigation against Chem Med as early as 30:h January 1986 oc at the
atest on 3rd Tevruary 1986. FDA wanted to protect Chein Med from prosecution
and other action with the result that a truncated investigation was acdered on 12th
Tebruary 1986 by giving specific directions to the Inspectors not to take charge of
confrol samnles I the quantity was lzss than 250 gms, with the knowledge that it
was, Thereby a toxicity tost was obviated as even 10 gms. would be sufficient to
carry out that test. Even this investigation, such as it was, consisted only of the
Inspestors bringing the reports and the protecols to the FDA office ard xerox copiss
whereof were afready in the possession of FIDA as early as ist or 2ad February 1986,

{4) Action cven by way of a show cause notice was belatedly taken on 215t February
1934 and that too in respect of minor discrepancies whicﬁ in Dolus’ words were
“ honest mistakes ”', and not in relation to the deaths which occurred in the 1.3
Hospital as a consequence of Chem Med's false and manipulated reports. In the
show cause potice the maximum acticn threatcned was suspension or withdrawal
of licence for scime peried and prosecution was ruled out as admitted by Dolos that
proseeution was never contemplated against Chem Med.

(3) Even the show cavse notice hes not been decided undor the shelter of depart.
mental policy erroncously adopted in order to shield Chem Med. Thus a bona
fide legal opinion was vsed as a handle not to take any action apainst Chem Med.

(6) Sipahimalani’s evidence indicates that the role of the FDA and the laboratorics
and the drugs industry is mutually comiplementary, that the DFA exists not as the
watch-dog -of public health and safety bat to protect the interests of unscrupuious
and erring members of the drugs industry including such analytical laboratories
like Chem Med, to corrupt EDA officials, which is by no means an uphill tosk. Thus
despite serfous fapses infec alia in giving false analytical reports and manipulating
them even in cases of life-saving drugs, the erring laborato:ics like Chem Med can
continus to do so and be in business with thie active beacdiction of the FDA holding
to ransom public health and safety.

(7) The tragedy in the J.J. Hospital could have been prevented if Chem Med had
truthfully certified batch No. 27.

(8) The evil geniuses in protecting Chem Med arc Dolas and to shightly lesser
degree, Kochar. They did not do so out of ignorance, inefliciency of fove. They
arc corrupt. And shamelessly so. Men of neuter conscience.

PART X

179. This brings me to the interaction of the FDA with Apex Analytical Labora-
torics.

180. Apex was established as a partnership concera in May 1982. In 1985-86
it had 17-18 Assistant Chemists and 4 approved chemists. It received 1100 to 1200
samples a moath. As against the normal failure vate of 3 per cent to 10 per cent;
Avex’s admitted failure tate was 0-6 per ceat. Thus out of 1200 samples barcly
410 § were declated not to be of standard guality. As will appear presently, this
miracle was with the blessings of the FDA trought about by the simple expedicnt
of habitually issuing reports without actually analysing the samples.

181. Ore of the drugs under suspicion in the J. T, Hospital tragedy was manaitol
injections manufactured by Trans India Transfusion Pharmaceuticals. San})plc
from Batch No. 1670 was drawn. The Government Analyst's report dated 2st
February 1986 (Ex. 25%) revealed that the sample did not comply with US.P. The
Government Analyst had not carried oot the particulate matter fesi. Howzver the
the Government Analyst Ds. Pilankar siated that ke had analysed the sample and that
it failed in the pyrogen test.

182. Trans India's samples of mannitol Batch No. 1670 is said to have bwn
analysed by Apex Laboratorics for particulate matter test. Acca'rdmg to Apex’s
test report dated 13th August 1985 (Ex, 257) the sample had passed that test.  As will
Ippear presently this report cannot be true and even if it s true the ssmpic could not
fail in pyrogen test.

H 465125
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Ex, 287

Ex. 260
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Ex. 286 (colly.)

Ex. 286 (colly.)

subminizd by FDA
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183. In the light of Apex’s report the following events are material -

() 19th February 1986 —Drugs Inspectors Pore and Dhomne visited Apex Labora.
tories. During their inspection they obtained a letter fpart of Ex 288 (coﬂec_tive[y]
from Apex’s chemist Miss Leela Pawar that she had carried out the particulas
matter test with her assistant Miss Ruksana Engineer and the method followed,
The Drugs Inspectors made their report [part of Ex. 288 (collectively)].

{0y 25th February 1986.—The Drugs Inspectors made their written submissions
(Ex. 287) obscrving that Apex was not equipped to carry out the particulate mattsr
test. As a result, inspection of Apex was ardered.

(¢) 27th and 28th February and Ist March 1986.—On these three days Apex wag
inspected by Asstt. Commissioner Bijamwar, Government Analyst Dr. Pilankay,
Inspector V. S. Dzshpande (FDA) and Inspectors Sharma and Singh attached tq
the Drug Controlier of india. During the course of this inspection on 28th February
1986, Apex’s 16 Assistant Chemists handed over to the inspecting team a Wwritten
complaint (Ex. 260) making various allegations against Apex, suggesting that they
were compelled to issue reports without actually carrying out the tests. Im this
complaint a further grievance was made that in {984 a similar complaint had been
made by Apex’s Assistant Cliemists to the FDA but that no action nad been taken

thereon by the FDA.

(d) Ist March 1986 ~The inspecting team made a report pointing out several
defects and deficiencies, not less than 24 in number, in respect of various tests carried
out by Apex. Regarding the mannitol test the report styted that Apex was not
equipped with & 100 magaification microscope and that particulate matter was
observed through an ordinary microscope wheteby suggesting that no particulate
matter test bad been carried ont by Apex. '

(e) I3th March I986.—A show cause notice [part of Ex. 286 (collectively)] was
issued to Apex for cancellation or suspension of approval of ifs licence.

(f) 31st March 1836.—1In its reply [part of Ex. 286 (collactivery)] Apex virtualy
admitted the charges set out int he show cause notice and gave assarances of good
Eehaviour.

(g) 5th May 1986.—FDA passed an order [part of Ex. 286 (collectively)] apainst
Apex suspencing its licence for 15 days with effect from 16th June 1986.

(i} 2617 Junc 1986 —Apex addressed a letter to FDA stating that they had filed
an appeal before (he Minister and had applied for stay of FDA’s suspension  order,
that the stay applicaiion was under aetive consideration and that Apex would be
continuing its activitics from 20th to 30th Junc 1986 and that they had closed their
activities for 4 days, i.e. from 16th to 19th June 1986, and that if the stay application
was rejected thuy would close their activities for 10 days.

184, 1In the light of the above T shall recapitulate a {ittle earlier history.

185, In 1984 Apex Laboratories had been inspected by practically the same team
including Assistant Commissioner Bijzmwar when similar defects and deficiencies
had been detected as were by the inspecting team in the course of their jnspection
on 27th and 28th February and st March 1986. Asa result on 12th December 1984
a show cause notice was issued to Apex for cancellation of its licence. As many
as 20 charges were levelled. On  26th/28th December 1984 Apex sent its reply
accepting the charges, including giving reports without actually carrying out the
tests. On 29th. January 1985 the then Joint Commissioner and Licensing Authority
H. D. Kulkarni who was due to retire 2 days hence, passed an order of warning to

pex.

186, As stated carlier the defective mannitol was manufactured by Trans Indis
Traasfusion Pharmaceuticals. It hasits factory in Tarapore and its office at Bomb2y-
On 2nd April 1985 FDA filed a complaint (Case No, SEC 472 of 1986) against
Trans India jn the Court of the learmed Judicial Magistrate, First Class, at Palgart
for the offence of manufacturing and selling substandard mannitol punishable under
Section 18A (i) read with Sections 34 and 37 of the Drugs and Cosmetics Act. O8
3rd April 1986 a similar complaint (Case No. 734/S of 1986) was filed by the FDA
against the distributors of Trans India Transfusion Pharmacenticals, namely Trans
India Medical Agency and its partners, in the Court of the Metropolitan Magistrate.
Esplanade, Bombay, for selling  substandard mannitol.
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187, Asfaras the so-calted analytical work done by Apex on th i
there is evidence of its Managing Partacr Hashmukhjial p?’arjkh ;n?ahﬁ?;;{ﬂ[{sx?kmsgrlfé
Eugineer who 18 supposed to bave carried ount the ftests, From their evidence
eMmerges t_hat undoubtedly Apcx was indulging in the malpractice of issuing test
reports without actually catrying out the tests and that Apex was not well equipped
ether staff-wise or equipment and material-wise 10 carry out all the tests in respect
of all the samples it accepted.

1288, The seriousness of Apex’s defects cannot be disputed even by the
much less by Apex itself. These serious defects were knogvn to the FSA ia ggﬁfefg
in 1984, as a result of the inspection and the complaint of the Assistant Chemists of
ADEX. Even so Apex was let off the hook by the then loint Commissioner and
Licensing Authority Kulkarni by mere warning apparently on assurances of good
tehaviour in future which both Apex and FDA knew would not be honoured. This
is apparent, by the fact that Apex’s Managing Partner Hashmukhlal Parikh agreed
with what Sipahimalani had to say about corruption in the FDA, with a rider added
by Parikh that to FDA officers, [ quote him, * Diwali comes more than once a yeur ™,

189. Regarding the interaction of FDA with Apex is material the evidence of
Assistant Commissioner Bijamwar who was in the inspecting team on bath aceasions,
Jt. Commisstoner Dolas t0 whom he reported, and the then Jt. Commissioner and
Licensing Authority N. D. Kulkarni who decided the show cause notice and issued
‘he warning order dated 29th January 1985

190. DBefore I take up the evidence of Assistant Commissioner Bijamwar, it may
be recalled that while two prosecutions were launched against Trans India nothing of
the kind was done against Apex ¢xcept passing an order on Sth May 1986 suspending
its licence for 15 days. From the report of the inspecting team, not less than 23
prosecutions could have been faunched against Apex, yot nat a single was filed.
In the show cause notice of 13th March 1986 which set out not less than 22 major
defects and deficiencies, no reference was made to the carlier show cause notice of
1984 or to the carlier warning given to Apex. In the light of this, the mere 15-days
suspension of Apex’s licence as recommencded by Bijamwar assumes sinister prapor-
tions laoking to the circumstances it all came about.

191, Assistant Commissioner Bijamwar was at the relevant time in charge of
public analytical laboratorics and on his own admission everything concerning them
had to pass through him. He admitted that para 8 of the show cause notice dated
13th March 1986 dealt with mannitol and para 7 with other drugs set out in items
{ o 22, and that FDA’s observations werc based mainly on the latier items which
pertained to the number of defects found by the inspecting team. He had also
observed a number of breaches of Rule 150 in the matter of analysis. He admitted
that these defects would amount to a serious offence and even the random checking
which was done during inspection at Apex revealed a persistent conduct on the part
of Apex in giving false, incomplete and mislcading reports,  Bijarawar recommended
suspension of Apex’s licence for 15 days and also action against its expert staff for

having misused the approval granted.

d that the suspension of Apex’s licence for 15 days
he mildest punishment which he alone had recommended
the seriousness of those offences was not thought of.
This was an infantile excnse which is rendered cven more ridiculous by his own
admissipn that if any approved laboratory gives a false report there would be no
doubt abour the seriousness of the offence committed. When asked why Apex
was let off with the mildest of punishments, namely a 15-day suspension, even though
according to the FDA itself Apex had committed serious offcaces In pving false

andfor incomplete and/or misleading repoits, Bijamwar gave the startling answer
. He had to eat

that there was no precedent for prosccuting an anlytical laboratory
1d be prosecuted

s awn words by his admission that an analyticai luboratory cou )
tion of Apex as a mistake but

for serious offences. He shrugged off non-prosccu . 3 _
itted by him. Bijamwar tried to

touid give no reason why such a mistake was comm
throw the blame on the licensing authority for not prosecuting Apex on the ground
had to be taken by the licensing authority. He

that the action for prosecution | § i
however admitted that he did not recommend to the licensing authority that
prosecution should be launched against Apex. According to Bijamwar that was his
mistake but was unable to explain how he committed such a mistake.
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192, Bijamwar admitte
recommended by him wast
on the excuse that at that time
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193, Bijumwar admitted that between 3rd and 13th March 1986 when the shoy.
caitse notice was issued to Apex, he did havea dls_cussmn with Jt, Commissioher Dolag
pertaining to the iaspection of Apex Laboratories and that he had told Dolas iy
the contraventions committed by Apex were setous.  Even so Bijamwar did not
recommend a prosccution. Bijamwar afiected that if he had been the licensing
authority he would not have imposed the least punishment of suspension on Apex
for the scrious offences committed.

194. Bijamwar admitted that this vas the second time that Apex had committeq
a serious breach of the licence conditions yet nothing was done io Apex  except
imposing upon it the mildest form of punishment, namely a 15-day suspension of igs
ficence.

195. Bijamwar admitted that in the show-cause notice dated 13th March 1986
[part of Exhibit 286 (collectively } ] Kulkarni’s earlier warning order of 29th Jamy
1985 had not been referred, and which should have been done. He admitted: that
those earlier breaches committed by Apex also amounted to serious offences and
that he was aware that for recurring offences by manufacturers, prosecution is the
rormal step taken by the FDA, He also admitted that if a prosecution is contempla-
ted, a show-cause notice is not ugcessary and that when a show-couse notice is
issued it is an indication that FDA does not intend to lounch 4 prosecution,
Bijamwar agreed that a mere. 15-day suspension of Apex’s licence was not a sufficient
punishment and called for prosecution,

196. Bijamwar admitted that during the course of the 1984 inspoction of Apex,
he Had observed that Apex was merely typing out reports without actually carrying
out the tests, and that beyond making his report accordingly to the then licensing
authority, namely N. D, Kulkarni, he, .. Bijamwar, did nothing, He also admitted
that during the course of his inspection of A pex in February 1986, he came to know
that Apex was still typing out reports without actuaily carrying out the tests. Iy the
light thereof his denial that in dealing with Apex he showed leniency, is meaningless.

157, Curiously encugh as the officer conirolling public analytical Inboratories,
what Bijamwar understood of his duties was only to make a report to the licensing
authority and not to take any initiative on his own a gainst any erring public analytical
laboratory and accordingly while he was incharge of public analytical laboratories,
he merely acted as a post-office. This is a pathetic reflection by Bijamwar himself
both on his understanding of his duties as aigo his intelligence:

198, According to Bijamwar he recommended a mere suspension of Apex’s
licence for 15 days instead of a higher punishment because at that time he did what

he thought _best.  Pray, best for whom ? Himself, Apex or the public whose
wateh-dog FDA is expected to be 7

199, Bijzmwar admitted tiat after Apex’s inspection in February 1986, he came
to the conclusion that the lapses committed by Apex Laboratories were the same
as those committed by it in 1984, He admitted that he did not show- Apex’s carlier
submission to the other menibers of the Inspection Panel, nor did he tell them what
the carlier grievance of ApeX’s chemists was in 1984 or why regarding that grievance
no action had been taken against Apex Laboratoris. Lie also admitted: that no
copies of any documents pertaining to that earlicr incident were sent for given to the
Inspeetion Panel members dccompanying him in 1986, He admitted that the lapses

reports, he admitted that Ap'cx's Iapsgs
of 1984 because the former were a re-
thet between 1934 and {986 there was

of 1986 were even more sericus than those
occurrence of the latier. He also admitted
20 105peciion of Apex.

260, When asked wiicther he as the person in charge of publi . .

aa di P = ¢ analytical 1abora
tories did not coasider it as his duty to see that Apex‘sglapses? of 1984 Wym remedied,
Partltculan'y When 2 warning had been issued to Apex, Bijamwar replied that b
;00::' h?ﬁgoot‘ndgisso unlg:sglvhe' wasb ordered by the licensing authority, and be conld ttlilﬂ
1 ng ‘OWR: Iniliative, being merels a di s L A - the
licensing authority, According t% -ECi/ 3 dummy awaiting nstructions from th
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from Bijamwar himself not oaly as to his duties as the sole in-charge of blic analyti
: . . ) 5 L public analyLical
aboratories but also of his owa intelligence which he makes it counvenient {o ihow

a5 Eplaw par in an attempt to wriggle out of an impossible situption of his own
making.

201 Bijamwat _adrmttcd that it was neccessary for the Inspecting Panel to draw
the pointed attention of the Joint Commissioner and Licensing Authority to the
serionsness of Apex’s lapses as also to the fact that the fapses had been continuing
for over 2 yeurs. This admission was made by Bijamwar afier great deal of
prevarication and after the question was repeated to him 6 times as recorded by
me in the notes of evidence. He admitted that he did rot draw the pointed attention
of the licensing authority to the continuing serious Lipses of Apex since 1984, When
asked why he did not do so, ke was unable 1o give any answir except to give x meaning-
less answer that there were o instructions for the second inspection of Apex in
Febrnary-March 1986. When repeatedly asked what he meant by that, he gave
a rambling answer which 1 confessed my inability to uaderstand as vecorded by
me in the notes of evidence. He admitted that he did not draw the pointed attention
of the Licensing Authority to the serious lapsts committed by Apex even though
he considered those lapses to be imporiant, He attempted to sidetrock by saying
that this behaviour on his part was not inteniional or duc to negligence but due to his
mistake and throngh oversight. He admitted that Apex’s was the only case where
he had committed such a mistake und through oversight, and which he realised in the
witness-box,

202. Bijamwar admitted that in Apex’s reply dated 31st March 1986 to FDA's
show-cause 1otice dated 13th March 1986, Apex did not dispute the lapses set out
in the show-cause notice and had by implication admitted them. Bijamwar admitted
that when Le went through Apex’s reply he did rezfise that Apex had not giver any
explanation to the wriiten complaint made by its chemists.

203, Bijamwar admitted that in FDA’s order dated sth May 1986 no 1easons
were given for imposing the lesser penalty of suspension of Apex’s licence for 13 days,
and that before that order was passed he was consulted by the Licensing Authority,
Bijamwar had informed the Licensing Authority that these werc continuing, lapses
on the part of Apex since 1984, Bjjamwar did not know if any perscnal hearing had
been givenn to Apex by the Licensing Authorily, Bijamwar admitted that the
explanation given by Apex in jts reply duted 3ist Murch 1986 was found to be
unsatisfaotory, despite which the lesser punishment of suspension of leeace for
1§ days was awarded. Hewever Bijamwar was not suiprised as he himsell had
recommended it. He admitted that lie did not recommend cancelfution of Apex’s
ficence even though he feund Apex’s teply 1o be unsatisfactory and even though
he found that Apex had impliedly admitted their tapses and even thougl there was
a recurrence of serious offences by Apex since 1984. The factors which he took into
account in not recommending cancellation of Apex’s licence was that such a8 step
was without precedent ia the aprals of the FDA.

204. Bijamwar's conduct regarding the written compluint made Dby Apex’s
assistant chemists is equully infamous.

205. He repeatedly admitted that the complaint made by them 10 their lotter
dated 28th February 1986 (Exhibit 260) was genuinc. Curiously enough cven so
there was merely a limited reforence to this genuine complsint in pai {2 of the show-
canse motice dated 13th March 1986. He admitted that the contents of para. 2 of
thut letfer were not cven remotely reflected in FDA's show-ealuse tolice. Bijamwar’s
Lrotestation that be confronted the partners of Apex with the zliegations contained

in that letter is a lic. Bijamwar admitted ih.t the complaiot made by assistemt

chemists in Uieic letter dated 28th Februdry 1086 (Exhibit 200) was oot b,roug_,ht 1w
lanaiion sought for Dy bim of

the notice of the purtners of Apex nor was their explana
anyone else in the FDA. He also admitted that a copy of that letier was not sent 10
Apex for iis comments of ¢xplanation nor was any oral_cxplanat‘lon asked for from
the partners of Apex and cven though Dolas had asked him to mai caquiries about
this letter he did not go to Apex 1a that conpection. Bijamwar admitted that ke
made, no enquirics either from Apex nof did he ask fur any verification from  the
usgistant chemists because he wus convinced ¢f the genuipensss of thetr copmplam't,
He also admitted that he wid not guestion the pariaers of Apex regarding this
complaint gor did he issue any sLow-cause notice to them or wilie & letier to Apex
regarding it. He admitted that regarding this complaint he did nothing. He

IFx. 260
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however reported to Dolas orally that he did nothing about the complaint and that
no order had beer passed on this complaint, He admitted that there was nothing
beyond his bare word to show that this compfaint was in fact given to him by Dolas,

206. Bijamwar admitted that one of the grievunces made by Apex’s assistant
chemists in their letter of 28th February 1986 (Exhitit 260) was that nothing had beeg
done by the FDA despite their carlier complafnt’ to the FDA, as a result whereof
the partners of Apex had threatened to ruin their future. Even so no action was
taken on Apex’s chemists’ complainy dated 28th February 1986 other than issing
2 show cause notice to Apex which, Bijamwar admitted, would have bzen done even
without Apex’s chemists’ [etter dated 28th February 1986.

207. Bijamwar admitted that he did not tell the licensing authority that the grie-
vances made by assistant chemists in their letter dated 28th February 1986 were
genuine and correct and that action should be taken against Apex.

208. Bijamwar admitted that in Apex’s assistant chemists’ letter dated 28th
February 1986 there was an inward stamp of the FDA but there was no stamp
showing that it was entered in the complaints Register which is always done.
Whenever a complaint is entered in the Complaints Register a corresponding stamp
is always put on the complaint with a running number. He admitted that the final
outcome of a complaint must be communicated to the complainant and the party
against whom the complaint is made must be given an opportunity of showing cause
in writing. The complaint made by Apex’s assistant chemists dated 28th February
1986 was delivered peronally by them to Ji. Commissioner Dolas as is manifest
from the latter’s endorsement at the foot thereof : ™ Two chemists met me personally
today and reported the matter . According to Bifamwar it was Dolas’ duty to
get this complaint registered in the Complaints Register which was not done., He
admitted that no unregistered complaint could come to him for inve stigation and that
he did not point cut to Dolas that Apex’s assistani chemists’ complaint had not been
registered.  According to Bijamwar this complaint was given to him by Dolas
personally without muking any endorsement to that effect on the complaint itself
a8 is normally done, nor did he tell Dolas to make the requisite endorsement.

209, The evidence of Assistant Commissioner Bijamwar and the admissions made
by him reveal his complicity with Apex. He went out of his way to help Apex with
the knowledge that Apex had given a false report and was habitnated to giving false
reports without actually carrying out the tests. Both he and Dolas knowingiy took
no action against Apex despite the fact that to their knowledge ifs serious lapses
continued unabated and unchecked from 1984 4l 1986, Desgite the apprehensions
expressed by Apex’s assistant chemists they werc Iuft in the lurch and at Apex’s
mercy.  The earlier complaint filed by Apex’, assistant chemists was fortified by the
inspection in [986. Apex admitted its serious breaches from 1984 onwards and
these breachey were found to be serious by the FDA. Even so despite Dolas’
statutory duty to register all complaints received, the complaint dated 28th February
1986 of the Apex’s junior chemists was not registered, so that no order mecd be
passed. No Investigntion whatseever was done regarding that complaint even
though the grievances made therein were found by Bijamwar to be serious and
correct. By no stretch of reasoning could the order of suspension of Apex’s
ficenee for 15 days bejustified. Hanca advisedly no reason, were given for passing the
mildest of such punishments lor the simple reason that such a punishment was
umsustainabile by any reason or even common sense. Whereas Trans India was
proseculed twice, against Apex no prosecution was even contemplated, for which no
explanation wag forthcoming either from Dolas or from Bhirud. No legal opinion
Was even sought whether Apex should be presecuted and from the point of Bjzmwar,
1ightly 50, because he knew that the opinien would be that this was ¢ fit case for
prosecution. Though Bljamwar knew as for back as 1984 that serious offences weré
commited by Apex in giving test reports withom actually ezerying out the tests,
no inspection of Apex was carried out for 2 years till February 1986. As in-charge
of public analytical laboratories, it was Bijamwar’s duty to see that Apex did not
persist 1n committing such offences by constant and vigilant inspections and surprise
Inspections. - Nothing of the kind was done and Apex continued its merry ways
as b’efore at the cost of public health and public safety. I refuse to ascribe this
passivencss on Bijamwar's part merely to negligence, indifference or inefficiency-

In casting protection over Apex over the v T : P
i, dut; 0 ¢ Years, Bijamwar was guilty of dereliction
of hi. duties and worse. Bijamwar is a disgrace fo the sorvice. Builty
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210, Assistant Commissioner and Licensing Authority Dolas fares no better.

211. _Dola«.s admitted that he did not find Apex's reply dated 3(st March 1986
to FDA's show cause nolice satisfactory, whereupon Apex’s licence was suspended
by him for 15 days.’ He admitted that the report given by ApeX pertaining to its
anulysis of Trans India’s mannitol was a false report. Doias admitted that he was
entitled to recommend to the Commissioner proseculion against Apex on the report
of the panel, but he did not do so and instead recommended suspension of Apex’s
licence for 15 days allegedly on the ground that on 25th February 1986 Bhirud and
Kochar had decided that separate action was catled for against Apex which should
be brought to Dolas’ potice. All this is false because no such decision is to be found
in any minutes, which would have, had it been so decided ia so serious & matter.

212. Dolas admitted that it was within his powers o recommend to the
Commissioner a prosecution and that the prosecution is @ more stringent action
than mere suspension of licence for 15 days. He also admitted that he did realise
that this was a case where an utterly false report was given by Apex which he would
consider to be a serious matter. After seeking to take refuge under the guidelines
issued by Government of India for prosecutions, Dolas had to admit that therc is
nothing in these guidelines that in sevious matters such as giving false reports,
prosecutions should not be launched.

213, Dolas admitted that Trans India had also committed secveral breaches of
conditions of licence in the past which was a factor he took into consideration while
recommending to the Commissioner Trans India’s prosccution. It is therefore
significant that in the case of ApeX despite its serious lapscs, which even according
to Dolas were serious lapses, Dolas should have used a different yardstick and
recommended to the Commissioner mere suspension of Apex’s licence for 15 days
instead of its prosecution as done by him in the case of Trans Indiu.

914. Dolas admitted that there were eatlier complaints against Apex Laboratories
that they were forcing theire chemists to pive falsc reports and that he had received
one such comglaint in the first week of March 1986. He admitted that in not
recommending prosecution against Apex he had taken this complaint into considera-
tion. He admitted that he had received this complaint on 3rd March 1986, that he
found that there was substance in that complaint, that he considered the complaint
to be of a serious nature which he took into consideration while recommending
suspension of Apex’s licence for 15 days. Even so according fo Dolas a prosecution
was not called for against Apex. To the best of his knowledge, FDA has never
prosecuted any approved laboratory.

215. Dolas admitted that the show cause notice dated 13th M;u'chllS‘Sf- given to
Apex, showed various breaches of Rule 150 committed by Apex which amounted
to offences under Section 18 (¢) read with Section 34 (2) of the Act.

216. Dolas’ evidence makes grim reading replete with brazenness and
shamelessness.

217. From this evidence of Dolas and the admissions made by him, there emerges
his complicity along with Bhirud in shielding Apex from prosecution and letting
Apex off by merely recommending a 15-dny suspension of its licence and that too
aftor this Commission started its sittings. Obviously neither he nor Bhirud had the
same soft corner for Trans India against whom two prosecutions were rightly
launched.

318. The role of Commissioncr Bhirud in Apex’s cpisode can best be described
as inefficiency and indifference and perhaps not unmixed of cowardice of Dolas.
his evil genius. Bhirud admitted that his depattment bad launched a prosecution
against Trans India which had manufactured the defective mannitol. During the
course of the investipation he found that Apox had given a false report, but no
prosecution had been launched against Apex. The decision nol to prosccute Apex
was taken by Jt. Commissioner Dolas. Bhirud admitted that normaliy both Trans
India and Apex should have been prasecuted but he did not try 1o find out why
Apex was not prosecuted or why only their approval was suspended.

219. This kind of evidence coming from the Commissioner himsf is pathetic,
which bespeaks inefficioncy, indifference and abdication of authoruy in favour of
Dolas whom he should have controlled, but could mot. It is futile for Bhirud to say



ix. 289

188

at decision not to prosccute Apex was Dolas’, when the decision 10 do so shouy
}Lgvc been Bhirud’s hpxlmsclr. It was for Bhirud to have over rulled Dolas, which |
suppose required courage and which Bhirnd did not possess or was not inclined 1,

show,

270. This brings me to the role of the then Jt: Commissio‘nar and Licensipg
Authority N. D. Kuikarni regarding letting Apex off the hook with a mere warning
on 29th January 1985,

221, Kulkarni admitted that he had looked into the complaints made in e
inspaction report pertaining to Apex in 1984, and that he had seen the grievance of
the Apex’s chemists that they were being a_::ompqlled by Apex to give Teports withou
actually carrying out the tests. Kufkarni admitted that ou tiic basis of this report
he bad issued a show cavse notice to Apex why action should not be taken against
therm and that he had sternly warned Apex. According to Kulkarni warning was
sufficient because this was Apex’s first offence.  He admitted that cansistently giving
faise reports without actually carrying out the test was a serious offence, that the
gravity of such an offence was aggravated when such false reports pertained to life-
saving drugs. Even so Kulkarni merely lot off Apex with a warning because accord-
ing to him warning is also ** a sort of punishment”. This is sheer nonsense and also
shows Kulkarni's anxiety to shicld Apex. Warning is not a punishment under the
Act or Rules, and to pass off 2 warning as a4 punishment as done by Kulkarni even
where a laboratory consistently gives false reports without actually carrying out the
tests, can only be ascribed to deadening of conscience. Kulkarni finally admitied
that it was a mistake on his part to have let off Apex with a mere warning even though
its offence was a serioys one and that he realised his mistake now in the witness-box.
that he should have taken stringent action at that time.

222, Kulkarai admitted that as Licensing Autlority he had no discretion to award
punishment other than what was prescribed by the Rules. He admitted that under
Rule 150 (k) there is no provision for issuing a warning; either the approval must
bz cancelied or must be suspended or no action be taken.  He also admitted that there
is no provision authorising him to administer a warning in the case of such a breach
and that in Apex’s case the approval should have been withdrawn because Apex had
committed a breach of the licence conditions by issuing reports without actually
carrying out the tests. Ho also admitted that as Licensing Authority he did realise
that he had no authority to let off Apex merely with a warning.

223. 1t is futile for Kulkarni to affect piety by purporting to expzct that Apex
would mend its ways after the warning. This is sanctimonious humbug witich is
manifest from the fact that the warning order was passed by Kutkarni on 29th January
1985, and he retired on 31st January 1985. He also admitted that he had not given
any 1easons in bis order why he was letting Apex off merely with a warning. It

in this admission that lies the secret of Kulkamni letting Apex off the hook two days
before his retirement.

224, Tt appears that Apex was not the onfy case i d light
: ] where Kulkarni pessed ligh
prt;lers on the verge qf his retirement. Though 3{1@ may now affect not tg remember
1t in the month of his retirement, viz. January 1985, he had decided a number of
?zl:;t‘:n?:usc noucesf zmtnil1 In January 1985 he had even given permission to one maf:;u-
g concern lor the production of additional d i il 1986.1.e. alicT

he retired, he started working as its c:onsultant.nl l drugs and in Apri

225 In the light of Kulkarni’s eviden i iegi is complicity
i1 the affairs of Apex needs no Further comc:l:!;ltc.l bis own admissions, fhis compIEE

226. The evidence discloses the total awareness of tion

i e these officers that prosecuttt
Eim}r)st! Apex was mendatory. Bhirud shrugged his duties byoii!ilrowing relgponsibgh!}'
for etg :5 ‘t?ls"l being the person who should have recommended the prosecufios.

to %ecl g ‘-é as Commissioner it was Bhirud who alone could have been entil

dutin Otll?m?n prosecution of Apex. Bhirud was aware of what had trapsp

cutio f . ¢ Inspection at Apex and though he applied his mind in sanctioning Prost”
Bhirud galjlnSt Trans India, the responsibility of not prosecuting Apex st fall o
of coward: Z caunot shrug his responsibility either on the ground of incompetent®
st ﬁc:;t‘ c3 ft‘owards Dolas, both of which can undoubted]y be held guilty. Dolas
Tntenatie - gor the non-prosecutions of Apex are on grounds which are totsly
tole.  Kulkarni's justifications for not prosecuting Apex for the 1984 lapses
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oz the ground that warning was sufficient punishment, is not only ridiculous, but
& f-seeking. The fact that he administered his warning on 29th Janvary 1985 and
wetired on 31st January 1985 by itself is cloqusnt.

227, Ali the three of them, namely Kulkarni, Bijamwar and Dolas were the golden
gang whose affinity towards Apex outweighed their duty to their office, their

conscience and the general public. Men of neuter conscience. Kulkarni and
hirud were and Bijamwar and Dolas continuc 10 be a disgrace to the FDA,

225. In the light of the above, to hold that no impropricty had been committed
ty FDA either in not prosceuting Apex or letting it off leniently by a mere warning
sould be contrary to all canons of law, equity and good conscicnce. Impropricty
end worse are writ large. Nor can it be said with any justification that it was not
possible for FDA to filea prosecution against Apex on the erroneous assumption that
the Act makes no provision for prosecuting an analytical laboratory. This would
be cynicism at its worst. :
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CHAPTER X[V
PART 1

1. _This brings me to the role played by various Health Ministers and officers of
the FDA in its working.

2. I shall start with Mr. Bhai Sawant who is and was at all material times ¢ge
Health Minister. He was elected to the Legislative Council twice, first in 1978 apd
thereafter in 1984. In February 1983 he was appointed Minister of State for Health
and continued to be so 1ill March 1985 when he became Cabinet Minister for Health,
As such he held and to-date holds charge of the Department of Medical Education,

3. And now to the narration of events subsequent to the J. J. Hospital tragedy.

(a) 31st January 1986.-—(i) At about 9-00 a.m, Health Minister Bhai Sawant was
informed of tho J. J, Hospital deaths by his Secretary Tripathi. The Health Minister
also came to know about this from the Maharashtra Times of that day.

(i) Between 1100 and 11-30 a.m. the Health Minister accompanied by his
Secretary visited the J. J. Hospital whore he had discussions with the Dean and the
doctors and saw two paticnts underpoing dialysis. The Health Minjster advised
on the line of treatment and also asked the Director of Medjcal Education who was
present to add two more names to the Choube Committee. The Health Minister
was in the I, J. Hospital for about 45 minutes.

(6) 12th February 1986 () Health Minister Bhai Sawant accompanied by his
Sccretary went to the house of the then Chief Minister Shivajivao Patil-Nilangekar
and apprised him of the sitwation and requested him to keep this matter for an
informal discussion in the Cabinet Mecting which was to be held that day.

G} Accordingly the matter was discussed in the Cabinet Meeting and three deci-
slons were taken, namely {¢) to appoint a Commission of Inguoiry, (b) to have a CID
mquiry, and {c) to take administrative action against the staff,

(c) 18th March 1986.—-Mr. S, B. Chavan who by then had become Chief Minister
was apprised of this matter. He ordered stoppage of a parallel inquiry by the CID
pending the piesent Commission of Inquiry. A note to that effect was signed by him

on st April 1986 that the CID inquiry be continued after the present Conimission
submits its Report. .

(d) 18:h November 1986 —On 18tk November 1986 Health Minister Bhai Sawan
examined hlmscl_f. On 18th March 1987 he was recalled by the Commission for
further questioning and was examined till 215t March 1987.

(e) 215 A{arcr': 1987.—While he was being questioned on recall, Health Minister
Bhai Sawant’s attention was drawn to the vested interests of the FDA officers in the
drugs industry. Thercupon he promised to take action to transfer such officers

ﬂuésfd-.: the spheres of their interests. In this context, the relevant excerpts are
nder :—

“Ques. : Therefore do you agree that those officers will continue to attend 10
the work of those concerns in which they have an interest ?
Ans.  : Yes.

(To Commission:—
Ques. : As Health Minister, do you think that this is in public intetest ?
Ans. : No; it is not in public interest.)”
Thereafter the question and answer ran thus :-—
“Questioning by Mr. Shah resurned ' —

Ques. Then why is jt that nothing has been done to transfer such officer
outside the spheres of their interest 7

Ans, : This was not done as this Inquiry is in progress, Now that it i

necessary 10 do so in public interest, it shall be dope immediately. I am

aware of the names of two officers namely Commissioner Bhirnd an
Jt. Commissioner Dolas.
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(fy 24th March 1987 —An order was passed transforring Dolas as Jt. Commissioner
(Drugs) to Jt. Commissioner (Food) and appointing Akre who was Jt. Commissioner
(Food) to the post of Jt. Commissioner. This stratagem was merely & farce in order
to hootwink the public and the Commission, as it merely amounted to an interchange
of posts with the offices of both the posts in the same building and on the same floor
wiith common staff,

(g) 23th March 1987 —A show cause notice was issued to Dolas calling upon him
to reveal all personal connections, direct or indircet, with pharmaceutical concerns/
analytical laboratories and to explain whether prior permission as required by the
Civil Service Conduct Rules was obtained hefore developing such interests, if any,
and whether Government was informed by him after such interest was established.
Dolas’ explaination was called for within a week from the date of the service of the
notice on  him.

(h) 30th March 1987 —Dolas sent his reply that even though his daughter were
partners in Ferico Pharmaceuticals and Ferico Laboratories, he had no vested
interest in either as his daughters were not wholly dependént on him even though
they ware tesiding with him. Dolas stated that his was a Joint Hindu Family and
therefore the family income was sufficient to support his daughters. Hence according

{0 Dolas he had no direct or indirect vested intetest in the drugs industry.

h(i) éSrh March 1987.—A similar show cause notice was sarved on Commissioner
Bhirud.

() 22nd April 1987 —Bhitud replied denying that he had any vested interest in
the drugs industry as his son was not dependcnt upon him,

Both these show cause notices arc vet to be decided.

(%) 15th Jutie 1987 —Health Ministzr Bhai Sawant was again recalled and ques-
tioned fill 19th June 1987,

4. An allegation was madp against Mr. Bhai Sawant by one A. K. Chavan to the
effoct that for securing rate contract to Alpana Pharma, Mr. Bhai Sawant had
received a sumptuous donation.  In respect of this allegetion made against Mr. Bhat
Sawant, the following facts are relevant.

(&) 19th March 1986.—A newspaper report appeared in the DALLY about the
3. J. Hospital incident. In this report certain allegations were made against Heaith
Minister Bhai Sawant. This nowsper report was taken on record as Exhibit 139
for the Himited purpose that a report had appeared in the DALLY and not for the
correctness of the allegations made thersin, Regarding the allegations made against
him is the DAILY, Mr. Bhai Sawant says that he issued a clarjfication and denial.

(by 20th March 1986.—A news item appeared in the DAILY. This was taken on
record as Exhibit 140 for the limited purpose as stated ecarlier. According to Mr. Bhai
Sawant he issued a clarification (Ex. 166).

(&) July 1986.—Questions weic raised in the Legislative Asscmbly regarding the
J. J. Hospital incident, They werc ceplicd to by the Health Mimister on 22nd July
1986 on the ficor of the House; he denicd that he had any conneclion in the matter
of the rate contract being awarded (o Afpuna Pharma.

(d) I14th July 1986.— One A. K. Chavan addreassed a letter {Ex. 141} to this
Commission making atlegations against Health Minister Bhai Sawant that he had
favoured Alpan Pharma by awarding it the rale contract as a quid pro quo for
a “ sumptuous donation * made by Alpana Pharma to R. U. O. In this letter
Chavan had also made allegations against ceriain other partes,

(e} 17th September 1986.—A. K. Chavan's letter was followed by Tus making an
affidavit wharein the same allegations weie repeated.

(/) 2nd October 1986.—Health Minisier Bhai Sawant made his affidavit-in-reply
(Ex, 164) which was filed before the Commission on 23rd Qctaber 1936, He denied
the alleoations made by A. K. Chavan, he stated inter alia that he had not col]ccu?d
any donations for R. U. O. either dirccily or indirectly and that he had no hand in
the collection of donations for R. U. O.

(g) 27th October 1986.—Affidavits were filed bY the other parties against whom
A. K. Chavan had made allegations in his Jetter dated 14th July 1986 and his affidavit

dated 17th September 1986.  An affidavit (Ex. 169) was also filed by Dr. J. B. Naik,
Secretary of the R. U.O. who was tater served with a notice under Section &(b) of the

Commissions of Inquiries Act.
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5. A. K. Chavan’s allegation regarding Heaith Minisier Bhai Sawant is a canarg,
The evidencz does not disclose that Bhai Sawant hac} any hand in the grantin & of the
rate contract to Alpana Pharma either for a donation or otherwise. The evidenge
of A, K. Chavan implicating Mr, Bhai Sawant does not Inspire confidence ang j
purely hearsay, based as it is on what he learnt from one Shivram R. Bhosalf:_ fn
not a single material particular does Bhosale support Chavan. Chavan’s‘ evidence
is thoroughly unreliable seemingly on his political rivalry with Mr, Bhai Sawan;
The evidence does not disclose that any donation was coIIcctgd by R.U.O. from
Alpana Pharma or that Mr, Bhai Sawani had any hand in awarding the rate contrae
to Alpana Pharma.

6. I have therefore no hesitation in exonerating Mr. Bhai Sawant from thi
charge of corruption fevelled apainst him by A. K. Chavan,

7. This brings me to Rural Uplifrment Organisatior. (R. U, O.).

8. In 1984 Rural Upliftment Organisation {(R. U. 0.) was started with the object
of constructing hospitals and educational institutions at Sawantwadi, From it
inception Health Minister Bhai Sawant was connected with this Organisation
as adviser,

9. R. U, O. has constructed a hospital at Sawantwadi and there are plans to
affiliate this hospital to an Ayurvedic college ““ Ayurvedic Maha Vidyalaya ” run by
Jankidevi Maternity Hospital.

10. In1985R. U, O. had arranged a Musical Nite in Bombay. In that connection
a souvenir (Ex, 168) was brought out by R.U.O. Various advertisements were
collected and published in this Souvenir. Not less than 37 advortisements
published in this souvenir were connected with the drugs industty. A list of such
advertisers from the drugs industry is at Exhibit 168-A. Over and above this, in the
Scuvenir there were $wo advertiscmients, one from the Maharashtra State Co-
operative Bank and one from SICOM. These two advertisements were admittedly
obtained by R. U. O, a¢ the fnstance of Health Minister Bhai Sawant. The Mahara-
shtra State Co-operative Bank made g donation of Rs. 2,00,000 to R. U. Q. The
cheque for this amount was received by Health Minister Bhai Sawant as shown in
a photograph in the souveniy, A full page advertisement of the FDA was also

bublished in the Souvenir (for which incidentally payment has still not been made
by the FDA.),

1. In para 4 of his affidavit Health Minister Bhai Sawant was vehement in his
protestation that though some advertisements from pharmaceutical companies did
appear in the souvenir, he had never procured or caused ta he procured any
advertisement or donation. Unfortunately for the Health Minister the facts s
painstakingly extracted from him and reluctantly admitted by him in his evidence are
otherwise. Though at page 906 para 18 of this evidence he asserted that R. U. Q.
did not colicet any funds at his instance at any time, he had to admit at page 2146-1J

evidence he admit_tcd_ that he had made recommendations to

af which heisa director, Needless 1o sa » the Bank would 5LV enerous
had not the Health Minister been conncﬁ:ted with R.OU. O?Oaaggteazszﬁ\ﬁiegr. And
thus the Bank was happ)’ to have the good-wil] of the Health Minister, And the
R.U. 0. got s donagto'n of Rs. 2 lacs. Nothing could be more conveniept. On the
part of the Health Minister this Was sls0 misuse of office but for which the Bank would
not have been gersuaded to part with a large amount of Rs, 7 lacs in jthe first place.

12. The Health Minister stated that it wus on the night ical Nite that
he came to know that certain pharmaceutical concernf hatg gsgefu;diﬁrﬁsemems
It the souvenir of R. U. 0. and that the collections Pertalning to the advertisements
n that Souvenir had been made by R, U. Os Office bearers, Dr. Najk and
Pr. Mcdzf.k. I-,I,owcvcr he thereafter admitred that he had received this information
hvcry recently ™ from Dr. Naik bursuant to an enquiry made by him to Dr. Naik
the PTevious weuk, whon he [earnt thet uptil 1985 R, U." 0. had collected Rs. 32,300
W Way of donat:o_ns and between Rs, 17,000 and Rs. 18,000 by way of advertisements
from pharmaceuticy} tencerns, and that the total dmoung of donations collected was
Rs. 3,50,000 und the amounts collected from advertisements were Rs. 1,80,000.
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13. Health Minister Bhai Sawant maintained that neither dir indj
. e . irectly nor indirec
did he distribute any advertisement forins of R. U. O. when asked— indiectly

“g. De you know that your Government Secrotary and Under Secretaries
%orlkﬁng un%r you had distributed advertisement forms for the Rural
Upliftment Organisation through the heads of various dep:
including FDA 77 ) " departments

he seplicd—

“d. No, 1 had never given any such forms to anyone for distribution or
anyone disiributed any such forms at may behest. ”

However e had to eat his words the foliowing day by voluntecring that after he gave
his evidence thie previous day he made enquiries and discovered 1hat he had given
an advertisement form to SICOM with the endorsement of his name on that formand
recommending through his Personal Asgistant an advertiscment in the Souvenir of
R.U.0. 1t js obvious that this volunteered statement was to extricate himself from
his earlier protestation to the conirary.

14. According to the Health Minister to the best of his knowledge SICOM’s
case was the only one where he had recommended that an advertisement be given by
them im the Scuvenir, which fact he did not remeraber in his evidence the previous day.
According to him bis memory was revived after his meeting with Pathade the
previous day who no longer is his P. A. According to the Health Minister the previous
day was the first time he got complcte enquiries made to tind out whether directly
or indirectly be had collected advertisements ot donations for R. U, 0.

15, All this is fur too naive in the teeth of his admission tiat it was he who had
given instructions fer preparing his affidavit. [tis an insulf to the Health Minister’s
intelligence that he should have done so without propet verification of the facts.
Thus the Health Minister’s carlier evidence that he had never at any time procurcd
any donations or advertisements for R. U. O. was demonstrably false.

16. According to the Health Minister his name was not nsed by anyone for
collecting donations for R, U. 0. to his knowledge. However le had to give u go-by
to this assertion, when on being shown letter dlated 281k September 9835 from
R. U. O.s Secretary Dr. Nuik to the Commissioner of FDA asking the FDA for
an advertisement for the souvenir, he had to admit that in this letter it had been
stated that under the Health Minister's ™ able guidance ” Ayurvedic Medical
College had been siarted in 1984 and that in this letter he had been described as
“ the Hop'ble Shri Bhai Sawant, the Minister ol Rurnl Development, Public Health,
Med. Education and Drug, Government of Maharashtra " and that the FDA would
not have refused to give an advertisement because of the letter. He hod also to
admit that a similar letter had also been sent by his Personal Assistant to the Personal
Assistant of SICOM enclosing therewith the Appeal.  Health Minister agreed that
in his Personal Assistant’s letter to SICOM his name, rank and official designation

were used.

17. Thus the evidence ol Health Minister Bhai Sawant Qiscluses that despite his

initial denials, he bad in af least three cases, namely SICOM, Mabarashtra State

Co-cperative Bank and FDA. excicised his influence and misused his official position

10 obtain donationsiadvertisements. The.e admissions are a far ery from his

categerical ussertion made at the earlicst point of time in his ofiidevit dated 23rd

October 1956 (Ex. 164 that i did not precure of ciuse o he procured any advertises

ment or donation fer the Souvenir or that when he made his affidavit he did not
remember about SICOM. 1t is not as i the affidavit made by the Health Minister
was prepared o the pstructions of apyene else.  He admitted that he had indeed
siated in para 4 of his afidavit that he did not progure of Callse to be procured any
donaticn for the Scuvenir, that this aflidovit was prepared undes his instructions
and that he had signed it after reading and understunding it.  The Health Minister
carnct atie w himself the luxury of gaying thut when he niade his affidavit he had not
made all enquiries. This )s an insanc cxcuse coming as it does from ao educated
person of the rank cf a Health Minister.  The Health Minister's assertion that when
he made the affidavit he did not rerpember the SICOM incident strains credencs.
If according to the Heelth Minister this was the only incident, then greater the reason
he should have remembered it unless of Course there were scveral other such
incidents which he would find incomyenicnt to remember.

Ix. 164
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18. There is no doubt that the name, rank m}d oiﬁciul position of Mr. Bhg
Sawant as Heafth Minister, played it great part int inducing not less than 37 parties
connected with the drugs industry 1o make donations and’or give advertisements g
R.U.O.

19. Under these circumstances not only h_ad ﬁcalt}_} Minisgcr, _ Bhai Sawapt
intsntionally given false evidence in order to dissociate himself with the collections
made by R. U. O. but also misused his power, posilion and authorily as Healih
Miuister.

PART I

20. The next question that arises (s © fas Health Minister, Bhal Sawant, contrary
to the policy of wansfers, used the weapon of transfer to remaove * Inconvenient * officers
and simuttancousfy confer faveurs upon a chosen few 7 If so, has He:a,’rh Minister
Biwai Sawant been guilty of gross ministerial interferenice, favouritism for extramepus
considerations and misuse of power and authority vested in hiim ?

21. This topic can be sub-divided under seven heads @ (A) Transfer of Assistant
Commissioners, Desai, Dani and Patliak to favour Padl, Maii and Deshpande ;
(B) Undeserved and out of tho way promeotion given to Dolas as Joint Commissioner
and Licensing Authotity (H. Q.) ; {C) Undue favour shown to Cyma Pharma;
(D} Mis-using official position to collect donations and advertisements for R. U. O.
(E) Pressurising FDA officers ; (F) Asking Raykar to award rate contract to Samarth
Pharmaceuticals and Welcome Laboratories and (G} Miscellaneous acts showing
Ministerial interference, favouritism and misuse of power.

(A) Transfer of Assistant Commissioners Desai, Dani and Pathak to Javowur Patil,
Mali and Deshpande.

22. These transfers were conirary to the policy and with a view to oblige
3 undescrving Assistant Comumissioners, 8. D, Patil, Mali and Deshpande, each
of whom had got recommendations from MLAS and were trying {o retuin to Bombay
after having beea transferred from Bombay to other places. To that end a thumb-nail
sketch of Patil, Mali and Deshpandc.

23. 8. D. Patil was Assistant Commissioner in Bombay from 1977 till April 1982
when he was transferred as Assistant Commissioner to Sangli. However he did not
take charge at Sangli. Hence by an order daled 15th May 1982 he was posted at
Penin Raigad district nearer Bombay. 1n February 1983, Me. Bhaj Sawant became
Minister of State for Health.  Shortly thetcalter on 20th March 1983 Bhaskarrao
Shingane, M. L. A., addressed a letier to Mr. Bhai Sawant requosting Patil’s transfer
to Borubay.  For this purpose significantly no application was made by S. D. Patl
himself. A copy of Bhaskarrao Shinganc's jetter dated 20th March 1983 was sent
to Commissioncr Bhirud on 18th April 1983 for his remarks. Bhicud strongls
opposed §. D. Palil being brought 1o Bombay for several reasons, to wit, that 8. D.
Patil was in Pen for one year only, that there was no vacancy in Bombay, that
Government should not take cagnisance of individual transfor applications by officers
whao make efforts to get re-transferred to Bombay, that S. D, Patil's making atterapt
through Bhaskarrao Shinganc, M. L. A., to get himself re.transferred to Bombay Wi
an act dctrlmi;nl«"ﬂ to the healthy and efficacious functioning of the department and
that 8. D. Patil should completc his three years in Pen.

24, However even without considerin s " . nt
. ¢ g Bhirud’s objections, Mr, Bhai Sawa
passed his order for transferring S. D, Patil to }.’:on~.bay:l 1018,

23, Thereupon, on 3rd May (983 Bhirud a ain opposed Patil’s transfer @
Bombay. On 4th May 1983 Government sgm a I;gtter d%eginga Commissionst
Bhirud to transfer S. D. Patil to Bombay. On 10th May 1983 Commissioner Bhirud
placed on record his strong disapproval of Patif’s transfer to Bombay on the ground
that he was thoroughly incompetent. Even so on 30th May 1983 the formal transfef
order was passed specifically directing Commissioner Bhirud to post Patil in Bombay:

26, Mr. Bhai Suwant's hand in setting S i ombay #
manifest not only ftom the abave facts bﬁr als[c? fii?léﬁiﬁﬁsg?ong made 0
Mr. ?h&l Sawant himself. In this connection Mr. Bhaj Sawant admitted that X
is aware thath. D. Patil was in Bombay ag Assistant Commissioner for 5 years fro?
1977 ul; 1982 (viz. 2 years over the customary 3-years period). He admitted thé!
when he became Minister of State for Health jn February 1983 he found from ti¢
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file that dcfspite Patil’s transfer order to Sangli in April 1982 he had not taken charge
there but instead was posted at Pen, Raigad district on 15th May 1982, He also
admitted the letter sent to him by Bhaskarrac Shingane, M. L. A, requesting Patil’s
nansfer from Pen to Bombay and that no application was made by Patil himself.
He also admitted that Commissioner Bhirud had totally opposed Patil's transfer
from Pen to Bombay, that on 30th May 1983 an order was passed by the Health
Department directing the Commissioner, FDA to transfer Patil from Pen to Bombay
and that that order was passed by him as Minister of State for Health. Mr., Bhai
Sawant admiited that while passing his order he had not gone through the
Commissioner’s letter dated 13th April 1983 oppesing Patil's transfer to Bombay
though he had gone through the notings made by the Deputy Secretary and Secretary.
Though the final order was passed by the Health Minister, Mr. Bhai Sawant agreed
that it was he who had bandled the matter of Patil's posting to Bombay. That he
would not call his transfer to Bombay as an urgent or aecessary transfor ; he agreed
that Pati’s transfer to Bombay had been expedited by Govermment and that the
transfer was not in usual course. He also admitted that despite Government's
letter dated 30th May 1983 to the Commissioner to transfer Patil to Bombay, the
Commissioner did not do so resulting in an explanation being called from hin.

27. Ttis of no mean significance that the explanation called for from Commissianer
Bhirud was by the Desk Officer side her lotter dated i5th Junc 1983, Bhirud was
thus sought to be humiliated inasmuch as it was left to a desk officer to havz called
for Bhirud’s explanation instead of from onc superior 10 him. No doubt, left 1o
herself, she poor Desk Officer would not have had the temerity to do so,

28. These facts and the admissions made by Mr. Bhai Sawant himself reveal in
no uncertain terms Mr. Bhai Sawant’s intcrest in getting an officer who according to
Commissioner Bhirud, who would know best, was thoroughly incompetent.

29, Mr. Bhai Sawant was not related to Paiil. nor had he even heard of Patil
untit he became State Minister for Heaith. There is no reason and none was
forthcoming why Mr, Bhat Sawant despile knowing that Patil had disobeyed his
transfer order to Sangli, should have also ignored the vaciferous protests of
Commuissioner Bhirud regarding Patil's transfer to Bombay for valid and cogent
reasons given by Bhirud and which Mr. Bhai Sawant did not cven care to read.
Knowing that PatiV's transfer to Bombay was neither urgent nor necessary, there
is no reason why Mr. Bhai Sawant should have been instrumentai in bringing an
incompetent officer such as Paijl to Bombay by these devious means and humiliating
Bhirud for correcily opposing the transfer. The only irresistibic inference that can
be drawn is that Mr. Bhai Sawant’s interest in getting Patil transferred to Bombay
was due to extraneous considerations.

30. The other officer who was the recepient of Mr. Bhai Sawant’s favour was
Assistant Commissioner, Mali. In April 1977 Mali was transterred from Ratnagiri
to Bombay. On 2lst January 1981 a transfer order was passed against Mali but it
was cancelled, with the result that Mali continued his posting in Bombay. On 30th
April 1982 Mali was transferred from Bombay to Aurangabad but he did not take
charge thore and went on leave. Desirous as he was of being re-translerred to
Bombay, Mali approachad the then Chief Minister, Babasahch Bhosale on st
June 1982 through Shivchand Chunilal, MLA, 10 gt Mali's transfer o Aurangabad
cancelled and to get him posted at Bombay. The then Chief Minister rcfused 1o
oblige. As a result Mali took charge of his post at Aurangabad.

31. A few months later in February 1983, Mr. Bhai Sawant became Minister of
State foc Health, Two months later on 12th April 1983 Mali made another
representation to the Chisf Minister for his re-transfer to Bombay. Mr. Bhai Sawam
rose 10 the occasion with a favourable endorsement.  The fetier and endorscment
were forwarded to the Commissioner for his remarks.  On 30th April 1983 Mall went
on long medical leave. On 7th May 1983 the Commissioner sent his remarks
vigorousty opposing Mali's transfer to Bombay on several grounds incuding that
Mali had vested interest in Bombay. Even so on 30th May 1983 an order was
passed transferring Mali to Bombay. All this apperars from the evidence of
Mr. Bhai Sawant himself including the fact that a favourable endorsement had been
made by him.

32, This is yet another strange case where Mr. Bhai Sawant played a role in
Mali's undeserved and unwarranted re-transfer to Bombay in the tecth of the
opposition of the Commissioner, who would know best. It is also of no mean
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ignificance that Mali’s first representation having been rejected l3y the then Chjer

ilf[inister, ceMa,li should within two months of Mr. Bhai Sawant’s appointment ag
Minister of State for Health make another reproscntation to the Chief Minister,
which for some inexplicable reason should find favourable_ reaction from
Mr. Bhai Sawant. Equally for some inexplicable reason Mr. Bhai Sawant should
have chosen te ignore not less than four Government Resolutions which enjoip
officers to make representations through the head of the department and not directly
to Ministers or the Chief Minister. Before making his favourable endorsement on
Mali’s representation, surely Mr. Bhai Sawant would know that the earlier Chief
Minister had rejected Mali’s identical application and that the Commissioner hag
also made stridsnt observations opposing Mali's transfer to Bombay on several
grounds, including that Mali had vested intercst in Bombay. All this should have
put Mr. Bhai Sawant on his guard. It did not. Nor was it error of judgment,

33. In the teoth of alt this Mr. Bhai Sawant was instrumental i getting Malj
transferred to Bombay. Once again Mali was not friend or relation of Mr. Bhai
Sawant. They were not even known to each other. Yet Mr. Bhai Sawant raust go
out of his way to be instrumental in Mali’s transfer to Bombay. Once again, as in
the case of 8. D. Patil, an ircesistible inferenco must be drawn that this was done by
Mr. Bhai Sawant not for altruistic reasons but for extrancous considcrations.

34. Yet another officer who was tho recipient of Mr. Bhai Sawant’s favour was
Asstt. Commissionier P. R. Deshpande. Betwesn 1976 and 1982 Deshpunde was
posted as Asstt. Commissioner in Bombay. On 30th April 1982 be was transferrad
to Yeotmal, but did not take charge ehere; instead got himself transforred to J: algaon,
On 12th April 1983 Deshpande made a representation to the then Health Minister
Dr. (Mrs.) Lalita Rao requesting his transfer to Bombay, This representation was
forwarded to the Commissioner. On 7th May 1983 the Commissioner recorded
his opposition to Deshpande being transferred to Bombay on the ground that
Deshpande had got his earlior transfer to Yeotmal cancelled through the influence
of two MLAs and that Deshpande had vested interest in Bombay. The sccretarial
endorsement was that unless Deshpande completed his three years at Jalgaon, it
would not be proper to transfer him to Bombay. This secretarial endorsement also
gmplaasised that according to the Commissioner, Deshpande had vested interest in

ombay,

35. Evenso on I6th May 1983 Mr, Bhai Sawant mado an endorsement questioning
the basis on which the Commissioner had asrived at his finding that Deshpande had
vested interest in Bombay. On 26th May 1983 the them Health Minister
Dr, (Mrs.) Lalita Rao ordered Deshpande’s transfer to Bombay after the transfer
of some officer who had worked for more than 3 years in Bombay.

36. The fact that Mr. Bhai Sawant who was then Minister of State for Health
was Instrumental in getting Deshpande transferred to Bombay, comes to the fore on
several counts, No doubt as Minister of State for Health, Mr. Bhai Sawant was
entitied to make his endorsement of 16th Mzy 1983 questioning the basis of the
Commissioner’s objection that Deshpande had vested interest in Bombay. However
1t does not appear that this endorsement made by Mr. Bbai Sawant was conveyed
to the Com;nmsnonqr or that he questioned the Commissioner as to how Deshpande
had vested interest in Bombay.  If Mr. Bhai Sawant had done so, the Commissioner’s
reaction would have been noted in the file produced before the Commission.

anyone. Mz, Bhai Sawant on his own admission did ; i ’
_ ] not even verify Deshpande’s
ﬁonﬁc}cnngls, wh:cl; wonld have revealed more than what N}rfl];rliai ySawamItJ might
h:vc %unh'convement. Mr. Bhai Sawant tried to extricate himself by saying that
made his endorsement because there were general complaints of corruptiol
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against Deshpande. This is totally absured and desperate answer coming from no
less than a Health Minister in view of the fact that on Mr. Bhai Sawant’s admission
he made his endorsement because he wanted to verify whether Deshpande had
a vested intcrest in Bombay. In the light of the general complaints of corruption
against Desh’pande as admitted by Mr. Bhai Sawant himself, there was every reason
for Mr. Bhai Sawant to have agreed with the Commissioner’s endorsement instead
of querying it only on the ground of vested interest. Mr. Bbai Sawant also agreed
that if an officer has vested interest in a particular place, he should not be posted in
that place and that when he made his endorsement he knew that earlier Deshpande
had got his transfer cancelled through the intervention of two M.A.L.s  Thus on his
own showing Mr. Bhai Sawant was instrumental in facilitating Deshpande's
transfer to Bombay over the strenuous objections of the Commissioner.

37. Deshpande was yet another officer who was not a friend or relation of
Mr. Bhai Sawant. Yet Mr. Bhai Sawant should have thought if fit to lend bis belping
hand in his transfer to Bombay. Deshpande’s is another instance where an irresistible
inference can be drawn against Mr. Bhai Sawant that he acted not borg fide or in the
interest of the FDA. but against its interest, and for extrancous considerations.

38, The three officers who suffered by these transfer orders were Dani, Desai
and Pathak. They filed a writ petition in the Bombay High Court being writ
Petition No. 1574 of 1983 for setting aside those orders. On 14th November 1933
these transfer orders were set aside on the ground of mala fides and that Dani, Desai Ex, 475
and Pathak should not have been transferred until their three years had expired in
Bombay. It is of no mean significance that as soon as the three years expired, Mali,
Patil and Deshpande were promptly brought to Bombay, the first two to Head
Quarter on 21st April 1986 and 5th June 1986 and Deshpande to Thane on 18th
February 1986, At that time the Health Minister was nons other than Mr. Bhai
Sawant.  Thus with technical compliance with the High Court’s order, Mr. Bhai

Sawant had his way.

(b} Undeserved and out of the way promotion given to Dolas as Jt. Commissioner
and licensing Authority (Head Quarier).

39. On 3lst January 1985 N. D. Kulkarni retived as Jt. Commissioner and
Licensing Authority. Fadnavis was the scnior most. Commissioner Bhirud
- recommended his name to Government for the post of Jt. Commissioner and Licensing
Authority. In anticipation of Government order, Fadnavis was alio\?ed to function
by Commissioner Bhirud as Jt. Commissioner and Licensing Authority. Fadnavis
held this charge till November 1985. However Bhirud’s recommendation was not
accepted by Goverament, and in November 1985 without consulting Bhirud a Govern-
ment Resolution was issued fransferring Fadnavis to Nagpur and Dolas to Bombay.

40. Earlier in May 1985 there had been 2 proposal to bring Dolas from Thane
to Bombay and hand over charge to him of Additional Commissioner. On this
proposal, Bhirud made an endorsement on 31st May 1985 that Dolas was in Bombay
for many years and therefore it would not be proper to bring him to Bombay.

41. There was another proposal to transfer Jt. Commissioner Joshi from Nagpur
to Thane and Dolas from Thane to Nagpur, and Fadnavis being retained in Bombay.
The Dy. Secretary cadorsed this proposal on 3rd October 1985 and it had the approval

of Commissioner Bhirud.

42, Suddenly on 31st October 1985, in the middle of the ycar, Mr. Bhai Sawant
made an endorsement transferring Dolas io Bombay and Fadnavis to Nagpur;
thereby 4 senjors were superseded, namely Fadnavis, P. S. Joshi, N. R. Deshpande
(not to be confused with P. R. Deshpande earlier), and V. R, Kirtane, As a result,
Fadnavis and Kirtane sought voluniary ietirement.

43. Fadnavis’case was a trapic case. He made a vepresentation of 26th November
1985 to Government that his son had recently died in an accident, and that his wife
was suffering from cancer and was required to attend the Tata Memorial Hospital,
he furnished his wife’s medical certificate. He was not even vouchsafed the courtesy
of a reply. Fadnavis opted for voluntary retirement. However Fadnavis was
willing to withdraw his letter of voluntary retirement if posted back in Bombay.
Such was the representation made by him to Mr. Bhai Sawant on 9th April 1986.
Bhirud made a favourable recommendation. Once again Fadpavis was not even
vouchsafed the courtesy of a reply. However he was offered orally a posting at

H 465127
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Thane which he could not accept due to his wife's illness for which she was bej
treated at the Tata Memorial Hospital. He prj:ferregi voluntary refiroment and wep
into the wilderness. His wife died of the terminal ailmsnt she was suffering from,

44.  All this is not mere conjccture or speculative reasoning. It is all borne on
by hard and unrelenting facts appearing from admissions in the evidencs of Mr. Bhai
Sawant, Dofas and Bhirnd themselves.

45, Mr. Bhai Sawant’s evidence also reveals that on 20ta May 1983, Under
secretary S. M. Deshpande bad prepared a note (Ex. 476-A) that Jt. Commissioner
P. S. Joshi should be transferred from Nagpur to Thane, that Asstt. Commissioner
Fadnavis who was due to retire on  1st December 1987 be rstained in Bombay and
that Dolas be transferred from Thane to Nagpur. In para 5 of this notc Undr
Secretary 5. M. Deshpinde in terms set out that Commissioner Bhirud had informed
that since 1964, out of 21 years Dolas had been in Bombay for nearly 18 years (exclu-
ding 3 years in all at Thane) and hence it would not be proper to bring Dafas to the
Greater Bombay Division again. In para 6, Under Secretary Deshpande requested
for orders clarifying whether Dolas should be transferred from Thane to Greater
Bombay Division as Asstt. Commissioner, whereafter it would be proper 1o take
a decision whether Dolas should be handed over charge of the post of Jt. Commis-
sioner in Greater Bombay Division. This proposal of Under Secretary Dashpande
was accepted by the Dy. Sccretary and the Secretary vide their respective notings of
20th and 23rd May 1985. At the foot Health Minister Mr. Bhai Sawant made his
endorsement on 31st May 1985 wherein he stated that as Dolas has been in Bombay
for several years, it would not be proper from the poiat of view of administration to
bring him from Thane to Bombay, hence the Ji. Commissioner working in Pune-
should be brought to Bombay and Kirtane should be transferred. Mr. Bhai Sawant's
endorsement concluded that the officers who had been working in Head Quarter for
many years should be transferred and that the matter should be discussed.

. 46. These factors reveal in no uncertain terms Mr. Bhai Sawan’s initial opporsition
i May 1985 for bringing Dolas to Bombay as replacement for Fadnavis.

47. Yet within 5 months thercafter Mr, Bai Sawant inexplicably changed his
mind, and over the strenucus opposition of hi. own secretarizl staff and Comumussioner
Bhiruq, insisted that Dolas should be transferred to Bombay az Jt. Commissioner
and Licensing Authority and passed an order accordingly on 3ist October 1985.
Even as late as 3rd October 1985 the submission made by Mr. Bhai Sawant’s secre-
tarial staff indicates chat Jt. Commissioner P. §. Joshi was to be transferred f{rom
Nagpur to Thane, N. R. Deshpande from Pune to Bombay Division, that Fadnavis
was to continue in the Bombay office, that Kirtane way to be transferred from Bombay
Division to Aurangabad, that . 5. Deshpande from Intelligence, Bombay to Pune,
that Rahim from Aurangabad was to be relieved of additicnal charge and that Delas
was to be transferred from Thane to Nagpur. In this submission it was recorded
that in preparing this propesal, senior persons had been considered, hence whenever
the post of Jt, Commissioner was decided 10 be filled up in the regular manner, a5
1ar as possible minimum changes would have to be made. This Sutmission ended with
A statement that P. 8. Joshi, Deshpande, Fadnavis and Rahim would not be put to
much trouble by the said transfers. This submission was si oned by the Dy. Secretary
and Secretary on 3rd October 1985 and 14th Octoter 1985 respectively. Under this
submission. Mr. Bhai Sawant made his endorsement on 31st October 1985 accepting
the proposals made except insofar as they pertained to Dolas and Fadnpavis.
M. Bhai Sawant's endorsement reads under ;

" Shri Dolas msy be transferred to the Commissioners® office at Bombay aqd
Shri B. G. Phadnis may be transferred to Nagpur. Further, if the Asstt. Comuis®

sioner at Dhule has been at that place for a lopee ] sferred.
The rest of the proposal is acoepﬁed." onger pertod, hio may be tran

As a resul, came Government Resolution, dated 2Ist November 1985 wheredy
inter alia Fadnavis got transferred from Bombay (H.Q.) to Nagpur and Dolas fro®

Thane to Bombay (H.Q.) in th ' i <
on 29th Novcmbilg 15%5),111 e place of Fadnavis, Accordingly Dolas took chafg®

48. The pertinent question that arises is—What hg ber

; h — ppened between 3rd Octodel

1 185 when Mr. Bhai Sawant vetoed Dolas’ transfer to Bombay and 31st Qctober 198
wien it the teeth of the opposition of Commissioner Bhirud and Mr. Bnai Sawent’
oWwn secretariat, he changed his mind and brought Dolgs 1o Bombay (H.Q.) holding
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charge as Licensing Authority? To that end, oppertunities were offered to Mr, Bhai
Sawant in his evidence to give an explanation. Howcever the explanations assailed
by him are so ludicrous as to strain credence and leave one in wonderment whether
Sudlt could be the answers from a presumably responsible minister holding cabinet
rank.

49. With this teckground I shali advert to Mr. Bhai Sawant’s evidence.

20, That Mz, Bhai Sawant and Dolas did not know each other personally pri
October 1985 was admitted by them both. Mr. Bhei Sawant alsgcadmitte{i%a?g 12(;
did not even know Dolas’ background and before bringing him to Bombay had not
even gone through Dolas’ confidential reports which according to Mr. Bhai Sawant
ke did for the fizst time afier the present Inguiry started.  Thus on Mr. Bhal Sawant’s
own showing in any event till he brought Dolas to Bombay, they were totul strangers
and he had not gone through Dolas’ confidential reports. -

51, Mr. Bhai Sawant was asked—

“Ques. : What circumstances weighed with you in differing from the note
made by your Dy. Secretary on 3rd October 1985 77

To which the following was Mr. Bhai Sawant’s answer—

“ due. - Ifound that Fadnavis wes in the same post for more than 3 years and
that Dolas’s posting at Thane was less than 2 years. Keeping in view
the judgement given by the High Court in Desai’s writ petition, 1 took
the decision to transfer Dolas from Thane to Bombay instead of trans-
ferring him from Thane to Nagpur as per the office note. ™

To imagine an answer as absurd as this and that too coming from a Minister holding
Cabinet rank is difficult to envisage. But Mr. Bhai Sawant gave it. Perhaps the
Health Minister in his anxiety to assail some reason for his act, momentarily (and
certainly conveniently) lost sight of the fact that Fadaavis was due to retire on 1st
December 1987 and ihat under the Rules he should have been given a choice of
posting. Health Minister Bhai Sawant also seems to have momentarily (and
certainly conveniently) lost sight of the fact that if Dolas’ posting at Thane was less
than 2 vears (it actually was only one year and 7 months) greater the reason why he
shovld have been continued at Thane until he completed his three years there, instead
of bringing him 10 Bombay on the ground that ke was at Thane for Iess than Z years.
Health Minister Bhai Sawant also momentarily {and certainly conveniently) lost
sight of the fact that zil that was ordered by the Bombay High Court in the writ
petition filed by Desai, Dant and Pathak was that those particular three officers
should mot be transferred until they had completed their three years. This totally
absurd answer given by Mr, Bhai Sawant is borne out neither by the order passed by
the High Court in that writ petition nor by the Rules governing transfers. Ultimately
My. Bhai Sawant conceded :

“ 1 agree that Dolas should pot have been transferred to Bombay and should
have been retained at Thane.”

52, Contrary to his earlier evidence that he had gone through Dotas’ confidentials
“ only recently ”’, Mr, Bhai Sawant says that before passing his order on 3ist October
1985 he had gone through Dolas’ confidentials. Even if this is truc, he must have
realised that Dolas’ confidentials were far from inspiting and would hz_lrdly Justify
his being brought to the prized and coveted post of Licensing Authority over the
heads of not less than 4 officers senior to him. If Mr. Bhai Sawant did so after seeing
Dolas’ confidential records, he wantonly ignored Dolas’ bad record in his anxiety
willy nilly to bring him to Bombay., With a view to extricate himself from this
situation of his gwn making, Mr. Bhai Sawant again contradicted himself by saying
that prior to the present Inquiry he had not gone through Dofas’ confidentiais.

53. In these mental gymnastics indulged in by the Health Minister he may draw
consolation that among the witnesses who gave evidence, his was not the only unique
distinction in amnesia and mendaciousness.

54, The only irresistible inference for Mr. Bhai Sawant thus abvicusly favouring
Dolas is extraneous consideration.
H 465127z
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55. Mr. Bhai Sawant was asked— -
' tion : Since you were differing from your office proposal, did you not think
Question it pi{oper to find out from the Commissioner whether if such a pro-
posal as desired by him had been made, was it likely to disturp
anyone’s seniority 7"

To this came the unintelligible reply :—
“dnswer : This note does not indicate that the proposal had come from the
Commissioner.”

This was no answer at all to the question put to the Health Miuister.

56. When asked whether he had always appointed It. Commissioner-cum-
Licensing Authority in head quarters on the basis of merit, Mr. Bhai Sawant replied—

“Answer : This appointment is always made by the department and I am not
supposed to do this type of work, ™

In view of this answer he was asked—

* Question : Therefore, this work is left to the bureaucrats and yon as Minister
do not interfere %

Answer 1 “ Yes.”

Later however he added that as Minister he goes through the proposals of the bureau-
crats who do the routine work and he takes his own decision, He however admitted
that officiating appointments are made by the Secretary of the Health Department,
that officiating appointments of Commissioner and Director are sometimes sent to
the Health Minister for perusal. Thereupon he was asked,—

* Question : Do you mean that since these appointments are sent for your
perusal, they are final ?

Answer : Yes,

57, Indisputably Dolas® appointment to Bombay as Jt. Commissioner and
Licensing Authority was an officiating one. In the light of the above answers given
by Mr. Bhai Sawant, it is difficult to understand why in Dolas’ case and despite his
initial opposition to Dolas’ transfer to Bombay to the same post 6 months earlier,

Bombay,

58. FDA witnesses (excluding Dolas of course) admitted that the post of Licensing
Authority IS a coveted and a most powerful post. To that end, Mr, Bhai Sawant
himself admitted that while the posting of Licensing Authority is equivalent to the
post of Ji. Commissioner in all its aspects, the Licensing Authority has powers re-
garding issuing, cancelliog and suspending licences, and that generally the senior
most person is transferred to the more responsible post taking into consideration his
efficiency.  Significantly enough, Dolas did not measure tg any of this,

39.  Bhirud spoke of the vast powers enjoyed by the Licensing authority, which
unlike the post of Joint Commissioners elsewhere, is a statutory post carrying more
powers than even that of the Commissioner. While other Joint Commissioners are
amenable to the directions of the Commissioner, the Licensing Authority (H.Q) -
being responsible only to Government, is not. He need pot even consult the
Commlsmor_lcr except as a  matter of couriesy. The Commissioner has
DO supervisory power or control over the Licensing Authority. Hence
though the Commissioner’s POSt is senior to that of the Licensing Authority, it is
the latter who has greater power than even the Commissioner himself in so far as
drugs are concerned. Bhirud would therefore, consider the post of Licensing

Authority as a coveted post  which was given t our
of Health Minister Bhai Sawant. Sven 1o Dolas by the grace and fax

ﬁcl'— Dolas® inefficiency as appearing from his confidential records was indisputable,
g.s also the fact that there were at least 4 others who were senjor to him. Mr. Bhai
cwant agreed that since 1960 the practice has been to appoint an officer from
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61, Mr. Bhai Sawant admitted that in Fadnavis’ confidential reco
pothing against him, as also that an officer who is due to retire short.adlil tg:tﬁr;?;
not be transferred unless there are serious complaints against him and that a person
due to retire is given a posting of his choice, In the light thereof, it is all the more
significant that on Mr. Bhai Sawant’s own admission, the aspects of Deshpande
retiring in February 1987 and Fadnavis in December 1987 were not considered.

62 Health Minister Bhai Sawant further admitted that it was only beca
differed from his secretarial staff’ that Dolas was brought from Thang to B:;fb:;
in N_ov.embcr '1985 and even before his three year tenure at Thane was over. This
admission by itself goes to show that it was Mr. Bhai Sawant and Mr, Bhai Sawant
alone who was instrumental in getting Dolas transferred to Bombay as Licensing
Authority in the teeth of opposition from his own secretanial staff and Commissioner
Bhirud. It is futile for Mr. Bhai Sawant to say that Bhirud was not against Dolas
transfer from Thane to Bombay. After seeing the file, Mr. Bhai Sawant had to admit
that Bhirud was indeed not in favour of bringing Dolas from Thane to Bombay,
and also that in May 1983 both he and Bhirud were against the proposal of bringing
Dolas to Bombay.

63. To a specific question as to what happened between May 1985 when Mr. Bhai
Sawant vetoed Dolas’ transfer to Bombay and October 1985 when Mr. Bhai Sawant
brought Dolas to Bombay, Mr. Bhai Sawant replied—

“« Answer—Jt. Commissioner Joshi was proposed to be posted from Nagpur to
Thane and Diolas was proposed to be transferred from Thane to Nasik. I discussed
these proposals with the assistance of Dy, Secretary, from whom [ came to learn
that Bhirud and Joshi were not on good terms, and hence it would not be desirable
to post Joshi at Bombay (H.Q.). There was also @ ruling given by the Bombay
High Court that a person who had not completed the requisite 3 yearsin his posting,
should not be transferred. Therefore, Dolas was posted from Thane to Bombay
(H.Q.) and Fadpavis who was holding charge as Jt. Commissioner in Bombay,
was transferred to Nagpur ™.

Excuses, excuses and more sXcuses, Assuming that Bhirud and Joshi were not on
good terms, did it not strike the worthy Health Minister, that with Bhirud’s opinion
of Dolas and his strenuous opposition to his transfer to Bombay, the situation could
be no better ? The construction put by Ms. Bhai Sawant on the decision of the Bom-
bay High Court in the writ petition (Ex. 475) is deliberately twisted to suit his own
ends, for the simple reason that the High Court’s order which was confined to those
three particular officers, namely Dani, Desai and Pathak and also that Dolas had not
completed his three years in Thane (he had only completed one year and 7 months)
before he was brought to Bombay.

64, Ultimately the only reason (such as it was) that Mr. Bhai Sawant could give in
the witness-box for his sudden effusion towards Dolas and his insistence on bringing
him to Bombay it October 1985, was that if Dolas had been transferred from Thane
to Nagpur, Dolas would have gone to Court. Thus Mr, Bhiai Sawant finally admitted
that the only consideration which he took into account while ordering Dolas’ transfer
to Bombay was the possibility of his filing a writ petition. However, Mr. Bhat
Sawant had to retract this thoughtless assertion by admitting that no onc had told
him that Dolas would have gone to Court and that it was only his assumption because
of the High Court's order in writ petition (Ex. 475). According to Mr. Bhai Sawant,
Dolas would not have filed a writ petition if Mr, Bhai Sawant transferred him to
Bombay, because Thane is not far from Bombay. On what basis Health Minister
Bhai Sawant should make such a categorical asscriion, he did not care to specify.
Taking Mr. Bhai Sawant’s answer at facc value it is astonishing that the Health
Minister should have allowed himself and Government to be beld at ransom by a
vague possibility of a writ petition, which he must know would be without menit,
Further, Mr. Bhai Sawant should have considered that if Dolas was brought to
Bombay from Thane which was the post of his choice and to obtain which Dotlas
had made special efforts, the likelihood of Dolas filing a writ petition for his prema-
ture transfer from Thane to Bombay would be greater.

§5. Mr. Bhai Sawant admitted that in October 1985 he did consider that as Com-
missioner and a responsible officer, Bhirud would know about the proper administ-
ration of the FDA and that as Commissioner Bhirud was in @ better position than

Ex. 475

Ex. 475
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he to know the background of his own officers. Even so, Bhirud’s opinign Was not
sought by Mr. Bhai Sawant for the obvious reason that it would be against Dolgs

66. Fadnavis’ case though deserving of consideration was met with a brygy
stlence after grave injustice was done to him,

67. The evidence of Commissioner Bhiruc[ reveals that the order transferring
Fadnavis from Bombay to Nagpur and appointing Dolas as Jt. Commissioner ¢,
hold charge in the place of Fadnaviscame as a surprise to him and that Bhirud came
to know of this order for the first time when Dolas showed him his own copy of
that order and asked him to hand over him charge of the post. This expedient of
Dolas struck Bhirud as unusual because officers do not bring their own copy of orders
and ask the Commissioner to hand over charge. Bhirud was surprised at Dolag
being asked to take charge as Joint Commissioner over the heads of not less thay
4 other officers senior to Dolas, namely P, S. Joshi, N. R. Deshpande, B. G. Fadnavis
and V. R. Kirtane. Bhirud was categorical that he had not recommended Dolas’
name to hold charge as Joint Commissioner and that Dolas was the choice of Goverp-
ment. In order to superscde 4 senior officers very strong influence with Government
is required and from the fact that Dolas had indeed superseded 4 officers senior to
him it did appear to Bhirud that Dotas had 2 strong political hold on Health Minister
Bhai Sawant. Bhirud’s opinion was that Dolas did not deserve this post in super-
session of 4 other officers senior to Dolas, and that left to himself Bhirud would not
have recommended Dolas” name for this post. He admitted that to some extent
he was afraid of Dolas because Dolus could go to the Health Minister and tell him
anything about Bhirud without Mr. Bhai Sawant cross-checking with Bhirud, that
urtil Bhirud retired he was afraid of Dolas to some extent and even today after his
retirement Bhirud is still to some extent afraid of Dolas because of what he can do
to him, and that it is possible that Dolas can influence the Health Ministe in the
nquiry regarding the show cause notice issued to Bhirud in connection with Bhirud's
vested interest in the drugs industry,

68. Bhirud confirmed that if' Fadnavis had been posted te the Food Department
as Jt. Commissioncr, it would have been difficult to appoint Dolas in the Drugs
Department as Jt. Commissioner because Fadnavis was more senior to Dolas and
that that was the only reason why Fadnavis was removed from Bombay even though
his was & fit case for retention in Bombay. Bhirud was surprised that Government
had not even acknowledged Fadnavis® letter seeking cancellation of his transfer
and repairiation to Bombay.

. 69, Mr. Bhai Sawant admitied that there was nothing against Fadnavis which
impelled or could haye impelled Government from exercising its discretion in bis
favour to retain him in Bombay in the light of his impending retirement. Even so,
Mr. Bhaj Sawant maintained that Fadnavis was transferred according to Rules.
Once again in his anxiety to cover up for Dolas and to prevent the injustice meted
out to Fadnavis coming to light, Mr. Bhai Sawant ignored the fact that the very

Rules on which he relied gave an option to an officer due to retire his choice of place
of posting,

70, The bruzality with which Fadnavis was treated is borne out by the fact that bis
representations were met with stony silence. And from Mr, Bhai Sawant’s point
of view, understandably so, as Dolas had at all cost to be accommodated in Bombay.

71 Mr, Bhaj Sawant says that Fadnavig’ representations were taken into conside-
ration but were rejected by the Chief Minister despite Mr. Bhai Sawant’s recommen-
dation, and Fadnavis was offered a posting at Thane by the Chief Minister. This
attempt on the part of Health Minister Bhai Sawant to pass an the blame to the Chiel
Minister is as unworthy as his attempts to pass on the blame to his secretarial staff
on other aspects. Op 7th June 1986 Mr. Bhai Sawant made an endorsement that
as a special case Fadnaws_be transferred to Thane. To that endorsement the Chief
Minister agreed. The Chief Minister had no reason ot to, on the material placed
before him. Thus it was not as if the Chief Minister turned down Fadnavis’ repr¢
sentation but merely acted on Mr. Bhai Sawant’s andorsement. If at all a special

Dolas to Bombay soms how or other Ulyj is 10
i M I imately the proposal to post Fadpavis
Thane was withdrawn, as with his wife dying of aytermi:I:al l;il;;lr:fer.-lr, ]%e had preferr®

to opt for voluntary retirement with effect § the day
was saved for Mr. Bhai Sawant and Dolas, rom 2.0th June 1386.  And thus
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72. Mr. Bhai Sawani’s version that a reply given by Government to Fadnaviy'
representation was late, is false. No reply was given to him at all. He was due to
retire on st D_ecar_nber 1987. By virtue of the rules he was entitled to a posting of
his choice,  His wife was dying of a terminal ailment, His record was good. Bhirud
had recommended his case as a really deserving case for sympathotic consideration.
But Health Minister Bhai Sawant was unmoved, and from his point of view, under-
standably so. For it Fadnavis was to be retained in Bombay, Dolas could not be
brought to Bombay. If Dolas was breught to Bombay, Fadnavis would ba senjor-
most, already holding charge as Joint Commissioner and Licensing Authority, with
the result that ho and mot Dolas would have o be appointed Jt. Commissiener and
Licensing Authority, more so as Bhirud had strongly recommended Fadnavis for
the post. In that event it wonld be Fadnavis and not Dolas who would be Jt. Com-
missioner and Licensing Authority. But Dolas had to occupy that post. Thus
Fadnavis had to be sacrificed at the altar of Dolas. ’ '

73, Itwasnotasif Mr. Bhai Sawant's desire was merely to bring Dolas to Bombay,
for if such had been the only desire, the post of Jt. Commissioner (Food) was then
vacant in Bombay, Mr. Bhai Sawant's desire was to bring Dolas to Bombay only
to the coveted post Jt. Commissioner and Licencing Authority. Fadoavis could
have beent appointed as Jt. Commissioner (Food), but thaf would have given rise to
litigation as thers was no guaranice that the other three seniors would keep quiet.
Fadnavis had therefore, 10 be axed out {to make room for Dolas in Bombay as Jt.
Commissioner and Licensing Authority.

74, Despite the nuraerous opportunities given to Health Minister Bhai Sawant ia
the witness bax, he has failed to give any convincing explanation for Dolas’ transfer
to Bombay in preference to four others senior to him. Neither seniority-wise, nor
experience-wise, not qualification-wise was Dolaslit to be Diought to Bombay a»
Officiating Licensing Authority. Mr. Bhbai Sawant even did not know Dolay’
background nor had he read his confidential reports, hence it cannot be said that he
was brought to Bombay becuuse of any exceptional merits, even a flicker of which
Dolas never had or had ever shown before or after. There was no raason why
Mr. Bhai Sawant should have over ruled his own secretarial staff in bringing Dolas
to the prized post of Licensing Authority at Head Quarter in Bombay. As Licensing
Authority, a man of Mr. Bhai Sawant's choice, such ags a grateful Dolas, would be
controiling a 2000 crore rupee drugs industry in Maharashtra with a farge chunk of
it in Bombay. Heavy stakes were involved. As Licensing Authority, Dolas
would be all powerful, acconntable to none except his mentor, the Haulth Minister.

75. Ng anxiety was shown by Government to have & regular Licensing Authority
appointed, with the result that Dolas continued as officiating Licensing Authority
vatil he was transferred recently as Joint Commissioner {Food.)

76. Once again the irresistible inference that can be drewn is that Mr. Bhai
Sawant manoeuvred to get Dolas to the Tucrative post of Joint Commissioner and
Licensing Authority for extraneous considerations. Corruption is wriat large.

71. Commissioner Bhirud agreed that bringing Dolas to Bombay s Joint Com-
missioner (H.Q.) over the heads of othet officers sewtior to him (A.e. Dolas) was not
merely a matter of transfer and that it virtually amounted to Delas’ promotion
over the heads of officers senior to fhim, and that in the circrmstancs in which Dolas
was brought to Bombay as Joint Commissioner, Bhirud as Commissioner, regurded
it as a bounty conferred on Dolas by the Health Minister Bhai Sawant., Bhirud
acknowledged that when Dolas was brought to Bombay as Joint Commissioner,
he had no experience whatsoever as licensing authority for the manufactus af drugs.
(This was unlike Fadnavis who had this expericnci).

78. Bhirud admitted that as Commissioner he considered it to be unusual for
Dolas to be brought to Bombay in October [98> when barely 3 moaths earlicr he was
ordered to be retained in Thure and that he gatherad that this vas donz in ordsr o
confer & favour on Dolas. Bhirud did not agree whea Mr. Bhai Sawant Liid the
blame upon him by stating that whosoever placed the facts before him rezurding
Dolas, did not place the full facts before hint. Bhirud was categorical that this
observation of the Health Minisier did not apply to him because in the case of Dolas
he was asked nothing by Government, aund if, as Commissionet he had been, it would
have been his duty to place the full facts before Government.

79. Dolas admitted that his posting to Bembay as Licensing Authority for mana-
facturers and repackers was his first experience. Though he professed to be well
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acquainted with the Rules and procedures in that behalf, his evidence points to the
contray.

80. All these circumstances disclose in abundant measure the manner in which
Dolas’ undeserved promotion to the post of Licensing Authority was manceuvred
by Health Minister Bhai Sawant, as stated carlier, extraneous considerations are writ

large.
(C) Undue favour shown te Cyma Pharma

8). This brings me to the appeal of Cyma Pharma decided by Health Minister
Bhai Sawant.

82. Was undue favour shown to Cyma Pharma in the appeal decided by him, and
if so, was it for extrancous consideration ?

83. Hereunder narration of the events leading to the appeal and the Healih
Minister’s decision :—
(@) Cyma Pharma is 2 pharmaceutical manufacturing concern having as its
partners brothers Deepak and Rharat Gandhi. It has a factory at Bassein. Cyma
- Pharma had two licences one in Form No. 28 for the manufacture of Chloramphe-
mical capsules for typhoid and the other in Form No. 25 for the manufacture of
cymastrep for gastroenteritis and diarrhoea. Both are essential and life-saving
drugs. In chioramphenicol the active ingredient must be between 92-5 and 1075
in a capsule of 250 mgs,

{(5) On 7th April 1984 FDA, Gujarat, made a written complaint to the FDA,
Bombay, that the active ingredient in Cyma Pharma’s cymastrep Batch Nos. §
and 10 was less than the minimum prescribed.

(c) On 31st May 1984 a show cause notice was issued by FDA, Bombay, fo
Cyma Pharma for withdrawal of permission to manufacture cymastrep, Cyma
Pharma did not bother to teply.  On 25th July 1984 FDA sent a reminder to
Cyma Pharma. It was ignored.

() On 5th Novemberl1984 permission to manufactyre cymasirep was withdrawn
and Assistant Commissioner B. K. Kochar was directed to keep a watch on
the activities of Cyma Pharma. He did not.

(¢} On 20th June 1984 a second show cause notice was issued by the FDA to
Cyma Pharma for cancellation of both its licences in Forms 25 and 28. Cyma
Pharma sent no reply. The matter was attended to by Assistant Commissioner
Kochar and Jt. Commissioner N. D. Kulkarni.

(g) On 12th December 1984 discussions tock place between Commissioner
Bhirud, Joint Commissioner N. D. Kulkarni, Assistant Commissioner Kochar and
Law Officer Deshpande, As 5 result, it was decided to difute the order passed
against Cyma Pharma and restrict it only to the extent of the offending drugs.

(%) On 20d January 1985 this order was dr 1985
was served op C}'margharma. as drawn up and on 7th January

(i) Cyma Pharma filed an appeal to Government. The stay application came
directly to Health Minister Bhai Sawant who made an endorsgme?llg——-
“D. 8. (Med. Edn.} Examine and put up for stay.

Signed .,..........
2nd April 1985,
Parawise comments were called for from the FDA.
(/) On 26th July 1985 th 1 ini i
bebalf of tha oo © Appea’ was heard by Health Minister Bhai Sawant. On

were present Commissioner Bhirud and Assistant Commissioner
Kochar, The Gandh; brothers representing Cyma Pharma appeared in person.
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(k) On 21st August 1985 the appeal was decided by Health Minist: i
who passed the following order :— y inister Bhai Savant

** Appeal admitted. Cancellation order set aside now in view of the fact that

the petitioners (i.e. Cyma Pharma) have already stopped manufacturing their
products .77

Thereafter appeared the words in ink,—

“# However the firm will submit the tests repaorts ie respect of batches of this
product manufactured for a period of 6 months .” pe ]

In the last para in the body of the order, this phraseology was also added in ink.

() Thus by the appellate order, the diluted order of FDA of 12th December
1984 was watered down.

84, With this background, I shall answer the questions posed at the commence-
ment of this part. I shall do so from the evidence of Mr. Bhai Sawant himself and
draw permissible support from the evidence of Bhirud. T however do not wish to
rely on Kochar’s evidence as he has sought to falsely implicate Mr. Bhai Sawant in
matters other than Cyma Pharma.

85. Commissioner Bhirud was categorical that he had taken with him the files
pertaining to Cyma Pharma and had placed them before the Health Minister during
the hearing of the appeal. The last is denied by Mr. Bhai Sawant. According to
Bhirud he pointed out to the Health Minister the grievances of the FDA against
Cyma Pharma from the beginning culminating in FDA’s order dated 12th December
1984. This is also denied by Health Minister Bhai Sawant. Bhirud was categorical
shat before Mr. Bhai Sawant, Gandhi brothers did rot argue the matter on merits or
challenge the actions taken by FDA and did not controvert any of the allegation
made against Cyma Pharma in the show cause notices or state why they had not seat
any reply to them and that the only argument advanced by Gandhi brothers before
the Health Minister was that they had stopped manufacturing chloramphenicol
and cymastrep capsules, as a resuit they were already suffering a loss.

86. Bhirud says that to his surprise, during the hearing of the appeal, the Health
Minister resorted to the unprecedented expedient of telling the Gandhi brothers that
they could manufacture chloramphenicol and cymastrep capsules and submit the
analytical reports regarding these two drugs whereby announcing the ord er in advance.
This is denied by Mr. Bhai Sawant. As an experienced FDA officer C ommissioner
Bhirud expected FDA’s order dated 12th December 1984 to he upheld by the Health
Minister, in a case as gross as this, with the result that Cyma Pharma would never be
alfowed to manufacture those two life-saving drugs, namely chloramphenicol and
cymastrep capsules in futures.

87. Commissioner Bhirud denied Mr. Bhai Sawant's version that the oral
statements made by the Gandhi brothers during the hearing of the appeal were not
contradicted by FDA officers. Compnissioner Bhirud was categorical that the Gandhi
brothers did not argue before Mr. Bhai Sawant that this was their first offence or
that their chloramphenicol and cymastrep capsules were not substandard and that
Mr. Bhai Sawant's evidence to the contrary is untrue. Bhirud was categorical that
the Gandhi brathers never told Mr. Bhai Sawant at the hearing of the appeal that
they had been manufacturing these two drugs of this quality since the past several
years and denied as untruc Mr. Bhai Sawant’s evidence to that effect. According
to Bhirud, Mr. Bhai Sawant's cvidence that it was not brought to his notice by anyone
that even during the 7 months Cyma Pharma had actually not stopped the manufacture
of these two drugs, was incorrect as also was incorrect Mr. Bhai Sawant’s cvidence
that at the hearing of the appeal the question of public interest had not been brought
to his notice by the FDA officers.  Bhirud did not agree with Mr. Bhai Sawant placing
the blame on FDA officers for the passing of his order.

88. Bhirud was categorical that when Mr. Bhai Sawant passed his order in appeal
it was evident to him that he was favouring Cvma Pharma which he realised for the
first time during the hearing of the appeal itself, as also that the heasing of the appeal
by the Health Minister was a mere formality. Bhirud could however attribute no
réason why Mr. Bhai Sawant appeared to have favoured Cyma Pharma for this being
done. He could not say if the Gandhi brothers were known to the Health Minister.
Bhirud was disappointed with the outcome of this appeal as such an order was Dot
justified oa merits.
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89. Bhirud did not know that Cyma Pharma had actusllly not stopped manufacty.
ing chicramphenicol and cymastrep capsules during the time that the _FDa
order was in operation. In Blirud’s experience as an FDA Officer and Commissiang;
and to the best of his recollection Mr. Bhai Sawant’s order was an unprecedented

and unusual order.

$G. Bhirud did not remember in what circumstances the handwritten portigg
in page 3 of the bedy of the draft appellate order (Ex. 566-A), namely—

** This stoppage of production can be considered as a p}znis,hment, in my
opinion, is sufficient punishment to meet the ends of justice,

came to be writien, It could have been at his sugpestion when he discussed the
mutter with the Law Officer and admitted that this had been written in the body of
the draft order of his recommendation and hus been incorporated in the originy
order (Ex. 566) with the handwritten rider in ink that Cyma Pharma must submi
tests reports int respect of batches of these products manufactured by them for a period
of 6 months, This rider in ink was not at the suggestion or recommendation of the
FDA

91, Accarding to Bhirud the addition of this rider in the final order (Ex. 566)
militated against and watered down the punishment of stoppage of production for
7 months a5 suggested by him in the margin of draft appellatc order {Ex. 566-A).

92, Now what does Health Minister, Bhai Sawant have 1o say. It is in essence
& strident reiteration that he was misled by Bhirud and other officers who kept him
in the dark buttressed by the sanctimonious admision that if they had told him then
what he has come to know now, he would not have passed such an order and would
bave upheld FDA's crder dated 12th December 1984, In short he passes on the
bleme to Bhirud and the other officrs.  He did so ty the expedient of saying that—
{a} when he heard Cyma Pharima’s appeal, he did not “now ihat there were several
complaints against Cyma Pharma. and that he did not know whether Cyma Pharma's
licence in Form No. 28 for all the drugs had been cancelled by the FDA on 15th
Qctober 1984 nor did he know that such cancelfation order had luter been modified
restricting the cancellation only to chloramphenicol, and that it was not brought
to his notice that there was & complaint from Gujarat FDA. He was falsified by his
admission that in every appeal parawise comments are called for rom the department
which the Minister is expected to go through while deciding the appeal and that be

had gone through parawise comments in the case of Cyma Phurma as also the show-

cause notices ; (6) that though the Gandhi brothers had contended before him that
they had not manufactured these drugs in she past 7 months, this contention was not
contradicted by the FDA officers during the hearing of the appeal. He howsver
admitted that this has not been mentioned by him in the order. According 10
Mr. Bhai Sawant it was not brought to his notice by anyone that even during the
7 months Cyma Pharma had actually not stopped the manufacture of these two

drugs and admitted that in May-June 1986 it was discovered that the same Cymé ¢

Pharma were manufacturing the same drugs which were again substandard ;
(c} alter maintaining that the FDA officers did not argue before him in support of the
FDA's orders dated 12th December 1984. Mr. Bhai Sawant finally admitfed that—

N, Aruguments were indeed, advanced by the FDA officers in support
of the order of 12th December 1984, >,

that be had partly rejecied and partly accepted the FDA’s arguments, which he now
realises were wrongiy rejected by him. :

93. Thus at the time of the hearing of the appeal Mr. Bhai Sawant had the beveft
of arguments of the FDA officers in support o%pFeDA’s order. Y

effective drug against typhoid and is absolutely neces inistered 12
I . - 1eces be administere
typhoid cuses, He also admitted that cymastrepyis absz?gel? es:ential in cases 0
asiroenteritis and diarrhoea | (2) that he knows that active ingredient
chioramphenicol should be between 92°5 to 1075 in o capsule of 125 mg. aad tH#*
if the active ingredient is less than fhe minimum required, the drug would not ¢
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efiective 1o that extent ; (3) that he knew that show-cause notices had been issued to
Cyma Pharma . which elicited no reply from them ; (4) that he had noted
the arguments &dvanced beforc him by the FDA officers at the hearing of
the appeal, nemely that &lf the 9 samples of these two drugs had faikd ia
the contents of active ingredients ; (5) that he agreed with that contention urged by
FDA ; (6) that it was also urged before him by the FDA that it was not i the
interest of the public ta allow Cyma Pharma to continue the manufacture of such
preperetions and therefor the FDA had cancelled Cyma Pharma’s licznee 5 (7) that
with these contentions urged by the FDA he had also agreed ; (8) that he was satisfied
that Cyma Pharma did manufacture for sale these two Iife-saving and essential
drugs whick were not of standard guality ; (2) that he knew that two buiches of Cyma
Pherma’s chloramphenicol tablets were found to be of sub-standard qualny ;
{10) that it was not urged before him by the FDA thatthe punishmentso far suffered
by Cyma Pharma would be adeguate ; (11) that Commissioner Bhirud hud advanced
argumaents regarding public imerest, that Bhirud was emphutic before him in his
arguments that the FDA order should be upheld ; (12) that all points canvassed
before him by Commissioner Bhirud arc not reflected in the appellate order and that
in the body thereof Mr. Bhai Sawant had not stated his apprehension that the party
was likely to contimue manufacture of sub-standard drugs; {13) that nowhere in the
Memo of Appeal had Cyma Pharma stated that it had not manufacturcd chloram-
phenicol or cyamstrep capsules for 7 months, namely from January to July 1985
volunteering that this was so stated by the Gandhi brothers during the hearing of the
appeal. According to him this was recorded by him in his notes ; (I4) that these
notes are not in the file produced befor this Commission as the notes had not been
preserved ; {15) that he had not mentioned in his notes that this contention o’ Cyma
Pharma had not been contradicted by the FDA officers before him ; (16) that in his
order he had not recorded the arguments of the Gandhi brothers that they had not
manufactured these two drugs from January to July 1983 and that he had not given
all reasonings in his order ; (17) that even in the first batch of November 1983, the
percentage of active ingredient varied from 72-7 to 84-24 and that even 1he amount
of 84-24 was far below the prescribed minimum of 92-5; (1¥) that in the batch
of Decomber 1983 the active ingredient, namely chloramphenicol in the capsules
varied from 8106 to 74+ 20 percentage and that the active ingredient in & given batch
must be uniform ; (19) that he had rejected Cyma Pharma’s contention that analytical
reports were not correct ; (20) that the contents of the active ingredient was less than
what was mentioned on the label and that normally any sample from the same batch
must give the same result on anlysis ; (21) thai he did not ask Cvma Pharma’s
partners to put down in writing that they had stopped manufacturing of these drugs
for 7 mouths,

96. Faced with his own admission, Mr. Bhai Sawant was driven to excuses that
this, according to Gandhi brothers, was Cyma Pharma's first offenice, though these
two drugs were lifc-saving drugs. According to Mr. Bhai Sawant the argument of
Gandhi brothers was that they had been manufacturing these drugs of this quality
since the past several years and were not sub-standard, This excusc trotted forth
by Mr. Bhai Sawant is grotesque in the light of Mr. Bhai Sawant's admission that
these two essential and life-saving drugs manufactured by Cyma Pharma were sub-
standard and instead should have been am eye-opeacr to Mr. Bhai Sawant that
even in the past Cyma Pharma had manuf; actured and was habituated to manulactur-
ing sub-standard chioramphenicol and cymastrep capsules.

97. However according to  Mr. Bhai Sawant even though Cyma Pharma had
committed this offence twice, he regarded it as a first offence. He attempted to
explain away this ministerial gymnastics by saying that the appeal pertained to both
the offences, meaning thereby that it was the first ime that these two offences had been
detected in the case of Cyma Pharma.

98. Mr. Bhai Sawant new advances from the ridiculous to the absured. He says
it is because Cyma Pharma should not manufacturé such sub-standard drugs that he
took the precaution of adding the rider in ink at the foot of his order, which is the
nrecaution he takes in all matters. He piously added that thereby he took the gencral
interest of the public into consideration when passing his order because public
interest would not have been served if the punishment imposed by the FDA on Cyma
Pharma had becn upheld. This shows the utter insensitivity of this Health Minister
towards truth and the general public for whose welfare he was appointed Health

Minister. Wortse is manifest from what {ollows.
H 4651—28a
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99. In modifying FDA’s order Mr. Bhai Sawant says he took two factg intg
consideration, namely general public interest and justice to Cyma Pharma, He Was
then asked—

* @ : Miuister, ia your anxiety to do justice to the party, namely the many.
facturer, did you think you were doing justice to thousands of unwarg
purchascers of substandard chlora.mphe::nlcol and cymastrep capsules
which on your own showing are essential drugs ?

A : Yes ; by putting the rider at the foot of my order.

¢ : Even so, you were perpetuating or encouraging the act of the many.
facturer in selling sub-standard chlorarpphemcol and Cymastrep
capsules in the first place to the risk of public health and public Life 9

4 ¢ According to the tider, my officers would have to keep a watch over
the manufacturing activity of Cyma Pharma.

100. Though Mr. Bhaj Sawant affected his concern for pubiic interest by the rider
added in ink at the foot of the appeliate order, on his own aidmission he did not
copsider whether it would be in public interest that in the case of Cyma Pharma,
sub-standard cymastrep capsules had gone to the public once, and sub-standard
chloramphenicol capsules had gone to the public twice, and if this aspect had been
taken into consideration by him, his order would have been different, namely that
he would have confirmed FDA's order of {2th December 1984. His excuse was that
this aspect did not occur to him. Bravo, Minister. Except for this aspect be says
ke took into consideration practically all the other aspects of the case, He was asked,

* @ : Did you not consider it to be in public interest to permanently cancel
the licence of a manufacturer of sub-standard life-saving drugs
and more so when such offence was repeated as in the case of Cyma
Pharma ? : '

A 1 Yes,”

However, predictably he denied that there was any extraneous consideration for him
for passing his order,

10L. 1t is sheer bypocrisy for the Health Minister to say that while hre confirmed
FDA’s order, only the punishment was reduced. By passing his order, Mr. Bhai
Sawant did not reduce the punishment—he let off Cyma Pharma, a habitual
manufacturer of sub-standard life-savin g drugs, scot-free, as he himself had ultimately
1o admit that the virtual effect of his order was that Cyma Pharma would be allowed
to manufacture these two life-saving drugs,

102.  He denied having told the Gandh; brothers during the hearing of the appeal
that they could manufacture chioramphenicol and cymastrep capsules and submit
the analytical reports regarding these two drugs.

103. Regarding Cyma Pharma’s appeal, Bhirud’s evidence is corroborated by the
2dmissions made by Mr. Bhai Sawant himself,

104 Mr. Bhai Sawant's own evidence brings to the fore that the appealfate order
passed by him was not on merits but for extraneous consideration. [t cannot even
be said that he passed his order by mistake because he himself does not say so. The
admitted facts themselves rule ouf any possibility of mistake.

in such a grotesque appellate order bein i o
I £ passed, and in the teeth of the arguments
the FDA officers as admitted by Mr., th{)i Sawant hilmself. e ¢

106. No person would possibl inistes

/ ¥ pass such an order as done by Health Mimis
Bhai S';lwant Sxcept for a strong motivation in which public healtl:? and safety play®
20 ?art_. While on his own showing Mr. Bhai Sawant disbelieved Cyma Pharm?>
onteation that these two drups were not sub-standard it is inconcejvable that h¢
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shovid have accepted at face value the statement of Gandhi brothers that Cymy
Pharma had stopped production for 7 months,  On Mr. Bhai Sawant’s own adnﬁsiﬁ:lﬁ
he accepted the contentions of the FDA and admitied that the FDA was correct
yet curiously enough found the punishment imposed by FDA 1o be toa harshi
Therefore in the witness box he resorted to a stratagem. He prociaimed that it was
from the guidelines of the Drugs Controller that he formed his opinion that the
punishment imposed by the FDA was toe harsh and required to be modified. He
agreed that the FDA had passed its order in accordance with those guidelines, When
asked what were the cgmpelling reasons for him to have modified FDA's order,
Mr. Bhai Sawant repplied that he did so afier going through the puidelines, which
however he did not refer to in his order on the ground that ke did not think it necessary
to do so. _All this was an inspiration in the witoess box, because there is not a single
provision in the guidelines (Ex. 261) to support such an order, as passed by the
Health Minister.

107. Decisive however is Mr. Bhai Sawant’s wen admission that he did not apply
his mind to the aspects of public intrest because according to him this did not occur
to him at that time, coupled with his admisson that if his attention had been drawn to
this aspect he would not have passed such an order. Mr. Bhai Sawant’s protestation
that he would not have passed such an order if all the facts had been placed before him,
docs not cater to his own admission that the officers had placed all the facis before him.

108, The admitted facts also rule out the possibility of Mr. Bhai Sawant passing
his order on an crroneous understanding of the law. In the light of Mr. Bhai
Sawant’s admission that chloramphenicol and cyntastrep maunfactured by Cyma
Pharma were indeed substandard, it would have been expected that as
Health Minister, he, being conversant with the provisions of the Act and Rules,
would never have ict off Cyma Pharma and instead enforced the Act and Rules.
Section 18 of the Act makes it an offence to manufacture and scii 1 substandard drug,
the minimum mandatory punishment being one year rigorous imprisonment plus
fine, and in case of death or grievous hurt the minimum mandatory punishment
being 5 years rigorous imprisonment. Thus while Mr. Bhai Sawant found Cyma
Pharma guilty of manufacturing substandard drugs, namely two drugs and three
batches, and where 9 different samples were involved which would have entailed
9 prosecutions, Mr. Bhai Sawant let Cyma Pharma off the hook instead of exercising
his power of directing the Commissioner 1o prosccute Cyma Pharma. In Mr. Bhai
Sawant’s order no justification is stated for not resorting to the penal provisions of the
Act. All this is yet another indication that Mr. Bhai Sawant’s resort 1o the guidelines
in the witness box in the teeth of the provisions of the Act was merely 2 ploy to
willy-niily justify his order in the witness-box. His only anxicty was to protect
Cyma Pharma and since in law the FDA had no redress he would have got away

with it but for the exposurc in this Inquiry.

109. Departure from normal practice must be substantiated by reasons, In
Mr. Bhai Sawant’s order no reasons have been given, as a result whereof even
Rule 85 (i) was breached. Narration of facts can never be equated with reasons.

110. Despite opportunities given to him, no plausible explanation has been forth-
coming for this most unusual and unnatural order passed by Mr. Bhai Sawant
against the provisions of the Act and Rules.

111. In these circumstances, failure to petform his statutory duty is cven more
obvious and from circumstances of the case and his own admissions, this dereliction
of duty on Mr, Bhai Sawant’s part was deliberate.

112, During the course of the evidence of Joint Commissioner Kulkarni,
I ordered service of notice under Section 8-B of the Comanuissions of Inguiry Act en
the partners of Cyma Pharma. Pursuant thereto, on 27th April 1987 they appearcd
before me and made 4 statement which T recorded that Cyma Pharma did not desire
¢ither to ask any questions to Joint Commissioner Kulkarni or lead any evidence.
Apparently Cyma Pharma considered discretion to be the better part of vatour which
would not have been so, if everything had been above board.

113. Al this shows that this order was passed by Mr. Bhai Sawant not on merits,
but that he was motivated into doing so by extraneous considerations other than the
normal considerations which an appellate authority exercises, This order cannot be
justified on any ground other than extrancous considerations to wit, {1} To Mr.
Bhai Sawant's knowledge thesc were life-saving drugs. Hence he knew or should

Ex. 261.
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have known that there could not be any ieniency ; (ii) Cyma Pharma had committeq
repeated breaches and had even ignored the 2 show cause notices, knowledge of which
must be attributed to Mr. Bhai Sawant. (iii) There was no evidence before Mr, Bhy;
Sawant that Cyma Pharma had ceased to manufacture or sell these two substandargd
drugs during peadeacy of the appeal, aor did he collect any information or make any
ingquiry, and 1nsicad just chose to believe the bare statement of the Gandhi brothers
which also subsequently proved to be {alsc. (iv) The evidence suggests that no
arguments were advanced by Gandhi brothers on merits at the hearing of the appea}
and that they did not contest FDA’s order on merits. {v) The manoer in which the
order was dictated also suggests that the appeal was not decided on merits.
{vi} Mandatory provisions of the Act and Rules were openly flouted and instead
in the witness-box justification was resorted to guidelines which did not apply.
{vii} Public health and safety were thrown over-board in the Health Minister's
anxicty to protect Cyma Pharma. (viii) Mr. Bhaj Sawant passed his order not on
merits.

ild, From the above, the only irresistible inference that can be_ drav\{n is that
Health Minister Bhai Sawant passed his order for extraneous considerations.

(L} Misusing official position to collect donations and advertisements Jfor R.U.O,

115, The evidence on record also discloses that Mr. Bhai Sawant used his official
position for the purpose of collecting donations and advertisements for Rural Uplift-
ment Organfsution (R.U.O.). The admitted position is that his Secretary/Under
Secretary may have distributed forms for this parpose, that 37 pharmaceutical concerns
undet the conirol of the FDA in Maharashtra and mostly in Bombay, and the FDA,
alt had in fact given advertisements. BEven tho ugh initially Mr. Bhai Sawant demied
having a direct or indirect hand in the matter of obtaining advertisements, he finally
admitted that in two cases, namely in the case of Maharashtra State Co-operative
Bank and SICOM, he had recommended to SICOM to give advertisements and fn the
case of the Maharashtra State Co-operative Bank he was & party to the requisite
resolution for giving a donation of Rs. 2 lacs to R.U.0O. ' '

116. This was misuse of official power and authority. Such misuse can be
established from the admitted facts and evidence of Mr, Bhai Sawant himself without
the necessity of going into controvertial facts.

. 1i7. R. U. O. with which Mr. Bhai Sawant has been associated as advisor since
1S inception in 1984, brought out a Souvenir (Ex. 168) in connection with its Musical
Nite held on glst October 1985. This Sourvenir contained a photograph of Mr. Bhai
Sawant receiving a cheque of Rs, 2 facs from the Chajrman of the Maharashtra State
Co-operative Bank of which he is a Director. It also contained 2 full page advertise-
ment from SICOM and a full page advertisement from the FDA which was given
by reason of Mr. Bhai Sawant being the Health Minister, The Souvenir also
contained advertisements given by 37 pharmaceutical concerns ipcluding seme
multi-national concerns. A list of such pharmaceutical concerns is at Exhibit 168-A.
Mr. Bhai Sawant’s cvidence diseloses that ali these 37 pharmaceutical concerns are
in Maharashtra and most of them are in Bombay, that most of them are drugs manu-
facturing concerns and all of them are under the control of the FDA,

118.  Exhibii 541 is an appeal for donations issued by R.U.O, It was produced
by Assit. Commlssaoger Raykar. It is not disputed that R.U.Q. had solicited
donations and advertisements by issuing such appeals. In this appeal, Mr. Bbat

Sawant has been described by pame and minister| Sy - nieation
behind the project. Y ‘ mimisterial desiguation as the inspirati

[19.  Mr. Bhai Sawant admitted that he was instrumental in getting a Rs. 2 lac

(ﬁ;{lﬁt:ﬂ; §r3§cg£ from the Maharashtra State Co-operative Bank and an advertis-

120. On 28th September 1985, 4 letter was addressed by the Secr 0

_ . etary of the R.U.O.

Ité)nthc FDA using the name and rainisteria] designationyof Msr Bha?.(Sawant. This
cc: \;as an dccompaniment to a printed appeal for advertisement and an advertise-
moent lorm. In the appeal Mr. Bhaj Sawant's name and ministerial designation
appeared topmost in the list of advisors. From the fact that this letter and accompani-

ments do not have any foldmarks, it is obvious that they were hand-delivered. On

[Sth October 1985 Commissioner. Bhirud made an endorsement on a print¢

appeal that a full page advertisement be given. O gt October 1985 FDA wrote
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to Directorate of Information for permission to give advertisement. Never has 1he
FDA moved as fast as this, no boubt thanks to the very mention of the Health
Minister being assaciated with R.1J.0., and so unlike the lackadaisical attitude of the
FDA even in issuing show cause notices against erring manufaciurers and worsc
still in leisurely sending reminders. This permission was given on 4th November
1985. On 11th January 1986 R.U.O. sent its bill for Rs. 1,000. On 5th May 1986
FDA wrote to R.U.Q. asking for two copies of the Souvenir,

121. The fact that the FDA had given an advertisement was something which
Mr. Bhai Sawant says he did not consider to be important. Pray, why not? Did he
not think that FDA would not have gone through the trouble of seeking permission
from the Directorate of Information but for Mr. Bhai Sawant being the Health
Minister ? What other reason could FDA have in giving an advertisement in
a Souvenir of R.U.O. with which it had no concern ?  Mr. Bhai Sawant admitted
that FDA would not have refused to give an advertisement because of R.U.Q.s
letier dated 28th September 1985.

122. The question that also arises is : Did the 37 pharmaceutical concerns give
their advertisements in the Souvenir because of Mr. Bhai Sawant being the Health
Minister ?  And if so, did Mr. Bhai Sawart know i1 ?

123. On this aspect Mr. Bhai Sawant gave two conflicting versions. His earlier
version was that he came to know of these advertisements on the night of the Musical
Nite itself. His later version was that he came to know this during the course of his
evidence. Whichever be the correct version, it is not his version that he took any
exception with R.U.Q. for collecting advertisements from pharmaceutical concerns
for an organisation with which he was associated albeit as advisor, nor did he warn
R.U.O. that no donations in any form should be taken from pharmaceutical concerns
while he was Health Minister. It is in evidence that forms were distributed in the
FDA and a quota was fixed for each officer.

124. The appeal for donation (Ex. 541) was a document produced by Raykar from Ex. 53t
his custody stating that this was one of the 5 forms given to him, How did advertise-
ment forms of R.1.0., otherwise unconnected with the FDA, come in the possession
of Raykar? ~That they did come in his possession is certain, because he produced
one. This by itself is sufficient to establish that Health Minister Bhai Sawant used
FDA, a department under him for the purpose of collection of funds for R.U.O.

125. Thete can be no doubt that the advertisements given by the 37 pharmaceutical
concerns were at the instance of the FDA. There is otherwise no reason why they
should do so in a Souvenir connected with R.U.O. and with which they had no
concern, except to be in the good books of Mr. Bhai Sawant. Tt is not as if the FDA
never collects donations.  The evidence suggests that the FDA thus colleets donations
at the behest of Government for humanitarian purposes like floods, famine, drought
and so forth. No explanation was forthcoming how these 37 pharmaccutical
conceras could by themselves have given donations to R.U.O. otherwise than through
the FDA, more so when one such advertisement, form was produced in evidence by
Raykar. There is, on this aspect, Dolas’ admission that as far as he knows, out of
these 37 pharmaceutical concerns, 28 are dependent upon the FDA for grant or
renewal of licence. It is inconceivable that the remaining pharmaceutical concerns
could afford to displease the FDA. For that matter Bhirud admitted that such
contributions are not willingly made and that parties make contributions nat for
loye of the FDA, but only because FDA officers approach them and for fear of
displeasing them.

126. Tn these circumstances, judicial notice can be taken of the usual modus
operandi by certain ministers who have given cvidence of indirectly coereing
the. department under them to collect donations or advertisements, knawing full
well that the department wiil in turn indirectly coeree the Jicencees who in turn will
have but to submit to such pressure for fear of displeasing the department on whose
goodwill they must depend and which, in the words of Sipahimalani. they caanot
afford to antagonise. Hence the element of quid pro quo in one form or other has

necessarily to emnerge.

127. The above by itself is sufficient to bring home that Mr. Bhai Sawant misused
his ministertal office and his official position to collcet donations and advertisements
R.U.O., his protestations to the contrary notwithstanding.
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(E) Pressurising FDA Qfficers

128. Mr. Bhai Sawant’s evidence also discloses that during the course of this
Inquiry, he attempted to exert pressure on Commissioner Bhirud after the evidence
of Asstt. Commissioners Kochar and Raykar was recorded and that he also
attempted to contact another witness Dr. R. D. Kulkarni, for this purpose. He
also exerted further pressure on Bhirud in the matter of the show cause notice issued
against him regarding his interest in the drugs industry. Mr. Bhal‘S.awanF also
attempted to exert pressure on Raykar by withholding orders permitiing him 1o
cross the efficiency bar.

129. To thatend, there is the evidence of Mr. Bhai Sawant himself, He admitted
that he telephoned Bhirud round abour 23rd or 24th May 1987, after Raykar gave
kis evidence on 22nd May 1987. Mr. Bhai Sawant asked Bhirud whether Raykar
had told him anything; Bhirud’s reply was that he did not remember anything. At
this time Bhirud was still in service as Commissioner. Mr. Bhai Sawant realised
that Bhirud had merely given a diplomatic answer. Mr. Bhai Sawant also admitted
that he attempted to contact Dr. R. D. Kulkarni as stated hereafter. This was the
sequel to Raykar's evidence that Mr. Bhai Sawant had instructed him over the
telephone to ™ Jook after ” Samarth and Welcome in the matter of awarding rate
contracts. :

130. By then Dr. R. D. Kulkarni, who at the relevant time was a2 member of the
Selection Committee, had afready retired. He was however residing in the campus
of the 1. J. Hospital. Hence during the course of the present Inguiry. Mr. Bhai
Sawant attempted to get Dr. Kulkarni to meet him through the instcumentality of the
Dean, Dr. Ware. Dr. Kulkarni however proved elusive. Henge the Dean told
Mr. Bhai Sawant that he would get back to Mr. Bhai Sawant on his tracing
Dr. Kutkarni. Mr, Bhai Sawant admitted that he thovght Dr. Ware would be the
proper persen 1o contact Dr. Kulkarni as he might be able to persuade Dr. Kulkarni
to come and sce Mr. Bhai Sawant. And obvioulsy Mr. Bhai Sawant thought of
Dr. Ware as the best person to do the persuasion as Dr. Ware was under Mr. Bhai
Sawant, which Dr. Kulkarni, having already retired, no longer was.

131. The only inference that can be drawn from this desparate atfempt is that
Mr. Bhai Sawant wanted to over-awe Dr. Kulkargi by his pawer, position and authe-
rity as Health Minister, lest Dr, Kulkarni corrohorates Raykar as Bhirud had done.
On Mr. Bhai Sawant’s admission he had also made enquries from Bhirud, who with
some diplomacy, told Mr. Bhai Sawant that he did not remember anything. The
fact that Bhirud who then was still in service gave a diplomatic answer and
Dr. Kulkarni who then had retired evaded meeting Mr. Bhai Sawant is as eloquent
of the former's sense of scif-preservation and the latter’s sense of discretion, ip

contrast to the blatant misuse of amthority by Mr. Bhai Sawant in approaching
either of them. -

132. Mr. Bhai Sawant admitted that the inquiry against Bhirud arising from the
show cause notice issued against him s kept pending but he says not purposely. His
degartmcn;, namely Medical Education, would be consulted by GAD before taking
action against Bhirud on the show caue notice and that his department would be
guided by the advice given by the Law and Judiciary Department. Mr, Bhai Sa want
however admitted that in Bhirud's case there is a possibility of pressure on Bhirud
if there is the hanging sword of reduction of pension.

133. In passing it may be stated Ehat regarding Kochar, rightly or wrongly,
Mr. Bhai Sawant mads no bones about his feeglings aggainst him. er}.’ Bhai Sawant
adrmttec_i that he has told the Secretary, Medical Education to make a note of the
false evideace given by Kochar against Mr. Bhaj Sawant and to take steps after the
Report of the Commission is received. .

134, While perhaps Kochar and Mr. Bhai Sawan b
T.0W 2 : t deserve each other (and 1be
Dlﬁbllc, neither), no doubt whatever be the Report of this Commission, it will be Bhirud
who at the hiands of Mr, Br, Bhai Sawant is in for the rough end of the stick.

135. The fact that

witness-box, is appareat from his initial u i i b
; \ nwillingness to come out with the trut
lrfcltg washdue to the fact that the matier of his crossitig the efficiency bar had beed
up, he was facing some investigation on an anonymous complaint and was belnd

S: o T T
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peld responsible for expenses incurred on account of his being ired to remain
is Bombay for the work of the Commission, It was oaly aftml'-eg:ing assured of
I:]ecg]on unﬁfr tge_r hAgt, that he cmgg overcome his unwillingness and come out
with the truth which is corroborated by Bhirud and to a certain b
pr. Kulkarni, and by circumstances. rlain exient 2

(F) Ask{ng Raykar t6 award rate contract to Samarth Pharmaceaticals and Welcome
Laboratories. .

13€. The next question that arises 1s Did Mr. Bhai Sawa nt misuse his ministerial
power and authority in the grant of the rate contracts to Samarth Pharmaceuticals and
Welcome Laboratories? The answer must be in the affirmative.

137. Samarth Pharmaceuticals is a drug manufacwuring {Concern. [ts partners
are Gunwant Shah and Pandit.

138. For the period 1982-34 Samarth Pharmaceuticals had been given a rate
cantract for 24 items boih i CSPO and ESIS. Against Samarth there were 2 number
of complaints in respect of the supplies made during the rate comtract period of
1982-84. Hence it was decided not to place any orders with Samarth. Thereupon
Samarth made a representation to Govermment.

139. At the material lime two of the members of the Rate Contract Committee
were Dr. Dhakappa and Commissioner Bhirud. However Mr. Bhai Sawant selected
ofie Dr. Hulsure to inquire into the maiter and to make his report in the matter of
Samarth’s representation. Dr. Hulsure was the Director of the ESIS, but at the
material time was not a member of the Rate Contract Committee. Dr. Hulsure
save a favourable report and recommended that Samarth be made a co-supplier
and that orders be placed with Samarth.

140. When Dr. Hulsure's report was received by the Department of Medical Ex. 569
Education, its Secretary Mrs. Shanta Shastri in a strongly worded note objected to
the report having been called for from Dr. Hulsure and made observations to that
effect over her signature on 6th March [1984. Mr. Bhai Sawant lacked the courage
to contradict this courageous officer. Indeed Mr. Bhai Sawanm could not, for he
knew that what she had stated in her observation was correct. Hence below her
signature Mr. Bhai Sawant put his signaturz on l4th July 1984 withot demur.

141. 'The impropriety of getting Dr. Huisure to condact the investigation and

muke his report is therefuro obvious from the strident observations made by that
independent minded lady Mrs. Shanta Shastri. Al gredit to her.

142. Thus instead of having a Commiilce member to investigate into Samarth,
Mr. Bhai Sawant took the precaution of having a person of his choice, viz.
Dr. Hulsure. It is « matter of no conseguence that Dr. Hulsure had been appointed
to the post of Director, ESIS not by Mr. Bhai Sawant but by the Maharashtra Public
Service Commission. What is of consequence was his competence and integrity and
that even though not competent to give the report was cntrusted with the task by
Mr. Bhai Sawant.

143. It js not unwiscly said that coming cvents cast their shadows beforehand.
1t was perhaps poetic justice that not long thereufter there was an mquiry apainst
Dy. Hulsure in respect of certain scrios aflegations wgainst him. Dr. Huisure was
found guilty. The punishment imposci) was seduction in rank frem Director to
Superintendent or Administrative Ofticer.

144. Such was the person dufiberately chesen by My Bhoi Sawant 10 investigate
against Samarth and make a favourable repert. That thi> wu. deliberately done is
clear from the strong protest pus vp in wnting by the Secretory of the Department |
of Medical Education hersclt as also her remark {o the cfiect wiwt there was no
necessity for calling for any repert {rom an officer of the runk of Dr. Huisure.

145. FDA recored also reveals that Samarih Pharmacouticals had a lnan licence
arrangement with one Kirti (Works) Tablets and that the drugs manuiuctured by
Samrth was found to be of sub-standard quality resulting in FDA cancelling
Samarth’s Joan licence. _

145. Such was Samarth’s background prior to its being awarded the countracts
for the period 1984-86.
H 465129
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147, Welcome Laboratories are a drug maqufaqttgring concern 'in Madhya
Pradesh. It manufactures infer alfia sodium chloride injections which v an emer.
gency intravenous drug. For the period 1984-86 Welcome Laboratories tendereq
for 42 items. In the comparative statement Welcomc was at Serial No. 6 for the
item sodium chloride injections. Welcome being based in Madhya Pradesh, FDA
did not have any record of its performance. To the FDA in Bombay Welcome of
Madhya Pradesh was a dark unknown horse.

148.  Rate Contract Committee meetings for the period 1984-86 were held between
17th and 24th July 1984. For this period, Samarth was given the rate contract for
13 items, one of which was Analgin tablets. Even though the unknown Welcome
was 6th in serial number for sodivm chloride injections. an SMOTEeNcy intravenoys
drug, it was also given the rate contract by the simple expedient of giving the cop.
tracts to the five above it in the comparative siatement. Thus was Welcome accom-
modated. The unknow Welcome was given the rate contract for 13 items,

149.  How did Samarth with its lurid past and Welcome wit no known background
meanage to bag the rate contracts ? 1t Is here that the machinations of Mr. Bhai
Sawant came into sharp focus,

150. It is the version of Assistant Commissioner Raykar in his evidence that the
rate contracts given to Samarth and Welcome were thanks to Mr. Bhaj Sawant’s
intercession. Raykar’s version is that one morning between 11 and 11-30 a.m. while
the Rate Contract Committee meetings were in progress, Mr. Bhai Sawant telephoned
and asked for Commissioner Bhirud, Howover as Bhirud was hospitalised Raykar
was doputising for him. Hence Raykar took the call. At the other end was
Mr. Bhai Sawant’s P. A, Sule. He put him on to Mr. Bhai Sawant. Mr. Bhaj
Sawant gave Raykar the names of Samarth and Welcome and told him that they had
filled in tenders and to looks after them ™ miy &7 wwmd ag aw auwr”
Raykar told Mr, Bhai Sawant that he would convey the message to Dr. R. D.
Kulkarni who was onc of the members in the committee meeting, Raykar took this
as an order from Mr. Bhai Sawant that the rate contract should be given to Samarth
and Welcome, and accordingly conveyed Mr. Bhai Sawant’s message to Dr. Kulkarni
who understood the purpose” of the message. The same evening Raykar reported
this incident to Commissioner Bhirud during his visit to the hospital. According
to Rayker, Samarth and Welcome did not deserve the rate contracts. The attempts
made by Mr. Bhai Sawant’s advocate Mr. Ghag to elicit from Raykar in cross-
examination, that he would not have recognised who spoke 1o him over the teleplone,
was frustrated by Raykar's assertion that he recognised the voice of the Health
Minister whom he had occasion to meet and talk to i the past.

151, Raykar’s version is supported by Bhirud in particular, to the extent of
Raykar narrating this incident to him in the hospital the same evening, and broadly
albeit cautiously, by Dr, Kulkarni, He says that once or twice during the meetings
in July 1984 Bhirud or Raykar had mentioned to the committee members that they
were getting telephone calls from ministers to favour a4 particular tenderer and that
sometimes Bhirud and Raykar got telephone calls while meetings where in progress ;
bowever Dr. Kuikarni does not remember if Bhirud or Raykar told the committee
members that the minister had telephoned,

152, Raykar's version is totally denied by Mr. Bhai Sawant. According o him,
he never spoke to Raykar over the telephone that he was occupied with Assembly

153, Raykar deposed to the tefephone call in his evidence on 22nd May 1987,
His evidence lasted till 25th May 1987. In the meanwhile on 23rd or 24th May
1987 Mr. Bhai Sawant contacted Bhirud, in Bhirud’s words, * to gather facts ™.
But Bh!rud‘gave a diplomatic answer that he did not remember anything. After
Raykar's evidence was over, Mr. Bhai Sawant also caused inquiries to be made from
the Industries Department and ESIS and went through the papers to find uot the
Correct facts.  He also attempted to contact Dr. R. D. Kulkarai through Dr. Wart,
!he. Deaq of the 1, J. Hospital. But Dr. Kulkarni’s whereabouts (though be was
residing in the campus of the J. I. Hospital) could not be traced. Obviously
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pr. Kulkarni preferred to take ¢vasive action rather than be pressurised by the all
werful Health Minister, Mr, Bhai Sawant also contacted fora to m
i Efmm inquiries about welcome. . Dr. Shaligram to meke

154. On this aspect Bhirud was questioned between 27th May and 5th
otc. Bnai Sawant botwoen 15th June and 19th June 1987, June 1987

5 ]55'; r;]? h; crum;al.ll q“?:'iﬁo’l that aﬁSes‘;sI:h Is Raykar telling the truth or is Mr. Bhai
awant ? From the evidence on recor: ave no doubt in my mind that
must be against the Health Minister. y mind that the answer

156. To start with, from the record there cannot be slightest doubt that neither
of these concerns 'deserved any rate contract. Samarth had 2 previous bad record
a5 stated in Exhibit 569. Welcome not being registered in Maharashtra, the FDA, Bx. 569
Borbay had po record at all. The fact that Welcome's record was no betier is
demqnstr_atf:d by ihe fact that out of 582 drugs manufactured by Welcome, its sedium
chloride injection comprising 5 different batches was found to be substandard and
g different show cause notices had been issued against Welcome by the F. DA, Bombay.
Thus ex facie the Tate contracts given 10 Samarth and Welcome were not on merits
as there was nothing to commend either of them. Even so, rate contracts were
bagged by them. The only imesistible inference that can be drawn is that the rate
contracts would not have been given to them but for Mr. Bhai Sawant’s intercession
on their behalf by the expedient of the telephone call and which was construed by
Raykar, as was inteded to be, as an order from the Health Minister for giving the rate
contracts to these two concerns.

157. Mr. Bhai Sawant admits that afier Raykar gave his evidence, he made
enquiries from his former P. A., Sule, to ascertain whether Mr. Bhai Sawant himself
had telephoned Raykar as deposed to by Raykar. This is totally ridiculous, for
if Mr. Bhai Sawant had not made the telephone call, he would know it himself and
would not required his P, A. to confirm a negative.

158. Even more significant is the attempt of Mr. Bhai Sawant to prove as sought
to be done by his Advocate Mr. Ghag in Raykar's cross-¢xamination, that Samarth
was a concern deserving of the rate contracts given to it. The attempt resulted in
a disaster of no mean order far from achieving the desired result, the opposite cmerged
from documents which Mr. Ghag accidentally got on record, his protestation that he
was out to get at the truth, nolwithstanding. Thereafter no such exercise was
embarked upon regarding Welcome and no doubt wiscly so. Raykar's cross
examination by Mr. Bhai Sawant’s Advocate Mr. Ghag on the contrary feveals that
Samarth had committed several breaches in the past and was a concern least deserving
to have received the bonus of a rate contract in as many as 13 items.

159. Ttis clear that on 14th July 1984, Mr. Bhai Sawant was awarc about Samarth’s
bad record, he having signed Mrs. Shastri’s observations, Mr. Bhai Sawant was
therefore aware that unless special efforts were made by Samarth, Bhirud as a
Committee member of ESIS, who aware of Samarth’s bad record, was likely to
recommend the rejection of Samarth’s tender. Hence arose the niecessity of telephon-
ing Bhirud and finding him not there, giving instructions to Raykar.

160. As stated earlicr, Welcome's antecedenis were not known to the FDA as
Welcome operated from Madhya Pradesh. Fvcn though Welcome was sixth in
the serial number all the carlier 5 serial numbers were also given rate contracis and
Welcome also was given a rate contract, no doubt as a matier of accommodations.
None of this has ever happened before and there is no reason why it shouid have
happened in the case of Welcome but for the telephone call of Health Minister Bahi

Sawant.

161. Mr. Bhai Sawant's telcphone call was apparcntly nothing unusual, for
Bhirud’s evdence also suggests that apart from this incident, Health {Mintsters are
prone to telephoning Committce members telling them what to do.

162. In holding against Mr. Bhai Sawant on this aspect, I ignore Raykar’s
evidence thay after the contracts were given to Samarth, its partner Pandit came to
thank Raykar and Raykar toid him that he should go and thank the Health Minister.

| 163. Therc is no reason why Raykar, a comparatively junior officer, S}ill in service,
should falsely implicate the ail powerful Health Minister. Career-wise, it would have

H 4651—29q



216

n in his interest to have protected the Health Minister, as indeed, he initially tried
]t):edol. Itsis nof as if Rayk%r wanted 1o tell the truth at the outset. It had to he
extracted from him gradually and relentlessly. And it was only after he was assureq
of protection under Commission of Inquiries Act that he came out with Mr. Bhaj
Sawant’s telephone call. His helplessness is disclosed from his saying that if he told
a lie he would come in trouble with the Commission, and if he told the truth he would
come in trouble with his office and that he was already in trouble in his office, After
being warned by the Commission that he was expected to tell the truth ang
being assured of protection under the Act, Raykar ultimately and with reluctance
came ont with his version of the telephone call made by Mr. Bhai Sawant. Finding
himself between the devil and the deep, he decided to make a clean breast of it all,
come what may,

J64. Bat then, Mr. Bhai Sawant says Raykar did this to save his own skip,
This is not correct because (i) as a Committee member Raykar alone could not haye
granted any contract ¢ither to Samarth or Welcome, (i) Samarth’s bad record was
not known to Raykar, but only to Bhirud as he was 2 member of the ESIS Rate
Contract Committec and nobody knew Welcome’s record or past performance :
(i) by reason of Bhirud’s hospitalisation Raykar happened to be in the Ineeting
a8 Bhirud’s substitute and would therefore act as instructed by Bhirud, (iv) at the
earliest opportunity, that is the very same evening Raykar narrated this incident to
Bhirud in the hospital

165. Further, Raykar’s version about his narrating this incident to Bhirud in
hospital is corroborated by Bhirud himself, This corroboration did not come
willingly but had to be extracted from Bhirud’s reluctant lips, Initially, he gave
diplomatic answers to the Commission (as indeed he had done to Mr. Bhai Sawan:
when he told him he did not remember anything), but later had to admit the truth,
Bhirnd's eatlier reluctance in the witness-box can only be attributed to the fact that
while he was Commissioner till 3{st May 1987 he was under pressure from the Health
Minister. It was only from 1st June 1987 on his retitement that he opened up and
came out with the truch, and that too when faced with no other alternative,

166. Bhirud had no camity towards Mr. Bhaj Sawant or any animus against him.
Actually in his evidence Mr. Bhai Sawant has referred t0 Bhirud as g responsible
officer. There was no reason for this responsible officer to falsely implicate Mr. Bhai
Sawant, be it indirectly, unless what he ultimately came out with was the truih.

167. If Bhirud had stood his original diplomatic ground in the witness-box, his
action would undoubtedly be met with the approval of Mr. Bhai Sawant and Bhirud
would have gained much favour, instead of incurring the Mealth Minister’s wrath,
1mwiting repercussions against himself even after retirement and against his son who is
connected with the drygs industry.,

. 168. On the other hand there is no evidence that Bhirud was obliged to Raykar
10 any way, ot wanted to oblige him, or that he would have in any event obiiged
Raykar against the interest of Mr. Bhai Sawant. On the contrary Bhirud’s evidence
indicates that he wanted to protect Mr. Bhai Sawant and hence initially was reluctant
to corroborate Raykar, but did so after persistent questioning,

169.  Thus in Supporting Raykar, Bhirud had nothing to gain and much to lose.
As it is, rightly o wrongly, Raykar is in trouble with his office with a threat of the
matter of the efficiency bar and disciplinary action hovering over him, Bhirud is in
no better position. The show cause notice issued against him for his interest in the
drugs industry is stif] kept pending. He apprehends reduction in pension.  His

son is in the drugs industry and must therefore depends on the FDA and can possibly

170,  Despite repeated opportunities given to Mr. Bhai Sawa explanation
has bt_‘:en coming _Forth from him why Raykar and Bhirud (S;? Dﬁtklil?kargi should
cONSpire against him except that they wanted to save themselves at his cost. Testing
this argument, why should they point an accusing finger only at Mr. Bhai Sawant,
who on Mr. Bhai Sawant’s own showing had not harmed them, Instead of blaming
Mr. Bhaj Sawant they could have blamed each other or thrown the entire blalme on
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the Tndustries Department. Bhirud could easil have escaped by sayi

present at the meeting, as he indeed was not ; l{aykar andpDr. ﬁﬁkﬂ?ﬁ l{::u‘rj sh:::
escaped by stating that the facts were known only by Bhirud, Further, it is against
human nature and self-interest and self-preservation to conspire again;t one's own
superior and face retribution from him. It is of no mean sigaificance that though
Kochar biamed Mr. Bhai Sawant for watering down FDA order of 29th November
1984, Bhirad came to the defence of Mr. Bhai Sawant and took the responsibility
upon himself.

171 Further, a conspiracy must necessarily suggest a pre-conceived and pre-
determined plot. There was meither time nor the opportunity nor the necessity
for Bhirud, Raykar aad Dr. Kulkarni to eater into this so-cailed conspiracy against
Mr. Bhai Sawant because they had not the slightast inkling of the nature of the
questions that they would be asked in cross-examination and were examined at
differeat times. It is futile to say that they impinged the Health Minister ia ordet to
save their own skins. The facts are eloqueat to the contrary.

172. Mr. Bhai Sawant’s theory of ™ conspirarcy ™ is but a last ditch atterpt to
extricate himself from his involvement in this episode. The only reason given by
him is that the issue of ths working of the FDA has bzen referred to the Commission
which is going into the details and therafore thess officers are going to bs in troubl:
with Government, the Commission and the Polics Department. Surely if these
officers are already in trouble, would they put themselves even into greater trouble
by falsely implicating their Lord and Master 7 The question answers itself. It is
significant that the allegation of conspiracy made by Mr. Bhai Sawaat was only
when he was recalled for the second tims in June 1987 and only when he was coraered
in cross-examination and no other exguso was possiblz or available to him.

[73. Hence in the matter of granting rate cantrasts to Samarth and Welcoms,
the only irresistible inferencs that can be drawa is that Mr. Bhai Sawant is guilty
of misuse of ministerial power and authority. The fact that he had po other intzrost
in them is manifest from the fact that there is nothing on rocord to show that he
Xnew them or their partaers. Hence this wanton abus of ministerial interference
can but lead to the only irresistible inference that it was motivated by extranzous
considerations.

G
Miscellaneous acts showing Min isterial Interfercace. Favouritism und Misuse of Power
I

174. The evidence on record discloses a strange affinjty that Bhai Sawant has
towards one of the most unworthy officers of the FDA has had the misfoctune of

having—S. M. Dolus.

manner in which Bhai Sawant brought Dolas to Bombay as
Joint Commissioner and Licensing Authority over the heads of aot less than 4 officer
sepior to him and moré deserving than him ovet the strong objections of Bhai
Sawant’s own secretarial staff, is on record and has beea dealt with earlicr in this
Report. But Bhai Sawant's goodwill towards his bluc-cyed boy did not_end there,
Undeservedly it continues to this day. and thanks to the benediction of the Health

Minister, Dolas continues to be posted in Bombay.

175. The blatant

176. I1n Deccmber 1986 when Bhirud and Dolas gave evidence before this
Commission, their interest in the drugs indusiry came 10 light. The Heaith Minister
came to know this from newspapet reports. e was unmoved and ook no sieps or
showed the least anxiety to casure that in public interest the duty of Bhirud aand
Dolas as the top-most FDA officers should not [urther conflict with their interests.
Three months later, on 18th March 1987 Bhat Sawant was recalled for further ques-
tioping, during the course of which on 21st March 1937 his attention was specificalty
drawn to the vested interests of Bhirud and Dolas in the drugs industry. The
following excerpts from Bhai Sawant’s evidence of 21st March 1937 are revealing :—

“ (. : As Health Minister are you aware that various officers in the FDA have
direct or indirect interest in the drugs industiry ?

“ 4. ¢ This has been revealed from the mewspaper reports tegarding certain
EDA officers. Prior to that T was not aware of it.
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« the Drugs and Cosmetics Act as also under the General Guidelines for
oﬁ}}cﬁffno gﬂicergsshall have an interest direct or jndirect, in the drugs industry. .. __.

He must disclose it to Government. ............
Q. : After you came fo know about this, have you as Health Minister taken
d. '?'IIK Sézg'efary, Medical Education and ! have had a discussion aboyt
this and after taking legal opinion and after holding an inquiry necessary
action will be taken against such erring officers,
Q. : Has any immediate action been taken to ensure that the interest of such
officers does not conflict with their duty 7
4. : No.
0. ?l?&cfore, do you agree that these officers will continue to attend io the
work of those concerns in which they have an interest
A E
To Commission !
Q. : As Health Minister do you think that this is in public interest ?
A, : No it is not in public interest,
* Questioning by Mr. N, A. Shah resumed :
Q. : Then why is it that nothing has been done to transfer these officers
cutside the spheres of their interests ?

A. . This was not done as this Inguiry is in progress. Now that it is necessary
to do so in public interest it shall be done immediately.

* Iam aware of the names of the two officers, viz. Commy. Bhirud and Jt. Commt
Dolas. 1 do not know about 8. D. Patil but in the light of the revelations in this
Inquiry, the requisite inquiry will be made against S. D. Patil »,

(The underlining is mine).

Even after his attention was specifically drawn to these two officers having a vested
inferest in the drugs industry, the easicsc thing which any responsible  Health
Minister could and should have done was to have transferred Dolas away from
Bombay. More so, in view of the fact that Dolas was only holding charge as
Joint Commissioner and Licensing Authority, for such a transfer no inquiry was
necessary in the light of the evidence given by Dolas himself in December 1986,
when with the greatest reluctance he admitted that his two daughters were partners.
in pharmaceuticals concerns. It is also not unknown to place an officer under
suspension pending inquiry. Instructions could also have been given that Dolas
should not handle any matter pertaining to Ferrico Pharmaceuticals and Ferrico.
Labaratories in which his daughters are partners. None of this was done.

177 Of course Bhirud being the Commissioner could not be transferred elsewhere.
He was served with a show-cause notice, However Dolas who was holding charge
in Bombay could certainly have been transferred out of Bombay where his interest
in the drugs industry lies.” Bhai Sawant came to his rescue and on 24th March 1987
transferred him from Drugs to Food, retaining him in Bombay. This was, on the
Health Minister’s Part, a breach of faith and breach of a solemn assurance given on
oath to this Commission to transfer Dolas outside the sphere of his interest in the
drugs industry, in public interest, This was a calculated fraud on the public and this.

Commission, for which I hold Bhaj Sawant responsible. Unfortunately for him,
he has succeeded in hoodwinking.

178. The Drugs and the Food depariments are units of the epartment
viz, the FDA. Both these departments are in the same builcg:lg s;ﬂn&eoi fhe same
floor.  To suggest as done by Bhai Sawant that by thus shifting Dolas from one-
master bed-room to another master bed-room in the same house and on the same
floor, would be placing him outside the sphere of his interest is wickedness and be-

report,




219

179. Bhai Sawants anxiety to willy nilly retain Dolas i

coming to know qf his vested interest is alscbs‘r obvious. He I;ldrﬁ%ﬁga{haﬁvﬁg grt::
to know of Dolas” vested interest during the course of the present Inquiry, and was
gsked whether he had considered the possibility of transferring Dolas outside Bombay
instead of the Food Department. Bhai Sawant however affected not to follow the
question, but while professing that Dolas’ transfer to Food was merely a temporary
atrangement, admitted that it could have been possible to transfer Dolas temporarily
out of Bombay beyond the sphere of his influence in Bombay. When asked why
then he did not do so, he replied that because a final decision would be taken after
the Secretary returned from leave, viz. on 15th June 1987. He admitted that it was
possible to traasfer Dolas outside Bombay, but he and the Secretary thought it better
to trapsfer Dolas from Drugs to Food in Bombay. On his protestation that Drugs
Administration is altogether different from Food Administration, ke was asked
the following question :—

0. : Did you think Dolas to be incapable of exerting his influence in the Drugs
Section from the Food Section ?

A 1 did not think so.

Q. : In the light of your last answer, do I take it that you did think that Dolas

was indeed capable of exerting his influence in the Drugs Section from
the Food Section ?

A. : 1 cannot give my definite opinion on this. ™

During the course of his evidence on 15th June 1987 Bhai Sawant finally had
to admit—
« [ now realise that it is not in public interest to retain him (i.c. Dolas) any
longer in Bombay 7,

and that nevertheless he intended to keep him in Bombay. Since this admission
was made by Bhai Sawant, and this Repott 6 months have elapsed and Dolas is still

in Bombay.

180. Thus the assurance given by Bhai Sawant to this Commission oa 21st March
1987 to transfer Dolas outside the sphere of his interest was not sincere, and was given
a8 he found himself with no alternative but to do so if he was to avoid certain irresis-
tible influgnces and conclusions being drawn against him.

i81. From all this, the only irresistible inference that can possibly be drawn is
that Bhai Sawant has been instrumental to this day in retaining Dolas in Bombay
witghin the sphere of his interest and against public interest, because Dolas has the
strongest possible hold over him on account of one or More extraneous considerations.
Misuse of power and favouritism aro manifest. This is further fortified by the fact
that as stuted earlier, even though in evidence Bhaj Sawant gave a sofemn dssUrdns
that requisite inquiry would be made against 8. D. Patil {Assistant Commissionef,
F, D. A.), to this day the Commission has not been informed whether this hias been

done or not and if not, why not.
)1

182. The evidenoa also reveals that Health Minister, Bhai Sawant misused his

wer to devalue the position and authority of Commissioner Bhirud and made
him subservient to Dofes, and took away from Commissioner Bhirud the power to
transfer Class-1 officers of the FDA, to such an exient that in the matter of these
transfers even an ordinary Superintendent of the FDA was consulied but not the
Commissioner himself. In short, Bhai Sawant misused his ministerial position by
holding up the seniormost officer of the F. D. A, namely the Commissioner, to

ridicule and contempt.

183. There is Bhirud's evidence thas though he had sent & proposat to Government
that the post of Joint Commissioner and Licensing Authority should be filled in,
the same had not been acted upon by Government with the result that Dolas was
holding charge as Joint Commissioner (H. Q.), since November 1985 until he was
transferred to Food. Bhirud also made a grievance that until tw> yoars a3y the
power to transfer Class-1 and [I officers was vested with the Commissioner with the
-approval of Government ; but that power has been taken away from the Commissioner
in the case of Clasy-I officers with the result that the Commissioner is no loager
consulted regarding the transfer of those officers. In 1986, certaia Class-1 offizers
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were transferred but the Commissioner was not consulied, instead the only person
who was consulted in the FDA was Superintendent Sawant. Bhirud does not knpw

if Sawanl was close to Dolas.

184. Despite Bhirud’s reccmmendation of Fadnavis for the post of Joint
Commissioner, who was the seniormost and most competent, his recommendation
was ignored and in November 1985 without asking Bhirud, Fadnavis was transferred
from Bembay to Nagpur and Dolas was appointed as Joiat _Corpmis;mner and
Licensing Authority in the place of Fadnavis. There is also Bhirud’s ew@qnce that
1o some extent he was afraid of Dolas becasse Dolas could go to Health Minister and
tell him anything about Bhirud without the Health Minister cross-checking with
Bhirud. Even after his retirement Bhirud was afraid of Dolas {o some extent about
what he can do to him and that it is Bhirud’s apprehension that it is possible that
Dolas can influence the Health Minister in the inquiry regarding the show cause
notice issued to Bhirud in connection with his vested interest in the drugs industry.

185. Health Minister Bhai Sawant’s interference over the head of Commissioner
Bhirud was also manifect in the matter of transfers of Assistant Commissiotier
Patil, Mali and Deshpande. What is even more extraordinary is that in Patil’s
case a merc Desk Officer had the temerity to ask for the explanation of Commissioner
Bhitud ?

186. The above illustrations go to show to what extent Health Mipister misused
his ministerial powers and position in devaluing the post of the highest officer of the
FDA, namely the commissioner himself, thereby demoralised the entire FDA
hjerarchy and made them subservient either to himself or Dolas. It is apparent that
Bhirud was denied the measure of independence which, as hesd of the FDA he
was entitled to, subject to his adlering o Government policy., On none of these
aspects was Bhirud ¢ioss-examined by Bhai Sawant though he had engaged Mr. Ghag,
Advccate, to represent him,

J£11

187. The incficiency and dereliction of duty on the part of Health Minister Bhai
Sawent is alsc brought to the forefront by the fact that he did not bother and keep him-
self informed abeut impertant matters and events pertaining to the FDA. One such
illustraticn is the tctal ignorance expressed by Bhaj Sawant regarding drugs Inspector
Kalja who wes arrested on 30th June 1984 on the charge of illegally smuggling out
of Indin tableis centaining methaqualone (Mandrex) which had been banned.
Theresaf ter no steps either by way of prosecution or even departmental inguiry, were
taken against Kalia. It was only after Bhai Sawant’s attention was drawn to this
during the course of his evidence that scme action was belatedly taken ggainst Kalia.
Kala teing a Government cmpleyee, it was Government's duty to have taken strong
and prempt action against him which Government failed to do.

CONCLUSION

I8¢, Wiile tle recerd does noi disciose any nexus between Alpana Pharma and
Bhai Sawant or that any donation was received by R. U. Q. From Alpana Pharma,
the recerd reveals that the rcle played by Bhai Sawant as Health Minister was, for
the FDA and the generel puhlic, a disaster of the first magnitude. (A} He has not set
an examtle either cf efficiency or rectitude by complying with the Act and Rules.
(B} He las intention:lly given false evidence replete with contradictions and even
centrary to what was stated by him in his affidavit on cath. If he missed a perjury
notice, it was but by u hair's breadth. (C) His evidence disclosed that he is guilty
of‘ gress ministerfal interference and faveuritism for extianequs consideration and
misuse of power and authority vesied in him coupled with dereliction of statutory
duties 10 enforcy the provisions of the Act and Rules. (D) He has used the weapon
of transfer to remove ™ inconvenient ™ officers and shmultanesusly to confer favour
upan a chosen few. (E) Hg 4 granied undeserved and out of turn promotion to S. M.
Dolus with a view 10 appointing him to the coveted post of Joint Commissioner and
Licensing Authority in the teeth of the opposition of his own secretariat and the
Commlsslo}ler and thereby ignored the claims of not less than 4 FDA officers entitled
to be appointed to this post both by way of soniority and compctence. This action
was arbitrary, mala fide and for extraneous consideration which Bhai Sawant was
unable to support on the merits of 1he case and finally conceded was not in public
nterest. - (F) With a view to favour Cyma Pharma, Bhai Sawaat wrongly set aside
In appeal the order passed by the FDA and thereby restored Cyma Pharma’s licente
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who cpntinued to manufacture substandard life-saving drugs. Despite Bhai Sawant’s
assertion that his appellate order was in public interest, he was vnable to explain
now such an order could possibly have served public interest, and when corncred
falsely attempted to Iay the blame on FDA officers for supposedly not bringing
the full facts to his notice. (G) Bhai Sawant misused his ministerial position for the
collection of donations and advertisements for R. U. Q. but not from Alpana Pharma.
(H) He attempted to exert pressure on Bhirud, Raykar and Dr. R. D. Kulkarni
during this C cmission with a view to coerce them into giving evidence favourable to
himself. () The transfer of Doals from Drugs to Food was an attempt to delude
the Commission and the ublic after giving an assurance to remove Dolas from
the sphere of his interest. (J) Bhai Sawant has continued to protect not only Dolas
but also S. D. Patil who had been brought to Bombay by Bhai Sawant in the teeth of
the opposition of his own secreariat. Against S. D. Patil even a show cause notice
has not been issued. (K} Bhai Sawant misused his ministerial powers In securing rite
contracts for Samarth Phatmaceuticals and Welcome Laboratories. (1) He devalued
the office of the Commissioner and otherwise demc ralised the entire FDA hierarchy
and made them including Bhirud subservient to himself and Dolas. (M) He took
away the Commissionier’s power of transferring Class-1 officers to the extent that in
the matter of these transfers the ordinary Superintendent of the FDA was consulted
but not Commissioner Bhirud. (IN) He denied to the Commissioner the measure
of independence as head of FDA he was eatitled, subject to his adhering to Govern-
ment policy. (O) Bbai Sawant’s endeavour to explain away unfavourable evidence
against him on the ground that certain FDA cfficers had conspired agaiust him and
laying blame on his enbordinate,, was pathetic, and unworthy. (P) Bhai Sawant
failed in his duty in not keeping himself informed about important matters and
events concerning the FDA as is manifes: from his total ignorance about Kalia and

taking promgt action in respect therecf.

189. Bhai Sawant is guilty of corruption, misuse of power and deliberate derelic-
tion of duty. He is unfit to hold a ministerial post.

H 4551--30



i

Ex. 48 (colly.)

Ex. 467

CHAPTER XV
PART I

L. Dr. Baliram Waman Hiray is a medical practitioner at Malegaon. From
1872 6l 1985 he was a Member of the Legislative Assembly representing Malegaog
Constituency. From 1978 till 1980 he was Cabinet Minister for Education in the
Government of Maharashtra, From June 1980 61l 1982 he was Cabinet Minister for
Health. Thereafter till February 1985 he heid additional portfolios, one of which

was prohibition.

2. During Dr. Hiray's tenute as Health Minister from 1980-82, V. C. Sane wis
holding charge as Commissioner from 2nd October 1979 till 21st July 1981 on which
day he was appointed Commissioner. V. C. Sane retired on 31st October 1981,

3. Dr. Hiray was examined from 22nd to 29th April 1987 (Saturday and Sunday
excluded), on 4th and 5th May 1987, and on 8th and 9th June 1987,

4. On several aspects, to wit, ministerial interferepce, misuse of power and
authority, collection of donations, et al, Dr, Baliram Hiray does not lag far behind
Health Minister Bhai Sawant and even outstrips him.

PART I
5. As Health Minister, Dr, Baliram Hiray spread his tentacles far and wide.

6. Onc Tolia was connected with Tolson Drugs Laboratories and Atul
Pharmaceuticals. He has been deseribed by Commissioner Venkatachalam as a tout
and a habitual Ioiterer in the FDA office wha Venkatachalam drove out. Prior to
June 1978 before Venkatachalam was appointed Commissioner, Tolia had repacked
dry zine oxide powder without a licence, Predictably nothing was done to Tolia
by the FDA. He was quite popular there. However after Venkatachajam came on
the scene as Commissioner, Tolia’s affinity with the FDA suffered a steep decline,
Venkatachalam promptly did two things : he threw Tolia out of the FDA office
and he got Tolia’s file re-cxamined. A prosecution was launched and Tolia was
arrested on 27th July 1983, What 2 fall there was my cuntrymen !

7. So Tolia made an application to the then Chief Minister for withdrawa! of the
Prosecution. On 29th August 1978 the Chief Minister’s secretariat wrote to Commis-
sioner Venkutachalam inviting his views. Venkatachalam did se by a detailed note
deted 8th Sepicmber 1978 to the then Chief Minister setting out cogent reasons why
the prosecution against Tolia should not be withdrawn. There the matter rested
and no order was passed regarding the withdrawal of the prosecution against Tolia.

8. About two years later Tolia addressed an undated letter to the FDA (Ex. 467)
for the withdrawal of the prosecution against him on the ground that Tolia had
merely committed a technical breach, On this letter a decision was taken on 15th
May 1980 by the FDA not to withdraw the prosecution.

9. A month later in June 1980 Dr. Hiray became Health Minister., Within (wo

onths thereafter on 14th August 1930 Dy, Hiray personally received from Tokia
a copy of his undated letter (Ex. 467). The same day and even without the copy
fetter being sent to the department for inwarding, Dr, Hiray made an endorsement on
1t over his signature as under :—

o Commissioner (Food and Drugs) Examine and consider sy!ﬁpafhﬁﬁcaﬂy’
if necessary discuss,”

The words * cons‘ilder sympathetically ” were deleted and in their place Dr. Hiray
inserted the word remarks . On the same day a copy of this letter was sent to the
Commissioner, FDA, for his remarks, who by then was none other than V.C. Sane.

10. Two days later on 16th August 1980 Tolias copy letter which had been
personally received by Dr, Hiray 2 days earlier, was seqt to the department for
inwarding. Dr. Hiray was unable to explain why in the case of Tolia’s fetter the
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11. (;om_missioner Sane made his undated report’

from which it appeazs that on 26th August 1980%):.’ Hi?iysﬁg}f $bs;§s]§3§luth(i?n:32 x4
with him.  According to Commissioner San¢ be made a favourable report because
Dr. Hiray wanted him to do so. Sane’s report also refers to the opinion of the Law
Officer that the case against Tolia was very weak as the records had not been seized
and preserved and no panchanama had been made. Though according to Sane
ihe I:aw Officer had given such a report, it 15 to be found nowhere, and Sane finally
admitted that there was no writien report made by the Law Officer. In Sane's
report thtf:rﬁ:Y was reference to the earlier application made by Tolia to the then chief
Minister. Hence Dr. Hiray had knowledge that Tolia had made an earlier application
to the then Chief Minister which had not been acceded to.

12. Sape’s report was persued by Dr. Secretary Lobo (since deceascd). He
prepared a note fhat Tolia’s contravention was minor and that he was likely to get
the benefit of the doubt. Below Lobo’s note Dr, Hiray put his initials.

{3. On Same’s report a decision was taken to withdraw the prosecution against
Tolia. And on 29tk November 1930 the Dy. Secretary wrote a letter to Commissioner Ex. 513
Sane that Tolia’s was not a fit case for prosecution.

14, On this aspect the evidence of Dr. Hiray was most unsatisfactory. He
started by saylpg that he did not recall any person by name of Tolia or whether
he had ordered the withdrawal of any prosecution. He admitted that as Health
Mitister ke did not have the power to order withdrawal of a prosecution indepen-
dently, which without the concurrence of the Home Department would be an ille-
gality, which Dr. Hiray pontificated is what he would not do. This, as will appear
later. has been proved to he false. Dr. Hiray attempted to shift the respoasibility on
his department by saying that he might have agreed with the department to with-
draw the prosecution agaipst Toliz. He finally admitted that as Health Minister
and final authority it would be up to him tc withdraw or not i0 withdraw the pro-
secution against Tolia. Dr. Hiray could not say whether in Tolia's case he gave
his decision after application of mind.  On sceing the letter written by Tolia, Dr. Hiray
* admitted that the signature in the left hand margin of this letter was his. He also
admitted that contrary to normal practice Tolia's letter came directly to him first
(namely on 14th August 1980) and after he made his endarsement it was sent for
inwarding on 16th August 1980. He could however give no explanation why in
Tespect of Tolia’s letter the reverse process was adopted, namely that the copy of
Tolia’s letter was first sent to the Commissioner, on 14th August 1980 and the original
letter was jnwarded in Dr. Hiray's department on 16th August 1980. When he
received Tolia’s Jetter he did realise that somebody had played a mischief in delivering
it direcily to him. He never made endorsements on letters suspecicd to have been
tischievously delivered to him. When asked why hc made his endorsement on
Tolia's letter, even though hie reafised it had been mischievously delivered to him
directly, he gave a rambling answer that his intention was that Tolia’s letter should
go to his (i.e. Dr. Hiray’s) Secretary, but it appeated that the letter went directly to
the Commissioper. When Dr. Hiray's evidence was resumecd the folfowing day,
he retracted his carlier admissions and stated that Tolia’s application had not been
givep to him dircctly by Tolia or anyone on his behalf, and that Tolia’s letter had been
placed before him for his signature with the cndorsement alrcady made zlong with
other letters. He admitted that he had gone through Tolia's letter, which according
to him necessitated ministerial interference on his part, hecause Tolia had stated
n hisk,tter that he was only guifty of a technical mistake not invelving mula fides.

15. After starting with the bland assertion that he never asked Sanc for any
report or have any discussion with him regarding the presceution pending apainst
Tolia, Dr. Hiray admitted that he had asked Dr. Sane to give his report on Tolia’s
applicution in which Tolia had admitted that he had committed an offence, albeit
techmical. He ncver ook Tolia's interest into account and for that matter took
nobody's interest into account. He came out with the breath-taking statement that
he thought that he was upholding public interest by ordering the withdrawal of the
prosecution against Tolia. He had to aprec that by withdrawing the prosecution
against Tolia, public interest would not be served. He agrecd that public interest
would not be served by not prosecuting or withdrawing a prosecution against a person
who on his own admission had manufactured a drug without a licence, and that
Tolia had admitted that he had manufactured 7inc oxide without a licence, that it
would be hazardous to public health if somebody manufactures zinc oxide without
a licence and that the department should come down heavily against such persons
a5 2 doterrent 10 othess like-minded. He agreed that the minimum punishment for
such an offence is one year R. 1. and fine, and the maximum pugishment is 3 years
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R. I..and fine, and that in such cases there is no such thing as & technical offence,
Dr. Hiray finaily agroed that by continuing the prosecutios-asgainst Tolia public
interest would have been served better than by withdrawing the prosecution, and that
the public interest was not served by withdrawing the proseoution against Tolig.

16. To a question whether be agroed that the decision taken by him at that time
to withdraw the prosecution (against Tolia) was a wrong decision taken by him,
Dr. Hiray stated that he could not say.

‘17, Like Dr. Hiray, V. C. Sane also started with a weak memory. He did not
remember having made any report. Even after seeing Tolia’s application, he
affected to remember nothing. After his report was shown to him, he admitted he
bad made it. V. C. Sane agmitted that Tolia’s zinc oxide was found not to be of
standard quality, that an F.LR. had been filed apainst Tolia by the FDA in 1973
after re-cxamining the entire matter, and that the offence of Tepacking a sub-
standard drug without a licence would not be a minor contravention of the Act,
He concurred with the opinion of the Law Officer who was under him, in recom.
mending the withdrawal of prosecution against Tofia, on the ground that no pancha-
nama had been made and that the records were not available. The Law Officer
must have given his written opinion which has not been stated by Sane iz his report,
He admitted that in Tolia’s matter Dr. Hiray had asked him to prepare a report,
and that it was on the strength of his report that the prosecution against Tolia was
withdrawn. However e could not say one way or the other whether Dr. Hiray was
taking more than usual interest in the withdrawal of the prosecution against Talia,
He admitted that normally when such prosecutions are filed, the opinion of the Police
Prasecutor who is the best person to give an opinion and the Law Officer are taken,
but in Tokhia’s case the opinion of the Police Prosecutor was not taken, nor was his
report called for. '

18. Sane admitted that it did strike him as unusual that the Health Minister
should call him with the papers for a personal discussion regarding the case against
Tolia but it did not appear to him that Dr, Hiray also knew Tolia. After Sane
showed Dr. Heray Tolia’s papers, neither did Dr. Hiray nor Sane express any opinion
whether the prosccution against Tolia should be withdraws or notf. Dr. Sane's
personal opinion was that the prosecution against Tolia should not be withdrawn
but did not say so to Dr. Hiray because Sane wanted the cntire matter to be cxamined
by the Law Officer, though not by the Police Prosecutor who was incharge of the
prosecution, becausé Sanc thought that the examination by the department’s Law
Officer was the quickest way for Sane preparing and scading his report.

19.  This is a totally baseless explanation given by Sane; surely the person who could
best have given his opinion expeditionsly would bave been the Police Prosecutor
bandling the case rather than a comparafive outsider like the Law Officer to whom
everything would have to be explained and who would be reading the papers for the
first time. Thus the person best equipped to give an opinion, narsely the Police
Prosccutor in charge of the prosccution, was side-tracked. The inference is irresis-
tible, namely that there being no such thing as a technical offence as admitted by Sane
and Dr. Hiray in the light of Tolia’s admission that he had commitied an offence,
the Police Prosccutor would never have tecommended a withdrawal of the prose-
cution against Tolia,

20. Accon:d_ing to Sane he gave the deparfment’s Law Officer all the facts and
Papers pertaining to Tolia’s prosecution as also Sane’s personal opinion that the
prosecution should not be withdrawn, Sane says he considered it necessary to have
& written opinion of the Law Officer and accordingly asked the Law Officer, who
was his subordinate, to give his written opinion which the Law Officer did.

2).  This is a palpably false statement as no such opinion is to 4 either in
the Government file or the FDA file. pinion is to be found e

22, Sane admitted that he had not stated jn his report that the opinion given by
the Law Officer was 2 written opinion, nor had he mentioned the date of such opinion.
fge adﬂntt;dt t};_athlf the Law k?ﬁ-lc];:r had given a written opinion, it would be in ttt:e

¢ ana that if the opinion had been an oral opinion th oting by
Sane or by the Law Officer in the file. P ere would be 2 noting

23, All this indicates that no legal opinion was sought for and Sane’s version of
the Law Officer giving a written opinion is a canard].lg e
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24, Sane admitted that he considered it to be an i i

: ? : _ n important thing that the -
cution against Tolia should be withdrawn, and then ssid that he wa% of the ogirgzen
that the prosecution should not be withdrawn, because it was a serious matter; cven
so he did not express this opinion of his in his report. ’

25. The reason given by him for his not doin

I I g 50 was because perhaps Govern-
_nent, meaning thereby Health Minister Dr. Hiray, might hav i i
withdrawing the prosecution against Tolia. ¥, wight have been intercsted in

26. He admitted that he gave his report in order to please Dr. Hiray. Saane made
his report asked for by Dr. Hiray. He did not realise l\)'nrhat kind of re)l;ort B‘re Hiray
wanted as Dr. Hiray did not tell him to make any particular kind of report. Even
s0, he made his report recommending the withdrawal of the prasecution against
Tolia despite his cpinion to the contrary, because it appearcd to him that such a report
was desired by Government, meaning Dr. Hiray, by reason of the meeting he had with
Dr. Hiray. l?)r. Hiray had toid him whether anything could be done regarding the
withdrawal of the prosecution against Tolia.  He admitted that from his conversation
with Dr. Hiray it was a hint to him that Dr. Hiray desired a favourable report re-
garding the withdrawal of the prosecution against Tolia and that Sane's report to
the contrary wovld dis-please the Government, meaning Dr. Hiray, whereby he
would have incurred the wrath of \Dr. Hiray.

27. Sane admitted that as it is he had already incurred the wrath of Minister
Sarpayak and had suffered thereby, and therefore he did not want to further suffec
by incurring the wrath of Dr. Hiray, Hence he made his report (Ex. 468} sa as to Ex, 468
actually ¢oincide with the wishes of Dr. tliray. Dr. Sane f{inally admitted that
Dr. Hiray was taking more than usual interest in the matter of withdrawal of the
prosecution against Tolia. '

28. MNone of the admissions made by Sane wore voluatary nor were they casily
made. He tried his best 1o protect his erstwhile mister D¢, Hiray and it was only
when he found it no longer possible to do so, did he thraw in the towel and dra g
himself down with it.

79. From the evidence of Dr. Hiray and Dr. Sare rcad as a whole, there an be
o doubt ihat Dr. Hiray showed more than usual intercst in the withdrawal of the
prosecution against Tolfa, This interest was not to remady an injustice dong to
a citizen, but to reliove Tolia, a self-confessed adulterator, of the consequences of the
the serious breach of the Drugs and Cosmetics Act. Dr. Hiray knew of the eariier
two unsuccessful attempts made by Tolia to have the prosecution against him with-
drawn. Dr. Hiray's asking for a report from Commissioner Sane was not as innocuaus
as may appear at first flush.  Dr. Hirey wanted a favourable report from Commis-
sioner Sane in order to lend verisimilituds to his resolve to have willy ailly the prose-
cuticn against Tolia withdrawn, and thereby give colour of fegality and propriety
to an otherwise improper and illegal action. There was otherwise no relson for
asking Commissioner Sane to make his report, because Totia had himself in his

letter admiited the offeace, classify it though he might as a technical one.

30. It is impossible to sce how manufacture or repacking sub-standard zinc
powder (which even according to Dr. Hiray is hazardous and cannot amaunt o
s technical offence), could be 4 ™ technical * ofience.  Hence the very basis of the
so-called opinion said to have been given by the department’s Law Officer fiud no
merit, based as it was, on the fact that no paperss had been seized or preserved and
that no panchanama had becn made, — None of this had any relevance to the success
of the prosecution in the light of Toba’s own admission of guilt.

31. In Commissioner Sung, Dr. Hiray found a pliable officer to carry out his
wishes. Sanc’s affectation of being a stranger to Tolia is false s Sane’s evidence
shows that he was closely associated with Tolis who ufter Sape's retirement, had
even provided Same with his (Tolia's) office facility. Tolia was, in the words of
Commissioner Yenkatachalam, 4 tout, who loitered in the FDA office until be was
thrown out by Venkatachalam.

32. It is therefore evident that Dr. Hiray wanted to oblige Tolia and therefore
entertained his application {Ex. 467) directly and made an endorsement thereon t? Ex. 461
comsider it ' sympathetically ”* which was struck out and the word ™ remarks ”
was written later on. The fact that this application was given to FDA even before
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it was inwarded shows that was given directly by Dr. Hiray to Sape. Thisis supported
by the fact that Sane’s report was tailor-made to coincide with the desire of Dr. Hiray,
The documents were therefore cooked up to apparently show that the frosecution was
withdrawn sfter due consideration in wsual manper.

33. According to Venkatachalam, Tolia has corrupted the FDA by following
Corrupt practices and that he had become a *“ family friend and a welcome guest of
FDA ™.  Venkatachalam had for these reason. driven Tolia out of the FDA. With
this background of Tolia’s activities in the FDA. coupled with the highly suspicious
circumstances in which Dr. Hiray ordered the withdrawal of the prosecution against
Tolia, the irresisuble inference against Dr. Hiray that his actions in extricating Tolia
out of an impossitle and serious situation were motivated by extraneous consi derations
and none other.

34. The above evidence unistakably indicates anxiety on the part of Dr. Hiray
to withdraw the prosecution against Tolia at any cost. He knew that Tolia's attempt
with the Chief Minister had failed on account of cogent reasoms given by Commis-
sicner Venkatachalam in his report made to the Chief Minister.  In Sane’s report
(Ex. 468), Sane had referred 10 Venkatachalam’s report. "A secretarial note wag
prepared on the basis of Sane’s report but it omits to make any reference to
Venkatachalam’s report or the order passed by the Chief Minister. This omission
was at Dr. Hiray’s behest as indicated by the fact that be had asked Sanc to prepare a
report favourable to Tolia, which Sane did withont actually obtaining any legal
opinion. Dr, Hiray admits that in order to withcraw a prosecution, sanction of the
Home Department is necessary. To get over this difficulty he uajustifiably seeks
to make a distinction in his evidence between ™ withdrawa] ™ of prosecution and
" dropping * of prosecution, and says that for * dropping *' of prosecution, sanction
of the Home Department is not necessary. He thercfore, seeks to give an impression
in the witness-box that FDA had not launched 2 prosecution with a view to explain
away his deliherste omission to obtain sanction of the Home Department. This is
Conirary to his own evidence and the record which Indicates that the prosccution
against Tolia had already been Jaunched. This finds verisimilitude from Tolia’s

own application wherein he himself had asked for withdrawal of the prosccution filed
against him.

PART Hr

35. This brings me to the role played by Dr. Hiray in the case of Assistam Com-
missioners V. D. Deshmukh and N. D. Kulkamni and’in promoting V., D. Deshmukh
to the post of Jt. Commissioner and Licensing Authority.

Hereunder the sequence of events -

A

30th Aprif 1977 —A prosecution was launched by the FDA against Nayal Medico
Distributors at Nasik.

2nd May 1977 —V. D, Deshmukh took charge as acting Commissioner. The
same day he received a trunk cail from the then Health Minister Sarpayszk from
Jalgaon.” Sarnayak gave Deshmukh a dressing down for harassing Naval Medico
and ordered Deshmukh to see him on 4th May 1977 at Mantralaya,

4th May 1977 —Deshmukh did so Sarnayak told Deshmukh t X iri
- . o Make efguirics.
why Naval Medico was being harassed by a prosecution !

N25.-h May 197 7.—Ku!.karni made his repor stating that the offence committed by
aval Medico was & minor and technical offence. The same day Deshmukh wrote

made an endorsement the same da \

: ; ¥ that the Home Department be requested to
sanction g:thdraw&lﬁ of the prosecution. However, the H%me Departmegt did not
agret to do anything of the king, The prosecution against Navz] Medico is still
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1978.—(i) An anonymous complaint was received by the Lokayukt s
v Destimukh and N. D. Kulkarni that they had hush (i g
for an illegal gratification of Rs. 25,000, ey had hushed up Naval M 8 case

(#) :It“he Upa—Lokgy:Jkta m&dt:d enq::iiries against these two officers and issued the
requisite process and also wanted to co the same against Sarnayak, but
as by then he bad ceased to bea minister. B g ut could not

‘ (#ii} V. D. Deshniukh and N. D. Kulkarni filed their respective writton statements
before the Upa-Lokayukta, in substance their defence being that the report recom-
mending the withdrawal of prosecution against Naval Medico was made to please
Hezith Minister Sarnayak.

4th July 1980 — The Upa Lokayukia made his report. He found V. D. Deshraukh
and N. D. Kulkarud guilty of improper conduct and directed Government to censure
them with mention in their CRs.

10th October 1980.—The Upa Lokayukta’s report was received by Government.
Dr. Hiray made his endorsement agreeing with the findings of the Upa Lokayukta.

22nd October 1980 —Show cause notices were issued to N. D. Kulkarni and
V. D. Deshmukh.

Decernber 1980,—V. D. Deshmukh and N. D. Kulkarai sent their replies in the
sams terms as their written statements before the Upa Lokayukta.

28 th July 1981 —Dr. Hiray made an endorsement that after hearing these two
officers and reading theirgeplics, he did not fiad their action mala fide or lacking in
good faith, hance the question of censuring them did not arise ; that he dit not
accept the Upa Lokayukta’s findings and asked his secretariat to convey this to the

Upa Lokayukta.

 10th October 1981.—Dr. Hiray made an endorsement directing the Secretary,
Moadical Education to convey the views of the Upa Lokayukta wverbally to
N. D. Kuylkarni and V. D. Deshmukh.

30th October 1981 —Pratap Wagh, M. P., wrote to Dr. Hiray requesting for V. D.
Deshmukh’s transfer from Pune to the FDA's Bandra office at Bombay as “ at the
fag end of his outstanding carreer it is necessary that he stays with his family at
Bombay and also settles down peacefully after refirerent »_ “This letter was handed
over by Pratap Wagh to Dr. Hiray personally on 30th October 1981, At the foot
of this letter, Dr. Hiray made his endorsement “may be done * under date 13th
December 1981.

3rd November 1981.—() The Under Secretary had a discussion with the Upa-
Lokayukta who did not accept Government’s views.

iy Mis. Shastri, Sccratary, Medical Education, made an endorsement that the

Minister for Public Health desired that an oral warning be given to V. D. Deshmukh

and N. D. Kulkarni for which purposc they may be called to see the Minister, namely

Dr. Hiray. _
22nd December 1981 and 28th December 1981.—Mrs. Shastri verbally communica-
ted the Upa Lokayukia's views to V. D. Deshmukh and N. D. Kulkarni.

19tk January 1982—An order was passed transferring V. D. Deshmukh from
Pune to Bombay.

36. With this sequence of evenls in the forefront, the questions that arise are .
(a) Was Dr. Hiray's refusal to accept the order of the Upa Lokayukia justified in the
facts and circimstances of the case ? (b) Was the order of 19th January 1982 trans-
ferring V. D. Deshmukh to Bombay to the prized and coveted post of Joint Commissioner
and Licensing Authority merely a disinterested transfer in the infercst of the setrvice
(be it at the behest of Pratap Wagh, M. P. ), or was there something more behind it

them meets the eye !

47 Ta beinging V. D. Deshmukh to Bombay despite the krowa buckeround o
v. D. Deshmukh and the inguiry and the findings of corruption agaiust him by the
Upa Lokayukta, did Dr. Hiray act bona fide ? The answess are to be found from the

evidence of Dr. Hiray himself.
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38. True to form, Dr. Hiray started by affecting that it was from the newspaper
reports of the proceedings of this Commission that he came to know that an inquiry
had been pending against V. . Deshmukh before the Upa Lokayukta and that
Dr. Hiray bad given a beanng to V. D. Deshmukh. After some prodding he
recollected that he had accepted the Upa Lokayukta’s finding against V., D. Deshmukh
and ultimately followed the Upa Lokayukta’s orders pertaining to V. D. Deshmukh,
Dr. Hiray rememtered that N. D. Kulkarni and V. D. Desbmukh had beea charged
before the Upa Lokayukta for having accepted a briebe of Rs. 25,000 for hushing
up some matter perfaining to Naval Medico Distributors, that the Upa Lokayukty
had submitied a report to Government finding those two officers guilty and re.
commepded to Governmeni that a warning be given to them, that Government had
informed the Upa Lokayukia that his findings were accepted by Government and
Government had also issued a show cause notice to those two officers, Dr_.. Hiray
also remembered that thereafier he, as Health Minister differed from the findings of
the Upa Lokayukta, as a result under his dircction_s. his Under Sccrctary had dis-
cussions with the Upa Lokayukta that he, r.c, Dr. Hiray, did not accept his findings
and directions reparding those officers. Dr. Hiray also remembered that the Upa
Lokayukta did not agrec with his views but suggested that some warning should
be given to those two officers.  Accordingly on 18th November 1981 Dr. Hiray made
a poting that the action of V. D, Deshmuklvand N, D. Kulkarni was not mals fide and
that 2 warning should be issued to them. On 13th December 1921 Dr. Hiray made
his endersement regarding the transfer of V. D. Deshmukh from Pune to Bombay.

39. Thereafter Dr. Hiray attempted a face saving device by saying that at that
time he did not know that V. . Deshmukh whom he was transferring from Pune
to Bombay was the samé person who had been found guilty by the Upa Lokayunkta
because when Dr. Hiray passed his transfer order of V., D. Deshmukh, V. D.
Deshmukh was not in {ront of him and Dr, Hiray was not aware of his initials,
He was however aware that Deshmukh was an officer in the FDA and that when he
made his endorseinent on 13th December 1983 he was aware that the Upa Lokayukta
had passed his order against two high-ranking FDA officers. But surprisingly
¢nough Dr. Hiray did not try to find out whether the FDA officer, namely V. D,
Deshmukh, referred to by Pratap Wagh in his recommendatory letter of 30th October
1981 was the same person as has heen castigated and found guilty by the Upa
Lokayukta. When Dr. Hiray made his noting of 13th December 1981, he did not
remember that V. D. Deshmukh of Pratap Wagh’s letter was the same V. D,
Beshmukh who had been found guilty of corruption by the Upa Lokayukia, even
though in the noting made by Dr. Hiray’s secrotial staff Deshmukh had been mentio-
ned by name and initials as he was also in Pratap Wagh’s letter, The excuse given
by Dr. Hiray was that surnames are more easily remembered than intitials.

40. To put it most charitably, all this is too absurd for words, coming as is does .

from a person of undoubted intelligence as Dr. Hiray.

4i. Dr. Hiray’s version that even though when he made his noting of 18th
November 1981 he knew that the two officers found guilty by the Upa Lokayukta
were N. D. Kulkarni and V. D, Deshmukh, he might have forgotten this when he
wade his endersement * may be done ™ on 13th December 1981 at the foot of Pratap
Wagh's recommendatery letter, is too puerile for words. He could not say whether
on 13th December 1981 when he made his noting for transferring V. D. Deshmukh
to Bombay and promoting him as Licensing Authority, he had forpotten that he had
noted on 18th November 1981 that V. D. Deshmukh had been found guilty of corrup-
tion by the Upa Lokayukta.

czuse notice had been issued to those officers who filed their written statements, which
were placed before bim as Health Minister. He might have given a hearing to them
by way of natural Justice and after going through their oral representations might
have thought that certain facts might not have been brought by these two officers
before the Upa Lokayukta, namely that they had acted under the pressore of two pre-
vious miisters.  This is untrue, because the same defence had been taken by these
2 officers before the Upa Lokayukta. The other factor which according to Dr. Hiray
weighted with him was that Naval Medico had shifed the licenced godown tempo-
Tarily becusse the lofts and pillars had decayed and that they wanted to repair the
godown. He remembered all this even though 6 years had since then elapsed. It 1S
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aurprising vhat Dr. Hiray’s otherwise good memory should have failed him i

came to his remembering that V. D. Deshmukh whom he was bringing to B‘;:?:ga];

E the prized and cg\fetetfl post t:u{{;'lomt1 Co}rfrgissioner snd Licensing Authority wus
e same person who a few wecks earlier had been castigated i

e P yakin, gated and found guilty by

43. Dr. Hiray agreed that his Secretary and the GAD Secretary had both aceepted
the Upa Lokayukta’s findings in fofo against these two ufﬁv:mrsl:y He admittﬁ%fat
before the show cause notice, were issued o 22nd October 1980 he was aware of 1he
findings of the Upa Lokayukta and the stand taken by bhis own Secretary and the
Secretary of the GAD, namely that these findings should be accepted and that on
10th October 1981 when bhe mude hisendorsement in the file he was in agreement
with his Sscretary and the GAD Secretary that the findings and recommendations of
the Upa Lokayukta be accepted and carried out in 1010.

a4 Dr. Hirayagreed that a part §tom his order dated 28th July 1981 there is nothing
in the file to show that he had given a personal hearing to N. D. Kulkarni and V. D.
Desbmukh on I5th July 1981 and that no minutes or record of such personal hearing
are in existence. Dr. Hiray admitted that cogent reasons must te given if he differeed
frcm the order under challenge in the case of a personal hearing, He admitted that
ke did not differ from the Upa Lokayukta insofar as his finding was concerned but
he may have come across ** certain things which ar¢ not on record 7 which may have
led these two cfficers to conclude that the offence of Naval Medico was a techaical
offence. It is impassible to see how anyone, much fess a minister holding cabinet
rank, could. relagate evasion of octroi duty to the category of a technical offence.

45, Dr. Hiray admitted that when he made his order dated 28th July 1981 he
agreed with the findings of the Upa Lokayukta that these two officers were guilty
of prosspegligence and carelesseness and that according to him the punishment
sheuld be a warning in writing to be reflected in the confidential reports. He admitted
ihat that was precisely what the Upa Lokayukta had recommended. Even  so,
he differed from the Upa Lokayukts on the question of punishment. Dy, Hiray
finally admitted that he did not consider Naval Medico’s offence to be a technical
cfience and to that extent th Teport made by those two officers was wrong.

46. Dr. Hiray admitted that as senior officers of the FDA they should have known
that under the Act there is no offence which can bo classified as a techmcal offence,
that a« Health Minsster he also should have known it and he did and that the report
made by these two officers was bad due to gross negligence and carelaessness whatever

may have been the other reasons or considerstions for making it, He agreed that
what the Upa Lokayukta had recommended was the minima) punishment possible
under the Rule of Service.

47, Dr. Hiray agreed that the office of the Upa Lokayukta is an independent
office with quasi judicial powers and that when Government differs from the Upa
Lokayukta in any matter, Government should have strong and copvinciag reasons
for doing 50 which must appear on the record. By * Government ™’ Dr. Hirgy went

his department or the GAD

48. Dr. Hiray admitted that he did not seek the views of the GAD on the order
assed by him on 28th July 1981 ¢ven though in the case of those two officers, namely
V. D. Deshmukh and N. D. Kulkarni, consent of the GAD had been taken before
issuing a show causc notice against them. He admitted that the GAD also agreed to
the Health Department taking action against those two officers as recommended by
the Upa Lokayukta. He admitted that even though he differend from the Upa
Lokayukia on the question of punishment, he did not bring it to the notice of the
GAD for which unworthily he fay the blame on his staff.

49. The discussion of the above cvidence indicates that Dr. Hiray, even thouth he
was willing to accept the Upa Lokayukta’s report in toto on 10th October 1980,
he changed his mind on 28th July 1981, 1t is apparent that during this interregnum
some thing happencd whereby Dr. Hiray decided to spare V. D. Deshmukh * the
harsh punishment ”.  There was no change of circumstance nor were the contentions
of V. D. Deshmukh and N. D, Kulkarni different {rom what they had advanced
before the Upa Lokayukta. The record does not show any apparent reason why
Dr. Hiray should take this unusual or lenient view. The reason must therefore be
one which Dr. Hiray could possibly not put on record. His subsequent conduct

H 465131
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in appointing V. D. Deshmukh to the coveted post of Licensing Authority at H. ,
in Bombay, must uncquivecally point to extrancous considerations, particularly
when this was contrary to the recommendation of the Commissioner and Dr., Hiray's
sccrelarial staff.  As minister Dr. Hiray must have known that the reputation of
the FDA was at the lowest cbb when V. D, Deshmukh was holding charge
as Commissioner and to improve which Venkatachalam was appointed, To that
end, Venkatachalam transferred V. D. Deshmukh to Pune. Dr. Hiray brought him
back te Bombay 1o the same post of Licensing Authority which according to V. D,
Deshmukh is a coveted post and for which special efforts are required to be mads,
which V. D. Deshmukh did by asking Pratap Wagh, M. P. to put in a word with
Dr. Hiray. From all this, the inference of extraneous considerations on the part
of Dr. Hiray is [rresistible and must so be drawn.

50. In view of the above, it is impossible to hald that the murky background of
V. ). Deshmukh was not known to Dr. Hiray. Even so, he passed the order
transferring V. D, Deshunukh to the prized and coveted post of Joint Commissioner
and Licensing Authority in Bombay. As was his wont, Dr, Hiray tried to pass on
the respousibility ta his secretarial staff on the ground that they might have mads
some noting. However the worthy doctor’s genius to that end tailed him, whea
after going through the file, he had to admit that the notings made by his secretarial
staff were after 13th Decomber 1981 when he had passed his transfer order in the case
of V. D. Deshmukh and by these no tings they had merely carried out his own order
passed on 13th December 108].

51, It was futile for Dr. Hiray to attemipt to explain away his noting ™ May be
done ™ at the foot of Dr. Pra tap Wagh’s recommendatory letter dated 30th October
1981 by saying that whai he intended thereby was that his secretarial staff should
make enguirics about V. D, Deshmukh and the feasibility of the proposal to transfer
him to Bombay. Dr. Hiray's noting ** May be done ” suggests nothing of the kind.
It is a cleur direction of what Dr. Hiray wanted to be done. This was yet another

un\g‘orlhy attempt on the part of Dr. Hiray to throw the blame on his secretarial
staff.

52. Dr. Hiray admitted that his secretarial staff had got reports from the
Commissioner o0 15th and 22nd January 1982 and that far from either of these
ICports suggesting that V. D, Deshmukh be transferred from Pune to Bombay, were
actuaily. against V. D, Deshmukh's transfer from Puone to Bombay ard that the
secretarial noting of 15th J anoary 1982 was that in the Jight of these two reports (sic)
1t was not possible to trangfer V. . Deshmukh and that Kulkarni should be transfe-
rred to Bombay (H.Q.). Dr. Hiray agreed that the secretarial staff wanted to bring
Kulkarni and not Deshmukh and thereby his secretarial stafl agreed with the proposal
of Commissioner Bhirud., In the light thereof, it is cavlier for Dr. Hiray to say that
he was not bound to agree with secretarial notings and that he was entitled to
exercise his own discretion in transferring V. D, Deshmukh from Pung to Bombay.

33. It is true that a minister does have discretion but the discretion must be
exercised judiciously and in the interest of the depariment and not arbisrarily and in
the teeth of reports which otherwise are beyond challenge, or because they are incon»
venient to countenance. Further, whenver discretion is exercised contrary to the
secretarial notings, some brief reasons must be Tecorded, which Dr. Hiray did net
do. Morcover, this was not a case of exercise of discretion Judiciousty but was on¢

of discretion having tilted in favour of V D.D 5
: : _ - 1) Deshmukh on a nt of exiraneous
considetations ag discussed above. on account

34. Dr, Hiray admitted that prior to 19th Janua ig order

i b 1y 1982 when he passed his of
g: fmUSg}g Kulkarn?’s transfer to Bombay and ordering Deshmukl}))’s transfer to
O3, copy of Pratap Wagh's letter dated 30th October 1981 had not been sent
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55. Pr. Hiray agreed that the first noting made by hig sceretarial sta vining
B Des.hrr_mkhss trgnsf,er to Bombay was of 15th January 1982 whiéhﬁrgfccrl};égl?g
Commissiorer Bhirnd’s proposal to appoint N. D. Kulkarni ag Jt. Commissioner
sorbay (H.Q.) and that this noting was made after Commissioner Bhirud’s letter
of 15th January 1982, He also admitted that in Bhirud's letter of 15th Junuury {982
after be had given his comments in respect of every officer, he had stated that N, D
Kulkarni should be brought to Bombay as Jt. Commissioner (H.Q.) Dr. Hiray also
admitted that in Bhirud’s letter dated 15th January 1982 he had given reasons why
Deshmukh had to be transferred from Bombay to Pune and why he should  not be
rought back to Bombay and that Bhirud had expressed his doubts as o the fitness
o V. D. Deshmukh being posted at Bombay.

56. Dr. Hiray admitted that as Commissioner, Bhirud would be the best person
to evaluate t_he qualities, merits and demerits of his subordinates, thut e had not
read Bhirud's letter of 15th Junuary 1982, that he had read the secretarial soting
perzining to V.D. Deshmukh and N. D. Kulkarni, that he might have gone througﬁ
the secretarial noting pertaining to V. D. Deshmukh containing the relerence to
Bhirud’s letter of i5th January 1982 and that ke might also have gone through tie
secretarial noting pertaining to N. D. Kulkarni containing the reference to Bhirud’s
letter of 15th January 1982,

57. After a great deal of prevarication and afier questions werc repeated to him,
Dr. Hiray finally admitied that swhen he passed bis order on 19th January 1982
transferring Deshmukh to Bombay, he was aware that there was only one post of
Licensing Authority in the whole of Maharashtra and that it was a key post and might
also have been the most coveted post,  He also admitted that he knew that the post
of }t. Commissioner and Licensing Authority carcies more powers than the post of
Jt. Commissioner simpliciter. So thus at last the real object and to attain it, the
devious mind of the good doctor was revealed in its object contrast with his frigned
jgnorance of V. D. Deshmukh’s background of the charge of curruption.

53. Dr. Hiray admitted that the retirement of V. I. Deshmukh was on 30th April
1984 and of N. D. Kulkarni just 9 months hence and that both could have asked for
a posting of their choice prior 10 retirement, He also admitted that while V. D.
Deshmukh’s C. R, written by Venkatachalam was adyerse, he did not (ind anything
adverse against N, D. Kulkarni. Realising that he had blundered in giving his last
angwer, it suddenly struck Dr. Hiray that he did not remember.

59, While pretending that it was his duty to be just and fair beth to V., D,
Deshmukh and N. D. Kulkarni, Dr. Hiray admitted that in his order ol 19th Junuary,
1982 transferring Deshmukh to Bombay, there is ot a word about the rival merits ot
demerits of V. D. Deshmukh and N. D. Kulkarni. According to Dr. Hiray, he did
not know either V. D. Deshmukh or N. D. Kulkarni but was unable to say why in
that event he did not rely wpon the judpment of the Commissioner and his own
secretarial staff. According to Dr. Hiray, despitc the fact that Commissioner
Bhirud had by his letter dated 15th January 1982 made adverse remarks against
V. D. Deshmukh and theugh Bhirud by that letier and piven other ndmes for being
brought to Bombay as Jt. Commissioner, Dr. Hiray did not heed Bhirud because
V. D. Deshmukh was due for transfer and was due for retirement. He admitted
that one of the names given by Bhirud in his letter of [Sth January 1982 was tht of
P. 8. Joshi whose date of appointment as 3t Commissioner was the same as V. D,
Deshmukh. According to Dr. Hiray, he did not know that P. 8. Joeshi had been
out of Bombay for over 6 years from 1976 to 1982, He admitted that he did not
consider all the 5 names suggested by Commissianer Bhirud in his letier of 15th
January 1982 because those names were not in the noting made by s secretarial
siaff. He finally had to admit that it would have been betier il he had made it
a point to consider all the 5 names suggested by Commissioner Bhirud in his letier
of 15th January 1982 as he, ie. Dr. Hirzy, was making anappomtment {a 2 key
post. He admitied that this important decision was taken by him without applying
his mind to all the facts of the case but he had taken into consideration that Deshmukh
was due for transfer, that he was due for retirement and that the post was vacant in
Bombay and possibly that the adverse remarks made by Venkatachalam or Bhirud
were 1ot convincing enough to him. All this is @ myth as none of this 15 tefiveted
in Dr. Hiray’s transfer order of 19th January 1982, The reason is not far to seck.
Somehow ot other Dr. Hiray wanted V. D. Deshmukh 1n Bombay and the others

far more deserving thar V. D Deshmukh had to be sacrificed.
H 4651—31a



232

60. Dr. Hiray further admitted that in passing his transfer order of 19th January
1982 he had made a mistake which he realises today in the light of the material shown
to him. This is sheer sanctimony in the light of his own admission tl;at tl}e same
material was available to him if only he had wanted to see it before passing his order
and which he could have asked for, but did pot. This indicates that even according
to Dr, Hiray, his action could rot have been Justified on amy proper or legitimate
ground and would lead to an inference of corruption against him.  This was therefore,
a feeble attempt on his part to prevent such an inference being drawn.

61. Dr. Hiray was shown a letter dated 10th December 1981 from the Desk Officer,
Mrs. M. R. Navalkar to N. D. Kulkarni. He agreed that his Desk Officer had called
for remarks regarding Pratap Wagh's recommendatory letter dated 30th October 1981
from N. D. Kufkarni and not from Commissioner Bhirud. Dr. Hiray was unable
to say why the head of the department, namely Commissioner Bhirud had not been
sent & copy of Wagh's letter for his remarks. Dr. Hiray admitted that his Desk
Officer should indeed bave addressed this letter not to N. ID. Kulkarni but to the head
of the department, namely, Commissioner Bhirud. According to Dr. Hiray when he
made his endorsement on 13th December 1981 on Pratap Wagh’s letter he had not
seen the Desk Officer’s letter of 10th December 1981 addressed to N. D. Kulkarni,
He agreed that the normal practice would have been to address such a letter to the
head of the department, in this case Commissioner Bhirud. He was unabie to say
if the Desk Officer would on her own have followed the abnorntal practice of sending
such a letter to N. D, Kulkarni and not to the head of the department, namely Cora-
missioner Bhirud and that it was unusual that this should have been done by the
Desk Officer. However, Dr. Hiray affected his inability to say that this letter may
have been sent by the Desk Officer to Kulkarni not on her own initiative but at the
bebest of someone else, Ultimately after a great deal of prevarication, he agreed that
as it was not the job of the Desk Officer to have addressed the letter dated 10th
December 1981 to N, D. Kulkarni, she must have done 50 not on her own initiative
but at the behest of someone elge. This is yet another unworthy attempt on the part
of Dr, Hiray, this time to lay the blame on some poor innocent Desk Officer.

62. Dr. Hiray had to admit that it was surprising that a copy of Dr. Wagh’s
letter dated 30vh October 193] should not have been sent to Commissioner Bhired

even though he was the head of the department. This is an affectation which deludes
By one.

and insisted ©on bringing V. D. Deshmukh to Bombay merely on the strength of his
ministerial discretion, which was misused for nlierior ends. No epinion wes sought
from the person best qualified to give it, namely Commissioner Bhirud himself.

wauld have been qualified to give an opinion in the matter. Even though Kulkarni
was to retire shortly, ng such consideration prevailed in his favour, as it did in the

64. It is childish for Dr. Hiray to attempt to escape culpability on the specious
ground that he did not know that V. D. Deshmukh whophe w;s t:ransferging fo

Bombay was the same person who had been castigated . Ua
Lokayukta for corruption. astigated and found guilty by the Up

63.  No minister knowi ng Deshmukh’s back ;
. A S ground and the findings of the Ura
‘I_oézayukta. as indeed did Dr, Hiray, could have appointed Deshmukf% to the prized
anc coveted post of Jt. Commissioner and Licensing Authority, despite the adverse

:Errtéaurgkg in his C. R. by Commissioner Venkatzchalam which Dy, Hiray went

Even though on 15th January 1982 Bhirud had o - d
’ iva ; . oposed 5 names and ha

EIven riva) meriss and demerits of the Officers including %‘ }J) Deshmukh and even
thcugh P. 8. Jeshi was the senior most i, that fist and was out of Rombay for SiX
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years and hence emitled to be transferred to Bombay, in th i

wcales tipped beavily and mystericusly in favour of \3;' ]II;. lfe:gxe;uifhnwritsggége
background and & corrupt past and to him was gifted the key and coveted post o)!i

Licensing Authority which was tentamount to a virtual promotion.

7. On Dr. Hiray's own admission, in order to differ from i

and his own secret: rial staff, be was required to give cogent roasofzr;eaf g? gloﬁ;f;ﬁ?;;
all aspects. Nothing of the kind was done by him either then or now, except to
affect ‘mistake or take shelfer under ministerial discretion must be excrcised}udiciously
and in favour of the deparmment and not in favour of a person such as V. D.
Deshmukh despite the Upa Lokayuktz's Tecommendations and findings agaiost him
of corruption with which Dr. Hiray himself had initially agreed.

68. The inescapable and irresistible influence from all this i that the dilution of
the action on the report of the Upa Lokayukta and the promotion of V. D. Deshmukh
by Dr. Hiray to the prized and coveted post of Jt. Commissioner and Licensing
Authority was not on merlis, of in the interest of the department, but to unjustly
confer favour on him {or extraneous consideration. Dr. Hiray is guilty of misuse
of minisierial office and corruption.

PART 1V

69. Dr. Hiray also had a hand in the underserved appointment of V. C. Same as
full-fiedge Commissioner despite his known bad record for inefficiency and
corruption and the adverse report of the Anti-Corruption Bureau.

0. Hereunder the sequence of events leading to this appointment.

(i) Sane officiated twice as Commissioner once for 3 months in1970 4nd thereafter
for 40 days in 1971.

(i) Between Osctober 1972 and May 1976, V. C. Sane was posted as
Jt. Commissioner at Nagpur.

(i) In 1976 he was iransferred to Pune.

(%) In 1978 Commissioner Venkatachatam from the LP.S. was appointed Commis-
sioner, FDA.

() In the middle of December 1978, Venkatachalam got Sane transferred to
Bombay.

{v{) On 2nd October 1979 Venkatachalam was repatriated to his parent department
and V. C. Sane was given additional charge as Commissioner which he held till

21st July 1981. At that time the Health Minister was Dr. (Mrs.) Pramila Tople.

(wity On 21st Tuly 1981, V. C. Sane was appoiated full-ficdged Commissioner
By then Dr. Hiray had become the Health Minister.

(viif) On 31st October 1981, V. C. Sanc retired.

71, Indisputably, V. C. Sane’s track record was grim.  His conﬁ_dcntials reveal
that at best he was ** an officer of average capabilities ™ and at worst Tight from 1969
was found unfit for promotion. Sane’s confidentials make grim reading. On Sanc’s

own admission his own assessment pertaining o his ability and competence was not

accepted by the various Conunissioners and Government. Indisputably, he had

rightly been overiooked for promotion not less than three times. The only way of
sunshine was the C. R. made by the man instrumental in getting Sané t0 Bombay—~
Commissioner Venkatachalam. On i1th May 1979 he wrote in Sane's C. R. for
1978-79 that he was hardworking, capable, ordial, intelligent, technically well-
informed, having initiative and drive, fit for the present post, with no special aptitude
and ¢ may be tried in turn ” for promotion; ** a mature officer who knows his job
fairly well”. Commissiener Venkatachalam's cuphoria ovecr Sane was shattered
when be realised that his import from Pune was far from desirable and that in
Venkatachalam's words, be had committed the biggest blunder of his Jife in getting
Sane to Bombay. OB Y3rd May 1980 the Special Secretary. Public Health Depart-

V. C. Sane is a very competent officer. There is also

ment made an endorsement that
on record 3 letter dated 16th July 1981 {part of Ex. 464 (colly.)] from the Dy. Secre-
tary of Government 10 the Secretary to Goverament, where in it 15 stated that Sane’s

i j i tely suitable or NS
record is such that he cannot be considered to be either absofu
table for promotion as Commissioner and {hat he dogs not come out asan acceptable

B 464 (collr.)
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choice, but because he had been holding additional charge of the post of Commjs.
sioner and is the semiormost among the Jt. Commissioners and is duc for super-
annuation on 31st October 1981, the Board recommended that he may be appointed
to officiate as Commissioner until his supperannuation or unil such time as
a candidate was selected "hy the Maharashtra Public Service Commission, The
letter continued that before orders were issucd regarding Sane, the papers shoud be
shown to the C. M.'s Seerctary as the question of appointment of some other officer
as FDA Commissioner, was under consideration in the C. M.’s secretariat.

72. In an anonymous complaint dated 26th April 1980 several Instances of
corruption were levelled against V. C. Sane. This anonymous complamt_ was taken
on record and marked X-8 for identification not for the correctness of its contents
but to the limited extent that 3 complaint had been received. Qne instance was that
no action had been taken by Sane against Toliz of Atul Pharmaceuticals. He is the
same Tolia referred to earlier. I refer to this instance because it has been referred to
in the Report made by the A. C. B. after investigation into this complaint. This
Report does not bear a date but 2 copy which A. C. B. sent to the Secretary to
Government, Public Health Department, was marked as Ex, 466. In this Report
it was stated inter alie that while the allegation that no action was taken by V. C. Sane
against Tolia of M/s. Atul Pharmaceuticals, was not unfounded, it was not possiblee
to {ind out the exact part, if any, actually played by V. C. Sane as the relevant papers
were not traceable in the officc of the FDA. The Report concluded that the
Commissioner be directed even at this late stage to take action against Tolia’s Atul
Pharmaceuticals and to launch a prosecution under section 27 of the Prugs and
Cosmetics Act against Tolia, and that the Commissioner should further be directed
to fix the responsibility for the loss of papers from his office and take action against
the officials concerned.

73. It is not difficult to come to the irresistible conclusion that the only person
vitally interested in the “ loss ” of these Papers was the persons who wonld be most
adversely affected if they foll into the hands of the A.C.B—that person could be
none othcr than V. C. Sanc himself.

74. By a letter dated 261h June 1981 addressed by one Pankaj Zaveri of Beacon
Pharmaceuticals (Ex. 464), a specific complaint was made to the Commissioner
that Sanc was demanding a bribe of Rs. 56,000 through Tolia for not taking action
against Beacon Pharmaceuticals. This also finds place in para 9 of the A.C.B.
Report (which erroncously mentions the date of the letter as 11th Junc 1981),
wherein it is stated that the A.C.B. had written to the Secretary, Home Department
soliciting Government’s instructions whether inquiry should be made into this
complaint but no advice had been received by the A.C.B. and that as V., C, Sane

had retired in October 1981 * it is presumed that no further action in this behalf
is considered necessary”.

75, In Beacon's [etter dated 26th June 1981 (Ex. 464) onc of the allegations against
Sanc was that he was in the habit of luring parties into making admissions of guilt by
extending false promises that no action would be taken against them.

76.  Sane admitted that Beacon’s letter dated 26th June 1985 to the Commissioner
was forwarded to Sane in his official capacity in token whereof he put his initials after
reading it. Sanp however did not react to this letter even though on his own admis-
sion he did realise that Beacon was alleging fraud and deceitﬁgainst him and had
also sent 2 copy of this letter to Government, The excuse given by Sane was that
Beacon’s a!lggauon were baseless, Incorrect and frivolous and Beacon was in the
habit of writing such letters.  Surely then greater the reason why Sane should have
made such a nothing on the letter which was forwarded to him int his official capacity.
Sane cannot get away with it merely by saying that he does not remember why he
did not do so. The inference js loud and clear, A guilty conscience.

77, Yet despite this murky background, rotten C R )
; : , -8 ; .+ Rs. and a known reputation
for corruption, Dr, leay’still appointed Sane full-fleged Commissioner. The key
ta this riddle is best found in the evidence of Dr. Hiray himself, Dr, Hiray admitted—

" Sane was indeed confirmed as Commission
: . cr on 2ist July 1981. Before
that T must have gone through his confidentials, I would not hzfve agreed to or

recommended his confirmation if 1 hag i ; im in his
confidential record. found anything against him in hi
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Hence, Government advocate Mr. Tulpule cannot be heard to say as be did at
the conclusion of the submissions of Mr. N. A. Shah, Counscl assisting the Commis-
sion, that Sane’s appointment was made through the Establishment Board and not
by Dr. Hiray. The subtlety of this distinction sought to be made by Mr. Tulpule is
nullified by the fact that the Establishment Board does 1ot make appointments but
merely confirms the recommendations made to it

78, Dr. Hiray admitted that Sane’s confirmation to the post of Commissioncr was
held up for 21 months though normally a person helding charge as commissioner
is confirmed to that post, if there is nothing against lnm. After some hedging
Dr. Hiray admitied that there might have been something against V. C. San¢ which
prevented Government from recommending his name to the Public Service Corumis-
sion for confirmation to the post of Commissioner and that it was possible that as
Health Minister he would have known the reasons why Sane’s name was not suggested
to the Public Service Commission for confirmation for 21 months. i

79. At first Dr. Hiray affected not even to remember if he bad gone through
Sane’s confidential records.  He thercafter admitted that he might have gone through
Sane’s confidential records before he was confirmed as Commissioner and admitted
that as Health Minister it was his duty to know cverying about an officer, who was
about to be promoted or confirmed. After a great deal of verbal jugglery preceding
and succceding Dr. Hiray stated that before Sane was confirmed on 2tst July 1931
he must have gone through his confidentials and admiited that his attention might
have been drawn to Sanc’s confidential records at the time of Dy. Secretary writing
his letter dated 16th July 1981,

80. When he was shown the departmental notes pertaming to Sane’s promotion
Dr. Hiray agreed that there were Charges of corruption aganst V. C. Sane, but said
he saw the departmental notes for the first tiow in his evidence, 'When he was shown

the Dy. Secretary’s letter dated 16th July 1981 (Ex. 463), Dr. Hiray stated that appa- Ex. 463

rently this lctter was not brought to his notice, and despite his earlier admission
that Sanc was confirmed as Commissioner on 21st July 1981, he had the temerity fo
say that Sane was apparenily appointed Commissioner without his (i.e. Dr. Hiray's}
knowledge. Dr. Hiray ¢ven went to the length of suying that while he was Health,
Minister, ke did not ¢ven know that Sane had beea confirmed as Commissioner,
because nobody told him about it, that Sane’s confirmation as Commissioner was
without the knowledge and consent of Dr. Hiray, that no papers pertaining to Sane’s
confirmation was ever shown to him and that it was only while giving evidence in
Court that Dr. Hiray came to know for the first time that Sane had been cc_mﬁrmed as
Commissioner, which came to him «s a sprprise. According to Dr. Hiray t_hpugh
the proposal to confirm Sang ds Commissioner emanated from bis Health Ministry,
it did not emanate with his knowledge and consent.

81. 1 am constrained to obscrve that all these statements, like several others,
made by Dr. Hiray are deliberately false, as he could not even remotely justify his

actions.

. erson of undoubted intelligence as Dr. Hiray should make these
B et can iso at desperation in washing his

fulse stetements can only be described as an exerct
bands off Sane.

n the blame, as was his wont but ta his guiltless
dice he must once again fail for even in San_c':,
case ht was unable to give any reason why his wcrf_:ta_rial _staff should suppress vital
information from him, which on his own admission 1t had never done before.
Dr. Hiray cannot thus distancc hims¢!f away from Sane and the atiempt to blame h’ls
secretarial staff is £s unworthy ©s hiis jgnorance of Sanga confirmation 1o the post 43

Commissicner.

3. Onwhom can Dr. Hiray pass o
secretarial staff 7 Evenia that Cowur

i i i Aithout butting
%4, ‘Whenever Dr. Hiray {found himself oon;ered, he blightly and wit .
an eye-Hid passed cn the blame to his secretarial siaff in a desperaie attemft Lo 53ve

himself at the cost of his guildless scererarial stafl.

85, Ttis abundantly clear that Dr. Hiray knew everything about ‘flage, :;r{:d :ni:(i
ino so still confirmed him us Commissioner. The evil genius was hF'; \;s sy;s nd
not his secretarial staff on whom Dr. Hitay now pnjustfy and unworthiy p

the blame.
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86. Sane was not a friend or refation of Dr. Hiray. There was no reason why
Dr. Hirsy should have gone all out of his way to have the FDA and an unwary
public foisted with an incompetent and corrupt officer like V. C. Sane ualess there
was some motive behind it,  The only irresistible inference thai can be drawn in these
circumstances, is that Dr. Hiray was motivaied to confirm Sane in the post of Coms
missiener not on merit, not in the interest of the department, not for the public wea)
but for extrantovs considerations and to bave a pliable Commlssmnqr to do his
bidding, as in fact Sane did while submitting s favourable report for withdrawal of

the prosecution of Tolia.

87. In all this Dr. Hiray misused his ministerial office, power and position for
eatraneous considerations,

PART V

88. The evidence of the FDA witnesses who preceded Dr. Hiray as 4lso a perusal
of Government files indicated that Dy, Hiy ay was guilty of certain acts of ministerial
interference as also certzin actions which were conirary to the provision. of the
Drugs and Cosmetics Act which had adversely affected the working of the FDA.
As a former Health Minister-in-charge of FDA, Dr. Hiray would have been an auto-
matic witness for investigation of the yuestions referred to this Commission.

89, Further, the Commission was in possession of certain information of
Dr. Hiray’s involvement in withdrawal of Tolia’s prosecution by the FDA as also
in bailing out Jt. Commissioner V. D. Deshmukh and Assistant Commissioner
N. D. Kulkarni of FDA from the recommendations of the Upa-Lokayukia regarding
action to be taken against thom.

0. The Commission was also in possession of information that while Dr. Hiray
was Health Minister, he got a resolution passed on 25th July 1981 authorising him
to collect funds for the Bhausaheb Hiray Smaranika Samiti Trust whereof he was the
President and that thereafier Dr. Hiray had collected funds misusing his ministerial
Dposition,

1. In arder to verify this informati on, 1 ordered production of the Minute Book
and other documents of the Trust, 1 did find such a resolution in the Minutes of the
roeeting held on 25h July 198] at page 26 of the Minute Book. From the very look
at the Minute Book it ‘was obvious that it had been tampered with. From the
Minute Book 1 also found that the Trust had also obtained a plot of land from
Government of Maharashtra at a concessional rate while Dr. Hiray was Health
Minister and President of the Trust. ! also found from the records seized that the
Trust had no funds and it was decided to collect funds in order to pay the purchase
Price to Government and to put up a construction on the land,

. 92, I was prima facie satsfied that except Dr. Hiray no other trustee had any
nfluence to collect funds required by the Trust.

94. If established, this would indicate a course of cond ¢ FDr. Hira
of misuse of ministerial power and authority, uct on the part of Dr. y

95. Evidence reveals that Dr. Hiray had floated 2 Trusts and was closely associated
with them. Prior 1o 1974 he had floated the Bhausaheb Hi?;ly hldoesmidal Trust.
In 1976 he floated (he Bhausaheb Hiray Smaranika Samiti Trust with himself,
q?turaily, as the founder President. According to Dr. Hiray, be held that post
ull May 1981 when he asserts he resigned and severed all his connections with that
T;ust (rct‘cr_re.d to hereafter as * the Trust » or * the Samiti Trust ), The trustees
of the Samiti Trust were Dr. Hiray's nominees, comprising his relatives or persons
of his Lonfidence, The main source of funds of the Samiti Trust was by way of
co]]eprmg donations in cash or by' advertisements, In Aygust 1981 the Trust

Rs. 3,09,268-75 P, The obj
] ,09, . ject was to construct a hostel for students. A structure
18 partly constructed op that land. The Trust coliected a vast amount aggregating
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to Rs. 40-50 lacs, including a sum of Rs. 5 lacs from Mahendr:
, Rs, a and Mah .
42 donors belonged to the category of distitlers and/or holders of vendor lioe;cg?g;aﬂ
3115 doz;;s g%rﬁedhoteheys haénngs Ihcetaces for running beer bars. A combined list of
ese n onorsis at Ex, 516, 13 Pharmaceutical i
for advertisements. They are set out in Ex. 317, toal concens also gave donations

95. Dr. Balitam Hiray was issued a witness summons by this Commission. On
12th March 1987 Dr. Hiray appeared through his learned A}c'lvocate Mr. Parshurami
and made a statement before me that since May 1981 he has not been in_management
ora Trustee or even a member of the Samiti Trust or the Memorial Trust and has
since then ceased to have any connection whatsoever with either of the two Trusts.
Thereupon on 12th March 1987 I directed Dr. Hiray to make an affidavit in those
terms and also to give certain other particulars.

97. On 13th March 1987 Dr, Hiray made an affidavit which however did not
conform to the requirement of my order of the previous day. 1 therefore directed
Dr, Hiray to make a fresh affidavit in consonance with my earlier order.  Dr. Hiray
filed a fresh affidavit on 14th March 1987. The substance of this affidavit is that
Dr. Hiray had severed all hiis connections with the Trusts since May 1981,

98. The evidence on record discloses that with a view to create false evidence that
he had tesigned from the Samiti Trust with effect from May 1981, false and fabricated
minutes were prepared and false information was given to the Charity Commissioner
even though Dr. Hiray continued to function as the President of the Trust til
October 1981,

99, Even a bare superficial glance at this Minute Book (Ex. 521} shows that it has
been tampered with inasmuch as infer alia pages 1§ onwards have been torn and
removed. Pages 16 to 17 constitute minutes of the meeting of 2nd March 1981, and
so did page 18 which was removed. Page 17 had to be retained because on 23ed
Ociober 1981 the Assistant Charity Commissionct, Maharashtra, had inspected this
Minnte Book and had appended his signiature at the foot of page 17 in token thereof.
This was presumably to indicate that minutes were written till page 17 only.

100. The matenal witnesses 11 this connection were G. N, Patil, the Founder
Secretary of the Trust and Dr. Baliram Hiray. In order to show that minutes
written in the Minute Book were forn, they were confronted with xerox copies of the

.torn pages. The xerox capies of the original minutes show that they arc signed
inter alia by G. N. Patil and Dr. Hiray. G. N. Patil initially disputed, thereafter
reluctantly admitted, and rheseafter dis puted his signatures on the ground that he
has no fasth in xerox copies. The matter was therefore referred to the handwriting
expert Mr. H. T. Gajjar for his opinion. Tn view of hi> evidence and report (EX. 534),
I am satisfied that the signaturcs on the xerox copies of the original minutes are
indeed of G. N. Patil. Dr. Hiray admitted his signatures on the Xerox copies of the

criginal minutes.
101. 1In these circomstances there can be no doubt that the XeTox copies (Exs. 522,

523 and 524) are the original minutes which had been written in the Minute Book
before they were torn.  There is also internal evidence in the Xerox coplies to show
that no meeting could have taken place or did take place on 12th May 1981. lam
also convinced that pages 18 and onwards in the Minute Book are re-written after
93ed October 1981 for the purpose stated hercinafter. The above findings draw

support from the facts appeanng hereafter.

102. Indisputably the minutes of the first 13 meetings are not tampered with.
The xeros copies (Ex. 527) of the minutes of these first 13 mectings accord with
pages 1 to 16 of the Minute Book.

103. Dr. Hiray admittediy attended these 13 meetings and aiso the 14th meeting
held on 2nd March 1981 He admitted his signature in the minues of the (4th
meeting. Even the Trust's founder-Secretary G- N. Patil unhesitatingly admitted
Dr. Hiray's signatures in the muinutes of these first 14 mectings. The disputc regarding
the 14th meeting is confined only to page 18 of the Minute Book which has been

signed at the foot both by Dr. Hiray and G. N. Patil.
ies i i ad March 1981
04. Xerox copies of the minutes of the 1'4111 meeting keld on 2 !
arl. at EFx. 522 aer indicate what appeared in the original page 13 before it was
removed from the Mioute Book.
H 465132

Ex. 516
Ex. 517

Ex. 465

Ex. 465(A)

Ex, 521

Ex. 534

Ex. 527

Ex. 522
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105, In the Minute Book the paging till page 16 appears at the top in blug ipk.
The reverse side of the pages bears no page numbers. There is no page 17 but the
next page after page 16 is page 18 and from page 18 ownwards both sides of the pages
are numbered till page 36. Thereafter the pages are not numbered though the
minutes are written.

106. At pages 19 10 21 there are minutes of the 151 meeting allegedly held on
12th May 1981 when in fact no such meeting took pface for the reasons stated hereafter.

107, At pages 22 (o 27 there are minutes of a meeting which Is also _numberecj i3,
Such a meeting did take place but its proceedings are not as written in the Minute
Book (Ex. 521) but »s are shown in the Xerox copy of the genuine minutes (Ex. 523,

108. Page 18 10 31 of the Minute Book contain minutes of the 16th meeting held
on 19th October 1981, This meeting also took place but the minute, as appearing
in the Mioute Book are not the genuine minules. Xerox copies of the genvipe
Ininutes are at Ex. 524.

109. The Minute Book has been tampered with to show that Dr. Hiray resigned
as President and trustee of the Samiti Trust from Ist March, 1981, whereas the genuine
minutes show that he resigned from [9th October 1981, The purpose of this cxercise
is to falsely show that Dr. Hiray's resignation was effective from Ist March 198].
Xerox copy of the agenda dated 16¢h October 1981. of the meeting to be held on 19th

the President and Trustee Dr. Hiray. This indicates that this was the first mesting
ever called to consider Dr., Hiray’s lotter of resigniation and that it was not considered
at any time earlier,

110. Dr. Hiray's first alleged request for resignation was an oral one on 2nd
March 1981, purportedly recorded at page I8 of the Minute Book and which page

{which meeting, as found by me carlier was never held and the minutes thereof are
bogus), but he was authorised to nominate a new President and wis asked to look
after the affairs of the Trust until the new President was elected, Dr. Hiray
recommended as President one Shankar Ananda Sawant. The son-in-law of
Dr. Hiray's sister and he was appointed President on 19th October 1981,

111. " On 12th March 1937, Dr. Hiray made a statement before me through his
learned Advocate Mr. Parshurami {which was recorded by me) that since May 1981
Dr. lea)-_ has not been in management or 4 trustee or @ member of both Trusts
and has since then peased to have any connection wih the Trusts. This statement

March 1987 (Ex, 463-A). The substance of the oral statement and the two affidavits
1s that from and after May 1981, Dr, Hiray had np connection whatsoever with
either of the 2 Trusts. In the light of the facts found by me, Dr. Hiray’s oral
statement and affidavits on oath were deliberately false,

12, The discussion which follows will establish in abundant measure that both
Dr. Hiray and G. N. Patif arc vesponsible for tearing out the pages from the Minute
Book and f; abricating new minutes in the place of the genuine ones,

13, To start with the founder-Secretary of the Trust, G. N Patil admitted that
he sought the advice and guidance of Dr. Hiray because the other trustees ** are
the people of Dr. Hiray himself * and that Dr. Biray is (he controlling factor of the
Trust and nothing can be done without his concurrence.

{4, The genuine Resolution No. 41 passed on 20d March 1981 and written at
page 18 of the genuine minutes {Ex. 522) pertained to starting a college at Igatpuri.
This was torn off from the Minute Book. Minutes were re-written on what [s now
numbered as page I8 which does not show that any such resolution forstarting a college

Was passed, but shows a staterent altogether deleted ang g)le, ed] de by Dr. Hiray
expressing his desitc to be relieved from the Trust. secly’ made by
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115. Pages 16 and 17 of the Minute Book tally with the xerox copi X
. Pages 18 onwards of the Minute Book are written in a different inlgles)?efrs: .;szs.r oo
oi page 18 shows the same I_Jandwnting as in pages 16 and 17. Looking to the
odvious tear mark in the Minute Book, it can be safely concluded that pages
18 onwards have been removed. This is also indicated in the difference in ink from

ges 18 onwards and doing away with the earlier system of numbering the pages on
che side only. :

116. In the Minute Book at page 19 are to be found minutes of 12th May 1981
pusporting o be meeting No 15. This meeting never took place, but was shown to
mave been held in order to demonstrate that Dr. Hiray bud sent in his resignation
fetter on st May 1981. There is documentary evidence which shows that no such
meeting was held. To start with, the meeting is significantly numbered as 15. The
next mecting which was admittedly held was on 25ch July 198! and is aiso numbered
15. Xeros copy of the minutes of the mesting of 25th July 1981 which is at Ex. 523 Ex 523
and thereby sugpests that after 2nd March 1581, the next meeting which was hetd
was only on 25th Juiy 1981.

J17. There is another significant aspect, becavee the 2nd page of this xerox Ex. 523

copy Ex. 523 is numbered as page 19, The last page of the minutes of the meeting
of 2nd March 1981 was 18 which caded on the right-hand side of the Minute Book.
The minutes of the meeting of 25¢h July 1981 were commenced from the left-hand
side of the Minute Book, namely on the reverse of page 18. Hence the next page of
these minutes would be page 19. Therefore it is clear that this Book contained
minutes of the meeting of 23th July 1983 as mecting No. 15 after meeting No. 14 of
2nd March 1981 and that no meeting of 12th May 1981 was ever held.

118, There is an additional supporting factor. TIn the genuine minuics of the
meeting of 25th July 1981 (Ex. 523), the accounts are aprroved till 24th July 1981, Ex.523
whereas the bogus minutes of 12th May 1981 purport to show that accounts are
approved till 1ith May 1981. Needless to say, if accounts were approved till
11th May 1981, it would bg inconceivable that they would again be approved till

24th July 1981.

119, No agenda of the bogus meeting of 12th May 1981 was produced on the
ground that agendas were 0ot preserved. This meeting was called mainly to gonsider
Dr. Hiray’s letter of res ignation dated 1st May 1981.

120. The additional ground to suppc™* my finding that no such mecting could
have been called on 12th May 1981 is to be found in the agenda dated 16th October
198] (Ex. 525), in pursuance of which a meeting Wwus held on 19th October 1981, Ex. 525
Since neither Dr. Hiray nor G. N. Patil were willing to produce copics of agenda of
any of the meetings, they were confronted with copy of the agenda dated 16th Octobet
1081 (Bx. 525). which unequivocally indicates that a meeting was being cailed for Ex. 525

the first time to consider Dr. Hiray's resignation.

121. The minutes of 12th May 1981 purport to show that Dr. Hiray's resignation
was accepted. But on Dr. Hiray > own showing he continued to act as President and
Trustee even after 12th May 1981 and sent in his letter of rosignation dated 14th
October 19§1. This i> yet another indication that the minutes of 12th May 1981

are bogus.

122. Xerox copies of the minutes dated 25th July 1981 and 19th October 1981
show that Dr. Hiray attended the meetings and signed the minutes in token of his
attendance, and that in both these minutes it is recorded that the President of the
Trost Dr. Hiray presided. These facts bring to the forefront that the minutes of the
bogus meeting of 12th May 1981 have been significuntly not signed by Dr. Hiray
created in order to show thut Dr. Hiruy's alleged oral request made
on 2nd March 1981 was followed by bis etter of resignation dated [st May 1981,

on 25th July 1981, Xerox copy (Ex. 523) Ex. 523
of the minutes of this mecting consists only of 1Wo PAges, i.e. on the reverse of page
18 as originally numbered and torn off and the front side of page 19. However the
fabricated minutes consist of 6 pages, i-e. Pages 22 10 27 as now pumbered in the
Minute Book. The genuine minutes of this meeling show that 7 trusices wete
present whereas the fabricated minutes disclose only the presence of 6 trustees,

excluding Dr. Hiray.
H 4651—31a

473, Indisputably 8 meeting was held
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124, In the genuine minutes (Ex. 523) Dr, Hiray has signed at Serial No. I and
Shankar Ananda Sawant at Serial No. 7. Whereas in the fabnpated minttes the
name of Dr. Hiray and his signature are not 1o be fOung and the si gnature of G. N,
Patil appears at Serial No. 1 and though Serial No. 7 is mentioned, there is no name
or signatuze.

125. In the genuine minutes it is stated that the President of the Trust Dr. Hiray
presided. But in the fabricated minutes it is stated that because the President of
the Trust Dr. Hiray could not remain present, H. M. Tisge presided,

126. If on 12th May 1981 Dr. Hiray had indeed resigned as President and Trustee,
it is inconceivable that he could have been described s the President of the Trust
in the fabricated minutes of 25th July 1981. This is indicative of the fact that on
12th May 1981. Dr, Hiray never resigned,

127. The genuine minutes show that minutes of 2nd March 1981 were confirmed
in this meeting of 25th July 1981. A Resolution was passed approving whatever
had transpired and also the accounts for the period Znd March 1981 till 24ih July
1981 were passed. A further Resolution was passed giving approval to the
position of the assets and properties of the Trust till 24th July 1981,

128. However the fabricated minutes purport to approve the minutes of the bogus
meeting of 12th May 1981, and also the affairs and accounts till 24th July 1981. The
distinction between the gemuine and bogus meeting on this aspect is that the
commencing date viz. 2nd March 1981 in the bogus minutes is missing,

129, What is written in pages 23 to 27 of the Minute Book is not be found in the
Xerox copies of the minutes. Pages 23 to 27 of the fabricated minutes inter alia
refer to the amalgamation of the two Trusts, the decision to open a Bank account in
Bombay in the Bank of Maharashtra, Mantralaya Branch, and the persons autho-
rised to do so G. N. Patil and R. M. Shewale, :

130. However the Bank card requesting for opening the account was signed by
Dr. Hiray and on the reverse appears his specimen signature as President. This
account was opened on 1st September 1981, The Resolution sent with this account

Malegaon Branch, to its Mantralaya Branch, Bombay is alleged to have been passed
on 23rd July 1981, No such Resolution was ever passed as no such meeting was
held on 23rd July 1981, Hence the Resolution sent to the Bank of Maharashtra,
Mantralaya Branch, Bombay is a fabricated one,

131, The fabricated minutes of the meeting of 25th July 1981 contain a Resolution
to the effect that the Trust is about to get possession of land in Bombay, that the

Tust has no funds, that it has obtained exemption under Section 8H(G} of the Income
Tax Act, that funds should be collected and that all tights and authority to make
collections are given fo the President Dr. Hiray and Secretary of (G, N. Patil.
Significantly enough, in the minutes of the Ineeting of 25th Fuly 1981. Dr. Hiray
has been referred as the President of the Trust even though he allegedly resigned
and his resignation wag accepted in the meeting of 12th May 1981,

132, In the fabricated minutes of 25th July 1981. there is a statement that
Tisge, who presided, had received a telephone call from Dr Hiray who regretted
his inability to attend that meeting, that g pew President be elected and that
Dir. Hiray should be relieved of Presidentship as early as possible. Tisge also proposed
that the decision of Dr. Hiray as to who should ba President, be acceptable. This
1s an additional circumstance that Dr. Hiray continued as President till that day, his
Protestations to the contrary notwithstanding.

133 The ostensible reason for his resignati i iray in hi
133, gnation as given by Dr. Hiray in his
resignation [etter dat_ed Ist May 1981 was ill-health and mjnistgn'al work. Patently
S Was not a gefivine reasoq, There is Patil's evidence that not mote than
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4 meetings of the Trust were held ina ycar. Beyond attending these meetings there
was no other work which Dr. Hiray, as Presideat, was rcquirc%i to dO,l as alltl1 gjlch;;;
fo day work was dope by G. N. Patil, a person of Dr, Hiray's confidence and who
g?::a ':he f%ll-tlmebSecreéarg of the Erust in whose house the office of the Trust was
situate. Hence beyond signing cheques and collecting funds. th i

virtually required to do nothing. g funds. the President was

134. In the meeting of 25th July 1981, Dr. Hiray was authorised to collect funds
according to fabnca}ted minutes in the minute book (Ex. 521). At this time the Trust
was about to obtain possession of the land at Baadra as recorded in the minutes.
Funds were to be collected mainly from Bombay, hence the bank account was to be
opened in the Mantralaya Branch of the Maharashtra Co-operative Bank. All
this is to be found in the minutes of 25th July (981 in the minute book.

135. The question which may be asked is : Why was this subterfuge of resignation
resorted o by Dr. Baliram Hiray ?

136. Itis on record that Rs. 40-45 lacs were coffecied by way of donations and
advertiserments. It needs no emphasis that such a large amount could never have
been collected, but on the strength of Dr. Hiray's name, ministerial position and
influence. The Trust had already applied 1o Government for the Bandra fand and
possession of the land was obtained in August 1981, and the purchase price of
Rs. 3,09,268-75 p. for 1927 sq. melers was paid after August 1981, If therefore
Dr. Hiray continued to officially associate himself with the Trust, eye brows would
have been raised, and the manngr in which the collections were made on the strength
of his name and position in office would ¢ome in for criticism. Hence it was in
Dr. Hiray’s political interest to officially disassociate himself from the Trust, lest
he be justifiably accused of having misnsed his ministerial influence in obtaining this
prime land form Government at & throw away price or collecting donations on the
strength of his ministerial power, position and authority.

137. Thus came into being the anxiety to relate back the purported resignation
to May 1981 in an endeavor to show that ¢ven before the Bamira land was given
to the Trust in August 1981, Dr. Hiray had ostensibly severd his connections with

the Trust.

138. The minutes of the meeting of 25th July 1981 in the minuie book show that
the Trust had no money to pay for the fand, much less for the structure thercon.
fience evidence was created to show that Dr. Hiray was not present in any meeting
on and after 12th May 1981 All this was a slratagem on the part of Dr. Hiray

that no finger should be pointed at him as having misused his ministerial position
and authority.

139. Coming to the meeting of 19th October 1981, the genuine minutes arc at

Ex, 521

Exhibit 524. They show that 7 trustces had attended this meeting, that Dr. Hiray's Bx, 524

name is at Serial No. 1, that he has si gned the minutes, that Shevale signed at Serial
No. § and that Dr. Hiray presided at the meeting.

140, On the other hand, in the fabricated minutes of 19th October 1981 in the
minute book (Ex. 521), only 5 trustees ar¢ shown to have atiended that meeting. The
names and signatures of Dr. Hiray and Shevale are conspicuous by their absence,
and at Serial No. ] the name and signature of G. N. Patil appear.  In these fabricated
minutes, it is stated that the President of the Trust Dr. Hiray is not preseot, hence

Tisge presided.

141. The genuine minutes give the impression that Dr. Hiray tendered his resig-
nasion on 14th October 1981 and that it is was accepted. Whercas, the _fabrrcazed
minutes in the minute book show that he had orally tendered his resignation on 2nd
March 1981 followed by 2 written sesignation on st May 1981, which was accepted
i o of 12th May 1981, Tt is however stated that even though Dr. Hiray

i was requested tc;) fook aftpﬁf tl_fze c;mpo?::ﬁu matttprs

nd the Trust appreciated Dr. Hiray doing 50 still the date of the meeting

gg tlgiggégo?ae% 1981, It is]p iEurther stated that by his letter dated 14th October 1981
Dr. Hiray again expressed his inability to continue and therefore his resignation

as a trustee was also accepted.

Bx. 52
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2. In the genuine minutes (Ex. 524), a resolution was passed accepting
Dri‘qura}"S resignaliﬂn as President, but in the fabricated runutes in the minpge
book (Ex. 521) it is shown as if he resigned as President in the meeting of 12(h May
1981.

143, The genuine minutes contain a resolution avthorising withdrawal of amounts
from the accounts in the Bank of Maharashtra (Malegaon and Mantralaya Branches)
but the febricated minutes contain a resolution _authons:‘ng Shankar Ananda Sawant
and G. N. Patil to operare these accounts and sign the signature cards.

144. 1t is established that the xerox copies (Exs. 522-524) are the geauine minutes,
The admitted position is that in respect of ihe first 13 mectings, the xerox copies
(Ex. 527 colly.) exactly tally with the minutes appearing in the minute book (Ex. 521),
In the xerox copies, signatures were admitted by Dr, Hiray and ultimately even by
G. N. Patil despite his protestation in haying no faith in xerox copies which {ed the
Commission to examine the handwriting expert Mr. Gajjar, who opined that the
signatures on the xerox copies are indeed those of G, N. Patil.  Further, as far as the
first meeting of 2nd March 198] is concerned, pages i6 and 17 talty exactly with the
minutes. There is an agenda (Ex. 525) dated (6th October 1981 of the meeting of
19th October 1981, This agenda does not refer to any earlicr resignation alleged
fo have been given by Dr, Hiray. It merely says, * to consider resignation of
Dr. Hiray”. That agenda is reproduced verbatim in the xerox copy of the minutes
of 19th October 1981, These are clear-cut and unmistakable indications that the
Xerox copies are indeed the genuice minutes.

145, The question that next acises is Who has fabricated the minutes of 2nd
March 1981 (Jast page), 12th May 1981, 25th July 1981 and 19th Tctober 1981 and
who had the motive for doing s0?

146, The evidence discloses that till 1981 the minutes were in the handwriting of
one Satbhal, an employee of the Truse, on whom feli the dutly of writing out the
minutes because of his pood hand-writing, Since December 198] Satbhai ceased to
be in the employment of the Trust, According to G. N. Patil the minute book was
tempered with by Satbhai by tearing off certain pages. According to Patil the
minutes which were removed were re-written by Satbhai from the rough minutes
which were in Patil's possession. [t ig the admitted position that the minute book
and other records ol the Trust throughout remained in possession of G. N. Patif.

on Satbhai for tempering with the minute book. According to Patil after the Lok-
ayukta served Dr. Hiray with a ¢opy of Nihal Ahmed's complaint, he saw the

minute book and found that jt was tampered with. Patil fixes the time of this
knowedge in 1982, 1983 of 1984,

148. Ttis curious that despite the admitted position that the minute book remained
throughout in Patil’s passession and was thereafier signed by the trustees from time
to ume, nobody including G. N. Paxj] should have noticed that the minute book had

been tampered with right until 23rd September 1982, when according to Patil,

149. It is also not without its own sienific I d
4 ( guificance that thought the complaint file
by Nihal Ahmed with the Lokayukta was on 23rd Septembegr I982,CDr.p1ﬁI’33’ did

not contravert the alfegations in the complaint but | kine for time
to file his reply. In Fcbruary 1985 : merely went on asking for tir
before the Lokayukia lapsed?! 59 Dr. Hitay ceased to be menister and the imequiry

[50.  Apart from the visual evidence of 1, i 1 k
. A cmpering, undonbtdely the Minnte Boo
bas been tampered with, ag admitted by G. N, Pail gjmsclf. T]feissential difference
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in the genuine and fabricated minutes is the date of Dr. Hiray's resignati

is sought to be alleged is that Dr, Hiray did not resign on and i‘}rlom lé%ﬁao‘:tgberv{gglt
bt hagl requested to be relieved from 2nd March 1981 and had severed ail his connec-
tion with the Trust from 12th May 198). Indisputably no ontsider would have or
hed the opportunity to lay his hands on the Minute Book which on G. N. Patil’s
own showing always remained with him. Hence the tempering was necessarily donc
by someone connected with the Trust and most interested in doing so.

15, G. N. Patil attributes this mischief to Satbhai saying that Satbhai did so on
his own. This is not correct. Satbhai was merely a paid employee of the Trust,
one of whose duties was to write the Minute Book. He bad no reason to tamper with
iz on his own. He had nothing to gain thereby, though no doubt he had a hand in it
zs the fabricated pages are in his hand-writing. For that matter even G. N. Patil
fad nothing to directly gaint by indulging in this fabrication on his own, except the
goodwill of Dr. Hiray who controlled the Trust and whose blind follower he is, as
revealed in his evidence. The trustees can also be safely ruled out, being as they were
Dr. Hiray’s relatives or confidants controlled by Dr. Hiray without whose bidding
nothing could be done. Having signed the minutes, no doubt the trusices were also
in this exercise but not on their own initiative. The guiding light was the by-now
panicky Dr. Baliram Hiray, who in his political interest had everything to gain by this
Zrbrication and much to lose if the original minutes came to light. The only persen
who had the strongest mofivation for this fabrication was none other than Dr. Hiray
himself. His exercise was to distance himself officially from the Trust lest he be accu-
sed (albeit justly) of misuse of his official position and authority in getting prime land
at Bombay from Government at a throw-away price and collecting donatiens for his
Trust. I have no doubt that this fabrication of the Minute Book was don¢ at the
instance of the good docior, through the instrumentatity of his confident G. N.
Patil, who got Satbhai to do the dirty work, which Satbhai did, 'While those twe werc
the pawns, the hand that directed their moves was Dr. Hiray's,

152, There is on record a printed undated appeal (Ex. 514) showing Dr. Hiray
as President of the Trust. This appeal invited donations for the Trust. Though this
appeal is undated, the time when it was issued can be ascertained from its internal
evidence. Tn it there is a reference to the Bandra tand, namely that ** it is proposed to
build a hostel at Bandra area in Bombay . Now the Bandra land was received by
the Trust from Government iff’ August 198, Until then, asking for donations
for putting up a structure on that land would be premature. This would indicate
that at some period of time after the Trust got possession of the Bandra land in August
1981, that this printed Appcal was issned. That period of time, as will immediately
appear was 1984.

153. On the basis of this Appeal describing Dr. Hiray as President of the Trust,
funds were collected. It is difficult to belicve that if Dr. Riray had actually ceased
to have any connection with the Trust even from October 1981 as alleged by him,
why he should have been described in this Appeal as President of the Trust for which
the funds were collected in 1984. This is yet another indication that Dr. Hiray's
version that he resigned from the Trust and fiad nothing to do with it {rom May 1981
is not true, and that even in 1984 Dr. Hiray was very much associated with the Trust
and that even his purported resignation in October 198 was merely on paper and not

as a matter of fact.

154. As a result of this Appeal donations from 128 different partics listed at
Ex. 316 from all over Maharashtra were collected. They comprised of 3 categories,
to wit, (i) distillers, (if) holders of liquor vendor licences and (i) persons running
beer bars in Maharashtra.  Allof them were neecssanily dependent upon the good-will
of the Prohibition Department of which Dr. Hiray was in charge as Minister. Each
of these categorics gave donations at more or less an uniform ralc, The books of
accounts of the Trust do not revea! any travelling expenses incurred throughout
Maharashtra for making the collections.  This rules out the possibility of the Trust's
office bearers or employees of the Trust going around Maharashtra fo make collec-
tions. All these factors coupled with the fact that these 128 parties were spread afl
over Maharashtra, indicate that the collections were made from them lhr\ough thj
officers of the Prohibition Department. It 18 1nconci vable that these ommsi‘wt?m
do so on their own initiative. None of these caicgorics could‘have hi}d thg s‘; % tcs;;
interest inn the construction at Bandra, nor could they all have suddeniy devélope

Ix. 514

Ex. 514

Ex. 5i&
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altruistic motivations of charity. These amounts at a more or less uniform rate were
collected from them hafta-like and given not to displease Dr. Hiray who was the
Minister-in-charge of Prohibition.

155. The same comments also apply wtutatis mutandis to the 13 pharmaceutical
concern listed in Exhibit 517 who made their contributions in September/October
1984 through the instrumentality of the FDA. Needless to say these pharmaceutical
concerns required the * goodwilt > of the FDA and the Health Department. Even
if Dr. Hiray may not have been Health Minister in 1984, he still held cabinet rank
regarding other portfolios. Hence in any event, it is manifest that irrespective
of the fact whether or not Dr, Hiray was in charge of a particular department, he
misused those departments, including the FDA, to collect funds for the Trust. It is
inconceivable that the FDA could do so on its own.

156. All this reveals a course of conduct in the total misuse of ministerial office and
power on the part of Dr. Hiray for making collections for his Trust. Hence little
wonder that Dr. Hiray should have excrted himself to the assiduous falsification of
the minutes to the extent of fabricating them so ag to make believe that he had severed
his connections with the Trust from May 1981 when in fact he had not. Dr. Hiray
misused his official power and position to confer a private benefit to the Trust con-
trolled by him and of which he was the genius.

157. The next question that arises is : When was this fabrication done 7

158. Page 17 of the Mimute Book shows that on 23rd October 1981 the Assistant
Charity Commissioner had signed the minutes at the foot of that page. Thereafter
the remaining pages were removed. The tampered pages are in Satbhai’s hand-
writing. Satbhai left service of the Trust in December 1981. Thus the tampering
was obviously done sometime between 23rd October 1981 when the Assistant Charity
Commissioner signed at the foot of page 17 and December 1981 when Satbhai left
service. Having thus secured himself, the versatile doctor Iulled himself into 2 false
sense of security and exuberantly went on a donation collecting spree.

159. In holding against Dr. Hiray, I have religd essentially on unimpeachable
documentary evidence and the admissions made by D, Hiray himself and have
eschewed aspects such as the interpolations in the Change Report dated 31st October
1981 and the Homoeopathic College incident.

160.  The record unmistakably discloses that Dr, Baliram Hiray was guiity of
misuse of his ministerial office and corruption. As a result, Dr. Hiray was not in
a position to exercise control and authority over the FDA in the implementation
of the Drugs and Cosmetics Act. As Health Minister, he must be held responsible
for his acts which affected the working of the FDA and encouraged corruption in
the FDA which can be shown by the above course of conduct on his part.

161. The record reveals that (¢) Dr. Hiray was guilty of gross ministerial inter-
ference. He passed arders for extraneous conside%a}ltio};s. ch misused his office
and official position as Minister with a view to collect funds for his Trust. () He
is guilty of using the weapon of transfers and promotions, not in the interest of the
FDA, but with a view to confer favours so as to have at his beck and call pliable
officers known to be corrupt. (c) As Health Minister he undid whatever Comumis-
sioner Venkatachalam tried to do by improving the working of the FDA. To that
end Dr. Hiray (i) transferred and/or promoted V. D. Deshmukh, (if) allowed the
%r(igief:utloq against one Tolia to be withdrawn with full knowledge of the fact that

olia’s earlier attempts in August 1978 with the then Chief Minister and in May 1980
glth the FDA, had failed, (d) Dr. Hiray appointed V. C. Sane as full-fledged

omrguss:oner on 2lst July 1981 in order to reward him and despite his known bad
l1;(:=<:ﬂr ; e?ind the adVerge report of the Anti Corruption Bureau. (¢) Despite Dr. Hiray's
]‘nowf ge of Dolas’ bad record, and that Dolas was transferred to Chandrapur i
lquho suspenston, Dr. Hiray was instrumental in transferring Dolas to Bombay
]W;ECOEt c.:énsultmg the FDA and immediately on receiving Bhaskarrao Chalukya's
tla] rdated 15th July 1980, (1) Despite the clear-cut finding of the Upa Lokayukta
that Asstt. Commissioner V. D. Deshmukh and N. D. Kulkarni were guilty of
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improper conduct and should be censured by Government which should be reflected
in therr conﬁdcnhals_, Dr. Hiray refused to accept this finding ar administer even
this mildest of punishments. On protest being made by the Upa Lokayukta,
Dr. Hiray agreed to orally convey the Upa Lokayukta’s views to these two officers.
Government conveyed to the Upa Lokayukta that it accepted his findings. Show
cause notices were issued to V. D. Deshmukh and N. D. Kulkarni. Thercafter
something happened. And onr 17th July 1981 Dr. Hiray made an endornsement
differing from the views of the Upa Lokayukta. Extraneous consideration on the
part of Dr. Hiray is writ large. {g) Commissioner Bhirud sent certain proposals
suggesling 5 different names for appointment to the post of Jt. Commissioner and
Licensing Authority (H.Q.), the first preference being N. D. Kulkarni. Despite
Commissioner Bhirud’s strong written opposition to the appointment of V. D.
Deshmukh to this post, and despite the opposition of Dr. Hiray's own secretariat,
Dr. Hiray appointed V. D. Deshmukh as Jt. Commissioner and Licensing Authority.
Extraneous consideration on the part of Dr. Hiray is writ large. () With a view
to create false evidence to show that Dr. Hiray resigned from the Samiti Trust with
effiect from May 1981, false and fabricated documents were propared and false
informaticn was given to the Charity Commissioner, even though Dr. Hiray continued
to function as the President of the Trust till October 1931,

H 465133



CHAPTER XVI
PART I

L. T shall now deal with the acts of ministerial inferference in the working of .
the FDA by certain other erstwhile Health Ministers, To that end, I will place the
bricf history of various FDA Commissioners, Joint Commissioners and Health
Ministers, . :

2. Starting with the Commissioners, in 1960 M.K. Rangnekar was appointed
Director of the Drug Control Administration (as the FDA was known prior to
1974). After 1974, Rangnekar’s designation was Commissioner, FDA witich e
continued to be till June 1977 when he died, Prior to his death, he was on leave

He was repatriated to his parent department on 2nd October 1979, Therealter from
2nd Octeber 1979 V. €. Sane held charge as Commissioner for 2] months till
21st July 1981 when he was appointed Commissioner. Sane retired on 31st October
1981, On Ist November 1981 8. D, Bhirud was appointed Coramissioner, He was
due for retirement on 30th November 1986, but was re-employed for 6 months
till 31st May 1987.

3. Coming to the Joint Commissioners, in 1978 the Joint Commissioner was
V. D. Deshmukh and thereafter V. C. Sane, At that time the Commissioner was
Venkatachalam, Between Januvary 1982 and 30th April 1984, V. D. Deshmukh
was the Joint Commissioner. Between June 1984 and 3ist January 1985, N. D.
Kulkarni was Joint Commissioner. On his retirement on 31st Jannary 1935 B. G.
Fadnavis was asked to look after the post of Joint Commissioner, On 29th November
1985 8. M. Dolas held charge as Joint Commissioner (] 24th March 1987 when
during the course of the present Inquiry he was transferred to the Food Department.

4. Coming to the Health Ministers, between July 1975 and October 1976, K. M.
Bapu Patil was the Health Minister. During his tenure, Rangnekar was the Commi-
Sstoner. 1977 saw the advant of G, S, Sarnayak. In 1978 the Health Minister was
Shivajirao Patil Nilangekar, with Sushilkumar Shinde as Minister of State for
Health. The Chicf Minister was Vasantrao Dada Patil. It was at this time that
Venkatachalam was appointed Commissioner of the FDA. Between August 1978
and February 1980 Dr, (Mrs.) Pramila Tople was the Heajth Minister; Sharad
Pawar‘w;jxs the Chief Minister, During her tenure, Venkatachalam ceased to be,
Commgss:oner and was repatriated o hijs parent department and V. C. Sane became
officiating Comml_sst_oner. Between June 1980 and February 1983 Dr. Balitam H iray
was the Health Minister ; til] 1985 he held charge of the several portfolios inchuding
Prohibition, Retween February 1983 and Maroh (985 Bhai Sawant was Minister
of State for Heaith ; in the first week of March 1985 he became Minister for
Health and Medical Education, which portfolic he holds to this day, Between

6. On 4th February 1975 postings were made 1o these newl st
4 I _ s created postes,
P. S Joshi was appainted Joint Commissioner at Pune, 8. D. thirud at I%I Q.

M. V. Rajadhyakshy in the Bomk Pvisi .
Aurangabad. mray Divisional Office and V. D. Deshmukh at

7. 0n 17th February 1975 these postin : .
L : . g5 were changed to a limited extent,
?)af[:lify P. S. Joshi wag appointed Joint Commissioner at the Bombay Divisional

fice, M, V, Rajadhyaksha as Joint Commiss; :
Deshmukh as Joint Commissioner at Pum];-r.1 mionet at Aurangabed and V. D

8. P.S. Joshi was sen; ; .
Divisional O sefiior to 8. D. Bhirud, In 1974 P. S. Joshi was at Bombay
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9, In 1975 Commissioner Rangnokar proceeded on leav

to Government that during his feave .pe;)iod. Bhirud sgou?dagg :sﬁcggc ?(;n Lnf;:igf:td
as Commissionci. Thereupon P. 8. Joshi staked his claim by virtue of his s.eniorit‘3
making an appeal to Government that ke should be appeinted to officiate as Commi}‘r
-gsiones, This was taken cognizence of by Government and P, 8. Joshi was & inte{i
to ofisiaic as Commissioner during the fime that Rangneksr was on leavei.)po

10 I: appears that Rangackar was interested in S. D. Bhirud. As a result rela-
tions between Rangnekar and 8. D. Bhirud on the one hand and P. 8. Joshi on
the other became strained. Consequently, two rival groups sprang up which in the
FDA. parlanse came to be known as the Rangnekar group and the Joshi group.
Appareitly, tie influence with Goverament of the Rangackar Group cxceeded
that of the Joshi Group, with the result that the Joshi Group came to be disliked
by Government and the higher officers of the FDA. As a result, in 1976 P. S. Joshi
was transferred by Rangnekar to Nagpur and V. D. Deshmukh was brought to
Bombay, -

1. In 1977 Commissiozer Bhirud was sent on deputation to Ajanta Pharma-
ceuticals Lid, an enterprise of the Government of Maharahstra. Rangnekar recom-
mended thai V. D. Desiumukh should take charge of the post of Joint Commissioner
(d. Q.,} P. 5. Joshi was senior to V. D Deshmukh and so also was V. C. Sane.
V. D, Destrnukh was -appointed to hold additional charge as Joint Commissiofier

(H. Q)

2. In June 1977 Rangnekar died. Superseding the claims of P. 8. Joshi and
V. C. Same, Deshmukh was appointed to hold charge as Commissioner. Sane and
Joshi were scnior to Deshmukh by 10 years and 4 years respectively. All this led
to relations between Sane and Tashi on the one hand and V. D. Deshmukh on the
other beooming strained. As a result, Sane and Joshi did not cooperate with Commi-
ssioner Deshmukh, who in turn was unable to control them. All this affected the

eniire working of the FDA.

13, In addition, V. D. Deshmukh was not a good administrator and was not
sbove-hoard Corruption iv the FDA became rempant. The public image of the
FDA was exiromely poor and the moralc of its olicers was very low. The entire
drugs industry was extremely unhappy with the working of the FDA. Group and
factions were found in the FDA. There was a greal deal of criticism of the FDA
in the press and the Legislative Assembly. in these circumstances Government
had no opiion, but to take remedial measures to salvage the image and reputation

of the FDA.

14. To that end, in April 1978, Home Secretary R. D. Pradian sounded
Venkatachalam of the LP.S. whether he would care 10 take up the challenging,
post of Commissicner of the FDA. Venkatachalam agread.

15. However, thereafter it took three months for Venkatachalam’s file to be
cleared which was done in June 1978, though s file had been expeditiously cleared
in May 1978 by the then Minister of State for Health Sushilkumar Shinde. Even so,
the file did not reach the Health Minister Patil-Nilangekar for a month. Obviously
it was held up somewhere perbaps in some quarters, Venkatachalam belng appointed
as Commissioner was not exastly welcome. Venkatachalam however followed up
the matter of the refuctant file and thereafter on 15th June 1978 Government passed
jts order appointing him as Commissioner of the EDA. The following day
Venkatachalam took charge. His appointragnt was for a period of ons year. It was
extended by the then Health Minister Dy. (Mrs.) Pramila Tople till September 1979.

16. When Venkatachalam took charge on 16th June 1978 he found the FDA
in shamble. To his_horror he discovered that as many as 900 applications were
pending in the Licensing Depariment which was under V. D. Deshmukh.
Yenkatachalam gave a time {imit to V. D. Deshmukh for disposing of these pending

applications.

3 ; Inspectors were not to be found in

7. Venkatachalam also found that Drugs _

thjir ceats in the office that thert was no check on their movements and that they
Ue not accountable to any one. Henace R introduced the movement diary for

T i ¢ Joint Commissiones. He strengthened and

Inspectors and weekly diaries fo
tgi'cduup the Intelligence Branch of tho FDA.
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18. Venketachalam also encountered liason men including Tolia and other
undesirable elements habitually loitering in the FDA offices. He threw them alt out.

19, Venkatachalam also examined ceriain ﬁa‘qs, as a result whereof he lodged
certain prosecuiions whenever necessary, including a prosecution apainst Tolig,
He also ordered a departmental inquiry against S. M. Dolas.

20. Venkatachalam also made 3 detailed Report to Government to improve the
working of the Government Analytical Laboratory. That Report has never been
acted upon and is gathering dust.

2], Venkatachalam found that injustice had been done to V. C. Sane as his
seniority had been overlooked. Hence he brought Sane from Pune to Bombay and
placed him in charge of the Licensing Authority. As a result of all this drastic action
taken by Venkatachalam in order to improve the working of the FDA and bolster
its sagged image, predictably Venkatachalam became thoroughly unpopular in the
FDA, After threatening voluntary retirement, V. D. Deshmukh, thought better of it
and opted for uansfer to Pune. Even V. €. Sane to whom Venkatachalam dig
justice by taking into account his seniority and bringing him to Bombay from Pune,
turned against Venkatachalam and asked him nof to seek extention of his term
on the ground that Venkatachalam being from the IP.S., was an outsider. At that
time 2 number of representations werc made to Government by disgruntled FDA
officers, who did not approve Venkatachalam’s steps at toning up the working and
administration of the FDA. At that time the Health Minister was Dr. (Mrs.) Pramila
Tople,

22. Dr. (Mrs.) Pramila Tople did not want Venkatachalam to continne as Com-
missioner of the FDA as he was a Police Officer and did not have scientific academic
qualifications. ' She however admitted that Venkatachalam’s lack of scientific
kaowledge did not impede his work in the FDA. She admitted in her evidence that
Venkatachalam was a man of intergrity and that she was satisfied with the work
dore by him in the FDA. She also admitted that she was under tremendous pressure
not to extend Venkatachalam’s term.,

23. The evidence of Dy, (Mrs.) Pramila To p'e also discloses that Venkatachalam
had resented the action taken by her in changing Venkatachalam’s transfer order
pertaming to Assistant Commissionor Bijamwar, which Venkatachalam recorded
by his letter dated 29th May 1979 (Exh. 290) and in changing Venkatachalam’s
transfer order pertaining to Dani and Merchant which Venkatachalam recorded
by his letter dated 31st May 1979 (Exb. 460). :

24. Qbviously the latter did not entirely relish the idea of this uncalled for
wsterial interference on her part being placed on record by an independent
ke Venkatachalam. This coupled with the tremendous Dressure
on her not to extend Venkatachalam’s term. his days in the FDA were numbered.
And on 2nd October 1979 Venkatachalam was repatriated to his parent department.

25. Dr. (Mrs) Pramila Tople appointed V. C. Sane as officiating Commissioner
after going through his C. Rs,

26. She has stated in her evidence that when she appointed V. C. Sane, she had
No material before her that Sane was not g man of intergrity. However, significantly
she made no inquiries from the person who would best be in 2 position to throw

hght on V, C. Sane namely Venkatachalam as to who would be the proper person
to succeed him. )

27. From the fact that V. C. Sane held charge of the post of Commissioner for
an unprecedented peried of 21 months by itself shows that all was not well eoRCETNIing
him, It was Dr, Baliram Hiray who appointed Sanc as Commissioner on 21st July
1981 which post Sane held till his retirement on 31st October 1981 and thereafier
from Ist November 198] came Bhirud as Commissioner.

28. P. S. Joshi who was the senior-most, was overlooked for promotion through-
%m-' He retired this year in September. There is reasonable material 1o suggest that
hirud was re-cmployed for 6 months aficr his superannuation on 30th Noyember

1986 with the object only not to anpoint P. S. Joghi i
with 8. , that
Post in view was none other than S? M. Dolas, St hecuse the inoumbent to

29. The above are some startling j s .
i Instances of ministerial interference regarding
appointments and transfers, & erference reg
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PART I

30. G. S. Sarnayak is an erstwhile Health Minister, Prior to his advent nto
politics, he was a practising fawyer at Akola aad President of the Akola Zilla
Parishad. He knew one Sakarchand Shah since 1967 as they both belonged to the
same political party. From 1972 till November 1974 Sarnayak was Minister of State
for ;LlIealth lfanFhe Mabarasgtfrzgl }(fabine{. From 1974 to 1975 he was a Cabinct Minister
in charge of Transport and Fisheries. In 1975 he ceased to flice.

Cabinet Minister in charge of Health. dtohold ofiice. Jn 1977 he was

31. His evidence and his own admissions disclose in embarrassing detail that
though himsell a qualified lawyer and at one time Health Minister, hie was totally
innocent of the provisions of the Drugs and Cosmetics Act and Rulcs as also was
he of his ministerial responsibilities and duties, Out of all the erstwhile Health
Ministers who vied with each other in projecting weak memories, Sarnayak surpassed
them. Even after documents were shown to him Sarnayak's amancsia got the better
of his memory. However to fis credit it must be said that he was frank cnough
to admit that as Health Minister he exercised no supervision whatsoever over the
FDA, leaving all to his Secretary.

32. However even in this he is not entirely correct, in the light of the instances
stated below of Sarnayak’s venture into the realm of ministerial interference —

A

He saw to it that the FDA made a report to cnable Government to withdraw the
prosecution launched against Nayal Medico Distributors. This also finds place
earlier in this Report while discussing Dr. [firay. Sarnayak attempted to justify
this totally wrong action on his part on the ground that it was his duty to interfere
in public interest. It is diflicult o sce how withdrawal of a prosecution against an
errant party can be attributed to public interest, nor was the vencrable ex-mipistet
in a position to throw any light. Mereifully his recommendation to the Home Depart-
ment for the withdrawal of the prosecution vide letter dated 25th May 1977 (Ex. 281)
was turned down by the Home Department.

B

(i} Sarnayak’s evidence discloses his close connection with his political compa-
triot Sakarchand Shah of National Medical Agenoy, Nagpur. On [4th December
1972 their premises were taided by the FDA. Ten thousand spurious sulphadiazine
tablets were seized. They had been stoved for pubfic sale. This by itsell would con-
stitute an offence under Section 18(a}2) of the Act attracting a minimum punish-
ment of one year’s rigorous imprisonmert plus fine. In addition National Medical
Agency had already sold 5000 such tablets to the unsuspecting and gullible public.
At that time the Assembly was in Scssion at Nagpur. Sarnayak desperately tried
to contact V. C. Sanc who was the Joint Commissioner at Nagpur. Two or three
telephone calls were put through by Sarnayak but Sane was not available. Ultimately
late that night when' Sane learnt ol Sarnayak’s telephone cails, he called back.
Sarnayak ordered him to sec him immediately at that late hour. Sane did so. At
that time Sakarchand Shah was witlt Sarnayak. Sarmayak instructed Sane not {0

prosecute National Medical Agency.

(if) There is documentary cvidence in the form of Lxhibits 451 to 457 which
suggests: that Sane was dirceted not to prosccute National Medical Ageney o
its proprietor who was nonc other than the son of Sarnayak’s fricnd Sakarchand
Shah but fo citc them as witncsses only. Sane's reaction was that at thot ume
Sarpayak was awar¢ of all the rfacts. Accordingly Sarnayak's instructions wete
carried out and the prosceution was launched only against the supplicr on¢ Ag;mm[;
National Medical Agency was cited only as a Wwitness. Agarwal was convicted for
one year’s rigorous imprisonment plus a fine of Rs. 2.000, The cisc against Agarwal

was obviously a weak case, for in appeal, the High Court confirmed the conviction
and fine but reduced scnience from onec year R fo one day S.I Thus thanks to

Sarnayak’s ipfervention, National Mcdical Agenoy, the real culprit, waich had
stored the 10,000 spurious sulphadiazine tults for public tale ard had ajready
sold 5,000 such tablets 10 the public, want unscathed, No amount cf amancstd czl\rﬁu
avail the worthy ex-miuister in the face of the documentary evidence Exhibits 453

to 457, brought to his pointed attention.

Ex. 281
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C

For lack of documeutation, zad since Sarnayak's temwory doos not come to
his rescue, I propose to ignere Sanc’s evidence that while he was in Nagpur,
Sarnayak had instrecicd him not to laungh a proseeniion amainst 2 party rom whose
premises adulterated groundnut oil was seized by the FDA.

b

(i) In 197G6-77 there was a cass of the spurious Novalgin. (not 0 be confused
with Novalgin} tablete, A raid had Been carried out by Ass:stanc_e Commissioner
Kochar, The culpritin that ease wes once again Sarhayek’s close friend, Saks r¢iiand
Shah. Predictably, Sarnayak rememabers nothing except that Sakarchaud Shah
had seen him regarding an appead concerning the Novalgin tablet ‘ncidant. Why
Sakarchand Shah should do so, Sarnayak is silent. Thus the connection between
these two and the Novalgin tablat incident is established.

E

{f) There is also the incident pertaining to the transfer of Drugs Inspector P, R.
Deshpande to Bombay., His transfor order dated [6th fune (977 was signed by
Sarnayak. Me admitted that he was instrumental in posting P. R. Deshpande at
Bombay, yet at the same time claims he does not even know that as a result of fis
nate Drugs Inspector Deshipande was posted to Bombay. He claims ke did not
take any specific interest in him,

{#) The mystery of this transfor is that Deshpande had not cven made an apnlica-
tion for that purpose nor is there any departmental note for bringing P. R, Deshpande
to Bombay. Neither is to be found in the filos produced by the FDA before this

Commission.

33. These are some plaring instances of ministesial interference on the part
of the then HMealth Minister G, S. Sarnayak. -

34. I amn nct prepared o aceept his amncsia af face value. The highest I am
prepared o go is to dub him as an ignorant dabblor with an exalicd opinion of
his duties and not over-burdened with brains. lio wus unable to explain with any
degrec of coherence how his interfercncs with the due process of law could possikly
have enured for the public welfare. Pechiaps his cumbrous mind never nceded to
think and felt free to indulge in its infinite capacity for sclf delusion. A man of
monumental denseness.

PART Iif

35. The next Heolth Minister guilty of ministerial interference is K. M. Bapu
Patil. He was Health Minister from July 1975 to October 1976. Not less than fwo
instances of ministerial meddling can safely be brouglit home to him,

A

K. M. Bapy Patil was fustrumental in sending Bhirud on deputation to Ajanta
Ph_arnmceut:qai:f, th order to facilitate the appointment of V. D. Deshmukh as
Joint Commissioner, He cannot evade responsibility merely by his lament that
it was not he but his department which mMay have done so, nor by feigning ignorancs
whether this was done in order to facilitate V. D. Deshmukh’s appointment as
foint Commissioner. Here is another ex-minister who has had no compunction in
foisting the blams on his department as the panacea for his own misdeeds.

B

. £) According to Joint Commissioner Desimicki Bapu Patil had given him
instructions regarding the case of Nuval Medico Distributors by calling him two
of three times ajul telling him to remove the injustice done to them. Bapu Patil
told Deslimukh he koew them very well. According to Deshmukh, Bapu Patil did
not actually suggest to Lim that the proszaution against Naval Medico Distributors
bq \-.’uhdr:-_wq but his administration should take a very Tenient view of the matier,
;ﬁﬁam speffing out what the lenjent view should be. All this is denied by Bapu

() T{terc 'S 1o reason to disbelieve Deshmukh o this aspect, looking to the
fact that Deshmukh’s appointment to Bombay was thanks tolBapu Patil himself.
It is also difficult to sec what lenient view could possibly be taken in the light of the
fact that the prosecution against Naval Medico had already been [annched, Hence

Bapu Patil’s implication to Deshmukh could o: agai 1
Medico should be withdrawn, Hi only be that the case against Nava
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(i) Deshmukh’s evidence against his benefactor did not spring from willing lips.
And even then he sugar-coated it, as best as, in the circumstances, he could.

PART IV

36, There are two acis of ministerial interference in the case of the crstwhile
Health Minister Dr. (Mirs.) Pramila Tople which are discussed in the next part
while dealing with Commissioner Venkatachalam.

PATT YV

I m

L Venkatachalam was one of the few witnesses, who in the witness-bex was
in his answers as upright as he was by his actions as Commissioner of the FDA.

. 38. He ocmxpiéd ihe post of Commissioner of the FDA for a very limited period,
from 16th June 1978 till 2nd October 1979, He was specifically brought from his
parent depariment of the LP.S. to the FDA for cleaning augean stables. And to

some extent, despite forces working against him, he succeeded.-

19, His evidence discloses that he was the one man of integrity the FDA had
the good fortune to have at the helm of its affairs. He excrted himself to the utmost
to put the FDA on an even kecl. T have already detailed the steps taken by him to
that end. His evidence bears testimony of his exertions 1o improve the working and
the tarnished image of the EDA. If only he had been allowed to function for a longer
time as Commissioner, he would have picked up the FDA from the gutter intc
which it had fallen and restored to it the prostige and the image it once had as the
best in all Asia. .

40. The question that then arises is : Wiy was Venl-atachalam rnnt continued
as FDA Commissioner for doing the good work he had started 7

41. Venkatachalam’s C.Rs. werc good and he had a renutation for cfficiency
and uprightness, which were the reasons which brought him from the LD.S. to the
FDA as Commissioner. The cvidence does not even remotely indicate that as Com-
missioner he displayed qualities other than ciliciency, integrity and adninisirative
capability and independence. Ironically cnough, these were the very quslities which
in the topsyturvy world of ministerial interference resulted in his downiall, Un-
fortunately the evidence in its entirely suggests that it was the entire system, including
power brokers and touts, unserupulous manufacturess and the FDA ofticers them-
selves who were against Venkatachalam and thwaried his cndeavours to restore the
FDA to its pristine position. It did not suit the boot of any of them that he should
continue as Commissioner of the FDA. Hence he was cased out. And the Health
Minister weak enough to do so was Dr. (Mrs.) Pramila Tople, wio, unfortunately
succuntbed to the pressure of tho corrupt V. C. Satie, hier protestation to the contrary
notwithstanding. 1t must indecd bo the DuviP’s Delight (to borrow a lilerary title)
that an officer £s corrupt, and known 1o be so, 88 Sane should have replaced an up-
right and efficient officer like Venkatachalam at the liclm of the FDA.

42. Tt is inconceivable that the circumstances and Venkatachalam's merits had
impelled Government 1o have lifted Venkatachalam from his parent department
and placed him at the head of the FDA would have been unknown 10 the then Health
Minister Dr. {Mrs.) Pramila Tople, She knew the good work he was doing for the
FDA and was satisfied. Unfortunately for him, the FDA and the public at large.
Venkatachalam became too ™ inconvenient ” for Health Minister Dr. (Mrs.) Pramila
Tople to handle. He commiticd the unpardonable sin of resisting ministerial inter-
ference) and worse still, the greater crime of placing his resentment on record that
what he did was at the ministerial bidding of Dr. (Mrs) Pianula Tople. Tie dashed
ofl 2 letters, one dated 29th May 1979 und the other dated 31st Moy 1979 (Fxhs. 290
and 460) to the Secretary to Government of Maharashtra, Urban Development
and Public Health Department. In the first lefter be recorded that the Heolth
Minister, namely Dr. (Mrs.) Pramila Tople had told Venkatachalam on the tel -nhone
on 20th May 1970 that Assisiant Caommissioner Bijannwar who was under orders
of transfer to Chandrapur “shalt be posted ™ at Beed instead of « Chandrapur.
Commissioner Venkatachalam further recorded that fie had told the Health Minister
that he had suggested the transfer of Bijamwar oul of Aurangabad Division as there

i i i 1 kich. as desired by the ealth Minister,
were complaints against him, despite wiuch, d by alth :
Venkatac}})alam had given iclephonic instructions to Bijamwar to repari al B-.cr%
and take charge. By the second letter dated 3lst May 1979 also addit.sed to the

Ex D 6
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Secretary to Government of Maharashtra, Urban Development and Public Health
Depariment Venkatachalam recorded that he hq.d received telephonie mstructions
from the Health Minister [viz. Dr. (Mrs.) Pramila Tople] on 30th May 1979 that
Chief Inspector Dani, who was under orders of transfer to Pune, shonldl be retained
at Bombay and that the Health Minister had also desired that Chicf Inspector
Merchant should be transferred to Bombay on compassionate grounds.

43.  All this recording of ministerial directions (or rather to put it more aptly,
mis-directions} could not exactly have warmed the cockles of Health Minister’s
heart.

44. And finally, in_not extending Vcnkatachalam’s_term, Dr. (Mrs.) Pramiia
Tople, unfortunately succumbed to pressure. She admitted she was satisfied with
his work, that she had nothing against him and that

“but for the representations made by others I would have continued
Venkatachalam as Commissioner >,

While the then Minister of State for Heal th, Sushilkumar Shinde aad the then Health
Minister, Mr. Patil Nilangekar were instrumental in Venkatachalam’s appointment
to the FDA, the succecding Health Minister, Dr. {Mrs.}) Pramila Tople found
Venkatachalam far too independent minded to handle. Hence Venkatachalam

had to go.

45. It was not as if Venkatachalam was urgently or at all required in his parent
department. For that matler, afier his repatriation he was not given any posting
for three months. Even so, Venkatachalam had to go. He went with the same dignity
he had come, :

46. Dr. (Mrs.} Pramila Tople’s successor Dr. Hiray was instrumental in confirm-
ing Sane to the post of Commissioner despite his having gone through Sane’s C.Rs.
and the A.C.B. Report. And Dr. Hiray’s successor Mr. Bhai Sawant was instrumental
in appointing Dolas,

47. Thus successive Health Ministers from Dr. (Mrs.) Pramila Tople right upto
the present incumbent, Mr. Bhai Sawant, were not inferested in having upright,
independent and eflicient officers at the helm of the FDA. As long as such be the
attitude of Health Ministers who feprosent Government, there can possibly be no
hope that the FDA will cver improve or that the public for whose benefit the FDA
is intended, will ever have the benefit of jts activities for which it was created.

thumb. They resented his independence, disliked his uprightness and found his
cfficiency distasteful, The very fact that on finding 90( applications for licences
pending he gave a time limit for their disposal, went counter to the unofficial financial
aggrandisement of the FDA officers; for the longer that licences were kept pending,
the greater would be the anxiety of the manufacturers to strike a bargain with the
officers, With one stroke Venkatachalam took away those pickings.

their misdeeds without the medium of the worthy gentlemen through whom they
could establish a monetary dialogue with wnserupulous manufzcturers and licence
110]dc1:§. One such was Tolia described by Venkatachalam as “ family friend of the
FDA . who for long had kept FDA oficers purring with contentment.

30, Venkatachalam also committed the heinous crime of launching prosecutions
and reopening files conveniently closed and the proatest sin of all was resurrecting

Tolia’s file and launching a prosecution against hi i i
. g st him, That i rtal arters was
the unkindest out of all v 5 T 7 certain qu

Sl Venkatachalam’s introduction of the System of the maintenance of movement
diarics must have come as a hard bLlow to the drugs inspectors, as thereby they
waould have to Put in solid unaceustomed work by actaally inspecting the required
quota of 19 units a month and to aceount for their work and movements,
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52. Venkatachalam could also not have been exactl i i
AL ilso \ opular with
Commissioners by reason of his introduction of the systgmpofP maintalinintghfwg:g;
diaries. Thereby Jomt Commssmn'ers would have to effectively supervise over the
work of the subordinates, an exercise which they had for long not indulged in.

53, Venkatachalam even ordered a departmental inquiry against S

who by then had achieved a formidable political clout a?ld ?oul%i rllloSE ha:vlcwl')o]s?s?tl)?;
endcareq himself to that fast becoming powerful man. Venkatachalam's strictness
and rectitude with manufacturers and licence holders could not have endeared him
to them, because several like Tolia would not have been able to survive. Hence
representations were made by them against Venkatachalam. Though Venkatachalam
tried to take manufacturers into confidence with a view to know their difficulties
all he succeeded in getting from them was oral general allegations of corruption of
FDﬁsoﬁisers. But none came forward to say so in writing. In Venkatachalam’s
WOILds,—

“these drug manufacturers gave me the reason for their not giving me written
complaints, because they said that I was merely a passing phase as Commissioner,
whereas they would have to deal throughout with Dolas. ”

54. The Health Minister, Dr. (Mrs.) Pramila Tople found him too independent
to gountenance; he crampted the style of the FDA officers; unscrupulous elements
in the drugs industry found him unbearable and the scrupulous ones were cowardly.
Venkatachalam was the best hated man in the FDA. He had to go.

55. Despite the fact that the steps he had introduced werc rejuvenativ and
healthy, it was not in the interest of the FDA officers themsclves to have a healthy
or rejuvenated department. Venkatachalam had to go.

56. Unfortunately for the FDA and the general public, while Venkatachalam
did succeed in curbing within the short span of time the ills which had overtaken
and bedevilted the FDA, he was prevented from eradicating them altogether, which
he could have done if only he had been allowed to function as Commissioner for
a longer time. Once he left, the ills which Tie curbed crupted once again. Those ills
can best be compared to wild horses held in check on 2 tight rein and which go
out of control once the rein is looscned. And so it was with the FDA, Orce
Venkatachalam left, the ills with which the FDA was fraught, burst with greater
vigour, and its general picturc became even worse than what it had been before
the advant of Venkatachalam.

57. The result can best be illustrated in the case of V. D. Deshmukh and 5. M.
Dolas. Venkatachalam had transferred them for having vested interests in Bombay,
once he left, they succeeded in their triumphant return to Bombay. No sooner had
Venkatachalam left, V. C. Sane fulfilled his life's ambition and became Commissioner,
Tolia was rehabilitated in the FDA and the proscoution against him was withdrawn,
Maiatenance of daily diarics was rendered a farce, because they were not maintained
daily, but periodically and only the names of the places visited (if at all)} were men-
tioned. Senior officers did not bother to check the movements of the Inspectors
as written in the daily diaries. The Ligensing Authority succeeded in making the
two thousand crore rupee drugs industry dance to his tune and cortuption increascd
by leaps and bounds. Even according to Sipahimalani, the managing partner of
Chem Med, the entire system of the FDA depends upon bribery and corruption.
Apex’s partner Hashmukh Parikh was even more forthcoming. He corroborated -

Sipahimalani and went up a step further that to the FDA officers Diwall comes
wore than once a year. .

58. Such has been the state of the FDA since Venkatachalam’s departure, which
could have been prevenied if only Health Ministers like Dr. (Mrs.) Pramila Tople
and her successors had the will and desire to do. Not a single Health Minister who
has given evidence before this Commission, has demonstrated any such will or
desire. On the conirary, their evidence discloses in no uncertaln measure that this
department has been utilised more to serve t_hg:n'_ private interests rather than be
allowed to operate for the public good for which it is intended. Health Ministers cannot
possibly descipline their subordinates, if they themselves commit flagrant b_rca(fht_ts of
Rules and Regulations and indulge 1n acts prompied by exraneous considerations.
Corrupt masiers make for corrupt servants.

59, And thus ends the sage of Venkatachalam, beief as it unfortunataly Was.
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PART VI

60. The evidence of V. C. Sane reveals that he had come well decided to thwart
the Commission, a distinction he shares with many other witnesses of his itk. Despite
his self-adulation at the commencement of his evidence, he stands tondemncd by
his own evidence and unimpeachable documentary evidence,

61. He was senior to Bhirud. He was superseded thrice in 1974, 1977 and 198},
Documents show his amenability to ministerial influence and that he was more
than willing to carry out their orders, For this he was rewarded by his ultimately
being confirmed as Commissioner after holding charge for an unprecedented period
of 2I months. That Sane did not deserve this post is apparent from documents such
as the file Exh. 462 containing his C. Rs., a letter dated 16th July 1981 from the
Deputy Secretary to Government to the Secretary to Government (Exh. 463), the
minutes dated 9th July 1981 regarding his temporary promotion, the Report of the
A.CB. (Exh. 466) and the incident regarding Beacon Pharmaceuticals starting with
their letter dated 26th June 1981 to the Commissicaer (Exh. 464). Ail these documents
have already been referred to earlier.

62, After ho rctired from the FDA, Sane started o consultancy business in the
name of G.M.P. Consultants, . M.P. standing, with unintended irony for Good
Management Practice. He had his office in Tolia’s office premises at T, V. Industrial
Estate, behind Glaxo Laboratories, Weorli, Bombay, G. M. P. Consultants is merely
a facade for Sane's activities as a liaison-man with the FDA where several of his
erstwhile comrade-in-arms are, Initially he disclaimed total knowled ge of or connec-
tion with Tolia. Thereafter with the utmost reluctance and & great deal of prevarica-
tion admitted to a pamphlet (Exh. 469) of G.M.P, Consultants, which in bold letters,
contains Tolia’s office address stated earlier, and an introductory letter signed by
him on  G.M.P’s letterhead (Exh. 470) wherein Tolia’s office address is stated.

63. Sane's evidence also discloses that an anonymous circular (X-8 for identifica-
tion) Tlevelling serious charges against him had been published. This circular was
taken on record not for the correctness of its contents, but only for the limited
purpose that such a circular had been published. However some of the allegations

i this circular are correborated by documentary evidence. All this has also been
dealt with earlier.

4. Sane’s avidence also discloses that he issued several show-cause notices
without any basis and finally did not take any action. "This was an obvious invitation
to the licence holders to approach him and to come to a “ deal » with him,

65. Sane also obliged the thenr Healti Minister, ~ Sarnayak in the case of

Sakarchand Shah by not prosecuting him for the spurious Sulphadiasine tablets.
This aspect has also been dealt with earlier.

6. Acco;ding tc Sane he also obliged Health Minister, Sarnayak by withdrawing
the prosecution for. adulterated ground-nut oil.

67. He also obliged Dr. Hiray in the matter of the withdrawal of the prosecution
agamst Tolia. This aspect has also been dealt with earlier,

68. Sane’s evidence reveals that he had sanctioned prosecution against Food
Inspector Hogale on charges of corruption; viz. that Hogale had illegally collected
funds allegedly on Sane’s instructions. However after he himself sancticned that
prosccution, Sane gave evidence in Hogale’s favour that the funds had been collected
by Hogale for the exhibition of the FDA. The trial court convicted Hogale for,

2 years R.I. and a fine of Rs. 1,500. Hogale was acquitted by the Appeal
court on Sane’s evidence.

69. When Sane succecded Venkatachalam, Government knew tbat he was
known to be corrupt, that he had been sugerseded three times in the past, that his
C.Rs. were b_ad and about the A.C.B. inquiry against him. Even s0, he was confirme
as Commissioner despite the adverse secretarial note, The object obviously was
that there should be a Commissioner piiable cnough to be at the back and call ©
the Health Minister himself (in this case Dr. Baliram Hiray) and to do his bidding,

which Sane joyously did by making his report for the. withdmawl of Tolia's
prosecution,
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PART VII

70. N. D. Kulkarni was Joint Commissioner at Thane from April 1977 to

October 1981. On 31st October 1981 h .
remained for a year and a half e was transfecred to Nagpur where he

7i. In 1977 Doias was Assistant Commissioner under N. [, K i
Jofas _omf ! . D, Kuikarni at Thane.
In 19?5 Kulkarni initiated a general inquiry against Dolas and submitted ﬁis rclgg:t
dated 25th July 1981{Exh. 483), based as it was,on documentary evidence. According rx. 483

to this report, Dolas was guilty of several acts of mi i i
) 3 ] misconduc -
ciency, definace and insubordination. b negligence, incfl

72. On the basis of this report, Commissioner Venkatachalam rec

to Gavernment a departmentat inquiry against Dolas. This was dongm(t:nlf;fgzg
based on Kulkarni’s report were framed. In the departmental inquiry N. D. Kulkarni
gave eu_dence as a witness oa behalf of the department in September 1982, This
was during the ministership of Dr. Baliram Hiray. Surprisingly enough in the teeth
of his own report which was the foundation for the departmental inquiry, N. D.
Kuikarni in his evidence resiled from his own report and contended in the inquiry
that Dolas had not commitied any acts of misconduct, was not negligent, inefficient
defiant or insubordinate. On this evidence of N. D. Kulkarni given contrary to
his own report, Dolas was honourably acquitted. It nced hardly be said that
Kulkarni’s retraction of his own report was a sordid plot to bale out Dolas.

73. As a reward for thus helping Dolas out of a nasty situation which would
well have led to his dismissal N. D. Kulkarni was transferred from Nagpur to
Bombay within a year-and-a-half of his being posted at Nagpur. It is the admitted
position that N. D. Kulkarni’s transfer to Bombay was not a routine but 3 prema-
ture transfer as he had been in Nagpur only for onc-and-a-half years. His evidence
suggests that he himself did not know why he was transferred to Bombay., He
admitted in his evidence befare this Commission that his evidence before the Inguiry
officer was at variance with his own report but was unable to explain why that was
50, except to say that he made a mistake while giving his evidence before the Inquiry
Officer, at the same time maintaining before the Commission that the report made
by him was correct. Then pray, why did he not say so before the inquiry officer.
He js not afraid of S. M. Dolas. Since 1982 N. D. Kulkarni has been in Bombay.
No doubt he  Justly deserved ™ his  reward .

74. On 25th May 1977 N. D. Kulkarni madc a report in the matter of Naval
Medico Stores (Exh. 281). On this report the then Health Minister, Sarnayak made Ex. 78
nis endorsement the same day. On the strength of this report Sarnayak made
a recommendation to the Home Department for sanctioning the withdrawal of the
prosecution against Naval Medico Stores which was also the subject-matter of the
inquiry before the Lokayukta which had dealt with the corruption charges against
N. D. Kulkarni. All this has been dealt with earlicr.

75. A show-cause notice dated 12th Decomber 1984 was issucd against Apex
Laboratories which habitally gave false and fabricated analytical reports without
actually carrying out the tests. To this show-cause notice Apex gave a reply on 20th
December 1984. On 29th January 1985 Kulkarni passed his order fetting ofl Apex
with a mere warning. And two days later on 31st January 1985 Kulkarai retired.

76. On 10th January 1985 Emcure Pharmaceuticals at Pune made an application
for additional products. This application was received by the FDA office at Pune
on 14th Japuary 1985. The FDA luspector inspected Emeure’s premises on 28th
January 1985, and the same day the joint Commissioner at Pune gave his recom-
mendation. The very next day, i.e. op 29th January 1985, the papers addressed
to the Commissioner were reccived by the FDA in Bombay but were handed over
by one Satish Mehta on hehalf of Emcure not to the Commissioner but to N. D.
Kulkarni personally. Emcure’s application for additional products was immediately
sanctioned by N, D. Kulkarni and the permission was handed over to Satish Mchta
personally the same day. Two days later on 1st January 1985 N, D. Kuikarni

retited.

77, From April 1986, though N. D. Kulkarni has no technical knowledge, he
has been employed as consultant by Emcure the concerp which he had gencrously
benefited two days prior to his retirement.
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8. N. D. Kulkarni gave varfous show cause notices to Vartous parties threater.
ing prosecution, Never, kowever, did he €Ver carry out thl; threat of prasecutian
and never did he give any reason for not doing so. He admltted_ that the Act giveg
no choice not to prosecute but professed he committed an error i ot prosecutin z.
From this the only irresistible inference that cap be drawn beyond reasonable doubt
is that there was some extraneous considcratjoq which prompted Kulkarni not to
brosecute erring manufacturers even of life-saving drugs.

79. There is also the instance of Vikas Chemicals and Kokila Pharmaceuticals
involved in the manufacture of the banned mandrex tablets. Ag J oint Commissioner
N. D. Kulkarni was in-charge of this matter. However, he took no steps against

collusion between Kulkarni and Patil in the dereliction of the duty cast on Kulkarni

to have taken adequate steps against these two concerns but which he did not at all.

80. Show cause notices had been issued to Cyma Pharma and 5 other drug
manufacturing concerns. On 29th October 1984 the F DA passed an order cancelling
the entire licence of Cyma Pharma in Form 28. This order was approved by N, D.
Kulkarni. Thereafter for nearly a-month-and-a-half nothing happened. On [2th
December 1984 there was discussion between N, D. Kulkarnf the Licensing Antho-
rity, Commissioner Bhirud, Kochar in-charge of LB, and the Law Officer §. S.
Deshpande. The cases of alt the 6 firms were considered and it was decided to
restrict the cancellation of the Jicence to the drug concerned.

81, As far as Cyma Pharma was concerned, there was no reason to thus ditute
the earlier cancellation order of 29th October 1984, To start with, the drugs chio-
ramphenicol and cymastrep manufactured by Cyma Pharma were life-saving drugs
which were found to be substandard, FDA’s show cause notice had been et by

difuting FDA’s order of 29th October 1984, nor was there any mistake on the part
of FDA in passing that order because it was done in terms of the show cause Tiotice
itself. It is futile for the FDA officers Row to say that FDA’s original order of 29th
October 1984 was diluted on |2th December 1984 merely to bring it in conformity
with the other concerns to whom show cause notices had been issued. This is a totaliy
absurd excuse because each case must necessarily be judged on its own merits,

82. From these aspects the only irresistible inference that can possibly be drawn
beyond reasonable doubt is that in 1ot serving the earlier FDA order of 29th October
a Lo L

84. Starting with Mukhtavan, they did not dispute the show cause notice and
the FDA findings but claimed that some of their employees had played some
mischief. The punishment imposed on Mukhtavan was Suspension of licence for
10 days. This order was passed by the Licensing Authority N. D, Kulkarni shortly

licence insofar as it pertained to the offending drug, Thus in  Mukhtavan’s case by
awarding the punishment of suspension of licence, even the diluted decision taken
on 12th December 1984 1o cancel the licence confined to the offending drugs, was

Hem Pharma’s proprictor was one Dolar Maniar. He was the nephew of

8s.
Hem Pharma File one Dr. Maniar, 3 « family friend of the FDA * who gave free medical treatment
Ex. 204 10 the FDA officers, 7 batches of substandard chloramphenicol tabets were seized,

the active ingredient varying from 10.5 per cent to 66.91 per cent. Hem Pharma
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did pot send any reply to the show cause notice, In Hem Pharma'’s case “un
agtion » decided in the meeting of 12th December 1984 was not taken [Eg"l:d ilf;l‘]ci)tgtl‘:
licence was cancelled by an order passed by Kulkarni in the beginning of January
1985. Kuikarni's explanation i§ that the * uniform action ™ decided on 12th Decem-
ber 1984 was to be made applicable on merits.

86, Kulkarni’s explanation is make-believe. The real reason for this app
show of strictness on the part of Kulkarni is that through Dr. Maniar 1{1;:111)}1(’;:;31::
to the FDA officers that his nephew’s Hem Pharma had closed down. Hence the
cancellation order was returned unserved to the FDA just as was the Notice given
to Hem Pharma under section 8-B of the Commissions of Inquiry Act with the
postal endossement Business closed .

8§7. Winsun Laboratories’ samples of chloramphenicol tablets were found to
be substandard containing 87 per cent of the active ingredient (the requisite being
92.5 per cent to 107.5 per cent). On 20th June 1984 the usual show cause notice
was issned threatening cancellation or of suspension of licence. By their reply dated
25th Jupe 1984 Winsun challenged the report of the Government Analyst. On
15th October 1984, N. D. Kulkarni passed an order that warning should be issucd.
And on 2nd January 1985 in the month of Kulkarni’s retirement the warning order
was issued. Thus was Winsun let off the haok.

88. This 1s all the more sinister in the light of Kulkarai’s admission that after
receiving Winsun's reply dated 25th June 1984, he did not call for remarks from
the Government Analyst because he did not accept the correctness of Winsuns’
reply. He admitted that the order dated 2nd January 1985 letting off Winsun with
a mere Warning was contrary to the dicision taken carlier on 12th December 1984,
and that there was no specific reason why he should have let off Winsun with a

Mere WATDIng.

89. Panacea sent a reply dated 15th July 1984. No personal hearing was asked
for nor given. The dicision of 12th December 1984 was made applicable to Panacea.
On 31st December 1984 the order was prepated and on 2nd January 1985 N. D.
Kulkarni signed it. Panacea’s licence was cancelied in respect of 2 products.

90, Semit's Managing Director Sipahimalani was also the managing partner of
Chem Med Analytical Laboratories. Samples of Semit’s chioramphenicol tabiets

from 10 different batches were seized. The active ingredient was fess than prescribed.

One batch of ampicilin was also involved. On 20th June 1984 2 show cause notice

was issued to Semit. On 27th June 1984, Semit sent its reply challenging the Govern-
ment Analyst’s report and stating that the samples had been analysed by Chem Med.
On 7th November 1984, Kulkarni wrote to ihe Government Analyst enclosing the
show cause notice and Semit’s reply and asked for his comments. On 15th November
1984, the Government Analyst sent his comments; he pointcd out that Semit’s
contentions were baseless and that the same Chem Med had also analysed the
samples of other manufacturess whose samples had been scized in the sample drive
carried out by FDA and that majority of such samples analysed by Chem Med
had failed. This should have been cnough to have put any honest officer on his
guard. It did not put N. D. Kulkarni on his guard.

9. In the meanwhile by a lettor dated 21st Scptember 1984, Semit had asked
for an adjournment of the personal hearing to some date in the middie of October
1984. On the reverse of this letter, there is N. D. Kulkarni's endorsement under fus
signature on 22nd October 1984—"* Given personal hearing 00 22nd October 1984
and the persons were heard *'. This endorsement is also signed by Kochar.

92, On 13th December 1984, an order was passed cancelling Semit’s licence for
chioramphenicol and ampicilin. However the admitted position is that no such
order was served ont Semit. Here it may be stated that by this time N. D. Kutkarni,
no doubt with an eye to his retirement in the offing on 31st January 1985, and with
a heart dripping with the mitk of human kindness, had taken decision Rot 1o pro=
secute any of the parties including Semit.

¢3. Oun 15th January 1983, Sipahimalani and one other person from Semit met
Coximissioner Bhirud. In the course of discussion, S‘xpammnlam convinced Bhirud
about certain discrepancies in the Government Analysts seport. Though Sipahimalani

denies meeting Bhirud, the latter is positive that onc oF two mectings bad taken

Ex. 453
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place between himself and Sipahimalani, Bhirud was persuaded to take a decision
that Semit’s case did not call for cancellation of licence. He decided on Stera Warning
being issued to Semit. Regarding this meeting a note was prepared; it was signed
at the foot by N. D, Kulkarni on 22nd January 1985 and by Bhirud on 24th January
1985,

94. On 29th January 1985 N. D, Kulkarni sent his warning letter to Semit which
was promptly acknowledged by Semit on 3ist January 1985, The next day N, D,
Kulkarni retired.

95. The purport of all this is not to come to a finding that these 6 concerns had
manufactured substandard drugs. The purport is to show the working of the FDA
when under the Act and Rules it comes to taking stringent action against licence
holders who according to the FDA were guilty of manufacturing substandard life-
saving drugs.

96. In respect of these 6 concerns, oral and documentary evidence indicates—

(@) a sample drive was undertaken by the FDA;

(b) action was proposed against manufacturers whose samples were found to be
substandard;

{¢) the drugs involved were life-saving drugs;

(d} the offences of the delinquent concerns were under sections {8 (a) (1) and
18(a)(2) of the Act; the offences attracted a minimum punishment of one year
R. L and fine;

(¢) none of the officers who showed their anxiety for * uniform action ” over
recommended prosecution;

(/} none of these officers considered that to permit the manufacturer of such
sub-standard life-saving drugs entajled hazard to public health and safety; if they
did, they exhibited a neytey conscience;

(&) Kulkarni admits that it is unusual not to prosecute in these circumstances;

() according to Bhirvd there is no policy of the FDA to stop the manufacture
of substandard drugs ; that the EDA, policy is not to launch prosecutions against
such manufacturers ; and that guidelines provide that prosecution should be laun-

ched only if such drugs cause doath. The utter shamelessness of these assertions is
comment enough.

necessary. Nobo_dy. had approached FDA to that end. Documents show that inftially
the Joint Commissioner hiad decided to take stringent action by way of cancellation
Ot suspensicn of the entire licence of the delinquent manufacturers, This is stated in alf
the show cause notics. Even so, suddenly the hearts of thesc officers melted and

on 12th December 1984 they toned down the touch and correct decision taken
eatlier on 29th October 1984,

o take uniform action. All

rivie entailing loss or misfortune to none of

99. FDA’s contcention is that thoy
wis ready, it was not dispatched because there were simila
: t other cases of 5 other
concerns vis. Mukhtavan, Hem Pharma, Wi . by
Kulkarni wanted 16 take uniform action, ,

minator touching all these § liceace
ample drive were found not
drugs, and show cause notices

101. Even so, under the gui i i ; ;
. Buise of taking unifor excuse
trotted forth for not serving the str S or mform action (which was_the
¢

o strengent order on Cyma Pharma, the action decided
or 12th December 1984 against these 6 concerns ){vas not unifon:. Mukhtavan’s




259

ticence was suspended for 10 days; Hem Pharma's entire li i

{ 3 Hle icence was cancelle
fudl kna}vlnge that it has ceased business; Winsun was left off with “a wt':i::;nltgh:
Panacea’s licence for 2 products was cancelled and Semit was let off with a waming.
Pray, where did the much-vaunted uniformity of action disappear ? .

102. Oral and documentary evidence reveals that the stringent and correct orders
passed carlier cancelling the entire licence were deliberately not served on the Sicence
holders, so that a *“ deal” could be struck across the table. To that end Commr
Bhirud, the Licensing Authoriry N. D. Kulkarni and Kochar made commaon cause.
The only irresistible inference beyond reasonable doubt can be that they did so for
extrancous consideration. I have not the slightest doubt that the earlier stringent
orders were never intended to be enforced but were mercly a bait to the licence
holders to get them to the conference table so that the orders could thereafter be
suitably modified.

103. I shall give my reasons why [ impinge all these officers in this.

104, To start with the proper and only person to pass such orders was the
Licensing Authority N. D. Kulkarni. Yet, Commissioner Bhirud very much appears
in the picture, when he need not have at alt. Why would Bhirud make common caus¢
with the others 7

105, As Commissioner, Bhirud was associated as this arose out of & sample
drive initiated by the department. It is not unlikely that like Semit, other parties
may also have approached Bhirud, On Bhirud’'s own admission in the mesting of
12th December 1984 he was the only person who was of the veiw that cancellation
of the license should be limited to the drugs involved: yet significantly on his own
showing, he did not have the matter coferred to the Law Officer to support his veiw.
Bhired does not know if he had any discussion with the Law Officer. He then said
that he referred the matter to the Law Officer as there was a difference of opinion
between himself on the one hand and the Law Officer and the Assistant Commissioner
(IB) (namely Kochar) on the other. He admitted that there was no material before
him to enable him to disagree with the views of the Licensing Authority and Kochar,
but gave his advice in his capacity as administrative head, even though the matter
was entirely and exclusively within the purview of the powercs of the Licensing
Authority, viz. N. D. Kulkarni, According to him, hie had si mifarly been approached
in the past, but could not name a single such instance.

106. It dawned on Bhirud while giving evidence that it was viysual that the
final order passed by the Licensing Authority in the case of Cyma Pharma should
have been sought to be revised or difuted. He professed ignorance that a final order
had been passed and protested that to that ¢xtent he had been kept in the dark.
He admitted that he could give no reason why he suggested a uniform action against
all these 5 concerns without going through their background and conceded that he
was wrong in doing so, adding that he was honestly wrong. Commissioner Bhirud,
doth protest too much, melhinks. Hc admitted that in the matter of Cyma Pharma
he went out of his way i recommending partial cancellation of Cyma Pharma’s
licence instead of the entire cancellation as suggested by the Licensing Authority,
namely N. D. Kulkarni. Pray, why should Commissioner Bhirud thus go ouf of
his way to do s0? The question answers itself. According to Bhirud he came to know
of the passing of this order for the first time when the office note came 1o him on
which he gave his advice which he admits he did without reading the accompanying
file. Significantly enough, this office note gives no material whatsoever which couid
have enabled Bhirud to have given the “advice” he did.

107. Regarding Semit, Bhirud fared even morc dismadly. Sipahima!ani’s denial
notwithstanding Bhirud admitted that Sipshimalani had seen him on one of two
occasions and that Semit did not agree with the report of the Governnent Analyst.
There was also before Bhirud the written reaction and comments of the Government
Analyst stating that Semit's contentions were bascless and that it had been discovered
that Chem Med had analysed samples of other manufacturess and that the majority
of such samples had failed. On his own showing, Bhirud was not wcl‘l COI“'CI‘S-:H}E
with the technicalities of analysis. Hence it 13 sturtline ‘th:tt Bhrrug{ should h';m.
taken at face valuc Sipahima.lani's proigstation that Chem !_\«ch 3.rcpor.t‘s \\.c‘r(:.
correct without resorting even to the simple expedient of cafling the fGo“,m";:.“‘
Analyst who was in the same butlding and on the same floor and confronting him

with Sipahimatani. Surely as Commissioner. Bhirud knew that under section 23(3}
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and (4) of the Act, Government Analyst’s report is final and binding, subject to appeal
only to Central Drug Laboratory, Calcutta. The mandatory legal provisions and
the legal, official and binding report of the Government Amnalyst were all waived by
Commissiones Bhirud in Semit’s favour and he allowed himself to be persuaded
by Sipahimalani to accept Semit’s contention that the Government Analyst’s reports
were wrong and that Chem Med’s were correct. There is no convincing reason for
any of this nor was Bhirud himself able to give any. Ultimately came Bhlrpci’s object
and reluctant admission that in revoking the order in Semit’s case, and disregarding
the legal, official and binding report of the Government Analyst he was obliging
Sipahimalani. Commissioner Bhirud stands condemned from his own lips. other
factors apart. Sipahimalani’s certificate of rampant corruption in the FDA, corro-
borated by Apex's Managing Partner Hashmukhlal Parikh with the addenda that
to FDA officers, Diwali comes more than once a year, is not without significance
and its applicability could not have been lost on Commissioner Bhirud,

109. The hand of the Licensing Authority N. D. Kulkarni is also manifest.
His culpability exceeds that of Commissioner Bhirud, These wers N. D. Kulkarni’s
last few months in the FDA. Sufficient has been stated about him which shows
in dark colours that he himself was far from being a paragon of virtue, was also
amenable to influence. It does not brook repetition. The sample drive was initiated
by the FDA in Janvary 1984. Till October 1984 the show cause notices had not
even been decided to be issued; thereafter some were decided to be issued but orders
were not served. For these lapses, no explanation has been forthcoming and she
culpability must fall squarely on the Licensing Authority N. D. Kulkarni. It was
all a part of 2 manoeuvre charted by him. It was he who got the note pertaining to
the so-called uniform action prepared by Kochar and had it put up before Bhirud.
It was not necessary for N. D, Kulkarni to have done 80, because ag Licensing Autho-
rity he himself could have taken the so-called uniform action without Bhirnd’s
benediction. Bhirud knew this, and in any event as Commissioner, should have
known it. By doing so N. D, Kulkarni was merely mending his fences by way of
self-protection. What Kulkarni wanted was the sanctity of the Commissioner’s
imprimetur which Bhirud knowingly and willingly gave without even the background
of the parties having been brought to his attention of his caring to agk for jt, If
therefore Bhirnd allowed himself to be a happy and willing tool in the hands of
N. D. Kulkarni, it was N. D. Kulkarni who was the evil gengus in the manoeuvre
directed for his own aggrandisement and not in the interest of the FDA. Of course
the hapless general public was raerely a necessary evil. In his evidence N. D, Kuolkarni
\gashynable to justify his actions and finally attributed them to mistakes committed

y him.

10,  Assistant Commissioner Kochar is no paragon of virtue either. He was in
charge of the Intelligence Branch of the FDA. His duty was to prepare show cause

111. Thus it can be seen that even in 1985 the FDA was working not for public
health and safety but for its own amelioration and that of the licence holders who
had come within its net,

PART vII

2. V. D. Deshmukh was yet another officer wi id i
or the FDA wity ¥ ¢ who did not exactly cover himself

a f;{f V. D. Deshmuki’s acts of commission and omission are legion, to name
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A

115. On 24th April 1984, ie. 6 days prior to his retirement on 30 i
approved the grant of licence to Alpana Pharma. It has alreadl;r bc%lniﬁ&égg;u}g
that the order granting this licence does not bear V. . Deshmukh’s signature as also
the top 'speed in which it was passed and without the basic requirements having been
met. It is manifest that in the last week of his retirement V. D, Deshmukh was instru-
mental in 1mp1:oper1y granting the licence to Alpana Pharma, more so, as stated
earlier, rét;elri ?ha, }vgléin Rtl;o; cmrln(satanoes in which even the list of drugs was not
approve une . anla wa i '
wlzth e rwa has also admitted that he had put in a word

B

11§. As stgted earlier, V. D. peshmukh was also involved in the episode of Naval
MEdICO Distributors where he improperly recommended the withdrawal of prose-
cution.
cC

117. There were serious allegations of corruption against him before the Upa
Lokayukta. His defence that he had acted at the instance of the minister in order tobe
in lis good books was none too happily received and the Upa Lokayukta found
his conduct improper. V., D. Deshmukh however escaped his due punishment, thanks
to the benevolent intervention of Health Minister Dr. Baliram Hiray.

D

118. Heand Dolas were good friends. He was a witness for the department in the
enquiry against Dolas, yet gave evidence favourable to Dolas.

E

119, Despite knowing Dolas® bad record V. D. Deshmukh made a favourable
remark in Dolas’ C. R. for the period Ist April 1983 1o 31st March 1984, Bhirud
totally differed and made a correct appraisal of Dolas’ inimitable talents. Bhirzd's
endorsement was that V, D. Deshmukh’s report was exaggerated, that Dolas was
never punctual, that the cases he handled were always delayed, that he indulged in
influencing bis colleagues and superiors by political forces and that not having headed
any office independently, did not have administrative experience.

120. V. D. Deshmukh, who on Venkatachalam taking charge as Commissioner
had preferred to be posted out of Bombay to Pune, made his triumphant return to
Bombay as Joint Commissioner and Licensing Authority on Venkatchalam’s depar-
ture. V. D. Deshmukh made no secret of the fact that the post of Licensiag Authority
is the most coveted post and that special efforts must be made to get that post and
that he indecd had made those special efforts in order to get it.

121. Tt is ironical that from his parent department Venkatachalam was specially
brought in as Commissioner due to V. D. Deshmukh's inefficiency, and yet after
Venkatachalam was repatriated to his parent department, it was none other than the
same V. D. Deshmukh who was back ‘n the saddle. Such were the inscrutable ways
in which, thanks to ministerial interference and favour, were key appointments made

in the FDA.
122. Nothing of what is said above about V. D. Deshmukh redounds to his credit.

PART IX
123. P. K. Kochar is yet another bright star in the FDA constellation who must
take his fair share of responsibility for his actions and in ragging the FDA deeper
into the mire.
124. Prior to June 1986 and since 1982 he wasin Bombay (HQ) as Assistant

Commissioner (Intelligence Branch). His duties were to im:cstigatc into complaints
pertaining to spurious drugs and to do such other work assigned to him.

Kochar that the FDA would come to know of the exnis-
ther malpractices. As Venkatachalam

d ears of the Commissioner.

Deshmukh’s.

125. Ttwould be through K
tence of substandard and spurious drugs and 0
rightly put it, the Intelligence Branch is eyes an

126. Xochar’s sins of commission and omnission even Outstrip V. D.

They are legendary.
H 465135

Ex. 277

Ex. 263
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A

127.  As Assistant Commissioner (IB), Kochar was instrumental for tie sampfe
drives undertaken by the FDA between 1982 and 1986, In consequence, Kochar's
duty was to take follow-up action and recommend steps to be taken against miscreant
licence-holders. And once an action was recommended by him, it was his duty to
keep an eye on its progress. Kochar did nothing of the kind.

B

128.  With Dolas and Raykar, Kochar was in charge of the investigation regarding
the J. J. Hospital deaths. The evidence discloses that Kochar manipulated the entire
investigation by preventing and thwarting the carly detection of the prime source of
supply and worse still, by diverting attention towards Bakewell [ndia who he knew
was not the prime supplier. This has been stated earlicr in this Report and does not
brook repetition.

cC

123, It has also becn stated earlier that Kochar suppressed vital information
given to him as early as 30th January 1986 by Assistant Commissioner Kambie of
Nanded that Kailash and Company were the suppliers to Alpana Pharma. In spite
of the report made to Kochar by Assistant Commissioner Kamble giving all material
particulars, Kochar deliberately suppressed this vital report from the others. Kochar
deliberately gave the impression that according to the information given by Kamble,
Alpana Pharma’s supplier was Haresh Chemicals in an endeavour to foist Rakewell
as the prime supplier.

b

by 3rd February 1986, and by the 10th February 1986 he had practicaliy closed the
Investigation against Bakewell India,

G

133, Even after the admission of Jethalal Soni that he had mixed diethylene glycol,
Kochar steadfastly refused to accept that Batch No. 27 contained diethylene glycol
or that it was the glycerine of Ganesh Chermicals which was ultimately supplied to
Alpana Pharma.

H

134. The evidence also discloses that Kochar’s sole anxiety -was to foist the
responsibility for the J. J. Hospitat tragedy solefy on Alpana Pharma and to shield
the persons who had sold the concoction t0 Alpana Pharma,

I

. 135, There is also reasonable suspicion that the words/letters *“ TW *» were added
i Invoice No. 007 dated 23rd November 1985 at the instance of Kochar,

J

136.  The FDA reports sent to Government were baged mainly on the investigation
conducted ‘by Kochar and as stated earlier, concealed more than they revealed. Thanks
1o Kochar' n;achmatmns: I none of these reports was any blame sought to be
‘apportioned either to Kailash and Company or Chern Med., .
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K

137. (i) Pending Cyma Pharma’s appeal before Mr. Bhai Sawan

farther breaches 09mm1ttcd by Cyma Pharma. 1t appears that there was s;mtch;ﬁ)p\;‘;ﬁ
to carry out & raid on Cyma Pharma. At that time there were complaints against
Cyma Pharma by the Drug Administrations of Calcutta, Madras and Chandigarh
regarding ghloramphemcol capsules manufactured by Cyma Pharma. Kochar whe
was attending o this matter had written to those Administrations assuring them that
action wes being taken zgainst Cyma Pharma for manufacturing sub-standard
chloramphenicol capsules.

(ify On 4th Juge 1986, samples drawn of cymastrep were found to be sub-stand

Qn 15th July 1986 a submission was made to Commissioncr Bhirudsb)r Aﬂs?;gi
Commissioner, Alkre that no action be taken against Cyma Pharma by way of raid
in the matter of the sub-standard cymastrep capsules. On 11th September 1936 an
E.IR. was filed against Cyma Pharma in conncction with the sub-standard cymastrep

capsules.

(iti) However despite Kochar’s assurance given to the Drug Administiations of
Calcutta, Madras and Chandigarh, he never recommended that any complaint be
filed 2gatnst Cyma Pharma for sub-standard chloramphenicol capsules, Kochar's
explanation for this deliberate lapse, viz, that if he had done so he would have been
transferred, can avail him nothing.

L

138. () Inspector Kalia of the FDA was apprehended for illegal export of
mandrax tablets whose basic ingredient is methaquolene. In 1982 the manufacture of
mandrax was prohibited and the FDA had stopped giving permission for the
manufacture of methaquolene, Vikas Pharmacy at Dombivii kad illegally manu-
factured methaquolene. As an officer in-charge of 1. B., Kochar would certainly
be concermned in detccting 3f a prohibited drtg was being manufactured and on
learning this it was his duty to take appropriate steps.

(i7) Early in 1983, Kochar knew of the illegal manufacture of methaquolene by
Vikas Pharmacy and of Kalia’s involvement. However, Kochar’s only reaction was
of double surprise, one that it should be manufactured though banned and two,
that Inspector Kalia of the FDA should be involved. Kochar admitted that he did
nothing in the matter, excuse being that it did not concern L. B. but the manufacturing
department. He admitted that he did not bring this to any one’s notice his cxouse
being that the Commissioner and others knew about it. All this {s too ridiculous for
comment for in Venkatachalam’s words, the I. B. is the most important branch of the
FDA, as it is the eyes and ears of the Conumissioner.

M

139, Kochar made no seorct of the fact that by going out of his way hc has
obliged several parties, namely Cyma Pharma, Mukhtavan, Semit, Panacea, Hem
Pharma and Winsun Laboratorics, that he also obliged N. D. Kulkarni, 8. D. Rhirud,
Fadnavis, Commissioners and Joint Commissioners without a pang of conscience

and that it was in breach of his duty to do so.

140. Kochar deliberately gave false evidence and knowingly contradicted him-
self at several places. He did so with 3 objects in mind, namcly (/) to proiect the
interest of Girdhar Kasat and fus concerns. {iiy to disown any participation by him
in the investigation in the J. 1. Hospital tragedy and (ifi) to pass the responsibility
for defective investigation on to his colleagues. In all his 3 objects he has utterly
failed, for in none of them can he cscape the conscquences of his own culpability.

14]. Thought Kochar was part of the § avestigating team, all field work wag mainly
done by him except in respect of 3 matters attended to by Raykae, namely (i) drawing
of samples in the J. ]. Hospital on 25th January 1986. (i) sending Inspectors to

- Chem Med on 12th February 1986 and (iii) accompanying Kochar to Nanded.

tics deliberately indulged in by Kochar the entire

} igati & he 3rd Fut ¢ 1926, by which time Kochar
‘estigation could have been completed by 3rd February 1986, by 3 ‘

ﬁc; inghis possession complete information. He chose to ignoee 1t Thc_ deliberately

defective drafting of the complaint by Kochar on qth February 1936 is significant

and reveals the tortuous working of his muind. His inteation was to prc:cdmpt any

action against Kailash and Co. It matters ot that in the complaint draftcd by him

H 4651—33a

142. But for the dilatory tac
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on 4th February 1986 he has skillfully sought to protect himself by addition in the
draft * Subject to change ", However no efforts were made to amend the untenable
draft.

143, All this cannot be attributed purely to bonafide mistakes or errors of judg-
ment or the result of ignorance or fack of proper understanding. All this was deli-
berate, calculated as it was with one objective in mind, namely to protect Girdhzr
Kasat and his concerns.

144. Kachar’s track record was also not far too edifying. He was 2 pastmaster
at the game of deliberately conducting defective investigation. Not less than 3 such
Instances appear on record.

I

In 1976-77 in respect of the investigation done by Kochar in the case of Novaigin
(not to be confused with Novalgin} tablets against a firm of Sakarchand Shah,
charges were levelled against Kochar by Joint Commissioner Joshi of Nagpur of
deliberate defective investigation with a recommendation that Kochar should be
suspended. This is admitted by Kochar,

. I

() Mangaidas Raghavji and Company were exporters of Dhania powder. In
1982, 6 samples of dhania powder were drawn from this firm which were found to
be substandard. The deviation in purity in these samples exceeded the permissible
5 per cent, :

(if) Even 50, on 15th September 1982 Kochar misrepresented to the Commissioner
that Mangaldas Raghavji's dhania powder was within the permissible limit on the
ground that the permissible limit was 10 per cent that no useful purpose would
be served by taking legal action and only a warning to be given, In his submission
of 15th September 1982, Kochar Suppressed the fact that the sub-standard dhanig
powder seized from Mangaldas Raghaviji was intended for export and that Kochar
himself had ordered the destruction of the stock,

(#if) There was an earlier case where this firm had manufactured and sold sub-
standard haldi powder. The partners had been prosecuted, convicted and sentenced

(i) As a vesult of this submission, replete as it was with suppressio veri and
supgestio falsi, Mangaldas Raghaviji and Company escaped with a warning despite
1ts earlier sentence and conviction,

(v) To conclude the narration, unfortunately for Kochar the matter dig not rest
there. Somebody made a complaint to the Anti—Corruption_ Bureau that Kochar

Kochar was in-charge of drafting and issuing the show cause notices against
Cyma Pharma, Regarding the show cause notice dated 7th April 1984 an order was
passed on 5th November 1984 withdrawing permission given to Cyma Pharma to
manufacture cymastrep capsules. Kochar was directed to keep watch on the activities
of Cyma Pharma. He admitted that he did not do so.

v

Kochar was also responsible for the delay in issuing the show cause notice and
passing orders in the case of Cyma Pharma. He was in charge of putting up papers
before the Joint Commissioner which he dallied as much as possible,

145. By the time the J. J. Hospital investigation started, surely Bhirud knew
of the proclivities of Kochar and also about the ACB inquiry against Kochar as
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146. It is inconceivable that a person with a record as dismal a )

s Kochar's should
at all have been allowed to associate in the investigation into a matte i
the 3. 5. Hospital tragedy. § atter as serious as

lt}?. Nothing that Kochar has done or said inspires confidence (except where
he is corroborated by unimpeachable documentary and other evidence as in the
matter of Mr. Bhai Sawant’s hand in the decision of Cyma Pharma’s appeal). Other-
wise whenever Kochar found himself cornered he had no compunction in throwing
the blame on others including Health Minister Bhai Sawant as he did in the matter
of Godama Laboratories and Talreja Bros. as also that Mr, Bhai Sawant had a
hand in diluting on 12th December 1984 the stringent order passed by the FDA on
29th October 1984 against Cyma Pharma.

148. The mysterious and inscrutable working of the FDA is also made manifest
by the fact that though the prime duty of the FDA must, in the interest of public
health and safety, be to weed out spurious and substandard drugs from public
reach, a person such as Kochar should have been appointed to head the L. B. instead
of an officer known not only for his efficiency but also for his integrity. That Kochat
should have occupied such 2 position can only be ascribed to 2 tragic joke. It is
not as if those instrumental in appointing Kochar in I. B. were unaware of his back-
ground. The evidence discloses as it does that beyond protecting the vested interest
of manufacturers and licence holders and obliging superiours by currying favour
with them, Kochar did nothing in advancement of his duties.

149. Corruption is so patently seen in Kochar's case that it defies comment
or elucidation. He is yet another officer who is a disgrace to the FDA.

150. His FALSTAFFIAN bonhomie did nothing to conceal the machiavellian
deviation of his mind nor the theatrical attitudes he struck to dispel the shrewdness
of his intellect used alas, towards self-aggrandisement and unworthy ¢nds.

PART X

151. Coming to Assistant Commissioner Raykar, enough has been said earlier
in this Report. What remains to be said about him is in connection with the presence

of diethylene glycol in the killer glycerol.

152. Assistant Commissioner Rahim says that on 29th January 1986 he received
a trunk call at Aurangabad from Raykar in Bombay, Raykar told him that batch
No. 27 may contain diethylene glycol and Rabim made 2 note at page 5 of the file
(Exbibit 423). Raykar denics having told anything of the kind to Rahim over the
telephone as Raykar himseif did not know of the presence of diethylene glycol at

that time.

153. Rahim says that he conveyed this information over the telephone to Babne
at Nanded. Babne made a report (Exhibit 422) in which he recorded having made
an inquiry on 29th January 1986 with O. P. Ladda whether he had any stock of
diethylene glycol. This s corrobotated by O. P. Ladda.

154, If this is true and if indeed Rahim's note and Babne’s report were contem-
poraneously made on 29th January 1986 itself, the responsibllity must ‘squarely_fall
on Raykar for not having disclosed this vita) information to Commussionef Bhirud
and the investigating officers Dolas and Kochar.

155. But is it true? Or is it the result of some inter-officer rivalry in order to foist
culpability on Raykar? The latter seems 1o be moic probable,

156. The first circumstance is that on 29th January 1986 none of the doctors,
or for that matter no one, not even gxperts like Dr. Kulkarni, Dr. Sanc or
Dr. Kripalani, even remotely suspected the presence of dicthylene glycol in the killer
glycerol. For that matler, betwcen 28th January and 31d February 1986, out of the
three suspect drugs mannitol, diamox and glycerol. the last was least suspested to
have caused the tragedy. It was only on 6th February [986 by analysis that the
presence of diethylene glycol in the killer glycerol was discovered by Dy. Sane, Even
then it was not taken seriously by the FDA, whatever be the reason as is clear from
the FDA reporis 10 Government, There 15 10 satisfactory evidence on record even
remotely to suggest that Raykar knew about the presence of diethyiene gi);{co:\ on
29¢h January 1936, Hence he could possibty not give any such information to Rahm,
who in turn could not have possibly conveyed it to Babne.

File Ex, 423

Ex. 422
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157, 1t is, therefore, difficult to sce how Rahim could have made his noting
in the file (Exhibit 423) and Babne his report (Exhibit 422) on 29th January 1986.
One of the three is not telling the truth and in these circumstances the probabilitics
are weighed heavily against Rahim and Babne,

158, There is yet nother way to test the validity of the claim made by Rahim
and supported by Babne and incidentally by Q. P. Ladda. For Raykar to come to
know of the presence of diethylene glycol on 29th January 1986, it must follow that
without any known deaths having taken place in the past in India by reason of
diethylene glycol contaminated glycerine, Raykar by 'reeson cf his being FDA
officer was able to pinpeint the contaminant without any analysis, which even the
doctors and experts could not do until the analysis waos actually carried out. Raykar
is not a technical officer nor docs even the FDA claim that he is. It was also humanly
impossible for him to have known or identified the contaminant as diethylene glyco
merely from the symptoms, which even the experienced doctors of the J. J. Hospital
were unable to do. Further, Raykar did not 2nd could not have known either from
Alpana Pharma or from any of its suppliers about the presence of diethylene glycol,
for to have done so knowledge must be attributed to him prior to the J. J. Hospital
tragedy or in any event prior to 29th January 1986, There is not a whisper of evidence
to suggest anything of the kind. The only person who knew about the presence of
diethylene glycol was the manufacturer, viz., Jethala) Soni of Cyanesh Chemicals.
There is nothing even remotely to suggest that Jethalal Soni conveyed this
information to any of this purchasers, much less to Raykar,

139. To suggest as done by Government’s Counsel Mr. Tulpule that Babne,
Kochar, Rahim or Raykar or afl of them must have knowledge of the presence of
diethylene glycol even prior to the repacking done by Alpana Pharma and the re-
packed glycerine being sent to J. J. Hospital in December 1985 is a venture into the
realm of conjecture and speculative reasoning not at all borne out by the record.
S0 also is Mr. Tulpule’s suggestion that these officers or any of them knew in Decem-
ber 1985 that Alpana Pharma's glycerine contained diethyiene glycol and that they
maintained conspiratorial sifence about it 1il] 29th Jan nary 1986, as also that diethy-
lene glycol could not have come into the picture on 29th Janury 1986 unless these
4 officers or any of them knew about its presence in December 1985, more so as there
were no prior deaths in India due to diethylene glycol poisoning. Diethylene glycol
never camie info the picture as suggested by Mr. Tulpule on 29th January 1986 af ail.
To say, as Mr. Tulpule docs, that the eviedence to prove his assertions is lack of
evidence, 18 meaningless. Needless to say I have referred to these submissions of
Mr. Tulpuie not for their validity but as a concession to the apparent serioushess
with which they were advanced.

160. There s yet a third test, namely internal evidence, which reveals that Rahim’s
note and Babne’s report are not contemporaneous documents.

161. 1If this information had been given by Raykar to Rahim on 29tk January
1986 as claimed by Rahim, it would indisputably be a most vital piece of information.
There is no reason, and none was given by Rahim, why despite the routine practice
admitted by him of writing an official recording letter 1o a person giving important

information, no such letter should have been written by him to Raykar. Rahim

‘admits that he should have written such letter, but did not. Now if at all this yn-

dentably important and vital information had indeed been given by Raykar to
Rahim over the telephone on 29th January 1986, there is no reason, and none was
given by Rahim, why in this instance he did sot follow the routine practice of writing
an official recording letter to Raykar.

162, Looked at yet another way, the record does not disclose that Kochar and
Dolas {and possibly Bhirud) arc exacily enamoured of Raykar. They would have been

163. Significantly enough, the file (Exhibit 423} containing Rahim’s note was not
produced by Rahim on his own. It had to be specifically called for by the Commission
from Nanded, and Rahim's evidence had to be adjounred for the purpose,
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164. _If'Rahim’S admission that he never showed this noting to Raykar is curions
his admission that he did not even show it to anyone else at Head Quarters assumes
siniscer proportions. No doubt realising this Rahim then stated that in the presence
of Biirad and Dolas, this noting was shown to the Government Advocate by Kochar
after the present Inquiry commenced. Ncither Kochar nor Bhirud nor Dolas say
anything of the kind, and which they would have had Rahim’s version been true.
Rahim goes & step further and says that the file (Exhibit 423) containing his note

Rakim’s evidence had to be adjourned to enable him to fetch the file from Aurangabad
where he had kept it nader lock and key.

155. Rahim sailed from one absurdity to another. According to him there were
twe meetings held with the Government Advocate when he, Bhirad, Dolas, Kochar
and Raykar and Drugs Inspectors were present and that in these meetings Rahim
shewed his note in the file (Exhibit 423) which was brought to Bombay by Kochar
for those meetings. Once again neither Dolas nor Kochar nor Bhurod say anything
of the kind. Rahim says that at these meetings it was decided that this note would be
produced before the Commission if required. Surely one would have thought that
Rehim would have himself produced the note at the earliest stage of his evidence
wizhout waiting for the Commission to call upon him to produce written corrobora-
tion. Tt was then that this note was forthcoming. I have no doubt that this note and
Bebne’s report are got-up documents and are not contemporaneous. Rahim cannot
get round all this merely by saying that he forgot to stage in his examination-is-chief
that he had recorded Raykar’s telephone conversation of 29th January 1986 in the
form of a note, In so asserting Rahim displayed a convenient memory lapse about
a vitally important aspect, not unlike several other witnesses. Nor could Rahim give
any explanation why Bhirud, Dolas and Kochar should have stated in their evidence
thagt they had no knowledge of the presence of diethylenc glycol prior to 6th February
1985, .

166. Apply any of these tests, and only one conclusion is possible. Rahim’s
note and Babne’s report bolstering the note are got-up documents designed to frame
Raykar, The attempt was unworthy. -

167. Whatever be Raykar's sins of commission or omission, the one imputed
z0 him is not one of them. \

PART XY

163. S. D. Bhirnd was the first Joint Commissioner and Licensing Authority of
the FDA. From 1981 he was Commissionet. He was a prominent member of the
Rangnekar group and became Commissioner after superseding P. S. Joshi. He was
due to retire on 30th November 1986. He was re-employed for six months tild
3ist May 1987. .

169. As Commissioner he was ex-officio member of the Drug Selection Committee
of CSPD and ESIS.

176. The evidence discloses that Bhirud was a total misht, In the 1. J. Hospital
deaths investigation he took absolutely no intcrest and virtually did nothing except
to hold a few conferences in his chamber and blindly sign reports to Government
which were tailor-made by Dolas. Had Bhirud taken the slightest interest as to what
was going round him, he would have realised that those reports were far from what
they should have been and realised the machinations of Polas and Kochar. Unfor-
tunately, the evidence disclosses, Bhirud was mortally afraid of Dolas and obediently
signed those reports presented to him by Dolas.

171, His evidence suggests that he know precious little about the f. J. investigation
for the simple reason that he never bothered to get imscll acquainted with it at any

stage.

172. His evidence discloses that he was the weakes: possible Commissioner the
FDA ever had and was amenable to influcnce and corruption.  As alrcady stated,
he had obliged Cyma Pharma and the othet § concerns including Semit. despite the
¢ ha Commissioner he was not concerned with diluting an [2th December 1984
factth&}t as Of:-:r]‘)A order of 19th October 19%4. For that mngtcrﬁ:mu's order was
ﬂ}e Stfmg‘?m Itimately in January 1986 Bhirud fet off Semu! with a mere warning,
dl;'lt'ltfld t“%cﬁirutéez;dmission he did to oblige Semit's managing parthaer Sipahimalani.
which on

Ex. 423

- remained with Kochar, This is incorrect because apart from Kochar not saying so, .
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It i3 impossible to come to any conclusion other than the irresistible one beyond
reasonable doubt that all this was done by Bhirud not in the interest of administration
and certainly not in the interest of the public whose interest should have been para-
mount, but for sclf-interest and extraneous consideration.

173. While he was Commissioner, Bhirud framed and followed policies which
were inconsistent with the Act and the Rules. He blithely waived the mandatory
requirement of every manufacturer having his own quality control laboratory (in~ -
house laboratory) in his premises, Thus licences were given to parties without their
having an in-house Iaboratory merely on their giving an undertaking to have one.
Predictably those undertakings were never enforced. It was only after the present
Inquiry started that 350 notices were issued to such parties for cancellation of their
Jicences, So far no action has been taken against then.

174. Bhirud attributes this relaxation to ministerial sanction and to that end
cited a precedent when Dr. (Mrs.) Lalita Rao as Health Minister had waived this
requirement in the case of 2 sister concerns, The fallacy of this exercise indulged in
Bhirud is that those two cases were of exceptional hardship, with the result the then
Health Minister Dr. (Mrs.) Lalita Rao had ordered that these two sister concerns
must have a quality control laboratory within two months, Such could never he
taken as Government policy or as a precedent on which a so-called policy could be
framed for indiscriminately issuing licences to persons not having their own in-houss
laboratories unless of course the motive behind such a policy ” was extraneous
consideration,

175. Bhirud also followed the disastrous * policy ” that no action by way of
prosecution should be taken by the FDA even against manufacturers of life-saving
drugs found to be adulterated or sub-standard or contaminated drugs unless death
resulted as a result of their administration. Unscrupulous manufacturers thereby
escaped and were encouraged.

176. The FDA, “ policy ” was that licences could not be terminated except at the
end of the year and if not terminated, were automatically deemed to be renewed
This was yet another disastrous * Policy ” which could ensure to the benefit of none
except unscrupulous licence holders and officers of the FDA in whose “ Interest it
would be to ** induce >’ such licence hodlers to settle the matter across the table to the
mutual benefit of both. Sueh a policy was in direct confravention of Rules 71 and
71(3). Even so, Bhirud took no steps to reverse such a ** policy ** which could be a
breeding ground for corruption.

177, No steps were taken by Bhirud to improve the working and administration
of the FDA or to control S. M. Dolas, of whom on his own admission he was frighten-
ed and is so even today for what he can do to him. Bhirud had no hold over the
administration and allowed Dolas to have his sway,

178, Al in all, Bhirud was weak. Inefficient and lazy, and not above the general
predilection of FDA officers of conferring favours for extraneous considerations.

179. T have not touched upon Bhirud’s interest in the drugs industry because
he has been served with a show cause notice to which ke has sent his teply and the
matter i3 pending,

180. It is impossible not to draw the irresistible inference beyond reasonable
dout that Bhirud was guilty of dereliction of duty and corruption,

PART XII

181, The thread of S, M. Dolas and his doings have run through the earlier
pages of this Report. Repetition would therefore be oppressive. It is now enough

182. At the material time, S. M. Dolas was holding charge as Jt. Commissioner
and Licensing Authority (HQ). Hereunder a chronology of his rise in the FDA.,

1958 «« Dolas Joined the FDA as Inspector at Baroda.

1960 +» Transferred to Aurangabad where he came to be on
close terms with V. D. Deshmukh who then was the
Chief Inspector at Aurangabad,
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. 1963-64 "= Transferred to Bombay,
1671-72 - Promoted as Chief Inspector (HQ) which post was.
designated as Assistant Commissioner in 1975.
1576 .. ‘Transferred to Thane where he remained for one year
and 4 months only.
1978 .. {7) While at Thane he was proposed to be transferred

to Raigadb. The transfer order had been passed
but Dolas managed to get himself transferred to
Bombay (HQ).

(#}) Venkatachalam was not satisfied with his work and
conduct and instead of suspending him transferred
him from Bombay to Beed and Chandtapur.

(i) Dolas however did not join duty and went on long
leave for 23 months.

1980 .. Through the good offices of Dr. Hiray, Dolas got himself
transferied to Bombay (HQ) where he remained 2s
Assistant Commissioner till 1984.

1984 .. Thtough unwitting exertions of Mrs. Shalinitai Patil
: Dolas got himself transferred to Thane on grounds
which were shown from his evidence to be false.

November 1985 .. Through the good offices of Bhai Sawant, Dolas was
brought to Bombay as Joint Commissioner and Licen-
ging Authority superseding 4 other senior officers.

24th March 1987 .. Bhai Sawant transferred Dolas from Drugs to Food,
FDA where he is to this day.

" {83, Thus out of his 28 years service, Dolas managed to remain for 20 years in
Bombay and 3 to 4 years at Thane.

 184. Dolas’ evidence discloses in no uncertain measure hig close proximity to
Government and closer still to Bhai Sawant. No person other than one having such
powerful connections coutd have had the temerity to go on leave for 23 months
at & time so as not to take a posting not to his liking, o could have had the ability
to get himself transferred and posied to the place of his choice, namely Bombay,
where Dolas is to this day, despite enquiries about his vested interest in the drugs

industry.

185. The evidence on record ‘unmistakably discloses that as Jt. Commissioner
Dolas was thoroughly inefficicnt, that he rarely did his work, flaunted his political
patronage and encouraged corrupt practices, and indulged in them himself, None
of this could bave been possible without 3 strong political clout {which Dolas enjoys
to this day), and in the FDA became a law unto h1ms_elf and a name to reckon with.
Of him Commnr. Venkatachalam has aptly said that his subordinates were at:ra:d of
Tiim and he put his seniors in his pocket ; except Venkatachalam who ultimately
paid the price of repartriation to his parent department.

186. Since the departure of Venkatachalam, the deterioration which had set in
the FDA hit rock bottom during the time of Dolas. The only person who could
control Dolas was the indominable and fo Dolas the inconvenient Venkatachalam.
He was eased out. And poor Bhirud afraid of Dglas, :}qd still is for what he can do
to him, was unable t0 control him. Thanks to his political influence, Dolas was In
a position to get ANYORC trangferred anywhere,

largest measure of responsibility for the down fall of the FDA must
resltggﬁ D'I::tll:s. ‘Bstween the inept Bhirud and the nnscrupulous Dolas, the degradation

of the FDA was complete.

sous experienca as Jt. Commissioner as he himself admits.

e I)lg?inl}?h?;gﬂgge\;gy a;ﬁrmpowbility and dereliction of duty would for
s couplse have earned instant dismissal from service. But Dolas sailed on untroub-
'?:g O:Ihanke : < to his political clout angd smiles of favour from Health Minister Bhai-
Sa;vant.

K 465136
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189, His appointment as Joint Commissioner and Licensing Authority demoralised
the FDA officers senoir and Junior to Lim because his appointient to that key and
coveted post over his seniors was the signal of strong politcal putronage which Dolag
had no compunction in flaunting,

190.  All this in not of recent origin. Dolas’ track record before his totaf descent
down the scafe of ineptitude and venality was no loss spectacudar, In 1975 sericus
charges of inefficicncy and corruption were made against him while he was at Thane,
On N. D. Kulkarni’s report, a departmental enquiry had been_ms_ututcd against him.
He succeeded in scutiling that enquiry by the expedient of winning over the author
of the report himself. Thus N. D. Kulkarni though & witness for the departizent,
resiled from his own report and gave cvidence in Dolas® favour, It can avail N. D,
Kulkarni nothing to dismiss this while giving evidence before me as his mistake. The
fact that Dolas had signed several blank licence forms was also suppressed from the
Enquivy Officer. In his evidence before me, Dolas claimed that he had ot signed
even a single such form. However after 5 such blank forms were shown to him, he

Ex. 262 admitted that he had not brought these facts to the notice of the Enquiry Officer,
' As a result, from the one isolated instance, the Enquiry Officer came to the conclusion
that Dolas was not in the habit of signing blank licence forms.

I91. Thus as a result of Dolas’ machinations and N. D. Kulkarni's “mistake™
in resifing from his own report was Dolas undeservedly exonerated in the depart-
mental inquiry. Dolas was happy. N. D. Kulkarni was alse happy; he was re-
warded by a premature transfer to Bombay.

192, In the witness-box Dolas attempted to disown his reponsibility in the investi-
gation of the J. J. Hospital incident and tried to convey the impression that he wag
In no way conmected with that investigation. The attempt must meet with faifure,
understandable though it may be from his point of view, intended as it was to cover
up his own mischief and his various acts of commission nd omission. Even for
the moment ignoring the voluminous oral evidencs from FDA witnesses incinding
Commr. Bhirud, there is on record documentary evidence which unmistakably
establishes that Dolas was very much connceted with the FDA investigation into

Ex 549 the J. J. Hospital tragedy. To ilusirate, Ex. 549 comprises of 11 files of submissions
made by various FDA officers to Dolas regarding the investigation into the J. T.
Hospital deatis. The reports to Government though signed by Bhirud were actually
prepared by Dolas.  He was present and took active part in the mestings in Bhirug's
chamber as is evidenced by a number of minutes. It is true he took no interest in
the investigation; but that cannot be equated with his having nothing to do with it
as he now seeks to make out,

193. He issued a show-cause notice on 3rd February 1986 to Alpana Pharma and
curiously enough, himself took it to Nanded for service on 13th February 1986.

194, After the investigation was made against Apex, he issued a show-cause notice
on 13th March 1986 to Apex. After receiving Apex’s reply dated 315t March 1986
Dolas passed on ordes on Sth May 1986 suspending Apex’s licence for a mere 15
days.

195, As secn earlicr, the evidence discloses Dofas inordingate anxiety to protect
Chem Med at all costs. On 2lst February 1986 Dolas served a show-cause notice
to Chem Med. Chem Med sent its reply dated 4th March 1986. No action was
1aken on the ground that the present Commission is in progress and despite the
opinion given by the Law and Judiciary Department on i9th September 19%6.

196. On 5th February 1986 Dolas issued a show-canse notice to Trans India and
$féer receiving its reply dated 14th February 1986 suspended its licence for a mere
ays,

background of the written complaints of Apex’s chemists that they were being forced
1o give false reports without the tests actually being carried out.

198, Dolas admits having passed an order for 2 additional products in favour
of a drug manufacturing unit in which his own daughter is a partner.
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199. The evidence indicates that far from exhibiting his i igati

18 h nvestigat

3 : 92%0‘15302»1)901?5 was endﬂwefl 'W;(ii the gift of using, tg his ends, ;%rsgsspwr?\gfgu?g
- influence people in power. He Xnew exactly who i oL

E. e mediary on s RS y was the right person to approach
l:

200, To that end, through a relation Dani, Dolas approach hi

g Chalukya to put in 2 word on his bahalf to Dr. Ba[irampir—’iiray. edwghazig.;{:;g

" gleverness Dolas suppressed from Chalukya the fact of the departmental inquiry
against Dolas and that it was in ilen of suspension that Dolas had been transferred
to Chandrapur and Beed. ¥ these inconvenient facts had been brought to the notise
of Bi}askarrao Chalukya, I have not the slightest doubt that the truc Gandhian
that he showed himself to be in the witness-box, he would never have obliged.
Unforcana{sly, poor dear Bhaskarrap Chalukya took Dolas at face value and obliged
litzle knowing that he was being taken for a ride. N

201, Likewise_Dolas had also no compunction in approaching Mrs. Shalinitai
Patil which he did through her trusted party worker Nirbhay Singh for getting
his worx done through the good offices of her husband who was then the Chief
Minister. Relying upon Nirbhay Singh on whoni siie had tae fullest confidence,
Mrs. Shalinitai Patil umwittingly obliged.

- 202, The manner in which Dolas managed to supersede 4 other officers scnior to

bim and get himself appointed in charge of the post of Jt. Comntissioner and Licensing

Authorlty in 1985 is also suggestive of his having approached Health Minister Bhai

ga\_vant through someonc. To supersede 4 officers senior 10 him must take some
oIng.

203. Dolas was a manipulator of no mean order.

904, While Dolas was Jt. Commissioner, 852 drugs where found to be sub-
standard. This was suppressed from this Commission by the FDA officers while giving
evidence. I handed over to the Goverament Advocate three scts of tabulated state-
ments for three quarters between st January 1936 and 30th September 1986, I directed
Dolas to fle explanatory affidavit by 18th Mauch 1987, which Dolas did on 7th April
1987 (Fx. 492). The tabulated statements read with Dolas’ affidavit discolse that gx, 492
practically no action had been taken regarding these 852 drugs and that even show-
cause notices had not been issued in most cases. After I passed my order on 12th
March 1987, 138 showscause notices wore issued.  Most of the cases are still pending.
Even where decisions were taken, only warnings wers administered though lite-
saving drugs were involved, and not 2 single proseention has been launched on the
gpecious plea that it is not the policy of the FDA to launch prosecution.

205. Dolas preferred to follow guidelines and not the Act and the Rules, losing
sight of the fact that even the guidclines do not advocate that no prosecution car
bs faunched. Dolas, like Bhirud, proceeded on the absured * policy”. no death no
prosecution, losing sight of the fuct that all deaths do not necessarily come to the

knowledge of the FDA.

206. According to Dolas, it is not the policy of the FDA 1o cancel licenses and
even in cases of repeated breaches only warning is giver.  Ho was liowever unable,
and rightly so, 10 substantiate this so-called policy cither from the Act, the Rules,

or the guidelines.

207. Slight of build, soft of speech, initially unperturbed, 4. M. Dolas radiated
old-world courtesy, Nonc of this however could disguise the deviation of his mind
ot his absured and fanciful pretentions to rectitude.  He pelieved not in force but
jn subtlety; and he believed he was subtle. That was his mistaxe. His conduct
was as neghgible towards the efficient and honest discharge of his dutits as his torteous
raind was as Shylockian in its capacity for intrigue.  Dolas wielded absolute power
in the FDA. Absolute power coriupis absolutcly and there 18 nothing by way of
Dolas’ activities in the FDA to doubt the authenticity of that axiom. With him
al control and Bhirud as his assiduous sycophant and _cumpl;ant toady,
FDA corresponded with the rapactous capacity of its members
diculous difference l:;etwccnd lhlf[r supposed mt{ns and their

;evements. To Dolas can be attribute the corruphion o power rein-
?g‘t};ll %f;hld isdain of consequence, conceived in political patronage and his fr‘;ﬁnt.ttc
capacity 1o use others for the fulfilment of his objectives. [t 1 unfortunate for
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the whole order of the )
and resulted in the 1
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-Bhirud and the FDA and the public at large, that he shoyld have surrendered himself
80 totafly to the disastrous influence of Jt. Commr. Dolas, If T conclude that jn
Dolas’ moulding hands, Bhirud was a moral coward, Bhirad has only himaelf 1o
blame for that deliberate revelation. Dolas left the witness-box a deflated map,

possibility of chojce,

208. Anp officer of usuter conscience to whom moral boundaries are unknown.
No doubt Dolas’ loyalty to Bhai Sawant in the witness-box will increase his claim

to consideration in that august quarter,




CHAPTER XVII

The only questions that remain are questions (i), (j) and (k). Those questions and

| any answers thereto are, in the light of the earlier discussion, as under -

Question (1).—** Whether there was any administrative la

o { 4L _ pse on the t

i1 Ho;p:tal au_thonges; Duectforate of Medical Education amrlmRe::a:ll;
in promptly assessing the gravity of the situation in J. J. Hospi

reporting to the higher authorities; » ospual, Bombay, end

Aunswer—Yes, in so far as 1, J, Hospital authorities are concerned. No, i
-Yes, JJ i . No, in so
far as the directorate of Medical Education and Resezarch is concerned.

Question (j).—** Adeguacy of otherwise of the existing statutary and admiai-
-gtrative procedures/measures in J. J. Hospital/Directorate of Medical Education
and Ressarch/ Office of the Commissioner of Food and Drugs Administration
to prevent and to effectively deal with such incidents; and to suggest remedial
measures to avoid such incidents in future; ™

_ Angwer.—No comment is necessaty as far as the Directorate of Medical Educa-
tion and Research is concerned. ’

As far as J. J. Hospital is concerned, by far and large, the administeative and
statutory provisions are adequate. However there is much to bz desired infer alia
in the maaner in which the Dean, Superintendent, certain doctors and staff reacted
to this ncident, asalso the manner in which Medical Store operates, the total [ack
.of adequate inter-communication facility, the manner in which Drugs ate recalied
and total non-accountability. Further, the procedura prescribed by Dr. Pruthi
in 1973 which remains to be implcmented should be implemented. Chapter IIl
of his Report (pages 20 to 39, Exh. 25} deals with purchase and storage of drugs
in the J. J. Hospital. Even though Government has accepted those recommenda-
tions in toto, all that has been done is to place Medical Store in the charge of the
Professor of Pharmacology.

The statutory and administrative procedures/measures in the Office of the Com-
missioner, FDA, to prevent and effectively deal with such incidents, are adequate.
However what has been woefully lacking is the desire to enforoe them due to
inter-officer rivalry and undercutting, fack of control, palitical clout, indiscipline,
non-enforcement of the provisions of the Act and Rules, corruption, and non-

‘accountability.

All thess factors contributed to this unnecessary tragedy which could have been
.averted had these factors not been present. |

Remedial maasures pertaining to J. J. Hospital, Directorate of Industries and
FDA as well are suggested in the Recommendations hereafter,

Question (k).—"' Such other matters as may be geemane to the above. ™

‘ Answer.—What are matters germane regarding I. I, Hogpital ?

These 14 unfortunate patients are only the known patients who died in this
unnecessary tragedy. There are several othiers unknowa who must have died and
more, who must have boen crippled for life as & result of the administration of this

lsthal glycerol, Batch No, 27.

In addition to the 14th who died, 34 patients who found their way to Nephrology
had been given glycerol, Batch 27. They did not dic in the Hospital. Dr. Kripalani
says that there were 34 such cases under his supervision. He and his team where
actively looking for signs of renal deterioration but there werc none. They were
concentrating on all the problems including those of liver, kidney and brain. He
says that while the patients who did not die in the Hospital did not seem to be affected
by the contaminated drug while they werc in the Hoapital, it is possible that the
contaminated glycerol could have a delayed offect and that their condition could
have aggravated after the first dosage on 25th. However that conditioa was not

manifested by them.
i it [} who treated Hemant Ranade, Bapu
Dr. Panda (Reader in Neurosurgery, Unit [} e e ihe. sisterin

and Ramii Baly Kasar produced 3 list (Ex. 78) ;
El:}:;:?: :)ef the patie:fts wha were given glycero! orally in his Unit No. 1 from January
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1985 till the end of January 1986. Between 7th and 25th Janvary 1986, 12 patients
out of this list had received glycerine orally. Qut of them 6 were discharged or
relieved (i.e. they would be required for follow-up treatment); 2 patients got them-
selves discharged against medical advice; one patient survived for another three
montks and died due to respiratory infections from trzcheotomy in March 1936

in the J. J. Hospital. The remaining 3 were Hemant Ranade, Bapu Anand Thombre.

and Ramji Balu Kasar who were amongst the 14 who died.

Dr. Wagholikar (Professor of Pathology) cannot say whether the human body
can neutralise diethylene glycol in small quantities as medical knowledge on this
aspect is imperfect. He adds that it is difficult to say why no deatbs were caused
by the administration of glycerol which contained only 3 per cent diethylene giycol
(namely Alpana Pharma’s Batch 21) even though from that batch glycerol was given
to a number of patients for several days on end. Flowever, animal experiments
showed that if they are given water with diethylene glycol upto 5 per cent they can
withstand it for a period of 2 months, According to Dr. Wagholikar, long term
effects of diethylene glycol are possible. He only differs from Dr, Kripalani in
that in the case of diethylene glycol poison ing, there is no question of delayed primary
reaction.  Dr. Wagholikar goes on to say that the oxtent of the damage to the kidneys
would be related to the dose, duration and percentage of diethylene glycol in the
contaminated glycerol.  Presence of 3 per cent dicthylene glycol (as in  Batch No. 213
is not permitted and any percentage over that would Jead to fatality, and as much
as 18. 5 per cent (as in Baich No. 27) would cortainly be fatal.  O. P. Ladda of Alpana
Pharma was unable to dispute that Batch 21 contained 3 per cont diethylene glycol.
Even if the presence of diethylene glycol is 3 per cent or less, there is danger of damage
to the kidneys, if not death of the patient, Dr. Wagholikar is positive that adminisira.
tion of diethylene glycol of the percentage of 18.5 per cent as in Batch 27 would
certainly cause damage to the kidneys and other organs even if it is given once and
even if death s not caused thereby. In some cases the manifestation may be to a
.minor degree which may subside; in a few cases there may be no manifestation at
all; and in some cases the mainfestation may be more severe. Dr, Wagholikar is

equally categorical that a normal healthy kidney will not remain so if 2 person is.

given dicthylene glycol in the percentage of 13,5 even in a single dose.

Over and above the 34 patients who went to Nephrology, pray, what has happened
to the other patients who were given Alpana Pharma's glycero] of Batch 27 or Ratch

21 prior to their discharge ?  Arc their whereabouts known ? Is their condition.

known ? Out of those how many are dead and how many ¢rippled? It was not
possible for this Commission to trace them or to enquire as to their well-being, That
is for Governument to do and to offer them adequate compensation because for no
fault of theirs, they were administered contaminated glycerct in a Government
Hospital. This is the duty and responsibility of Government to discharge, which
in law and good conscience it should do,

There is another matter germane to the J. J. Hospital though not strictly within
the terms of this reference, The living conditions of the resident medical doctors
are pitiable. Their quarters are Cramped, insanitary and uninhabitable. Such
living conditions of these young budding doctors, malc and female, can contribute
neither to morale or efficient discharge of duties, Government nay do well o look
info this matier and give redress.

Matiers germane 1o the Industries Department, F.D.A. and other comnected
matters are set out in the Recommendations hereafter,
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on the ground that she got the nurses order book tampere:

CHAPTER XVIII

CONCLUSIONS
|
J. J. HOSPITAL

1. The killer drug was Alpana Pharma’s glycerine Batch No. 27 i
s it was with the lethal diethylene glycol. contaminated

7. The Dean Dr. R. S. Chandrikapure and the Superintendent De. V. G.

TDeshmukh were negligent and guilty of dareliction in the dischasge of their daties

in pot faking any action after receiving information of adverse drug reaction in the
J. 1. Hospital.

3. (@) Credit must go to the doctores of Nehphrology, namely Dr. A. L. Kripalani,
Dr. (Mrs.) R. A. Sirsat and other doctors under them as abo Dr. D. A, Palande of
Neurosurgery Department and Dr. Wagholikar of Pathology Department, for their
commendable and expeditious detection of the suspect drug as also for the praventive
and curative steps taken by them.

(b) Credit must also go to Dr. R. D. Kulkarni for sending the samples to Dr. R. T.
Sane for toxicity test on glycerine Bateh No. 27,

4. {a) Pharmacology Department comsisting of Professots of Pharmacology
Dr. R. D. Xutkarni and Dr. $. V. Shaligrom, and Associate Professor Dr. (Mrs.)
P. S. Worlikar, Pharmacist A. K. J amadagni and Compounder N. R. Soudi are guilty
of negligence and desreliction of duty in not taking prompt and effective staps to stop
further dissemination of the suspect drugs.

{p) However since Dr. (Mrs.,) Worlikar was all along acting under and/or was
dependent upon the orders and directions of Dr. Shaligram, her negligence is mitiga-
ted to a considerable extent by the follow-up work which she did in the matter
of detection of the suspect drugs.

(&) Soudi’s negligence is also mitigated inasmuch as he acied under the directions
of Pharmacist Jamadagni.

5. (g) The affected departments of the J. J. Hospital, namely Neurosurgery and
‘Neurology, were prompt in withdrawing the suspect drugs.

(&) There was however grass negligence in the Ophthalmology Deapartment
which did not stop the administration of the suspect drugs till the moraing of 28tk

Japuary 1986.

(c) No tespousibility can be attributed to Dr. (Miss.) M. A. Kamble for her
failure to withdraw the suspect dugs earlier than 28th January 1986, inasmuch a3
-she was not awarc abaut the drugs being suspected nor of any withdrawal ci realar,

(d) In this episode Dr. (Miss) M. A. Kamble is sought to be falsely implicated
d with andjor that she

allegedly knew carlier than 28th Yanuary 1986 about the suspect drugs.,

6. It wasan error of judgment on the pastof Dr.P.P. Pargaonkar of Nephrology
in not adequately bringing heme 10 Dr, (Miss) Parul Shuh of Qplhalmalngy the
gravity of the situation and the Rrgency of stopping the administration of the suspect
drugs, por was the gravity and urgency sufﬁcwn.tly undcn:sto_od by Dr. (Miss) Pucul
Shah by reason of her inexperience und being the junior-most doctor in the

.department.

7. Administration of even a smll dose af eon!amin:x:cd_g[yccroi is likely to affect
and}or endanger the health of patienis to whom it was administered.

ing conditions of resident medical doctors dre _pitiable being cramped,
ins%mg?; 1;:1(1 guninhabitablc, necessarily a affecting  their morale and efficient

discharge of duties.

i i was responsible for impropecly placing order excesdiag
9., Phermach, S pthe mandate of the Industries Department.

11% on Alpana Phatrma contrary 10
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1
Rate Contracts

. e matter of awarding of rate contract to Alpana Pharma, the Industries
Delpaﬂ::[:lel‘llllt i:::ludin g Industriesg Officer P. K. Torvi and Addl. Director of Industries
S. B. Satalkar are guilty of favouritism andjor corruption right from the matter
of entertaining the tender of Alpans Pharma, examining the same, preparing and
verifying the comparative statement and pot placing the conditions of Alpana
Pharma before the Rate Contract Conmittee or dravgmg the atiention of the
Committee members that Alpana Pharma’s tender being a conditional tender
merited rejection at the threashhold.

2. The members of the Rate Contract Committee Dr. C. J. Mistry, the Addl,
Director of Industries S. B. Satalkar and Asstt. Contmissioner L.V Raykar are
guilty of pegligence and dereliction of duty in not peroperiy applying their minds
to the matter of awarding the rate contract to Alpana Pharma and being solely
guied by Dr. R. D. Kulkarni who was the moving spiril in awarding the rate
contract to Alpana Pharma.

3. Dr. R. D. Kulkarni awarded the rate contracs to Alpana Pharma for
exirageous considerations flowing from Raman]al Karwa,

4. (@) Dr. R. D. Kulkarni, Joint Director of Industries N. D. Dharap and
Industries Office P. K. Torvi joined hands in the matter of granting improper raty
fevision fo Chem Pack and consequentiy to Alpana Pharma so. as (0 benefit these
two parties and themselves and at 2 loss to Government.

{8 S. D. Bhirud and Dr. C. I. Mistry were nogligent in not preventing the said
Improper rate revision. However no deliberate motive can be aftributed to them
in ths behalf,

I
Manufacturers, Merchants, Traders and Suppliers

I. No negligence, malfeasance or misfeasance can be altributed to Alpana
Pharma in the matter of placement of the order for glycerol with Girdhar Kasat.

2. Even though Alpana Pharma placed an order for glycerine I.P., Kasats
supplied to Alpana Pharma industrial glycerine without informing Alpana Pharma
that the glycerine was not of the quality ordered.

3. The concoction prepared by Jethalal Soni, the Propristor of Ganesh Chemicalg
Comprised mainly of lethal diethylene giycol and sorbitol with a dash of glycerine,

It was this concoction which ultimately reached the J. J, Hospital as Alpana Pharma’s
Batch No. 27.

4. lethalal Soni however did got know that this glycerof would be used ag drug.

3. There has bBeen a manifest conspiracy between Girdhar Kasai, Mahendra
Doshi, 8. R. Dafatary the Warehouse Manager of M/s. Fdgar Handley, and Jethalal
Seni to falsely suggest, that the tWo drums from which samples were drawn and
analysed were not sold to Alpana Pharma, with a view to absolve themselves from
the liability for supplying industrial glycerine to Alpana Pharma.

6. Evidence discloses sufficient material to prosecute Mahendra Doshi, Girish
Doshi, Girdhar Kasat, Bharat Kasat and O. P. Ladda for baving committed offences

punishable under Section 27(a) of the Drug and Cosmetics Act, 1940 and also under
Section 304-A of the Indian Pensl Code.,

A
From the evidonce on record the following facts emerge in grisly detajl .—
1. The entire structure of FDA has been corroded by rampant and anabashed

corruption, delaterious indiscipline, naked favouritism, crude aepotism and gross
ministerial interference at tvery stage and a sense of non-accountability all rouad..
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£ 2, As a result, there is hardly any control o i i
. : sult, ¥ t supervision by superiors over their
_ gubordinates in the matter of carrying out their statutory obligations and strict

compliance with the provisions of the Act and Rules which i
O e ingly floutud. ules which are deliberately breached

3. Health Miplsters who have given evidence have rarely shown any anaiety to
control the unbridied power and rapacity of the FDA officers. On the contrary
such Health Ministers have encovraged corruption, favouritism, deliberate violation
of the Act and Rules by their own acts of omission and commission intentionally
and knowingly performed with a view to confer favour or ministerial largesse in
the form of trapsfers and postings of choics, undeserved promotions of FIDA officers
and concessions, canceliation of stringent orders or withdrawal or withholding of
rpandatory prosecutions in accordance with the provisions of the Act apainst the
licences viz. manufacturers, repackers, etc.

4. The respective Health Ministers not only failed to discharge their duties in
ensuring proper enforcement of the provisions of the Act and Rules but each of them
was guilty of violating the pravisions of the Act and Rules and of gross misuse of
their position, power and authority, knowingly dons for extraneous considerations
and for all considerations other than equity, justice and good conscience required of
them in the discharge of their duties.

5. Health Ministers who have given evidence have not allowed FDA to function
as an independent organisation vested with certain powets and authority and obli gated
%o ensure public health and safety by properly regulating the manufacture, sale and
distribution of drugs and preventing manufacture, safe and distribution of sub-
standard, spurious and misbranded drugs, and have thereby rendered FDA to be
an importent organisation, existing merely for collection of licence fees officially and
vast sums of money unoficially.

6. Gross ministerial interference, misuse of powers and failure to enforce the
provisions of the Act and Rules in ali matters have been done for the benefits of or
to suit the conveniencs of licence holders with the knowledge of the sume being against

public interes:, public health and public safety.

7. Most of the Health Ministers who gave ovidence and FDA officers lack basic
knowledge or understanding of the provisions of the Act and Rules andjor their
respective duties and/for their authority thereunder.

8. Attempts by Commissioner Venkatachalam to improve the working and
restore the image of the FDA and to root out corruption were deliberately thwarted
by officers of the FDA with the active connivance of the Health Ministers concerned,

9, Large powers are vested in the Joint Commissioner (Head _Q_uarters) who is
the Licensing Authority. He is not even amenable to the supervision and control
of the Commissioner, Subject 10 an appeal to the Minister, the Licensing Authority
is the final authority and last word in matters vitally concerning the licence holders.
Such vast and pntramelled powers in the hands of unscrupulous Jt. Commissioners

ash € : . ! o
and Licensing Authority were an instrument of harassment and a device to ma

vast sums ofgmoney added to the inducement of the manufacture of substandard,
spurious and misbranded drugs and total lack of fear of the consequences provided

by the Act and Rules.

10. The procedure followed by the FDA for granting licences is faulty and
contrary to the provisions of the Act and Rules, and is dr_:hbcran:_ly moulded ta suit
the convenience of the licence holders instead of protecting the intcrest and health
of the general public, for which the FDA is intended to function.

rocedure for inspection before and after grant of licence is not only
de};ﬁvgeng fanlty, but is also cursory and contrary to the provisions of the Act
aad Rules.

ormulated certain ** policies " and ** procedures ” which are not
12. ¥DA ]:zsp{;ovisions of the Act and Rules but are in violation of the stringent
only cORtTaty T ¥ nd are highly dangerous from the point of view of public interest,

g;%\]?:l.o;:alth and public safety.

H 465137
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13, These ** policies ** are formulated and procedires f‘ollo“fcd only with a view
to benifit the licence holders and to circumvent the stri ngent requirement of the [aw.

14 There is hardly any machinery worth the name in the FDA to take up any
follow-up action after grant of licences and receipt of complaints.

I5.  Records maintained by FDA in respect of receipt of complaints and follow
up action are faulty, totally inadequate and misleading. Recurring breaches are
therefore permitted to go unnoticed and jor unpunished.

16.  For the FDA penat provisions of the Act and Rules, even though mandatory,
do not exist. These penal provisions have deliberately not been enforced in almost
all cases. Such actions if taken by the FDA against erring licence holders, are
initiated after procrastination and teluctance, by which time the mischievous drug,
be it a life-saving drug continuves 1o be sold to an unwary public and continues to be
prescribed by unwary medical practitioners.

17, The Analytical Laboratory of the FDA is ill-equipped and inadequate to
meet the requirements of sampling. There is no guarantes that samples are correctly
analysed as records maintained of the analysis are not such as inspite confidence
~ as to their accuracy or veracity.

B
Investigation by FDA into the J. J. Hespital tragedy

1. The investigation was faulty, slipshod, feisurely and deliberately defective and
misleading,

2. Either the FDA did not know how to tackle the situation (which is difficult to
believe) or deliberately omitted 10 take steps for expeditious investigation or to file
4 legally sustainable complaint against Alpana Pharma,

4. The provisions of the Act and Rules are adequate to serve the purpose for
which they are enacted. However lack of integrity on the part of those in charge of
the enforcement of the Act has resulted in the present situation. The improvements
will have to include proper enforcement of the provisions of the Act and from time

to time accountability to the general public in that behalf.

5. The real and active culprit in negligence and dereliction of duty was Assit.
Commissioner Kochar who was virtually in charge. It was in Kochar’s interest to
sec that a de‘ective complaint was filed against Alpana Pharma at Nanded suppressing
the fact that the prime supplier was Ganesh Chemicals.

6. (a) In the matter of reports made to Government FDA deliberately failed to
reveal to Government the true facts of the investigation it was doing.

(&) Vital informaliop Was suppressed in an attempt to misinform and mislead
Government from knowing the true state of affairs.
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1986 identifying Kailash & Co. as the immediate suppli
) ying } Co. pplier of Alpana Ph: .
deliberate diversionary tactics were used to focus attention on Igake weﬁrgzdilar;s::ﬁg

- had not supplied the killer glycerol to Alpana Pharma.

?(d) An impression was sought to be created in  Govern i i
0pres ) ment’s mind that
2.1 Lt;gf;'ii,gh inquiry by FDA, giycerine was not the cause of the deaths in theaJ.OR

{f) Government was misled as FDA deliberately took no steps against Chem Med
by way of a prosecution.

{(g) No mention was made that as early as 7th February 1986, Dr. Sane had dis-
covered the presence of diethylene glycol. On the contrary, Dr. Sane’s achicvement
was belittled and suspicion was sought to be cast on it to the extent of slapping
a show cause notice on the laboratory regarding matters which bad notbing to do
with the vital discovery by Dr. Sane of the presence of diethylene glycol.

(h FDA tried to take credit for the discovery of diethylenc glycol and shiejded
Dr. Pilankar’s lethargy and lapse in not discovering its presence tll June 1986 after
the present Commission started its sittings.

(i) Instead of appreciating Dr, Sane’s discovery of the presence of diethylene
glycol, which should have been done by the FDA, and not befatedly in June 1986,
as a face saving devise after the Commission started its sittings, FDA tried to shrug
away Dr. Sane’s discovery on the specious ground that it was not an official test
and even slapped a show cause notice 0B the laboratory, as stated earlier.

{j) The Reports were merely a ruse 10 hide from Governoment the deliberate and
premeditated scuttling of FDA investigation in the right channels and diverting it
into wrong channels, as FDA had decided whom to protect (viz. Kasats} and who
was 1o be made scapegoats (viz. Backwell India and Dr. Sane.}.

(ki The Reports contradicted themselves, On the one hand FDA sought to
implicate Alpana Pharma as having mixed a coniaminant, yet at the same time
advanced the proposition that there was no diethylene -glycol in Batch No. 27, and
all in a patent attempt fo protect Kasats and their concern Kailash & Co. who werg

she ‘mmediate suppliers to Alpana Pharma.

(73 Jt. Commissioner Dolas misled and misguided Government not only regarding
the ‘nvestigation but also to lull Government Tnto a sensc of false security by playing

down the gravity of the entire incident.

(e} Out of inefficiency, indolence or fear of Jt. Commissioner Dolas or all three,
Commissioner Bhirud allowed himself to be manipulated by Dolas and merely signed
the Reports on the dotted fine. Thercby Commissioner Bhirud abdicated his power,
position and authority in favour of Joint Commissionct Dolas.

\4
Grant of Licence to Alpana Pharma

t of licence to Alpana Pharma, FDA overlooked the provi-
nted the licenec and that too expeditiously.  This
f Ramanlal Karwa with the FDA ofticers such as
Drugs Inspector Babne, Asstt. Commissioner Kamble, Asstt, Commissioner S. G
Jajhay and Jt. Commissioner V. D. Deshmukh. Ramanial Karwa was interested
in influencing and did influcnce FDA officials as for all practical purposcs Alpana
Pharma belonged to the family of Karwa and O. P. Ladda was a mere dummy.

1. nthe matter of gran
sions of law and improperly gra
was by reason of the influence ¢

. To the knowledge of the FDA, Alpana Pharma had neither the imcn_l‘inr! nor
thg cagacity to carry gfn the undertakings given to the FDA in the matier o having
a quaiity control Jaboratory in its OWIl premises and the underiakings given o behall
of Alpana Pharma werc to the knowledge of the FDA given onfy with a view (v
crcumvent the legal requirements in rospect of the grant of the drug repacking
licence 1o Alpana Pharma.

H 4651—17a
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YI
Alpana Pherma as Repacker

I. O.P. Ladda was ingnorant'about repacking procedure nor had he any
experience of the same.

2. O.P. Ladda was grossly negligent in repacking glycerol, Batch No. 27 without
testing either the raw material or the final produce, despite the warning in bold
letters on the drums supplied to Alpana Pharma that the contents were not for
medicinal use.  Even so, he supplied it as a repacked drug.

VI
Chem Med Laboratories

1. Chem Med Laboratories jssued test certificate in respect of Alpana Pharma’s
glycerol, Batch No. 27 without actually carrying out the tests. In any eveat, the test
certificato issued by them was false to their own knowledge as ad mitted in ovidence,

2. Bven on earlier oceasions, Chem Med was found puilty several times of gToss
irregularities in the matter of analysis of drugs and/or issuance of test reports
without actually carrying out the tests and had accepted and suffered the punishments
in respect thereof.

pZ11}
Apex Laboratories

1. Apex Laborateries had falsely certified that Trans India’s mannitol had passed
the pyrogen test without actually carrying out the test.

2. On their own showing Apex Laboratories were habituated to igsuing false
test certificates without actually carrying out the tests and that in respect thereof,
their own Assistant Chemists had in the years 1984 and {986 complained to the FDA,
without FDA taking any action against Apex Laboratories.

3. There was interaction between Apex on the one hand and Dolas, N. D,
Kulkarni und Bijamwar on the other, for extraneous considerations,

X
Health Misisters
('} Mr. Bhai Sawant

1. A.K.Chavan’s allegation regarding Health Minister Bhai Sawant is a canard.
The evidence does not disclose that Mr. Bhai Sawant hiad any hand in the granting of
the rate contract to Alpana Pharma either for a donation or otherwise.

2. The evidence does not disclose any nexus between Rural Upliftment Organisa-
tion or Mr, Bhai Sawant an the one hand, and Alpana Pharma on the other. Mr., Bhai
Sawant is entitled to be exonerated from this charge of corruption levelled against
him by A. K. Chavan.

3. However, Mr. Bhai Sawant has given false evidence in order to dissociate
himself in the matter of making collections from pharmaceutical concerns through
FDA and from others for the Rural Upliftment Organisation.

4. Mr. Bhai Sawang acted arbitrarily and mala fide in the matier of transfer to
Bombay of 3. D. Patil, Mali and P. R, Deshpande, which order had to be set aside
by the the High Court in a Wris Petition,

3. Mr. Bhai Sawant showed undue favour to 5. M., Dolas in the matter of his
transfer to Bombay and appomting him as the person holding charge of the office



281

6. Mr. Bhai Sawant was motivated b i i j

M1 ¥ extraneous considerations in th
~of (}ecﬂmg the appeal of Cyma Pharma and permitting them to n:lamlzfactaurl.:’.:l al:tfzr
: Eﬁgsg drugs even though they were found guilty of manufecturing sub-staadard

7. Mr. Bhai Sawant misused his ministerial power and authori i

. Sa rity by ord
Assistant Commissioner Raykar and through him Dr. R. D, Kulkarni}i thye ?ﬁragggg
of rate contracts to Samarth Pharmaceuticals and Welcome Laboratories.

8. Mr. Bhai Sawant attempted to exert pressure on Commissioner Bhirud and
Assistant Commissioner Raykar and thereby misused hisl ministerial office, »o as to
prevail upon them into giving evidence favourable to him.

9. In spite of being made aware of the vested interest of Joint Comumissioner
Dolas in the drug. industry, and despite his giving an assurance to the Commission
to remove him from the sphere of influeace, Mr. Bhai Sawant not ouly failed and
neglected io carry out his assurance, but in an atlempi to hoodwink the Commission
resorted to the expedient of merely transferring Dolas from the Drugs to the Food
Department in the same building on the same floor.

10. Mr. Bhai Sawant devalted the office of the Commissioner and thereby
- demoralised the Commissioner and other officers of the FDA.

11. Mr. Bhai Sawant is guilty of corruption, misuse of ministerial power and
authority and dereliction of duty.

(i¥) Dr. Baliram Hiray

1. Dr. Baliram Hiray was guilty of 8ross ministerial interference aad of passing
orders for extrapeous considerations in the matier of—
(@) Transfer of V. D. Deshmukh from Pune to Bombay.
(b) Diluting the proposed action by the Upa-Lokayukta against V. D. Deshmukk

and N. D. Kuotkarni, and
(¢} in the matter of appointment of V. C. Sanc as the Commissioner of FDA,

contrary to the sirong secretarial notings and Views of the Commissioner and

in spite of having gone through his confidential records.

2 Dr. Balir: m Hiray is guilty of impropetly passing. and that too without sanction
of the Home Depariment, the crder for withdrawal of prosecution against Tolia
of Atul Pharmaceuticals for extraneous considermions, To thot end Dr. Hiray

rocured a false, untenable and tailor-made report from the then Acting Commissioner

V. C. Sane and in spite of Dr. Hiray's knowledge that two earlier attempts by Tolia

in that direction bad failed.
3. Dr. Baliram Hiray is guilty of misuse of ministerial office and official position
in the matter of collection of fynds and donations for a Charitable Trust, namely
Tru.t of which he was the President. This

Bhau Saheb Hiray Smarsnika Samity whit s the Presie 1
indicates 4 course conduct on Dy, Hiray's part in misuse of his ministerial position.

(i) G. S. Sarnayak

Health Minister G. S. Sarnayak is guilty of gross ministerial interference and
extraneous considerations in the matter of withdrawal of complaint against Naval
Medico Distributors and Sakarchand Shah of Naval Medico Agency and in the

matter of Novaigin tablets.

(in XK. M. Bapu-Patil

ter K. M. Bapu-Patil 15 guilty of_minislcri_al interfe
on against Naval Medico Distributors.

rence in the case of

Health Minis '
withdrawal of prosecut

{v) Dr. (Mrs) Pramila Tople

s.) Pramila Tople is guilty of ministerial interference

m . M !
I, Health Minster pr.{ ristant Commissioner 8. K. Bijamwar and two Drugs

in the matter of transfer of Ass
Inspectors.
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2. Dr. (Mrs.) Pramila Tople is guilty of having succumbed to extraneous pressure
in the matter of repatriating Venkatachalam from his post as Commissioner to his
parent department, though not urgently required there, and even though she was
satisfied with his work in the F.D.A. and found nothing against him. This was done
to facilitate the appointment of V. C. Sane in the place of Venkatachalam.

(v} Health Ministers in general

None of the Health Ministers viz. G. §. Sarnayak, Dr. (Mrs.) Tople, Dr. Baliram
Hiray and Mr. Bhai Sawant were interested in having an upright, independent and
efficient officer at the helm of the FDA, nor have they demonstrated any will or desire
to curb corruption rampant in the FDA. On the contrary by their acts aforesaid,
they enconraged corruption in the FDA. :

X
FDA Officers
Commissioner Bhirud

1. The evidence of §. D. Bhirud makes pathetic reading, bespeaks as it does of
inefficiency, laziness, indifference, weakness and abdication of authority in favour
of Jt. Commissionet Dolas whom he should have controlled but could not.

2. Bhirud is guilty of dereliction of duty and conferring favours for extrancous
considerations as summarised earlier,

X1

Jt. Commissioner Dolas

1. Jt. Commissioner Dolas was thoroughly inefficient, rarely did his work,
flaunted his political patronage and encouraged corrupt practices and indulged in
them himself,

2. His appointment to hold charge as Joint Commissioner and Licensing Authority
demoralised the FDA officers senior and Junior to him, as it signified his strong
political patronage which he took full advantage of. Thereby he managed to impro-
perly get favourable transfer orders andfor promotions over-ruling claims of officers
senior to him. He aiso managed to get himself posted at Bombay for 20 years, and
near Bombay (Thane) for 3 years out of his 28 years of service. To that end he made
use of his political connections and exploited M. Ps., M.L.As., and ministers,

3. It Com_missioncl" Dolas has vested interest in the drugs industry and had no
compunction in attending to and granting orders in concerns where his daughiers
are partners. He thereby misused his office.

A. Jt. Commissioner Dolas scuttled the departmental enguiry against him by
winning over witnesses of the department against him, including N. D. Kulkarni
who had made an adverse report against him and upon which that departmental
enquiry had been ordered. S. M. Dolas also suppressed material facts from the Enquiry
Officer, inter alig to wit, that he was habituated to signing blank licence forms.

5. It is not improbable that Jt, Commissioner Dolas helped Health Minister

Bhai Sawant in collecting advertisements and donations for Rural Upliftment
Organisation,

between |st Januvary 1986 and 3(th Scptember 1986, Jt. Commissioner Dolas failed
- and neglected to take any effective action in spite of his attention having been drawn

by the Commission to the samo by an order dated 12th March 1987 of to render
a satisfactory explanation for his failure. Evidence discleses that even in cases of
grossest violations, a mere warning has been given. This, to say the least, i derelic-
tion of duty and unmistakably points to extraneous considerations.
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X11
Asstt, Commissioner Kochar

B 1. Asstt. Commissioner Kochar is guilty of intentionally giving fal i
¢ and bis evidenoo is also otherwise unreiablc. y giving false ovidence

3. P. K. Kochar has sought to falsely implicate Mr. Bhai Sawant in the case y
Goddama Laboratories and Talreja Brothers. °

3. He is guilty of intentional dereliction of duty in the investigation of the
J. J. Hospital tragedy with a view to protect the interest of Kasats for extranéous
considerations. '

4. Asst. Commissioner Kochar was also guilty of several acts of malfeasance,
misfeasance .and pon-feasance which amount to dereliction of duty as summatis
earlier for exirancous considerations.

pALL
V. D. Deshmukh

V. D. Deshmukh is guilty of corruption and getting himself improperiy appointed
to the coveted post of Jt. Commissioner and Licensing Authority and dereliction of
duty in the discharge of his duties as Jt. Commissioner andjor Commissioner of the
FDA, to such an extent that an outsider Mr. Venkatachafam had to be brought into
improve the working of the FDA, His acts of omission and commission amounting
to dereliction of duty bave already been summagised above,

xX1v
N. D. Kulkarni

N. D. Krikarni was guilty of corruption and dereliction of his duty and of
improperly passing geveral orders in the fast days of his office prior to his retirement

as discussed earlier.

Xy
V. C. Sane

[. V. C. Sang Wwas instrumental in  the repatriation  of Commissioner
vankatachalam to his parent department (Police} and several acts of corruption and
dereliction of duty. Several complaints were made against him in this behalf and the
matter was investigated by the Anti-corruption Bureau and an adverse report made

against him.

3. V. C. Sane was instrumental in geting prosz;cution against Tolia (whom he
closely knew) withdrawn for extrancous considerations and for that matter obliged

Dr. Baliram Hiray bY preparing false, nntenable and tailor-made report.

XVi
N. C. Venka tachalom

. Venkatachalam was the only honest and upright Commissioner which
the 'FD% %ad and he did ali he could in an attempt to 1mprove the working of the

FDA during his brief stint us Commissionet.
2, For Venkatachalam’s downfall in the FDA the entire system uader which the
Go;emmenl and the FDA wotk was responsible.

inisters and the FDA officers Were responsible for undoirg
wlfétegeggioﬁal\tfl;nﬂﬁghalam had done in the mattet for improving the FDA.



CHAPTER XIX
RECOMMENDATIONS

PART I

If I could have it my way, several would be candidates for _instantaneoqs dismissal
from service and certain others for permanent cancellation of their licences,
However, the rule of law must prevail. Hence,

(A) Departmental and other actions

Immediate deparimental action is recommended to be forthwith initiated and
vigorously pursued against {1} Dean Dr. R. S. Chandrikapure, (2) Superintendent
Pr. V. G. Deshmukh, (3) Professor of Pharmacology Dr. S. V. Shaligram,
(4) Pharmacist A. K. Jamadagni (all of J. J. Hospital), (5) Assistant Director of
Industries S. B. Satalkar, (6) Joint Director of Industries N. D, Dharap, (7) Industries
Officer P. K. Torvi (all of Industries Department), (8) Joint Commissioner §. M,
Dolas, (9) Assistant Commissioner P. K. Kochar (both of FDA)Y and (10} Assistant
Commissioner B. K. Bijamwar.

In order te prevent recurrence of similar conduct on their part hereafter, it is
pre-eminenily desirable that all the above should be placed forthwith under
suspension pending departmental inquiry against them.

Against Assistant Director of Industries S. B. Satalkar, Joint Director of Industries
N. D. Dharap, Industries Officer P, K. Torvi, Joint Commissioner S. M. Diolas,
Assistant Commissioner P. K. Kochar and Assistant Commissioner B. K. Bijamwar
Inquiries should afso bé ordered to be initiated forthwith by the Anti-Corrupiion
Bureau andfor such other competent and appropriate investigating authority, and

further necessary steps be taken thereafier in accordance with the law,

(B) Prosecutions and other actions

). Prosecutions should forthwith be launched and vigorously pursued against
Mahendra Doshi and Girish Doshi of H. M. Chemicals, Girdhar Kasat and Bharat
Kasat of Haresh Chemicals and Kailash and Co. and O, P. Ladda of Alpana Pharma
onder Section 27(a) of the Drugs and Cosmetics Act, 1940, as also under Section
304-A of the Indian Penat Code,

2. If after inquiry Government finds that as result of the ingestion of this glycerol
other deaths or injuries have been caused to other persons, the same provisions of
the Drugs and Cosmetics Act, 1940, be resorted 10, as also to Section 304-A 1. P, C
gel;cre otheé deaths have resulted, or to Section 338 1. P. C. where grievous hurt has

0 caused.

3. Public analytical Jaboratories like Chem Med and Apex are a public hazard.
Government must intervene and issuc show cause notices forthwith why their
igcences should not be cancelled and as an interim measure must suspend their
icences.

4. Immediate prosecutions must also be launched and vigorously pursued against
Chem Med Analytical Laboratories and Apex Analytical Laboratores under the
appropriale sections of the Drugs and Cosmetics Act, 1940,

5. Health Minister Bhai Sawant, former Health Minister Baliram Waman
Hiray, Dr. R. D. Kulkarni, V. C. Sane, S. D. Bhirud, V. D. Deshmukh and N. D.
Kutkarni, are liable to be proceeded against for charges of corruption after appro-
priate enquiries are made by the Anti-Corruption  Bureay and/or such other
competent and appropriate investigating authority in that behalf.

PART I1

4. J. HOSPITAL

Several doctors of the J. J. Hospital have in their evidence given illustrative instances
of several deficiencies and inadequacies, inter alia, lack or non-functioning of appara-
tus, shortage of staff, uncomfortabie working conditions, lack of storage facilities,
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lack of laboratory for testing suspect drugs, Jack of refrigeration in the floor
pharmacies, difficulty of inter-communication in such a vast complex, lack of proper
ambulances and transportation from one department in onc building to another
department in another building, and have suggested various improvements. | have
no doubt as to the immediate necessity for carrying out such improvements in the
J. J. Hospital.

However within the scope of the present Commission as cnvisaged by the questions
which this Commission is called upon to answer, the Commission is not called upon
to make an in-depth study of the facilities or lack of them in the entire hospital but
is required to restrict itseif only to such improvements as are germane to the present
Inquiry as emphasised by question (J), (© ........ to suggest remedial measures
to avoid such incident in future ),

Adp:ini§trative1y, the J. J. Hospital, at one time reputedly the best-run Government
Hospital in all-Asia, is today in shambles. Evidence reveals total lack of adminis-
trative or medical control or supervision by the Dean and Superintendent.  If there
had been, I have ro doubt this ghastly incident could have been averted. The
J. J. Hospital is a gigantic complex.  Hence it must te¢ managed udministratively
and medically on the footing of an industry, and in its present state of shambles,
must be resuscitated on 2 war footing. In the present set up, the Dean, even with
the best of intentions, (which however were lacking here). cannot possibly hope
to cope up both with administrative and medical problems single-handed. Put
a professional in administrative charge and give him a frec hand with clearly laid
down parameters.

The Dean’s functions should therefore, te bifurcaicd by having 2 Deaas, one o
- ook after the administrative side and the other to look after the medical side.

I recommended—

(1) Two Deans for the J. J. Hospital, viz. (i) “ Dean (Administrative) ” and
(i) * Dean {Medical) . The former need not be a medical person but must be
a person assertive and of proven administrative ability, preferably drawn from the
TAS, IPS or the Defence Services. The letter must be a medical person of proven
ability, who will Took after only the medical problems of the Hospital. Of course,
their inter-action and co-relationship would be a minor matter of mutual adjust-
ment.

2. A reasonable tenure must be assured to the Deans so as to gnsure their invol-
vement and commitment to the Institution, This would prevent Deans considering
themselves mercly as birds of passage and would also obviate their having an eye
to aggrandisement by way of promotion, or preventing their transfers, to which
end, ministers, bureaucrats and politicians must be pandered to and time wasted
in the Mantralaya rather than in performance of their duties in the J. 1. Hospital.

3. The Deans must not hold more than one charge so as 10 enable them to
concentrate on their functions in the J. J. Hospital itself.

4. The Deans must be persons of independence and not compromise on princi-
ples or be subservient to ministers, polilicians and bureaucrats in the discharge of
their duties or in order to survive.

5. The Deans must be given more power to operatc within the budget for focal
purchases instead of having to run to * higher authority ™ every time for the

purpose.

6. There must be a Board of Governors comprising the Deans, the Superinten-
dent and Heads of Departments, Director of Medical Educatiorn and Research,
the Health Secretary and a representative of the resident doctors, whose recommen-
dations to Government for implementation of steps and measures to rectify the
deficicncies and effecting improvements shall be acted upon by Government without

red-tapism and ado.

. 7. Ambulances in \#orking copdition with rcquisite emergency Oxygen supply
and first-aid measures.

8. An analytical laboratory in the premises for random testing of the drugs
received by the hospital. I am inf rmed that at least in Bombay, hospitals do not

H 4651—238 (2,200-3-88)
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have this facility. That however is no ground for the J. J. Hospital not to make
a start in that direction and give a lead to others.

9, Medica! Store must be managed by a person trained in hospital management.

10. Expansion space-wise of Medical Store and floor pharmacies and suitable
refrigeration in each floor pharmacy.

11. Suitable increase of posts of pharmacists and compounders. Compounders
must have a minimum qualification of D. Pharm. and the Chief Pharmacist must
be an M. Pharm.

12. Bin Cards must mention the batch number of the drugs and supplies made
to a particular ward from day to day, and must be contemporaneously maiatained.,

13. There must be intercom telephone facility connecting all wards to Medical
Store and floor pharmacies.

14. Withdrawal of drugs must be effected by Medical Store by personally taking
charge of such drugs forthwith {rom the wards and departments and not merely
by the expedient of circulars.

5. To avoid accumulation, pilferage and wastage of drugs in the wards, direct
indenting by the wards on the Medical Store should be discontinued. Drugs
should be indented from floor pharmacies cveryday on ““ unit dose ™ basis of
that ward.

16. The nursing staff is at present totally inadequate, hopelessly over-worked,
extremely under-staffed and grossly underpaid. Government must do all in its
powet to ameliorate their lot,

17. Inotder to properly account for the supply of drugs received and consumed,
it is imperative to introduce the system of audit. This will not only easure main-
tenance of correct and proper requisite records but will also act as a check on
pilferage and wastage of drugs.

18, Living conditions of the doctors must be improved so as to make them
hygienic and comfortable. This will assure towards morale and efficiency.

The success of any system must ultimately depend on the integrity and efficiency
of those manning it. If these attributes are to be found at the top they must
percolate downwards. It is here where the system has utterly failed. The result
is the tragedy of the kind which struck the J. J. Hospital.

PART 111

GENERAL STORES PURCHASE ORGANISATION
INDUSTRIES DEPARTMENT

1. Reservation given to backward areas in the matter of rate contracts for drugs
and medicings must be abolished.
1
2. The rate contract system for supply of drugs to hospitals must be abolished and
a system devised whereby Government hospitals are able to purchase drags and

medl{cincs on direct sale basis from reputed manufacturers so as to ensure good
quality.

3. While entertaining the tenders and awarding rate contract to drug manufac-
turers/repackers, the Industries Department must ensure the strictest possible
comgliance with the terms and conditions of the tender as also the requirements of
the Drugs and Cosmetics Act.

4. In the matters of rate contracts, FDA must furnish to the Industries Depart-
ment an up-to-datc bio-data of the manufacturer/repacker for the past not less than
7 years together with a performance certificate indicating that the tenderer has not
been found guilty of breaches of the terms and conditions of licence or of manafac-
turing substundard drugs. If any action in that direction (be it even a warning)
1> found to have been taken ageinst the manufacturer/repacker, or has been convicted

[
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for manufacturing/repacking a substandard drug in the past 7 years, his tender for
s?lih drug or any drug should not be entertained and no contract should be given

to him.

5. The agenda and brief particulars of the tenderers must be circulated to the Rate
Contract Committee members well in advance to cnable them to make proper enqui-
ries about the tenderers.

6. FEvery member of the Rate Contract Committes must be asked to make a
o declaraticn in writing that he has no interest directly or indirectly in any of the
tenderers. In the event of his having any such interest, he¢ must disclose the same
and must refrain frem participating and voting regarding such tenderer,

7. No rate revision should be granied to any tenderor save and except in strict
compliance with the provisions of the tender conditions. The Industries Officer
shall furnish to the Committee members the prevailing market rates of such contracts
at the time when the rate revision is being asked for.

8. True and complete minutes of the meetings must be maintained.

9. Least priced drugs are not necessarily of the best quality. Heace it must be
the endeavour of the Industrics Department to obtain the best yuality drugs on
competitive basis.

_ PART IV
FDA AND GOVERNMENT ANALYTICAL LABORATORY

The Drugs and Cosmetics Act, 1940, and the Rules are comprehensive and contain
requisite provisions and safeguards to ensure public health and safety.  Unfortunately,
by reason of the rampant corruption, neposism end total lack of accountability prevailing
in the FDA, and ministerial interfercnce, the provisions of the Act arnd Rules are
observed more in their breach than in Heir compliance.

Hence it is ahsolutely imperative that—

1. The provisions of the Act and Rules be scrupnlously folfowed and implemented
by the FDA officers without fear and without favour.

2, The FDA must be headed by an assertive Commissioner of proven adminis-
trative ability, prelerably drawn from the 1AS, IPS or the Defence Scrvices. It is
not at all necessary to have a technical person as the Commissioner, as he can always
draw for assistance on technically qualificd persons under him.

3. He must withstand ministerial, buresucratic and political pressure and not
compromise on principles or be subservient to anyone in the discharge of his duties
or in order to survive.

4. There must b¢ no ministerial meddling, which must not be confused with
general overseeing setting right a manilest wrong or patent injusiice.

5. FDA officers must periodically be made to go through a refresher course with
a view to acquaint themselves fully with the provisions of the Act and the Rules and
the procedure thereunder.

6. The present precedure for snspection cnly by Inspectors must be discontinued.
(i) Inspectors must be accompanied by higher officers; (ii) frequency of inspections
must be increased ; (i) inspection repurts must be made in accordance with a format
1aid down in that behalf: (iv) a separate register must be maintained of inspection and
action taken thereon.

7. To keep a check on the movements of Inspectors the system of daily diary
must be revived and strictly enforecd.

8. In order 1o ensurc adequate check and control by Assistant Commissioners
over the Inspectors, the system of weekly diaries must be re-infroduced.

H 4651—38a
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9. There mist be a time-bound programme for taking f.:xpeditious action against
erring licence holders. Showcause noticc must be decided expeditiously within
a particular time and prompt action implemented within a fixed time thereafter.

10. As the present system of maintaining files and papers is hopelessly defective,
there must be only one file in respect of each manufacturer/repacker, duly paged
and indexed, wherein all necessary particulars about that partlcula.r manufacturer/
repacker can be available at a glance. This file must also contain the previous
history of the manufacturer/repacker, inter alia, to wit, previous show cause
notices and actions, if any, taken thereon, prior convictions and so forth.

1i. The procedure for sampling must be standardised with a view to ensure
proper und correci analysis. A standard container containing sample, whether
it be liquid or powder, must be provided by the FDA with code numbers so us to
keep the nam¢ of the manuficturer secret from the analytical laborastory.

12, The powers of the Jo.int Commissioner and Licensing Authority must be
decentralised. The powers of the Licensing Authority must be given to every
Joint Commissioncr in charge of a particular division.

13. FDA must take speedy and effective action against erring public analytical
laboratories by way of suspensionfgancellation of licences and prosecutious.

14. Public analytical luboratories proved to have given or habituated to giving
false or misleading analytical reports must forthwith be de-recognised permanently
and prosccutions must be forthwith launched and vigorously pursued against them.
Norms for suspension or withdrawal of approval granted by FDA to public
analytical laboratories must be proscribed.

15. (a) Wide publicity must be given in the media to acquaint the medical
profession and those connected with it and the general public of any drag proved
to be subsiandard, giving particulars, to wit, thc name of the manufacturer/
repacker, the name, batch number and date of manufacture/repacking of the drug,
the nature of defect, the name of the analytical laboratory, the result of prosecution
initiated, and other relevant particulars.

(#) FDA must come down with a heavy hand on misleading advertisements
concerning drugs and medicines and wide media publicity must be given.

(¢} The cost of such media coverage must be made recoverable from the party
or parties concerned as arrcars of land revenue.

16. As records maintained by the Government Analyticai Laboratory do not
inspire confidence, proper records must be maintained and updated.

17, Analysis must be carricd out far more expeditiously than is done at present
and within 2 timebound programme. The laboratory must be well equipped and
totally adequate even to carry vut sophisticated tests with sophisticated equipmenis.
To that end, a larger laboratory, a lavger staff and sophisticated justruments must
be given prority on a war footing.  Speed and accuracy must be of the essence.

18. The Government Analytical Laboratory must be delinked from the FDA
and made a separate department directly under the Government, so as to ensure
its working independent of the FDA.

19, Instead of an appeal lying to the Government as at present under the Act,”
it would be preferable if such appeals lay before the ordinary Civil Courts.  Further,
penalties should be suitably increased, culminating in the extreme penalty where
death has taken place due to a substandard drug. To these ends the State Govern-

ment may make suitable recommendations 1o the Centre for the amendment of
the Act and Rules,

Once again the success of any system must ultimately depend on the integrity,
independence and efficiency of those manning it. Once again, if these attributes,
are to be found at the top, they must percolate downwards. Ministrial meddling,
uncalied for interference in appointments and transfers, extraneous considerations,
want of independence to withstand pressures, insfficiency and total lack of integrity
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‘must take their toll of any system as indead they have with the FDA. It is here that
the FDA has monumentally and lamentably failed. The result is the known and

unnecessary tragedy of the kind which struck the J. J. Hospital.
The controversy as to the propriety, feasibility or necessity of having an in-house

iaboratory and certain other topics do not come within the purview of the questions

1 am invited to answer. Hence no recommendations to that end are necessary in
this Report.

PART V
THE NEXT-OF-KIN

The present amount of Rs. 10,00 paid to the next-of-kin of each of the 14 patients
who néedlessly died is far too inadequate. I recommend that Government do pay
to the next-of-kin of each of them an additional amount of Rs. 20,000 as compen-

sation as expeditiously as possible.

it is also the legal and moral duty of Government, with the machinery at its
command, to search for other patients who had ingested Alpana Pharma’s Batch
No. 27 and pay them adcquate compensation for the damage or injury suffered by
them, and in casc of death to pay to the next-of-kin Rs. 30,000,

Receipt of those amounts shall not preciude the parties or the next-of-kin as the case
may be from claiming additional compensation from Kasats and/or Doshi andfor
O. P, Ladda andfor Chem Med, as they may be advised.

Dated this 30th day of November 1987.

(sd.) B. LENTIN
Commission of Inquiry.
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