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;}EPORT
I. Introduction

On behalf of the Committee on Government Assurances, I, hav-
ing been authorized by the Committee to present the Report on
their behalf, present this Eighteenth Report.

2. The Committee was constituted on the 1lat June, 1978.

II. Sittings of the Committee

3. The Committee held five sittings on the 3rd and 4th August,
20th and 21st September and 18th October, 1976. At the sittings
held on the 3rd and 4th August, and 20th September, 1976, the
Committee took oral evidence of the representatives of the Minis-
try of Chemicals and Fertilizers in regard to the delay in imple-
mentation of 23 assurances. On the 20th September, 1976, the Com-
mittee also examined the Director-General, Technical Development
along with representatives of the Ministry of Chemicals and Ferti-
lizers.

4, At their sitting held on the 21st September, 1976, the Com~
mittee considered the following items:—

(i) Requests from‘ the Government for dropping of four
assurances; and

(li) Requests from the Government for extension of time for
implementation of certain assurances.

5. At their sitting held on the 18th October, 1976, the Committee
considered their draft Eighteenth Report and adopted the same.

6. The Minutes of the aforesaid sittings of the Committee which
contain the conclusions arrived at by the Committee on the above
matters are appended to and form part of this Report.

III. Examination of representatives of the Ministry of Chemicals
and Fertilivers and the Director-General, Technical Development

7. The Ccmmittee examined the representatives of the Ministry
of Chemicals and Fertilizers in regard to delay in implementation
of the following 23 assurances which had been pending for consi-
derable periods of time:

(1) Assurance given in reply to Unstarred Question No. 1148
on the 25th February, 1975 regarding formulations manu-
factured by foreign drug firms. )
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(2) Assurance given in reply to Unstarred Question No. 3846.
on the 18th March, 1975 regarding original and present
equity of foreign drug firms.

(3) Assurance given in reply to Unstarred Question No. 3704
on the 18th March, 1975 regarding initial equity partici-

pation by principals in M/s. Lederle Laboratories and
other drug firms.

(4) Assurance given in reply to Unstarred Question No. 4696
on the 25th March, 1975 regarding profits earned by cer-
tain foreign drug firms in 1972.

(5) Assurance given in reply to Unstarred Question No. 4804
on the 25th March, 1975 regarding profits earned by cer-
tain foreign drug firms in 1973,

(8) Assurance given in reply to Unstarred Question No. 4764
on the 25th March, 1975 regarding companies producing
Atrumatic Needle Sutures.

(7) Assurance given in reply to Unstarred Question No. 7919
on the 29th April, 1975 regarding increasing production
capacities by drug firms.

(8) Assurance given in reply to Unstarred Question No. 8028
on the 29th April, 1975 regarding offer from drug com-
panies to supply drugs at cost price.

(9) Assurance given in reply to Unstarred Question No. 3809
on the 18th March, 1975 regarding licences issued to M/s.
Dental Products and other drug companies.

(10) Assurance given in reply to Unstarred Question No. 7262
on the 22nd April, 1975 regarding profits of foreign drug
companies and their production.

(11) Assurance given in reply to Unstarred Question No. 8678
on the 6th May, 1975 regarding manufacture of products
without approval by M/s. Glaxo Laboratories.

(12) Assurance given in reply to Unstarred Question No. 3795
on the 18th March, 1975 regarding licences issued to M/s.
Glaxo and certain other drug firms.

(13) Assurance given in reply to Unstarred Question No. 3803
on the 18th March, 1975 regarding canalised items of
drugs imported by STC. e

14) Assurance given in reply to Unstarred Question No.

o4 on the 6th May, 1975 regarding drug and pharmaceuti-
cals raw materials canalised during Fourth Plan.
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(15) Assurance given in reply to Unstarred Question No. 4738
on the 25th March, 1975 regarding production of drugs.

(16) Assurance given in reply to Unstarred Question No. 6242
on the 15th April, 1975 regarding original equity of
foreign drug manufacturers having more than 26 per cent
foreign equity.

(17) Assurance given in reply to Unstarred Question No. 3808
on the 18th March, 1975 regarding licences issued to M/s.
Ciba (I) Ltd.

(18) Assurance given in reply to Unstarred Question No. 2059
on the 26th November, 1974 regarding private companies
working in collaboration with multi-national corporations.

(19) Assurance given in reply to Unstarred Question No. 2102
on the 26th November, 1974 regarding production of cer-
tain foreign drug firms during Fourth Plan.

(20) Assurance given in reply to Unstarred Question No. 3877
on the 10th December, 1974 regarding pegmission for div-
ersification granted to M/s. Hoechst.

(21) Assurance given in reply to Unstarred Question No. 3879
on the 10th December, 1974 regarding production of items
by certain drug firms.

(22) Assurance given in reply to Unstarred Question No. 1185
on the 25th February, 1975 regarding diversification by
M/s. Hoechst.

(23) Assurance given in reply to Unstarred Question No. 2148
on the 4th March, 1975 regarding issue of COB Licence
to M/s. Hoechst.

In regard to assurances mentioned at serial Nos. 7 and 17 to 23
above, the Committee also examined the Director-General, Techni-
cal Development in addition to the representatives of the Ministry
of Chemicals and Fertilizers.

8. Some of the important cases of delay in implementation of
assurances in regard to which representatives of the Ministry and
Director-General, Technical Development were examined by the
Committee are dealt with in the succeeding paragraphs. The Com-
mittee have found it necessary to make certain observations or re-
commendations which are also given in those paragraphs.

9. It has been brought to the notice of the Committee that a
large nurhber of assurances pertaining to the Ministry of Chemicals
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and Fertilizers had remained unfulfilled since long. Some of them
went as far back as November, 1974 and had been commented upon
in the various Reports of the Committee. The Committee are con-
strained to point out that in several cases the Ministry did not care
Yo setk extension of time-limit and wherever extension had been
applied for, it was done often after the expiry of the stipulated period
of three months. The Committee desire that in cases where further
extension of time-limit is asked for, the Ministry should ensure that
the action taken or progress made in the miatter of collection of the
required information in fulfilment of the assurance is also commu-
nicated to the Committee well before the period of extension al-
ready applied for is over.

(i) Delay in implementation of an assurance given in reply to Un-
starred Question No. 1146 on the 25th February, 1975 regarding
.formations manufactured by foreign drug firms.

10. After hearing the representatives of the Ministry of Chemi-
cals and Fertilizers in regard to assurance given on the 25th Febru-
ary, 1975 in reply to Unstarred Question No. 1146 (Appendix-I), it
appears to the Committee that some firms/companies furnished
incorrect information or did not furnish the requisite information
asked for by the Ministry in fulfilment of the assurance. The Com-
mittee desire to point out that had information from the firms been
asked for in specific terms/forms in the first instance, there would
have been no scope of referring the matter to the firms again and
again for the supply of the desired information or the firms supply-
ing information in incorrect manner. The Committee suggest that
the Ministry may consider taking penal action in specific cases
under provisions of the relevant Act against such firms/companies
which deliberately avoid or delay furnishing the requisite informa-
tion or furnish incorrect information asked for in ifqmnwnt of the
assurance. The Committee further suggest that the level of cor-
respondence with the firms while reminding them should always
be raised in case the information from them is not forthcoming
quickly. -

11. The Committee pointed out that the assurance was given on
the 25th February, 4975 and the first extension of time-limit was
asked for on the 5th August, 1975. The Ministry did not care to
ask for extension of time within the stipulated period of three
months, -~Asked what the Ministry had to say in this regard, the
Director, Prugs and Pharmaceuticals admitted that there had been
some delay: St o
. 12. The Committee drew. the attention of the representatives of
the Ministry of Chemicals and Fertilizers in this connection to para
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50 of the Eleventh Report of the Committee which

to Lok Sabha on the 11th April, 1975, wherein it was :t’anggm :;x::
each Ministry or Department may consider setting up of a cell, it
not.already there, under the charge of a responsible officer to’ co-
ordinate the work relating to assurances and ensure their imple-
miéntation in time. Asked whether the Ministry of Chemicals and

Fertilizers had set up such a cell, the Director, Drugs and Pharma-
ceuticals stated as under:

"“We are in the process of setting up a cell for our Ministry,
It-does not exist; we have a ‘Parliament Section. We have
'submitted a proposal to the Cabinet. Our Ministry on
bifurcation required many of the common services. The
administration had to be divided; the various services had
to be divided. We have submitted a detailed proposal
and it has been approved yesterday.”

'Bubsequently, the Committee have been informed by the repre-
sentatives of the Ministry of Chemicals and Fertilizers at their sit-
ting held on the 20th September, 1976 that a separate cell to look
after the work of assurances in the Ministry has since been set up.

13. The Committee are glad to note that the Ministry have creat-
ed a Special Cell for co-ordinating the work relating to timely ime
plementation of the assuragces. The Committee trust that with
the setting up of this Cell it svould be possible for the Ministry .to
Implement the assurances within the stipulated peried of three
';nonthis:ip‘host of the cases in future. The Committee desire that
the Ministry should apprise the Committee from time to time about
the progress made in collection of the information in fulfilment of
the pending assurances. '

(ii) Delay in implemén_tntion of an assurance giir_m_a in reply to Un-
" starred’ Question No. 3846 on the 18th March, 1975 regarding
,original’ and present equity of foreign drug firms.

14. The Committee while examining the representatives of the
Ministry of Chemicals and Fertilizers in regard to the delay in the
implementation of the assurance given in reply to Unstarred Ques-
tion No. 3846 on the 18th March, 1975 (Appendix-II) regarding ori-
ginal and present equity of foreign drug firms, pointed out that from
tive note furnished by the Ministry, it appeared that a part of the in-
formation ‘aeked .for was available with the Ministry earlier. Asked
why the same was not laid on the Table of the House, the Director,
Prugs and Pharmaceulicals replied as under:—

.7 “We wanted fo get '_thg entire information and then furnish all
" ™" Yn one lot, 1t was a questien of double checks to be made

L
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also. The information we had, had not been checked.
So far as this question is concerned, it pertains to origi-
nal and present foreign equity, foreign contracts, indirect
bonus shares etc. This information is not maintained

nogmally in the Ministry. The Hathi Committee had
goue into it.”

. 15. About part-implementation of assurances, the Committee
would like to draw attention to their earlier recommendation con-
tained in para 14 of the First Report (Fifth Lok Sabha) and re-
iterated in paras 8 and 30 of their Ninth and Thirteenth Reports
respectively (Fifth Lok Sabha).

16. The Committee would like all the Ministries to take careful
note of this recommendation for compliance.

(iii) Delay in implementation of an assurance given in reply to Un-
starred Question No. 3794 on the 18th March, 1975 regarding ini-
tial equity participation by Principals in M/s Lederle Laboratories
and other drug firms.

17. The Committee also examined the representatives of the Min-
istry of Chemicals and Fertilizers in regard to the delay in the im-
plementation of the assurance given in reply to Unstarred Question
No. 3794 on the 18th March, 1975 (Appendix-III) regarding initial
equity participation by Principals in M/s. Lederle Laboratories and
other drug firms and enquired the reasons for delay in implement-
ing the assurance. The Deputy Secretary, Ministry of Chemicals
and Fertilizers explained as follows:—

“In this particular case, one of the companies was reluctant
to give information about the various agreements.  We
had reminded them so many times and ultimately we
called one of the Directors of the Company and told him
that this was a serious matter and we had to give infur-
mation to Parliament. They were saying that the agree-
ments were old agreements and they were entered into
sometime ago and they had to collect them up-to-date.
Ultimately they agreed when we talked to the senior offi-
cers of the Company and they are giving the information
and we will send it as soon as it is complete.”

18. To a question as to what was the information the Ministry
asked from the firm, the Deputy Secretary, Ministry of Chemicals
and Fertilizers stated that it was about the main features of the
agreement. Asked whether the Government Agency like the De-



7

partment of Company Affairs did not have copies of these agree-
ments which were approved by the Government themselves, the
Director, Drugs and Pharmaceuticals stated as follows:

“One type of agreements is those which are approved by
Government and the other is those agreements between
companies and companies. These are internal matters
and the Government does not go into them.”

19. The Committee pointed out that photostat copies of the ag-
Teements approved by the Government must be available with
them. Asked why then the companies were being asked to supply
the same, the Director, Drugs and Pharmaceuticals stated that that
was being done only as a measure of caution, because there were
so many agencies of the Government and it might just be possible
that they might miss getting some vital agreements.

20. Asked whether the photostat copies of the agreements were
not available within the Ministry, in the first instance, the Director,
Drugs and Pharmaceuticals, explained the position as under:

“Some agreements may be on record with Industrial Deve-
lopment Ministry, with Department of Company Affairs
etc. We did address all of them. In case there is any lapse
we can check and counter-check.”

21. The Committee feel perturbed that copies of agreements ap-
proved by the Government were not available with the Ministry it-
self. The Committee, therefore, desire that the copies of all the
agreements concluded with the firms regarding drugs and pharma-
ceuticals should always be readily available with the Ministry of
Chemicals and Fertilizers so that there is no need of referring the
matter to different agencies for check and counter-check.

The Committee suggest that, for the future, the Ministry may
issue instructions to the Government authorities concerned to sup-
ply a copy of each agreement entered into by them with the various
drug and pharmaceutical companies to the Ministry of Chemicals
and Fertilizers for their information, record, reference, etc. This
wil]l facilitate the Ministry’s keeping a check on such matters and
eliminate delay. The Committee further suggest that Government
may consider issuing a general directive to such companies to for-
ward a copy of each agreement entered into by them with their
Principals or with other companies or outside agencies, if no such
provision tht. now.

22. The Committee pointed out to the representatives of the Min-
istry that they addressed the firms more than 10 times for supply of
requisite information. Asked whether they had taken penal action



-against the companies for not furnishing the information, the Digp-

llxty Secretary, Ministry of Chemicals and Fertilizers stated as fol-
owsSs:

“That option was there no doubt but we have not resorted
to that. We will certainly go into it and in future we
will see that this is made use of. We will take appro-
priate action.” '

23. The Committee suggest that Government should not hesitate
to take penal action under the Industries (Development and Regu-
lation) Act as recommended in para 10 of this Report.

(iv) Delay in implementation of assurance given in reply to Unstar-
red Question No. 4696 on the 25th March, 1975 regarding profits
earned by certain drug firms in 1972

24. The Committee examined the representatives of the Ministry
with regard to the delay in implementation of assurance given in
reply to Unstarred Question No. 4696 on the 25th March, 1975 (Ap-
pendix-IV) regarding profits earned by certain drugs firms in 1972.

25. The Committee pointed out to the representatives that they
had noticed from the note furnished by the Ministry that the infor-
mation required for the fulfilment of the assurance had been received
from the different firms in May, 1975 and the Ministry could scru-
tinise and finalise it as late as June, 1976. Asked to explain the rea-
sons for this delay in scrutinizing and furnishing the information to
‘the House, the Director; Drugs and Pharmaceuticals, explained the
position as follows: .

“Here, we have tried to indicate that we addressed the In-
come-tax Commissioner but in fact we got the informa-
tion from him only in August 1975. It was then indicated
that they wanted to give us some further intormation
which was received only on 29-8-1975. That information
was also not complete. .

Again the Income-tax Commissioner, Bombay was addressed
and the final information from the Income-tax authorities
was “‘received only in- December, 1975 Thereafter, we
correlated ‘the company’s information and checked that
up. L] L J L] * »

I admit that thefe has been delay. We wanted fo fulfil this
assurance in December, 1975 itself. It was examified ‘and,
as a matter of fact, it was submitted and thg assurance
was to be fulfilled: Then some hon. Members had put the
question about the profitability of the firm—the overail
profit exceeded more than 15 per cent on the formula-
tions. That had to be gone into. Once again we had to
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go into the entire activities and so, we were in a position
to give the reply only in June. The legal aspect of it was
examined.”

26. The Committee are constrained to point eut that there has
been considerable delay in implementing this assurance. The-
Committee, therefore, desire that the Ministry should pursue the
work regarding implementation of assurances vigorously so that
the assurances are implemented within the stipulated period of three
months, as prescribed by the Committee.

(v) Delay in implgmentation of an assurance given in reply to Un.
starred Question No. 7919 on the 29th April, 1975 regarding in-
creasing production capacities by drug firms,

" 27, In regard to the delay in implementation of assurance given
in reply to Unstarred Question No. 7919 on the 29th April, 1975
(Appendix-V) regarding increasing production capacities by drug
firms, the Committee asked the representatives of the Ministry to
explain the reasons in detail for the delay in the implementation of
the assurance. The Director, Drugs and Pharmaceuticals explained
the position as follows:

“We have collected all the information and would be fulfilling
this assurance very soon. About asking for extensions
and the initial action taken, I have checked up the posi-
tion. We put in our application to the Department of
Parliamentary Affairs in time, by and large, except for
the fact that there was a delay of 4 days on 13-9-1975, The
work of seeking extensions wes getting out of hand in the
Ministry till July. One of our sections was over-loaded
with assurances. In July we diverted one of the Assis-
tants from all the work and put him on the work of seek-
ing extensions and fulfilling the assurances. Our work
from July, 1975 onwards has, by and large, been on the
proper footing, except for some cases of lapses here and
there. Prior to that, we were very wide off the mark”.

28. In a note furnished to the Committee by the Minis'ry, it had
been stated that a reference had been made to the DGTD for the
supply of information on 28th May, 1975 and that there was no res-
ponse from that office inspite of the fact that 8 reminders were issued
to them. Asked as to how thig could be explained the Director,
Drugs and Pharmaceuticals stated as under:

“Action was initiated immediately. We had sent 8 reminders,
because there was a series of responses. but not a complete
response”. B

29. Elucida‘ing the position further, the Deputy Secretary Minis-
try of Chemicals and Fertilizers explained as under:—



10

“The first information which came fmm this organisation was
only on 3-7-1976. Till that time we had net got any reply
from them. We issued reminders at appropriate levels, rais-
ing the fevel from time to time. "We contacted them on
telephone also. The real difficulty with them was “about the
interpretation of the Question,”

30. The Committee pointed oput that the question was .asked on
the 29th April, 1975 and according. to the note. submitted by: -the
Ministry to the Committee, a copy of the question was not supplied
to the DGTD by the Ministry till 28th April, 1976 i.e. for full one
vear. Under such circumstances how did the Ministry expect a
reply from the DGTD? Explammg the reasons for thig delay, the

Deputy Secretary, Ministry of Chemicals and Fertilizers stated as
under:—

“In the initial stage itself, we gave the copy of the Question
to them. i.e. on 28-5-1975; but later on when we gave them
the reminder, they indicated that they had not received
it,

In the initial stages, there was difficulty about the interpreta-
tion of the Question in the Ministry also.”

31. The Committee are distressed to note that no tangible action
was taken for 11 months by the Ministry to collect the information,
The Ministry should not only have raised the level of correspondence
but should have made personal contacts at higher level to expedite
collection of the information.

32. Explaining the position insofar as DGTD wes concerned, the
Director-General, Technical Development, stated as under:

“We do not appear to have received the Ministry’s original
letter dated 28-5-1975. The first reminder dated 1-7-1975
was received on 5th July and we asked the Ministry on
14-7-1975 to send us a copy of the question. But we re-
ceived the second reminder dated 28th July, 1975 without
that (Question)”.

33. Asked as to what the DGTD had to say about the 8 reminders
sent by the Ministry of Chemicals and Fertilizers to'them to get
the information for the fulfilment of the assurance, the Director-
General, Technical Development, stated as under:—

“This could not be disputed.***** I have gone into this point
myself. My plea is this, If they (reminders) are at the
same level, there should be no need for more than one
reminder. If there is need for more than one reminder,
the level must be raised immediately. We are incorpora-
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ting it in the system. I have also issued instructiong in
my department that as soon as one reminder is issued,
the level must be raised. In this case after a period of

eight months or so, it was raised to the Industrial Advi-
ser’s level”,

34. The Committee regret to point out that the chief factor resul-
ting in delay in fulfilment of this assurance was the casual manner
in which the matter was treated in DGTD inspite of several remin.-
ders sent by the Ministry of Chemicals and Fertilizers to the senior
officers of that Directorate. The Committee feel that these are not
ordinary lapses which can be overlooked. The Committee, there-
fore, desire that responsibility for the lapse and delay in DGTD

should be fixed and suitable action taken against the concerned
officers.

(vi) Deluy in implementation of an assurance given in reply to Un-
starred Question No. 7262 on the 22nd April, 1975 regarding
profits of foreign drug companies and their production.

35. In regard to the assurance given in reply to Unstarred Ques-
tion No. 7262 on the 22nd April, 1975 (Appendix-VI) regarding profits
of foreign drug companies and their production, the Deputy Secre-
tary, Ministry of Chemicals and Fertilisers informed the Committee
that the information in fulfilment of the assurance had since been
supplied on the 2nd August, 1976. He stated that as far as part (bh)
of the question was concerned, this had already been covered by
the Hathi Committee’s Report which had been laid on the Tahle of
the House.

The Committee noted that while the question was asked in April,
1975, the Hathi Committee Report dealt with earlier years. After
further enquiries by the Committee, it transpired that information
pertaining to the year 1974 had not been supplied by the Ministry
in fulfilment of the assurance.

36. The Committee would like to point out that the information
might have been made available to the House in the context of
some other document, but that did not mean that the Ministry should
not supply the information in relation to the question. They wish
to make it clear for future guidance of all concerned that the infor-
mation in fulfilment of the assurance should be laid on the Table
of the House through Implementation Statements. If information
exactly similar to that asked in a Question, supplementaries etc. has
been supplied to the House some other time in some other context,
a reference to that should be given in the Implementation Statement
pertaining to the relevant assurance.
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. 37. As the information for the year 1974 has not been ffurnislml
in fulfilment of the assurance, the Committee has decided that the
sssurance would be treated as partly implemented. The Ministry

should, therefore, ask for extension of time for supplying the infor-
mation for 1974. '

)

(vii) Delay in implementation of an assurance given in reply tﬁ‘
Unstarred Question No. 8678 on the 6th May, 1975 regarding

.manufacture of products without approval by M/s. Glaxo La-
boratories. ’

38. After hearing the representatives of the Ministry of Chemicalg
and Fertilizers in regard to the delay in implementation of assurance
given in reply to Unstarred Question No. 8678 on the 6th May, 1975
(Appendix-VII) regarding manufacture of products without appro-
val by M|s. Glaxo Laboratories, the Committee are convinced that
so much delay should not have taken place ag the information to be
collected related to only one firm, They also feel that the Ministry
put too much reliance on the companies concerned to give them
information regarding their production without licence, though the.
information is stated to have been checked by DGTD. In this con-
mection, attention is also invited to their observations/recommenda--
tlons in para Nos. 40 and 42 of this Report.

(viii) Delay in implementation of an assurance given in reply to
Unstarred Question No. 3803 on the 18th March, 1975 regarding
canalized items of drugs imported by STC.

39. In regard to the agsuran;:e given in reply to Unstarred Ques-
tion No. 3803 on the 18th March, 1975 (Appendix-VIII) regarding
canalized items of drugs imported by STC, the Commitiee heard
the representatives of the Ministry of Chemicals and Fertilizers and
gathered the impression that the information asked for from the
STC at the initial stage was not in specific termsiforms. The Com.
mittee, therefore, reiterate their earlier recommendation contained
in para 50 of their Eleventh Report, presented to Lok -Sabha on the
22nd April 1975 wherein it was recommended that as soon as an
assurance is given on the floor of the House. a responsible officer of
the Special Cell should study it carefully and, wherever necessary.
seek information from authorities/Departments concerned in speci-
fic termsiforms so that there is no delay in collecting the required:
information and need for further clarifications by protracted corres-
pondence is avoided. The Commit’ee are of the view that in this.
¢connection proformae had to be prescribed. The Ministries shnuld
prepare proforma in such a way that it would help them to collect
all the information required without further correspondence, The
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‘Committee, therefore, desire that all the WW
should follow this procedure strictly so that delays could be avoided.

(ix) Delay in implementation of an assurance given in reply to Un-
starred Question No. 3808 on the 18th March, 1875 regarding
licences issued to M/s. Ciba (I) Ltd.

40. After hearing the representatives of the Ministry in regard
to assurance given in reply to Unstarred Question No. 3808 on the
18th March, 1975 (Appendix-IX) regarding licences issued to M/s.
Ciba (I) Ltd,, the Committee have come to the conclusion that the
Ministry of Chemicals and Fertilizers have no independent machi-
nery to find out whether there was any violation of rules and whe-
ther any drugs were being manufactured outside the licence. The
Commiittee feel that the private companies would never supply any
information as might lead them to possible prosecution.

41, The Committee have been informed by the Ministry that the
information received from the firm had been sent to the DGTD for
cross-check. Asked from what source DGTD got the information for
purposes of checking, the Committee were informed that DGTD got it
from the Company concerned. The Committee apprehend that the
information which would be supplied to Parliament in fulfilment
of the assurances regarding violations committed by the firms might
entirely be based upon the information given by the companies
themselves. The cross-checking by DGTD in such cases appear to the
Committee to be a futile exercise.

42. The Committee are perturbed to learn that there seems te
be no machinery or method to keep a watch over firms after they
have been granted licences, etc., about their production in excess
of the authorised quantity or even unauthorised production and
other violations of the conditions stipulated. The Government de
not appear to have any independent sources to check such malprac-
tices. This matter merits serious and urgent comsideration. The
Committee, therefore, urge upon the Ministries concerned to devise
a suitable machinery through which the Government could keep an
eye on the activities of such firms and take remedial steps wherever
necessary.

(x) Delay in implementation of an assurance given in reply to Un-
starred Question No. 2059 on the 26th November, 1974 re:
private companies working in collaboration with multi-nationsl
corporations.

43. The Committee examined the witnesses in regard to assurance
arising out of the reply given to Unstarred Question No. 2059 on the
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26th November, 1974 (Appendix-X) regarding private companies
working in collaboration with multi-national corporations. Asked
why the Ministry wasted a few months in making efforts to transfer
the assurance to other Ministries when it wag clear that the Member
having addressed the question to the Minister of Petroleum and
Chemicals desired the information in respect of firms falling under
the control of that Ministry, the, Integrated Financial Advisor,

Ministry of Chemicals and Fertilizers informed the Committee as
under:—

“The question stateq whether any private companies were
working in collaboration with multi-national corporations;
since it was of a general nature, it could not ‘be presumed
from the phraseology used that it related only to one
particular industry. Even though it was addressed to one:
Ministry we had to consult the other Ministries,

The question was extremely wide and of a general nature,
We could not take the liberty of restricting the scope of
the question and since we felt that it had a very wide
coverage, we thought that it wag necessary to transfer the
question to the Department of Company Affairs or the
Department of Economic Affairs****, There are occasions
when even though the question is addressed to the Minis-
ter, it does get transferred also because that Ministry can-
not legitimately answer the question. So merely from the
fact that a question is addressed to a particular Minister,
we cannot draw the conclusion to the effect that that
question was the concern of the particular Ministry.

Anyway, there was a genuine doubt on the part of the
Ministry.”

The Director, Drugs and Pharmaceuticals added:—

“When the original question came to us, it mentioned speci-
fically the drug industry and when it came in the finat
form the word ‘drug’ had been taken out. In that context,
when we were handling a question pertaining to Parlia-
ment, we did not think it possible to limit the scope to-
something less than what it was.”

44. The Committee are not convinced with the reasons advanced
By the Ministry that they bad some genuine doubt about the scope
of the question. The Committee fail to understand why any
doubt arose at all that “private companies” referred to all companies
which were the responsibility of other Ministers, when the gquestion:
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was addressed to a particular Minister. The Committee fesl that
the delay of few months which occurred in attempting to transfer
the assurance to other Ministries could have been avoided.

45. Outlining the corrective measures taken in the office of the
DGTD, to avoid delays in furnishing information required for ful-
filling assurances, the Director-General, Technical Development
stated:—

“****One of the measures adopted in the DGTD is that as
soon as the reminder is received, the level of consideration
on that reminder is raised. The next higher official gets
the reminder subsequent to the previous one and he deals
with the matter. When reminders are received, co-
ordination action for the proposal is also now taken in
hand. Sometimes, to our knowledge certain reminders
might have been sent but the officers at the receiving end
might say that they had not received the reminders,
There appears to be no trace of them. Now, we have
established a system whereby such delays should be
overcome as far as fulfilment of the assurances is concern-
ed. I think the system had already been developed and
initiated to look into this matter.”

46. The Committee are glad to note that DGTD has already initi-
ated steps to ensure that delays are overcome and need for repeat-
ed reminders is obviated. The Committee trust that the Ministry of
Chemicals and Fertilizers would also adopt similar corrective mea-
sures to avoid delays in the matter of fulfilment of assurances. The
Committee feel that if the work relating to implementation of ass-
urances is taken up by all the Ministries Departments of the Govern-
ment of India in all seriousness as soon as an assurance is given,
most of the assurances could be implemented within the stipulated
period of three months.

(xi) Delay in implementation of an assurance given in reply to
Unstarred Question No. 2102 on the 26th November, 1974 regard-
ing production of certain foreign drug firms during Fourth
Plan.

47, After hearing the representatives of the Ministry of Chemi-
calg and Fertilizers and the Director-General, Technical Develop-
ment in regard to the difficulties faced by them in the implementa-
tion of the assurance given in reply to Unstarred Question No. 2102
on the 26th November, 1974 (Appendix-XI), the Committee feel
that there sre no vaild reasons for a lot of delay that has taken
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place in the implementation of the assurance. The Commititee trust
that the Cell of the Ministry of Chemicals and Fertilizers recently
set up to look into the implementation of the assurances would
ensure that delays are reduced to the minimum and the assurances
implemented within the stipulated period.

48. In the factual note submitted by the Ministry to the Com-
mittee it was stated that on the 19th January, 1976 all replies received
from the parties were examined to see if the Ministry could fulfil
the assurance but it was felt that price lists of some firmg were also
to be examined in addition to these data.

49. The Committee enquired from the representatives of the
Ministry as to how the mat'er of prices came in as the question
asked for information regarding production by firms, manufacture
without licence, etc. The Director, Drugs and Pharmaceuticals ex-
plained as under:—

“It was only to counter check their production without an
industrial licence that we had asked for it. We got in-
formation about their production. We checked up produc-
tion and found that there was nothing which was un-
authorised, according to the information which we had.
Then we had the price list available with us for the later
year. We checked up that information also. But since
the period pertained to 1969-70 and the drug could not
be sold, therefore, we, at that stage felt that we must
take a final decision, before giving a reply to the Parlia-
ment, as to whether there was any item which had not
been reported by them but was in the price list. In addi-
tion to that, there may be something in the price list.
These two had to be connected and had to be examined
at that stage.

50. The Committee regret to point out that if information regard-
ing prices was required, the Ministry should have asked for full
information in precise terms in the first instance to avoid delays,

(xii) Delay in implementation of assurance given in reply to Unm-
starred Question No. 3877 on the 10th December, 1974 regard-
ing permission for diversification granted to Mls. Hoechst.

51. In regard to the assurance given in reply to Unstarred Ques-
tion No. 3877 on the 10th December, 1974 (Appendix-XII) regard-
ing permission for diversification granted to M/s. Hoechst, the
Committee pointed out to the representatives of the Ministry of
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Chemicals and Fertilizers that they had taken unduly long time in

Implementation of the assurance. The Deputy Secretary, Ministry
of Chemicals and Fertilizers informeq the Committee as under:—

“In this case, it was possible to give reply in the beginning
itself. In fact, the Ministry had put up a draft reply for
the consideration of the Minister. But the Minister wanted
to go into the policy. The Minister wanted to discuss the
policy. The file remained with the Joint Secretary and
the Minister for such a long time for discussion. There
was no question of collection of any information. The
draft reply was prepared on the basis of that policy.
But the Minister thought that he would go into the policy
and then give the reply. He wanted to discuss it. But
no discussion took place for such a long time.”

52. The Committee consider it unfortunate that though the re-
quired information was available with Ministry at the very begin-
ning and was not required to be collected from elsewhere, the
assurance was not fulfilled and kept pending for about two years.

53. With regard to the reasons for delay in implementation of
assurances, the Integrated Financial Adviser pleaded:—

“This was largely due to organisational deficiencies in the
Ministry. We are hoping to strengthen the Ministry’s
staff to cope up with the responsibility. The Ministry has
been understaffed. A special examination of the Minis-
try’s requirements was made by a specialised agency and
the proposals have been made to strengthen the Ministry's
staff. These are now awaiting the orders of the Govern-
ment.”

54. The Committee note that though the assurance was given in
Lok Sabha on the 10th December, 1974, the first request for extension
of time was received through the Department of Parliamentary
Aftaira on the 2nd February, 1976. They take a serious view of the
inexplicable delay in asking for extension of time-limit for imple-
mentation of the assurance and hope that there will be improvements
in this matter in future.

55. The Committee pointed out that according to the note furni-
shed to them by the Ministry of Chemicals and Ferilizers, the Minis-
ter of State had desired the Joint Secretary to discuss the case with
him sometime in February, 1975. But the case was actually discuss-
ed at the end of December, 1975. The Committee, therefore, wanted
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to know as to what factors were responsible for this delay of 10
monthg and how was it that this important matter had been over-
looked for such a long period. The Integrateq Financial Adviser
stated that they had become aware of this only when the papers
came to them in December, 1975 that the case was pending discus-
sion.

56. The Committee regret that such an important matter had been
overlooked for such a long time. In order to obviate such inordinate
and avoidable delays, the Ministry should devise suitable system so
that important cases on which action is pending are not lost sight of.

(xiii) Delay in implementation of an assurance given in reply to
Unstarred Question No. 3879 on the 10th December, 1974
regarding production of items by certain drug firms.

57. The Committee heard the representatives of the Ministry of
Chemicals and Fertilizers in regard to the assurance given in reply
to Unstarred Question No. 3879 on the 10th December, 1974 (Appen-
dix-XIII) regarding production of items by certain drug firms.

The Committee find that there has been considerable delay in
the implementation of this assurance, particularly so when the in-
formation to be collected related to only two firms. The Committee
would like to point out that there should not have been any diffi-
culty in getting the requisite information within the stipulated
period.

58. According to the note of the Ministry, the matter was referred
to the D.G.T.D. sometime in December, 1975 i.e. one year after the
assurance was given on the floor of the House on the 10th December,
1974,

59. The Committee are constrained to observe that the reference
to DGTD was made after a very long time resulting in a long delay
in the implementation of this assurance.

(xiv) Delay in implementation of an assurance given in reply. to
Unstarred Question No, 1185 on the 25th February, 1975 re-
garding diversification by M/s. Hoechst.

80. With regard to the assurance arising out of the reply given to
Unstarred Question No. 1185 on the 25th February, 1975 (Appendix-
X1V) regarding diversification by M/s, Hoechst, the Committee
enquired from the Director-General Technical Development the
reasons for taking such a long time in supplying the information
asked for by the Ministry of Chemicals and Fertilizers. The Com-
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mittee also desired to know the difficulties faced by the DGTD in
compiling and furnishing the required information. The Director-
General, Technical Development explained the position as follows:—

“Ags far as this particular question is concerned, our records
don’t indicate that we received the first communication
from the Ministry. It is not traceable. So, it is the system
which we will have to look into, We gave an answer on
the 8th April 1975 and when we found another reminder
coming from the Ministry, we tried to draw their attention
to our earlier answer of 8th April, 1975 which had already
been furnished.

What I am trying to draw attention to is the fact that

prima facie certain records or certain references appear
to be not traceable.”

61. The Committee wanted to know the gystem in the DGTD in

regard to the receipt and despatch of papers. The Director-General,
“Technical Development stated the position as under:—

“I fully share the anxiety of the Chairman and the Members
of the Committee on this particular issue. That is why
we have generated a system whereby all such references
particularly to Parliament Assurances to be fulfilled
should be referred to a Coordination Group within the
DGTD so that we can keep a track of these things.

Previously, if a Section Officer went on leave or retired, the
question remained unanswered.

The system being followed in the Central Registry is defective.

" We should have such a system whereby the responsibility
can be fixed on an individual and proper action taken if
the communication received or despatched is lost.

When I took over, I found for very valid reasons that there was
an officer-oriented system operating in the DGTD. There
was no direct responsibility assigned to the S.O. at all
for receipt of & paper and acting on it in a timely manner,
putting it up to the higher officer and so on, which since
then we have also corrected. Of course, as a technical
organisation, we do not want to go to the full Smeﬁﬁat
pattern, but we have devised a method whereby the Sec-
tion Officer ig made responsible, particularly in regard to
bringing forward certain references which must be acted
upon in a timely m’g,nner." ‘ ’
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62. The ?ommitlee feel that there is no proper and foot-proof
system within the Ministry of Chemicals and Fertilizers or in DGTD

for despatch ang receipt of communications relating to parliamen-
tary matters of importance.

63. The Committee had desired a detailed note from the DGTD
regarding receipt and despatch of communications between Ministry
and the DGTD and vice-versa and the remedial measures proposed
to be taken in this regard. A copy of the note since received from
the Director-General, Technical Development in regard to this
matter is reproduced at Appendix-XV.

64. The Committee hope that the measures for improvements in
Procedures envisaged in the note furnished by the Director-General,

Technical Development will go a long way in speedy implementa-
tion of assurances.

IV. Requests from the Government for dropping of four assurances.

65. The Committee have considered the requests made by the
Government for dropping of the following four assurances:—

(1) Assurance given in reply to Starred Question No. 1156 on

the 17th April, 1969 regarding constitution of & Film
Council;

(2) Assurances given in replies to supplementaries on Star-
red Question No. 186 on the 22nd March, 1976 regarding
, allotment of Government accommodations;

(3) Assurance given in reply to Unstarred Question No.
6556 on the 17th April, 1975 regarding disposal of letters
from the Rehabilitation Employees Union of Dandaka-
ranya Project.

60. The Committee perused the reasong advanced by the Gov-
ernment for dropping of the assurance mentioned at Serial No. (1)
above. The Committee had earlier considered the request of the-
Government for dropping of the assurance vide paras 15 to 17 of
their Twelfth Report presented to the House on the 8th January,
1976. The Committee in para 18 of that Report had wanted to
know the legal difficulties faced by the Government in introduc-
ing legislation for constituting a Film Council and had desired
a further clarification from the Ministry of Information and Broad-
casting in this connection before taking a decision in the matter.
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67. The Department of Parliamentary Affairs in their U.O.
Note dated the 18th June, 1976 forwarded the following further
elarification furnished by the Ministry of Information and Broad-

casting and reiterated the earlier request for dropping of the assu-
rance:

“The main source of income to finance the proposed National
Film Council was a proposal to levy a cess of 5 paise
per cinema ticket. This was discussed with Ministry of
Law and after thorough examination it was observed that
it was not possible to impose any levy on cinema
goers or theatre owners as that would be construed as
entertainment tax which is a State subject. Therefore,
this Ministry had been finding it difficult to locate re-
sources for financing the Film Council. Further this
Ministry is of the opinion that it is no longer necessary
to set up the National Film Council under the present
circumstances. It is, therefore, requested that in view
of the above, the assurance given in the Lok Sabha may
please be dropped.”

68. After considering the matter in the light of the clarification
furnished by the Ministry of Information and Broadcasting, the
Committee agree to drop the assurance. They, however, feel that
the Government have taken unduly long time for examining the
proposal for constituting a Film Council.

69. The Committee have considered the reasans advanced by the
Government for dropping of the two assurances mentioned at Serial
No. (2) above. The Ministry of Works and Housing had stated in
a note submitted to the Committee through the Department of
Parliamentary Affairs that the Minister of State for Works and
Housing had given the information asked for by the hon. Members.
The Minister had further stated that he had a list of different cate-
gories and if the hon. Members wanted the information, it could
be furnished there and then. As the Members did not ask for
the information, there was no occasion for the Minister to say
anything further. The Ministry were of the opinion that the re-
plies of the Minister to the supplementaries did not constitute any
assurance.

70. In view of the reasons advanced by the Government, the
Committee agree to drop the two assurances.

71. The Committee have perused the reasons advanced by the
Government for the dropping of the assurance mentioned at Serial
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ment of Rehabilitation) had represented that in the absence ot
any separate records relating to the various communications re-
ceived by them and the Dandakaranaya Project from the Chairman
and General Secretary of the Rehabilitation Employees Union, it
had not been possible to collect any authentic information about
receipt of such communications and their disposal. It was, there-
fore, not possible for them to implement the assurance.

72. The Committee, after considering all aspects of the mat-
ter, have come to the conclusion that they cannot agree to drop the
assurance. They, therefore, desire that Government should trace
the records in question and implement the assurance as early as
possible.

V. Requests from the Government for extension of time-limit for
the implementation of certain assurances given during the var-
ious Sessions of Fourth and Fifth Lok Sabha

73. The Committee considered requests from the Government
for extension of time-limit for the implementation of certain assu-
rances mentioned in Annexure to the Minutes of the sitting held
on the 21st September, 1976.

74. After examining the reasons advanced by the Ministries
concerned, the Committee agree in respect of assurances mention-
ed at Serial Nos. 1, 9, 10, 11, 13, 14, 15, 16, 17 and 18 of the said Anne-
xure to grant further extensions of time for implementation of the
assurances uypto the period shown against the relevant item in
column 4 thereof. The Committee desire that the Ministries
concerned should implement the assurances by the extended dates.
They emphasize that no further extension of time would be granted
in these cases.

75. In the case of assurances mentioned at Serial Nos. 2 to 8 and

.12 of the said Annexure which were pending for a long time with-

out adequate reasons, the Committee have decided to hear the re-

. presentatives of the Ministries concerned in order to know the rea-

sons in detail and the difficulties experienced by them in collecting

the information for implementation of the assurances before consi-
dering the question of grant of extension of time.

76. Observations made by the Committee in certain cases are
_shown in column 5 of the said Annexure for compliance by the
Ministries concerned.
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VL Position of pending assurances pertaining to
Fourth and Fifth Lok Sabha

77. A statement showing the position of assurances pertaining to
Fourth and Fifth Lok Sabha pending implementation by Govern-
ment as on the 2lst September, 1976 is given at Appendix XVI
[Part (i) and Part (ii) respectively]. The Committee are glad to
note that there is an improvement in clearing pending assurances.
However, there are still some assurances which are pending for
considerable periods. The Committee would like the Ministries
concerned to make further efforts to implement these assurances

. without any more delay. The Committee would also like the
Ministries/Departments to maintain the tempo of implementation of
the pending assurances and reduce the number of pending assu-
rances to the extent possible.

New DevH1; MULKI RAJ SAINI,
October 18, 1976. Acting Chairman, Commitiee on
Asvina 26, 1898 (Saka). Government Assurances.
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SECRETARIAT

Shri K. D. Chatterjee—Chief Examiner of Questions.
Shri S. N. Khanna—Senior Examiner of Questions.

WiTNESSES EXaMInNED

1. Shri R. Grover—Director, Drugs and Pharmaceuticals,
Ministry of Chemicals and Fertilizers,

2, Shri B. K. Keayla—Deputy Secretary (Drugs), Ministry
of Chemicals and Fertilizers.
MINISTRY OF CHEMICALS AND FERTILIZERS
The Committee took evidence of the representatives of the

Ministry of Chemicals and Fertilizers in regard to the delay in the
implementafion of the following six assurances:—

(i) Assurance given in reply to Unstarred Question No. 1148
on the 25th February, 1975 regerding formulations manu-
factured by foreign drug firms

e b7 . .
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(ii) Assurance given in reply to Unstarred Question No. 384¢
on the 18th March, 1975 regarding original and present
equity of foreign drug firms.

(iii) Assurance given in reply to Unstarred Question No. 3704
on the 18th March, 1975 regarding initial equity partici-
pation by principals in M/s. Lederle Laboratories and
other drug firms.

{iv) Assurance given in reply to Unstarred Question No. 4696
on the 25th March. 1975 regarding profits earned by cer-
tain foreign drug firms in 1972,

(v) Assurance given in reply to Unstarred Question No. 4804
on the 25th March, 1975 regarding profits earned by cer-
tain foreign drug firms in 1973.

(vi) Assurance given in reply to Unstarred Question No. 4764
on the 25th March, 1975 regarding Companies producing
Atrumatic Needle Sutures.

2. At the outset, the Chairman observed that a large number
of assurances pertaining to the Ministry of Chemicals and Fertili-
zers had remained unfulfilled since long. Some of them went as
far back as November, 1974 and had figured in and commented upon,
in the Reports of the Committee. The Ministry had, in a few cases
not even cared to apply for extension of time and wherever applied
it did so often after the expiry of the stipulated perivd of three
months. The Committee was, therefore, very much perturbed
about the state of affairs and that was the reason why the Com-
mittee wanted to ascertain personally from the representatives of
the Ministry as to what was being done for implementation of
these assurances.

3. The Director, Drugs and Pharmaceuticals, Ministry of
Chemicals and Fertilizers then explained the reasons in general for
delay in the implementation of certain assurances relating to his
Ministry, as follows:

“In so far as these assurances are concerned, you would
find that most of them, almost all of them, pertain to
the drug side of the Ministry of Chemicals and Fertili-
zers. In 1972.73, a Committee under the chairmanship
of Shri Jaisukhlal Hathi was appointed and this Com-
mittee conducted.- a thorough investigation into the
affairs of the drug industry. They submitted their re-
port on the affairs of the drug industry which pertained



not only to its problems as such, but also to the prob-
lems concerning its administration. It enquired into the
drug industry, health administration as well as the
form in which the drug administration in the Ministry
of Chemicals and Fertilizers or outside was to be atten-
ded to. The establishment of the Drug Authority was
a part of the recommendation towards that end, so that
insofar as the problem of collection, monitoring and
analysis of information are concerned, they could also
be gone into by the Government in detail and the prob-
lems sorted out.

Then, insofar as individual Assuranceg are concerned, we have
found these Assurances to be of a very probing nature,
very interesting and of a type which can give guidance
to the Government in the examination of various mat-
ters which have come up before the Government. When
we started examining these Assurances, we found that
in a large number of cases, the type of data which had
been called for by the Members was not available in
the form in which it was required. It necessitated cal-
ling for data from a large number of companies—com-
panies in the organized sector which numbered nearly
116 and in the unorganised sector numbering nearly 250.
Information had to be called for from the Department of
Economic Affairs, Department of Company Affairs,
CCI&E and many other agencies,

When we started collecting this information we found that
many a time the information in the manner in which we
wanted was not forthcoming from some of the compa-
nies, It necessitated a series of discussion. In the notes,
I submitted to the Committee, you will see that there
are certain reminders issued. Behind these reminders,
there were constant discussions with the managing direc-
tors and other heads of the departments of companies.
As a result of this constant endeavour, we were able to
collect quite a bit information. I must now state that
out of the 23 assurances, the list of which was given to
us, we are in a position—we have actually submitted in-
formation in respect of 17—during the course of to-day to
submit information for another 3; and we would be able
to submit information in respect of the balance of 3
assurances within the course of the next week or so,
before the Parliament session commences.
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These assurances were to be gone into, not only by them-
selves, but, we wanted to use the occasion for making a
detailed enquiry. Various shortcomings on the part of
some companies came to our notice. When these assu-
rances were being attended to, a parallel investigation
in another field in some cases was felt necessary. We
wanted to know the consequances of those investigations,
before fulfilling those assurances which had arisen as a
result of the comments of the hon. Members and their
Questions. Therefore, I would say that those questions
which have been of great interest led to a considerable
probe. : Government's decision on some of the recom-
mendations of the Hathi Committee is awaited. Besides
this, innumerable investigations in some cases were
there. On account of this also some delay has taken
place.”

4. When asked as to what were the reasons in particular for
delay in the implementation of the assurance given in reply to
Unstarred Question No. 1146 on the 25th February, 1975, the Direc.
tor, Drugs and Pharmaceuticals, stated as under:—

“This assurance pertains to the number of formulations
licensed to foreign drug manufacturing units having
more than 26 per cent foreign equity capital in our
country; and it required information on: how many of
them are under manufacture by those companies, the
names of the formulations and their use. In so far as the
nature of the Question is concerned, it pertains to the entire
drug industry units manufacturing formulations—which
of those formulations were being manufactured, and
which were not.

L J - L4 L]

Sixty three firms were addressed in this regard. In so far
as formulations are concerned, these have been licensed
under various categories. There are permission letters,
carry on business licences, registration certificates by
DGTD and industrial licences. * * * There are two agen-
cies—the Ministry of Chemicals and Fertilizers for in-
dustrial licences and DGTD for the registration.

Again, these licences are issued in various forms, in some
cases in the form of individual items, in others in the
form of tablets, capsules, syrups etc. The variations are
there from company to gompeny for historical reasons.
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DGTD is our agency for collection and compilation of
the information. They get the information category-
wise, normally they do not receive the information in
the form of items, but there are certain companies which
send information item-wise. This necessitated our ad-
dressing the companies and collecting the information.

We got information from them from time to time, but it be-
comes difficult sometimes to indicate to them the exact
manner in which it is required, and if a few of them go
wrong, it makes it impossible for us to fulfil the assu-
rance. If two or three companies go wrong, or they give
information correctly for some times and incorrectly for
some others, the information is not correct sc far as we
are concerned and we have to take a great deal of care
when we submit information to Parliament.”

5. Asked what powers Government had got in case the informa-
tion given was not correct and how the Ministry could know whether
the information furnished was correct or not, the Director, Drugs
and Pharmaceuticals replied that the Ministry at the moment did
not have a monitoring and information cell. However, the Minis-
try could check up this information with reference to the industrial
licences and also with the DGTD, the State Drug Controllers and
DGHS where there was room for doubt.

6. In reply to a question as to how did the Ministry come to the
conclusion that the particular information supplied to them was
incorrect, the Digector, Drugs and Pharmaceuticals, Ministry of
‘Chemicals and Fertilizers stated as follows:

“The companies submit regularly the “G” form return to the
DGTD once every month, but that information is not in
the form in which it has to be submitted to Parliament
in terms of the assurance. So, when this information
comes from the companies, we try to tally it with the
industrial licence, the approval letters and the “G” form
returns. Wherever we find that, broadly speaking, they
are in agreement, we deem them to be correct. There
may be some room for doubt because we do not have the
monitoring organisation of the type which has been re-
commended by the Planning Commission and which we
shortly hope to have, but where we do have a doubt, we
make a reference to the DGTD, the Drug Controller of
India and the State Drug Controllers and request them
to enlighten us whether the information is correct or
not.”



7. Asked whether the licences of such firms which supplied in-
orrect information or did not cooperate by giving the required in-
formation had been suspended, the Director, Drugs and Pharma-
«<ceuticals stated as under:

“When I said that they submitted incorrect information, I
only meant that the information was not submitted in
the manner in which it was called for by the Ministry.”

8. Asked what action was taken against the defaulting compa-
nies and whether their licence; were renewed without giving them
a warning, the Director, Drugs and Pharmaceuticals replied that
the question of renewing the licence did not arise at all, because
after they go int> production, the licence was there for all time,
though it could be cancelled. It did not have to be renewed.

0. Asked whether =ny licence of the firm had bee: cancelled,
the Director, Drugs and Pharmaceuticals replied in the negative,
saying:

“We have not come t> the conclusion that the information
has been deliberately given in an incorrect form.”

10. To a query as to what were the penal powers vested with
the Ministry which they could use against a firm in csse the firm
supplied incorrect information to them, the Director, Drugs and
Pharmaceuticals replied that they could cancel their licence. He
stated, however, that no licence had so far been cancelled on this
ground. :

11. Further elucidating the position, the Deputy Secretary,
Ministry of Chemicals and Fertilizers stated as under:

“In so far as formulations are concerned, the information is
compiled by the DGTD on the basis of intormaticn re-
ceived from the companies in regard to tablets, injec-
tions and all that. Information formulatin-wise does
not come to the DGTD. In this particular case, informe-
tion in regard to the Parl’amentary question was needed
formulation-wise. So, when we contacted the DGTD for
giving us the information, they said that the informatiom
in that form was not available. I think it was not com~
piled in that manner. So, we had to write to the 63 com-
panies asking for this information. When the informae-
tion came, we had to compile it. It took some time te
compile it. It is not true to say that they gave incorrect—.

information; they might not bave given information ta.
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a particular form in which we negded it. In fact, we
have submitted the information today to the Parliament
Secretariat fulfilling the assurance. The total number
of formulations involved in this particular question was
2298. Then the question was how many of them were
not manufactured by them. Out of these, 293 formula-
tions were not manufactured by them. The question of
taking penal action would arise glso if we find that there
is some irregularity; there is something which we wanted
and they are not willing to give us. They have given us
information. We have compiled that information and
have given it to the Parliament Secretariat icday.

They had given the information t> the DGTD on the basis"
of the total number of tablets and all that. The infor-
mation which we needed was about the individual for-
mulations, not of the total tablets and all that. That is
why, the DGTD could not furnish this information. We
had to go to the companies to get the information from
them.”

12. The Committee pointed out that the assurance was given on
the 25th February, 1975 and the first extension was asked for on the
$th August, 1975. The Ministry did not care to ask for extension
and in a few cases, where the Ministry asked for extension of time,
they did it after the stipulated period of three months. When asked
ag to what the Ministry had to say in this regard, the Director,
Drugs and Pharmaceuticals admitted that there had been some
delay.

13. The Committee drew the attention of the representatives of
the Ministry of Chemicals and Fertilizers to para 50 of the Eleventh
Report of the Committee which was presented to Lok Sabha on the
11th April, 1975, wherein it was suggested that each Ministry or
Department may consider setting up of a cell, if rot already there,
ander the charge of a responsible officer to coordinate the work
relating to assurances and ensure their implementation in time.
When asked whether the Ministry of Chemicals and Fertilizers had
"ot up such a cell, the Director, Drugs and Pharmaceuticals stated

~as under: .

“We are in the process of setting up a cell for our Ministry,

It does not exist; we have a Parliament Section. We

: have submitted a proposal to the Cabinet. Our Ministry
on hifurcation required many of the common services.

The administration. had to be. divided; the various



81

services had to be divided. We have submitted a de-
tailed proposal and it has been approved yesterday.”

14, The Committee then proceeded to examine the representa-
tives of the Ministry of Chemicals and Fertilizers with regard to
the assurance given in reply to USQ. No. 3846 on the 18th March,
1975 and enquired the reasons for long delay in furnishing the re-
quired information. The Committee was informed that this assu-
rance had been fulfilled on 6-7-1976 and they had sent a reply to
the Department of Parliamentary Affairs.

15. The Committee pointed out that the first request for exten-
sion of time was made on 5th August, 1975 and if the Ministry felt
that they could not fulfil it within the period of three months, why
was extension not asked for well within the period of three months.
The Director, Drugs and Pharmaceuticals admitted that there was

a lapse,

16. The Committee pointed out that from the note furnished to
the Committee by the Ministry, it appeared that a part of the infor-
mation asked for was available with the Ministry earlier. When
asked why the same was not laid on the Table of the House, the
Director, Drugs and Pharmaceuticals replied as under :

“We wanted to get the entire information and then furnish
all in one lot. It was a question of double checks to be
made also. The information we had, had not been check-
ed. So far ag this question is concerned, it pertains to
original and present foreign equity, foreign contracts
indirect bonus shares etc. This information is not main-
tained normally in the Ministry. The Hathi Committee

had gone into it.”

17. The Committee then advised the representatives of the
Ministry that instead of waiting for the collection of the entire infor-:
mation, whatever information was reedily available should be leid.
on the Table of the House at the earliest opportunity and the re-
maining information laid afterwards when collected,

18. The Committee then took up the assurance arising out of
the reply given to Unstarred Question No. 3794 on the 18th March,
1975 and enquired from the representatives of the Ministry the rea-
sons for delay in implementing the assurance. Stating that the
information had since been collected and the assurance would be
fulfilled on that day (3rd August, 1976) the Deputy Secretary,
Ministry of Chemicals and Fertilizers explained as follows :

“In the particular case, one of the companies was reluctant to
give information about the varieus agresmeunts We had



reminded them so many times and ultimately we called
one of the Directors of the Company and told him that
this was a serious matter and we had to give information
to Parliament. They were saying that the agreements
were old agreements and they were entered into some
time ago and they had to collect them up-to-date. Ulti-
mately they agreed when we talked to the seuninr officers
of the company and they are giving the information and
we will send it as soon as it is complete.”

18. In reply to a question as to what was the information the
Ministry asked from the firm, the Deputy Secretary, Ministry of
Chemicals and Fertilizers stated that it was about the main features
of the agreement. When asked whether the Government Agency
like the Department of Company Affairs did not have copies of
these agreements which were approved by Government themselves,
the Director, Drugs and Pharmaceutcals stated as follows:

“One type of agreements is those which are approved by
Government and the other is those -agreements between
companies and companies. These are internal matters
and the Government does not go into them.”

20. The Committee pointed out that photostat copies of the
agreements approved by the Government must be available with
themselves and why then the companies were being asked to sup-
ply the same. The Director, Drugs and Pharmaceuticals stated that
that was being done only as a measure of caution, because there
are so many agencies of the Government and it may just be possi-
ble that we may miss getting some vital agreements.

21. The Committee felt very much perturbed about this matter.
They wanted to make sure that the Ministry, while asking for
information from the firms concerned was not just trying to shift
the responsibility to somebody else. Regarding the photostat
copies, the Committee wanted to know whether they were not
available with the Ministry in the first instance. Thereupon, the
‘Director, Drugs and Pharmaceuticals, explained the position as
under :

“Some agreements may be on record with Industrial Develop-
ment Ministry, with Department of Company Affairs ete.
We did address all of them. In case there is any lapse
we can check and counter-check.”

22. The Committee pointed out that the question wag raised im
Parliament on the 18th March, 1975 and the Ministry sent a letter
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%0 the firms only on 23rd May, 1975. Asked what did the Ministry de .
during that period of two months, the Deputy Secretary, Ministry
of Chemicals and Fertilizers stated as follows :

“We had taken action right in March itself. Our Minister had
written a letter in March to the Minister of Department
of Company Affairs giving some information and seeking
certain information. That was the first letlier, On the
17th March the Minister had written to the other
Minister seeking some information. That was as soon ak
we got notice for the question,”

23, The Committee pointed out to the representatives of the
Ministry that they addressed the firms more than 10 times for sup-
Py of requisite information.

Asked why did they not take penal action under Industriss
¢Development and Regulation) Act, the Deputy Secretary, Ministry
of Chemicals and Fertilizers stated as follows:

“That option was there no doubt but we have not resorted tor
that. We will certainly go into it and in future we will

see that this is made use of. We will take appropriate
action.”

34 The Committee then proceeded to examine the representa-
tives of the Ministry of Chemicals and Fertilizers with regard to
the assurances given in replies to USQ Nos. 4696 and 4804 on the
2th March, 1975. Asked about the latest position in regard to the
assurance given in reply to USQ. No, 4696, the Director, Drugs an@
Pharmaceuticals stated that the assurance was fulfilled on 3rtf
June, 1976. They had to collect information from the companies.

They got that verified from the Commissioner of Income-tax con-
eerned.

25. To a question as to which was the authority that determined
whether the company had made more than 15 per cent profits or not
and whether it was Income Tax Commissioner or the Ministry, the
Birector, Drugs and Pharmaceuticals replied as under:

“Drug Price Control Order is there and no doubt that is the
affair of the Chemicals and Fertilizers Ministry. Here
we had to find out from the LT. authorities whether the
information furnished by the company is correct or not.”

28. When asked whether the Income-tax authorities supply meﬂ
jmformation regularly or the Ministry had to call from them each
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time, the Deputy Secretary, Ministry of Chemicals and Fertilizers
informed the Committee ag follows :

“Only when we need it. When profit exceeds 15 per cent thea
only there is the question of funding. It is an obligation
on the part of the company. They have to do this for
various purposes laid down there. It is clear that there

" is no such case here where there is need to go into because
the profit ‘is not moare than 15 per cent. No funding as
such was done. By and large, there cannot be any case
since the overall profit may not be mere than 15 per
cent.”

27. In reply to a question as to whether in terms of the Drug
Price Control Order, the Ministry did not €ry to find out every year
whether the firm had made a profit of more than 15 per cent or not,
the Director, Drugs and Pharmaceuticals stated as follows :

“Every year, under the Drug Price Control Order, if the profit-
ability exceeds 15 per cent on the turnover, the com-
paniées are supposed to fund that automatically Thig is
a lYegal obligation cast on them. They have to approach
the Ministry that they have got excess profits and so they
should be given permission to utilise them for the

following purposes...... ,

Then, the question of the Ministry’s giving them the
permission arises. In this partieular case, the question
was: whather these companies had earned higher pro-
fits or not. The information available with the Ministry
did not indicate that. We had called for the specific
information from the company and got it. Since it was
a specific question, we wanted to counter-check that with
the Income-tax authorities. Here is the answer which
we have given. An attempt was made to fulfil the assu-
rance to fund the figures of profits before tax payment
for 1972-73 in respect of the drug activity alone submitted
by the concerned company. It is observed therefrom that
in all these cases, on the formulations, the profit did not
exceed 15 per cent of the total turnover of the companies.
The question of funding the excess profils—overall pro-
fits—does not arise under 14(1) (4).”

28. By way of illustration, the Committee pointed out to the
vepresentatives of the Ministry that in the case of Burroughs
Wellcome the figure was 17.3 per cent, in the case Bayer (I) it was
15.2 per cent and for Searle (I) Limited it was 16.3 per cent. These
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were the figures mentioned in respect of these three cases and in alf"
these cases, they were exceeding 15 per cent. When asked to ew-
plain the position, the Director, Drugs and Pharmaceuticals stated
a8 follows :

“That is correct. Some companies are having drug activity anlif}
non-activity in the field of drugs—they are having bulk
drugs activities ag well as formulation activities,

In so far as Drug Price Control Order is concer

on the formulations, it provides that their profits shoul
not exceed 15 per cent of the turnover but the profits
of the company as a whole might be higher. In so far an
the bulk drugs are concerned, the prices individually for
each bulk drug are separately fixed. That sheuld neb.
exceed 15 per cent on the capital employed in so far .
bulk drugs are concerned. But, in so far as the formula-
tions are concernred, the ‘overall profit should not exceed
the 18 per cent on the tarnover”

'I‘he Depu.ty Secretary, Ministry of Chemicals and Fertilizers
further clarified that in the reply givea to the Questien, overal
profits of each Company were given. The ceiling fixed was in res-
pect of the formulationy ‘and that oo if they adopted the alternative
scheme.

29. The Committee polnted out to the representatives that they
had noticed from the note furnished by the Ministry that the infor-
mation required for the fulfilment of assurance given in reply t»
USQ. No. 4696 on the 25th March, 1975 was received from the
different firms in May, 1975 and it took so long as June, 1976 fp
scrutinise and finalise it. Asked to explain the reasons for this
delay in scrutinizing and furnishing the information to the Hous,
the Director, Drugs and Pharmaceaticals explained the position s
fetlows :

“Here, we have tried to indicate that we addressed the Income-
tax Commissioner but in fact we got the information
from him only in August, 1975. It was then indicated
that they wanted to give us some further information
which wag received only on 28-8-1975. That information
was also not complete.

Again the Income-tax Commissioner, Bombay was
addressed and the final information from the Income-tax
authorities was received only in December, 1975. There-
after, we correlated the Company’s infcrmation and
checked that up and finally......
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I admit that there has been delay. We wanted to ful-
fil this assurance in December, 1975 itself. It was exa-
mined and, as a matter of fact, it was submitted and the
assurance was to be fulfilled. Then some hon. Members
had put the question about the profitability of the firm—
the overall profit exceeded more than 15 per cent on the
formulations. That had to be gone into. Once again we
had to go into the entire activities and so, we were in a
position to give the reply only in June. The legal aspect

K of it was examined.”

~ 30. The Committee then took up the assurance arising out of
the reply given to USQ. No. 4764 on the 25th March, 1975 and
Wanted to know the reasong for so much delay in implementing
::1. assurance. The Director, Drugs and Pharmaceuticals stated as
-Séllows :

“This is where it was indicated that this company charges
very high price as compared to international market
price. So, we had to address to various embassies and
collect the information. The surgical sutures are made
from animal bodies. Further, Sir, the codes of different
companies are different from each other and are not
comparable. So, we found ourselves in doldrums as to
how to fulfil this assurance. Later on we were able to-
have the comparison and submitted the information to
the Department of Parliamentary Affairs.”

31. Asked whether the Ministry had any cell to find out the
Jevel of prices. both international as well as national, the Director,
Brugs and Pharmaceuticals informed the Committee as follows:

“We have conducted a critical study in so far as drug prices
are concerned. We find so far as bulk drugs are con-
cerned the prices in India are somewhat higher whereas:
so far as formulations are concerned the prices generally
in India are lower than the prices elsewhere.”

(The witnesses then withdrew.)

- The Committee then adjourned to sit again on Wednesday, the
4th August, 1976.
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1. Shri R. Grover—Director, Drugs and Pharmaceuticals, Mini-
stry of Chemicals and Fertilizers

2. Shri B. K. Keayla—Deputy Secretary, Ministry of Chemicsls
and Fertilizers

MINISTRY OF CHEMICALS AND FERTILIZERS

2. The Committee resumed examination of the representatives of
the Ministry of Chemicals and Fertilizers in regard to the delay in
the implementation of assurances pertaining to their Ministry. The

n
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‘Committee took evidence in respect of the following eleven assur-
.ances; —

(i) Assurance given in reply to USQ. No. 7919 on the 29th

April, 1975 regarding increasing production capacities by
g firms;

(ii) Assurance given in reply to USQ. No. 8028 on the 29th
April, 1975 regarding offer from drug companies to supply
drugs at cost price;

(i) Assurance given in reply to USQ. No. 3809 on the 18th
March, 1975 regarding licences issued to M|s Dental Pro-
ducts and other drug companies;

(iv) Assurance given in reply to USQ. No. 7262 on the 22nd
April, 1975 regarding profits of foreign drug companies
and their production; ‘

(v) Assurance given in reply to USQ. No. 8678 on the 6th
May, 1975 regarding manufacture of products without
approval by M|s Glaxo Laboratories;

(vi) Assurance given in reply to USQ. No. 3795 on the 18th
March, 1975 regarding licences isswed to Mis Glaxoe and
certain other drug firms;

(vii) Assurance given in reply to USQ. No. 3803 on the 18th
March, 1975 regarding canalised items of drugs imported
by STC;

(viii) Assurance given in reply to USQ. No. 8778 on the 6th
May, 1975 regarding -drugs and pharmaceuticals raw mate-
rials canalised during Fourth Plan;

(ix) Assurance given in reply to USQ. No. 4738 on the 25th
March, 1975 regarding preduction of drugs:

(x) Assurance given in reply to USQ. No. 6242 on the 15th
April, 1975 regarding original equity of foreign drug manu-
facturers having more than 26 per cent foreign equity;

(xi) Assurance given in reply to USQ. No. 3808 on the 18th
March, 1975 regarding Ticences issued to M/s. Ciba (I) Ltd.

3. The Committee first took up assurance arising out of the reply
given to USQ. No. 7919 dated 29th April, 1975 and wanted the
representatives of the Ministry of Chemicals and Fertilizers to explain
the reasons in detail for the delay in the implementation of the assur-
ance. While explaining the reasons, the Director, Drugs and Phar-
maceuticals, Ministry of Chemicals and Fertilizers stated as under: --

“We have collected all the information and would be fulfilling
this Assurance very soon. About asking for extensions
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and the initial action taken, I have checked up the posi-
tion. We put in our applications to the Department ot
Parliamentary Affairs in time, by and large, except for the
fact that there was a delay of 4 days on 13-8-75. The
working of seeking extensions was getting out of hand in
the Ministry till July. One of our sections was over-
loaded with Assurances. In July we diverted one of the
Assistants from all the other work and put him on the
work of seeking ‘extemsionn and fulfilling the Assurances.
Our work from July, 1975 enwards has, by and large, been
on the proper footing, sxcept for sorne cases of lapses here
and there. Prior to that, we were very wide off the mark."”

4. The Committee had gone through the note sent by the Ministry
wherein it was stated that a refergnce bad been made to the DGTD
for the supply of information on 28th May, 1975 and that there was
no response from that office msplte of the fact that 8 reminders were
issued to them. The represéntative of the Ministry was asked as to
how that eould be explained. The Director, Drugs and Pharmaceu-
ticals explained the position as under: —

“Action was initiated immediately. We had sent 3 reminders.
becduse there was a series of responses, but not a complete

response.”

Elucidating the position further, the Deputy Secretary of the Mini-
stry of Chemicals and Fertilizers explained as under: —

“The first information which came from this organization was
only on 3-7-T8. Till that time we had not got any reply
from them. We issued reminders at appropriate levels,
raising the level from time to time. We contacted them
on telephone also. The real difficulty with them was about
the interpretation of the Question.”

5. The Committee pointed out that the question was asked on the
29th April, 1975 and according to a note submitted by the Ministry
to the Committee, a copy of the question was not supplied to the
DGTD by the Ministry till 28th April, 1976, ie. for full one year,
Under such circumstances, how did the Ministry expect a reply from
the DGTD?

6. Explaining the reasons for this delay, the Deputy Secretary of
the Ministry of Chemicals and Fertilizers stated as under: —

“In the initial stage itself, we gave the copy of the Question
to them, i.e. on 28-5-75; but jater on when we gave them
the reminder, they indicated that they had not received it.



In the initia] stages, there was difficulty about the interpreta-
tion of the Question in the Ministry also.”

7. The Committee noted that the Ministry had not taken any
sangible action for the couecﬁon of the information for 11 months
and decided to postpone further consideration of the matter to the

mext sitting when the Secretary of the Ministry and the Head ot
DGTD would be invited to explain the matter.

8. The Committee then took up assurance arising out of USQ.
No. 8028 dated the 29th April, 1975.

9. Asked why the extension was not applied for within the pres-
eribed period of 3 months; the Deputy Secretary of the Ministry of
€hemicals and Fertilizers admitted lapse on their part and informed
the Committee that partial information in the case of 12 firms was
given on 13th November, 1975 and for the remaining 4 on 22nd July,
2976. While giving the background of the case he stated: —

“There was a standing committee of scientists and technolo-
gists and certain representatives from the national sector.
They met at Lucknow and 16 companies made an offer
that they would be prepared to give drugs at cheaper
rates, but when we wrote to hem, they were not respond-

ing. The foreign companies were not invited to this
meeting.”

10. In connection with the assurance arising out of USQ. No.
3809 dated the 18th March, 1975, the Deputy Secretary, Ministry of
Chemicals and Fertilizers informed the Committee that complete in-

formation in fulfilment of the assurance had been supplied on the
16th December, 1975,

11. The Committee then took up for consideration assurance re-
Jating to USQ. No. 7262 dated the 22nd April, 1975 and enquired the
seasons for delay in implementation of the assurance. The Diree-
for, Drugs and Pharmaceuticals gave the following reasons:—

“While the main question pertained to our Ministry, the ques-
tion relating to sub-standard drugs is the concern of the
Ministry of Health and DGHS. We had addressed the
DGHS, who in turn, had to collect all this informatiom
trom the State Drug Controllers.”

12. The Deputy Secretary, Ministry of Chemicals and Fertilizers
stated that the assurance had since been fulfilled on the 2nd August,
1976. He stated that as far as part (b) of the question was concern-
od, this had already been covered by the Hathi Committee’s Report
which bad been laid on the Table of the House. The Committee
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pointed out that the informagion might have been made available te
the House in the context of some other document, but that did not
mean that the Ministry should not supply the information in rela-
tion to the question. The question was asked on the 22nd April,
1975 and the Hathi Committee Report dealt with earlier years, After
fturther enquiries by the Committee, it transpired that information
pertaining to the year 1974 have not been supplied by the Ministry.
In this connection, the Director, Drugs and Pharmaceuticals stated: —

“The latest information available with the Government is
the information which has been collected and compiled
by us. That belongs to 1973 and we have fulfilled the as-
surance in that context only.

In so far as the problem of production in this country is con-
cerned, various efforts have been made to collect this
information. It was indicatad yesterday that the group
with which I was associated had met the members of the
industry somewhere in 1973 to collect that information,
Thereafter, the information was further compiled by the
Hathi Committee and that information was given to them,
Then there is information with regard to drug industry
belonging to the organised sector and the unorganised
sector. There are certain companies which are in the
unorganised sector. We have held meetings with all the
units of the association and sought the information from
the drug controller. We are, as a matter of fact, in the
process of compiling profiles of the companies in the
Ministry. The nature of the information was so com-
plicated at that time that it would be very difficult to
get it.”

13. The Committee felt that the Ministry had failed, inspite of
the wide powers they had, to collect the information from all
sources—even the basic information with regard to the industry. The
Committee had recommended creation of a Special Cell in each
Ministry to look after the implementation of assurances but the Min-
istry of Chemicals and Fertilizers had no such Cell. Thereupon,
the Director, Drugs and Pharmaceuticals stated as under:—

“When we compile information, the information belongs to
a common stock which covers all the various units.
Therefore, the compilation and collection of information is
one composite whole thing. It is from one source that
information is drawn up. If I may be permitted to sub-
mit, I would like to submit that collection and complla-
tion of information is basically the responsibility of the



42

DGTD. The DGTD has told us specifically and categori-
cally that they do not maintain information in regard to
formulations value-wise; they maintain information for
bulk drugs which are important, and based on this, for-
mulations are produced. If you want information for
bulk drugs, immediate data is available with the Govern-
ment and that can be made available to the Committee.
When we go on to the formulation of a particular type
and if that is not available, then we have to make effort
to collect it. The second point is regarding the setting up
of a cell. This is exactly the subject which was also
considered and deliberated by the Hathi Committee, and
they came out with a conclusion that an authority like a
national drug authority should be constituted, which will
be responsible for collection, monitoring of data, etc.

| This matter was also deliberated by the Planning Com-
mission. We consulted them. They indicated that a
monitoring and evaluation cell is a must in the Ministry.
We also consulted the Ministry of Finance. They sent a
team of officers to investigate into the whole affairs. That
team of officers came to the conclusion that our Ministry
required to be strengthened. In order to collect and com-
pile a particular type of data, this effort has been going
on for some time. The Ministry of Petroleum and Chemi-
cals was divided into two ministries, Finally, a note for the
Cabinet has been prepared and approved. We are on the
point of now going to the Cabinet for getting some staff
which is needed for collecting data which is required by
the Parliament. But the Ministry of Finance and Plan-
ning Commission are satisfied with out requirement, i.e.,
what we require.”

14¢. The Committee pointed out that the question asked for ‘total
profit the country had made through the export of drugs manufac-
tured by the foreign drug companies’ and there were only 38 com-
panies holding above 50 per cent equity. To this, the Deputy Sec-
retary, Ministry of Chemicals and Fertilizers replied that no com-
pany maintained its profits separately for export activity and
marketing for internal consumption. Production takes place, part of
it is exported and part of it is consumed jinside the. country. It is
difficult to compile this information that way.

. 15.The Commiftee enquired whether any penal action as recom-
.mended by the Hathi Committee was taken ageinst the foreign com-



panies which were manufacturing drugs without Government
authority. The Director, Drugs and Pharmaceuticals stated as

under: —

“A decision on the Hathi Committee report has yet to be
taken. I would not be in a position to add anything to
this.” AR R !

16. As the information for the year 1974 had not been supplied,.
the Committee suggested to the representatives of the Ministry of
Chemicals and Fertilizers that the Ministry might ask for extension
of time for supplying this information through the Department of
Parliamentary Affairs and the assurance would be treated as partly

implemented. .

17. The Committee then examined the witnesses with regard to
the delay in the implementat.on of assurance given in reply to USQ.
No. 8678 dated the 6th May, 1975. The Committee felt that so much
delay should not have taken place when information to be collected
related only to one firm. It was pointed out to the witnesses that
the companiegs were producing something without a licence and the
Ministry was relying on the Company concerned to give them in-
formation regarding production without licence and photostat
copies of licences, etc. Was it expected by Government that the
Companies would themselves admit that they were doing something
wrong? The Committee enquired whether there were any Govern-
ment agencies to find out facts in such cases. The Director, Drugs
and Pharmaceuticals informed the Committee as under:—

“We have used all the agencies in this case. We have used
all the avenues at our disposal. After all this is a thing
which is operating under the Companies Act. In their
records they have got to have information about the
items which they are producing. What are the items they
are producing? What is the capacity? What was their
actual production? That is the type of ‘information we
have tried to get from them. So far as the DGTD is
concerned, they have got regular returns filed by the
manufacturing units. We find out from them whether it
has come to their notice that such and such unit is pro-
ducing so much of such items.”

18. The Committee pointed out that when photostat copies of
each industrial licence/permission or no objection léttcrs had been
ﬁndforfromtheﬂmmﬁwnstated,“theydomthave spare
ﬂotbmt copies” which meant they were giving evasive replies.
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The Deputy Secretary, Ministry of Chemicals and Fertilizers,
Rurther elucidating the matter stated as under:—

“At the initial stages we will certainly ask for all possible
information which we wanted to find out the factual posi-
tion—photostat copies of licences etc. They may be
supplied or may not be supplied. It is immaterial. If
they had supplied, it would have helped us. If they had
not supplied, we have another avenue to check it. We
will write to the DGTD and we will cross check it....*

When the Committee asked if there were other avenues, what
was the need for writing to the firm at all, the Deputy Secretary,
Ministry of Chemicals and Fertilizers stated—“Only to expedite
the matter. We do not have at one place all the documents—the
registration capacity, permission letter, etc.”

19. At this stage, the Committee pointed out that under the
Industries (Development and Regulation) Act, the Company had
to submit in form No. IX all details regarding the names of the
products they manufacture, the bye-products, the installed capa-
city, present production, daily output, etc. All these they had to
submit every month. To th's, the Director, Drugs and Pharma-
ceuticals replied that since the return was being submitted category-

wise and not item-wise, it was not possible to furnish the informa-
tion therefrom,

20. The Deputy Secretary, Ministry of Chemicals and Fertilizers
informed the Committee that they had since supplied the informa-
tion in fulfilment of the assurance that no such instance of produec-
tion without licence in regard to M/s. Glaxo has come to the notice
of the Government. The Committee, thereupon, pointed out that
this statement was contrary to what has been stated in the note fur-
nished by the Ministry to the Committee. It was stated in the
note that while comparing the products mentioned in the price lists
with the products indicated in the production return submitted by
the company, variations had been observed and the matter was re-
ferred to the firm on 2-8-76 for clarification. The Committee could,
' therefore, conclude that the firm wag manufacturing that item with-
out licence. The Deputy Secretary, Ministry of Chemicals and
Fertilizers then stated that they had got the clarification and in
-the light of that clarification the reply has been given in fulfilment
vof the assurance.

21. The Committee then took up for consideration assurance
welating to USQ No. 3705 dated the 18th March, 1973. With regard
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to reasons for delay in implementing this assurance, the Deputy
Secretary, Ministry of Chemicals and Fertilizers outlined the steps
taken by the Ministry, ag under:—

“We initiated action on 21st March. 1975. Then we wrote on
2nd April to various companies. There are 4 companies.
We prescribed proforma. In that proforma information
was furnished. This was cross-checked with DGTD.
Then we have been able to fulfil this assurance.... We

were on the verge of completing all this when you sum-
moned us.”

22. The Committee then examined representatives of the
Ministry of Chemicals and Fertilizers with regard to the assurance
ariging out of USQ. No. 3803 dated the 18th March, 1975. The
Committee noted that the assurance was given on the 18th March,
1875 and the first reference to STC was made by the Ministry on
the 2nd August, 1975. They wanted to know why there was delay
of 4 months. The Deputy Secretary, Ministry of Chemicals and
Pertilizers explained the position as follows:—

“Information was recelved on the basis of the communica-
tion sent by us when we recefed the notice. Informa-
tion was received on 11th March, 1875 from STC. Then,
this information was analysed. This is second refarence.
This was for certain clarification on the statement receiv-
ed from them. That was got on 11-3-75."

The Committee pointed out that at the initial stage specific in-
formation should have been asked for to avoid further reference.

23. The Committee then took up the assurance relating to USQ
No. 8778 dated the 6th May, 1975. The Committee felt that there was
& lot of delay because the Ministry had made references to some
departments and they said that they wanted some clarifications on
them. The Ministry again wrote to them and they again sought a
clarification. The Committee drew attention of the representatives
of the Ministry to the recommendation of the Committee contain-
ed in their Eleventh Report presented to the House on the 22nd
April, 1975 that the Ministries should right at the beginning spe-
cify the items and forms on which they needed the information so
that the field offices could give the correct information in the first
instance. Whenever a particulsr item was capable of being inter-
preted in more than one way, the Ministry should clarify at the
initisl stage the basis on which the information might be supplied
by the lower formations. The Committee, therefore, suggested
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that the Ministry of Chemicals and Fertilisers should follow this
procedure in future so that delays are avoided. " Thereupon, the

:)elalputy Secretary, Ministry of Chemicals and Fertilizers pleaded as
ollows:—

“We had examinéd this question and had asked them the
specific information needed. But sometimes it so hap-
pens that there is lapse at the lower authority. When-
ever they furnish the information, it is not in a particu-
lar form and then we have to seek clarifications from
them. It is not that we do npt follow the procedure. We
do follow the procedure. We analyse the questions and
try to indicate that the information is needed in this par-
ticular form. That is indicated in the initial stages.”

24. The Committee were of the view that proforma had to be
prescribed and the Minisiry should prepare the proforma in such
a way that they will help the Ministry to collect all the information
required. With regard to proformas, the Deputy Se-retary, Ministry
of Chemicals and Fertilisers stated as under:

“On the basis of the various Parliament questions in the past
few years, we have now devised the profromas and the
Company profile gives all sorts of informations. We have
started receiving the information that was called sometime
in May. I think th-t when this information is compiled,
it may not be lacking in anything.”

25. The Committee next took up the assurance arising out of
USQ. No. 4738, dated the 25th March, 1975. It was pointed out that
the assurance was given on the 25th March, 1975 and no follow-up
action was taken, i.e. no extension was asked within the stipulated
period of 3 months and that the Ministry remained silent for more
than a year. The Deputy Secretary in the Ministry of Chemicals
and Fertilizers regretted the lapse in this connection.

The Committee observed that though the information for the
years 1972 and 19738 was available with the Ministry yet the same
‘was not made available at the time of answering the question or
even later on. The Director, Drugs and Pharmaceuticals explained
that they wanted to fulfil the cssurance in one lot.

In reply to a question whether the Ministry did mot have any
system of collecting such basic information ag output of drugs in &
year regularly, the Director, Drugs and Pharmaceuticals informed
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the Committee that DGTP maintained information about bulk
drugs. Their norma) systém wes through DGTD but since questions
started coming which fell outside the purview of DGTD, their
Ministry also collected the information.

26. The Committee then proceeded to examine the representatives
with regard to the assurance given in reply to USQ. No. 6242 on the
15th April, 1975. The Committee pcinted out that while seeking
extension from time to time, the reason given by their department
was that the information sought for by them from the various com-
panies wag not forthccming. The Commit'ee desired to know at
what level the d.o. letter was addressed to the Managing Directors
of the different firms. The Deputy Secretary in the Ministry of
Chemicals and Fertilisers s‘ated that by and large they had been
taking things up at the Under Secretary’s level.

27. The Committee then took up for consideration the assurance
relating to USQ. No. 3808 dated the 18th March, 1975. In this case
also, the Committee noted that there had been considerable delay
in the implementation of the assurance and that thcy had mnade
repeated references to the companies for furnishing information.

28. The Committee again pointed out that Ministry of Chemicals
and Fer.ilisers and other departments concerned had no indepen-
dent machinery to find out whether there was 2ay violation of rules
and whethe* any drugs were being manufactured outside the licence.
The Committe: was sure that the private companies would mever
supply such information as would lead them to possible prosecution.
In this conrcction, the Director, Drugs and Pharmaceuticals stated:

“In these cases, no viol.tion has come to our notice through
our normal machinery, ie. DGTD and the State Drug
Contrcllers. We take up with them first. When it is said
that there is some violation, we haveé to check up with
every possible source.”

29. The Committee apprehended that the information which
would be supplied to Parliament in fulfilment of the assurances
regarding violations committed by the firms might entirely be besed
upon the information given by the companies themselves. The
Commitiee wanted to know whether they checked up such informa-
tion with that given by any other department. The Director, Drugs
and Pharmaceuticals replied that when they receive information
from the private companies, they send them to the DGTD and
counter-check them.



30. When asked whether they had found any irregularity so far,
the representatives of the Ministry of Chemicals and Fertilisers
stated as follows:

“Irregularities do take place and we do take action. In &
similar case involving 4 or 5 companies we furnisheqd the
companies with a proforma and asked for the information;
and then, instead of asking the DGTD to give us the in-
formation, we sent the information to them to cross-check
it with the information that they have. On the basis of
cross-checking, we did further cross-checking from the
price list, ie. to see whether there is any item produced
in an irregular manner, mentioned in the price list.”

31. The Committee desired to know the source from where the
DGTD got the information. The Deputy Secretary, Ministry of
Chemicals and Fertilisers stated that DGTD got it from the company.
The Committee then pointed out that their information was also
from the company and that they were trying to cross-check it with
the informations supplied by the same source ‘and under such cir-
oumnstances how could the Committee rely on the information
supplied by the Ministry. The Director, Drugs and Pharmaceuticals
Ministry of Chemicals and Fertilisers then clarified as under:

“But the DGTD have got Development Officers and Asst.
Development Officers, and the extent of inspection that
they undertake ete., I will not be in a position to say.”

32. The Committee were not satisfieq with the explanations given
by the representatives of the Ministry and postponed further consi-
deration of this assurance for the next sitting when the representa-
tive of DGTD would also be invited to appear before the Committee.
The Committee also decided to take up consideration of the remain-
#ng assurances listed in the agenda at their next sitting.

(The witnesses then withdrew)
The Committee then adjourned
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MINISTRY OF CHEMICALS AND FERTILIZERS

2. The Committee took evidence of the representatives of the
Ministry of Chemicals and Fertilizers and Director-General, Tech-
nical Development in regard to the delay in the implementation of
the following eight assurances :

t))

(i)

(1it)

(iv)

(v)

(vi)

(vii)

Assurance given in reply to Unstarred Question No. 2059
on the 26th November, 1974 regarding private companies
working in collaboration with multi-national corperations;

Assurance given in reply to Unstarred Question No. 2102
on the 26th November, 1974 regarding production of cer-
tain foreign drug firms during Fourth Plan;

Assurance given in reply to Unstarred Question No, 3877
on the 10th December, 1974 regarding permission for
diversification granted to Messrs. Hoechst;

Assurance given in reply to Unstarred Question No. 3879
on the 10th December, 1974 regarding production of items
by certain drug firms;

Assurance given in reply to Unstarred Question No. 1188
on the 25th February, 1975 regarding diversification by
Messrs. Hoechst;

Assurance given 'in reply to Unstarred Question No, 1146
on the 4th March, 1975 regarding issue of COB licence to
Messrs. Hoechst;

Assurance given in reply to Unstarred Question No. 3898
on the 18th March, 1875 regapding licences issued te
Messrs. Ciba (I) Ltd.;

(viii) Assurance given in reply to Unstarred Question No. 7919

on the 20th April, 1973 regarding increasing production
capagities by drug firms.

3. At the outset, the Chairman observed that in their last sitting
held on the 4th August, 1978, they had felt that they ghould invite
the sepresentatives of the DGTD to clarify certain matters which
arose out of the evidence tendered at that sitting. Accordingly,
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the Director<General, Technical Development was also present

along with the representatives of the Ministry of Chmicals and
Fertilizers.

4 The Committee first took up for consideration assurance uris-
ing out of the reply given to Unstarred Question No. 2059 on the
26th November, 1874. The Committee were informed at the last
sitting that the proposal regarding setting up of a Special Cell t4
ensure timely implementation of the assurances was in the final
stage. The Commitiee wanted to know whether such a cell had
been set up. In reply, the Integrated Financial Adviser, Ministry
of Chemicals and Fertilizers informed the Committee that the Cell
had already been set up.

5. The Committee pointed out that the Question was addressed
to the Minister of Petroleum and Chemicals and it was, therefore,
clear that the Member desired information in respect of firms fal-
ling under the control of that Minisiry. They wanted to know why
the Ministry wasted a few months in trying to transfer the assuran-
ce to other Ministries. The Integrated Financial Adviser, Ministry
of Chemicals and Fertilizers, thereupon, stated as under:—

“The question stated whether any private companies were
working in collaboration with multi-national corporations;
since it was of a general nature, it could not be presumed
from the phraseology used that it related only to the par-
ticular industry. Even though it was addressed to one
Ministry, we had to consult the other Ministries”.

The Committee observed that the matter was not only of con-
sultation. The Ministry were not sure of the scope of the Question.
They had ultimately decided to compile the information themselves
and this process resulted in a lot of delay. The Director-General,
Technical Development explained ag under:—

“The question asked was: whether any private company was
fn collaboration with a multi-national company.......
It may include manufacturing companies, trading com-
panies and a host of other companies. If it was confined
to manufacturing activity, legitimately it could have been
the Ministry concerned. In my humble opinion I feel
that it would have been right for the Department of Com-
pany Affairs to have taken on that responsibility”.

The Committee further pointed out to the representatives of the
Mintstry of Chemicals and Fertilizers that when a particular ques-
tisn wis sddressed to thelr Ministry, that question conoerned the



activities of that Ministry. Under such circumstances, how their
Ministry considered it necessary to consult other Ministries. To this,
ine Director, Drugs and Pharmaceuticals, Ministry of Chemicals and
Ferlilizers, replied as follows:— )

“When the original question came to us, it mentioned speci-

: fically the drug industry and when it came in the final

o form the word ‘drug’ had been taken out. In that context,

when we were handling a question pertaining to Parlia-

ment, we did not think it possible to limit the scope to
something less than what it was”.

Elucidating further the position, the Integrated Financial Ad-
viser stated as under:—

“The question wos extremely wide and of a general nature.
We could not take the liberty of restricting the scope of
the question and since we felt that it had a very wide
coverage, we thought that it was necessary to transfer
the question to the Department of Company Affairs or
the Department of Economic Affairs ***** There are
occasions when even though the question is addressed to
one Minister, it does get transferred also because that
Ministry cannot legitimately answer the question. So,
merely from the fact that a question is addressed to a
particular Minister, we cannot draw the conclusion to the
effect that that question was the concern of the particular
Ministry. Anyway, there wos a genuine doubt on the
part of the Ministry”.

The Committee pointed out that the explanation given by the
Ministry was that they were not sure of the scope of this question
as to whether it was limited or of a wider nature. Under such
circumstances, how was it right on the part of the Minister to have
glven assurance on the floor of the House that the information would
be collected? In this connection. the Director, Drugs and Pharma-
ceuticals, stated as under:—

“When the question was originally sent to us, as an advance
notice. at that stage the term ‘Drugs and Phrmaceuticals’
was included in the notice. So. the question of referring
to other Ministries that particular question did not arise”.

6. The Committee then drew the attention of the representa-
tives of the Ministry of Chemicals and Fertilizers to the expressions
“Piipers linked with another file’. ‘Marginal delay’, ‘No delay’ and



‘Papers under submission’, used by them in their note submitted
to the Committee and wanted to know the meanings of those terms.

Explaining these expressions, the representatives of the Ministry
of Chemicals and Fertilizers gtated as follows:—

“A file is under submisgion meang that it is under submission
to Minister or senior officers. The expression ‘linked
with another file’ means that the information is being
collected in a particular file. Thig information pertaining
to certain companies became relevant for another case
under examination at the same time and this file has
to be linked with that. This information was being utili-
sed in that other file which was under submission to the
higher officers because we do not collect the same infor-
mation separately for each case. ***** With the formation
of the Cell under a Deputy Secretary, the likelihood of
any one of these things happening in the future is rather
remote. ***** Marginal delay is also delay, but upto a
week or 10 days, not for months”,

7. With regard to the reasons for delay in implementation of the
assurances and outlining the correcting measures tiken in DGTD,
‘the Director-General, Technical Development stated as under:-—

“I would say that the stream of delays runs throughout the
entire question relating to assurances to the Parliament.
There is no disputing the fact that there are some unavoi-
dable delays and these delays are unforeseeable as to
whether the matter concerns the particular Ministry, in-
ter-Ministry or DGTD. But I would also say that in some
cases, the questions related to the production figures in
the Fourth Plan period. We maintain the statistics ordi-
narily for three vears.

Secondly. most of the questions, as far as ]| am aware, are
really concerned with the formulations. Now, there are
so many types of formulations. Thig can be tablets, liquid.
vials, etc. In regard to the tablets. the question arises
whether we could have 0.25 milli-gram or 0.50 milli-gram,
whether we could have vials in various sizes. etc. It is
just like a plastic industry where monitoring is not done
for thousands of products, There may be designs and
various sizes of soap boxes. combs_ elc. Tt will be difficult
to monitor all data and the figures for each individurl
material which runs into thousands. These are some
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of the practical difficulties. But the fact remains that the
assurance hag to be a positive one and in that we have
taken several corrective measures. One of the measures
-adopted in the DGTD is that ag soon as the reminder is
received, the level of consideration on that reminder is
raised. The next higher official gets the reminders subse-
quent to the previous one and he deals with the matter.
When reminders are received, co-ordination action for the
propesal is ulso now taken in hand. Sometimes, to our
knowledge certain reminders might have been sent but
the officers at the receiving end might say that they had
not received the reminders. There appears to be no trace
of them. Now, we have established a system whereby
such delays should be overcome as far as fulfilment of
the assurances is concerned. I think the system has al-
ready been developed and initiated to look into this
matter”.

8. The Committee enquireq from the representatives of the Mi-
nistry about the present position of this assurance. The Director,
Drugs and Pharmaceuticals stated—

“We have partly fulfilleq this assurance insofar as it pertains
to drugs and pesticides. About fertilizers, the information
is ready and is on its way. ***** 8 far as total informa-
tion pertaining to my Ministry is concerned, we are in a
position to fulfil it”.

The Committee observed that so long as full information was not
supplied, the assurance remained unfulfilled.

9. The Committee then took up the assurance arising out of the
reply given to Unstarred Question No. 2102 on the 26th November,
1974 and enquired from the representatives of the Ministry of
Chemicals and Fertilizers the difficultieg faced by them in collec-
ting the information required for fulfilling the assurance. The Di-
rector, Drugs & Pharmaceuticals stated as under:—

“The information from the companies had to be secureq for
the Fourth Plan period product-wise, There are two
main parts. One is production for the entire Fourth Plan
period. As Secretary, Technical Development, had indi-
cated the information which is being maintained with the
Government is for a period of 3 years. We do not do it
for a longer period. This pertains to formulations which
run into thousands in numbers. Information with regard

to this particylar aspect had to be gathered



55

The second area pertains to production of itemg without any
industrial licence or permission. Here the data which we
get pertains to the capacity authorised by the Government
and the capacity of production which has actually taken
place. It is quite likely that the information which has
been furnished to us may not contain information about
certain things for which they had not taken any indus-
trial licence. This information is not available to the
Government. References to the companies have to be
made, Even when that information has been collected, it
is not to be relied upon on the face of it. It has to be
counter-checked with the DGTD, with the price lists and
all that. It is in that background that the companies were
addressed, and the companies furnished information. The
companies said that they do not have any information for
the earlier period. In view of a parliamentary question,
we could not give the reply that the information is not

available. S0, we pressed them and finally got the infor-
mation”,

Whea asked whether the information regarding the licensed ca-
pacity was not available in the Ministry and whether the Ministry
did not kmow of their own, the companies which manufacture the
dougs with or without licemces, the Director, Drugs & Pharmaceu-
ticals stgted as under:—

“We have got that information, but what is the actual pro-
duction during the Fourth Plan and what is outside has
to be connected. We would get the information about
production. Buf suppose some production thas taken
place, which is not reported? The information which was
available with the Government did not indicate that any

production without licence hag taken place. But that has
to be checked”.

10. In reply to a question whether Government had set up any
ingpection body to find out if any company was producing something
without any li~ence and whether their Ministry had any machinery
to check on that matter after giving the licence, the Director-
Gapegal, Technical Development stated as under: —

“As far as DGTD is concerned, I think it is appreciated that
we are a technical organisation, responsible for looking
into the growth and development of industry, and action
of a regulatory nature beyond a certain minimum should
be minimised. It is tn this direction that the DGTD which



over the years had assumed certain regulatory functions,
has been giving stress on more and more promotional
work, more and more development work, including tech-
nology. The DGTD unitg are more than 5,000 in number
and we have developed an industrial data bank, based on
production returns from the units, which give us timely
information of forecasting, of capacity utilisation, produc-
tion trend or excess production. If the production over-
lapg capacity, we project it to the administrative machi-
nery. As far as this particular industry is concerned, as
I have already clarified, there are thousands of formula-
tions which may be in different types of tabloids etc. We
do not have information about the production of all of
them. So far as basic drugs vis-a-vis capacity are con-
cerned to our knowledge there is no firm that manufac-
ture the basic drugs for which it is not licenced.

‘So far as a mechanism for check is concerned, it should be
there but it should be minimised. We have introduced
checks in thig form. When a raw material application is
put in, it is certified by a chartered accountant, and this
shows the production figure and its verification. Then,
the CCI&E has an establishment called the enforcement
cell, where the DGTD has g supporting function. Some
of these units are visited and inspection done. But I will
seek the indulgence of this Committee to look at the pro-
blem this way; we have over 5000 units all over the or-
ganised sector. If we have to have a mechanism for
physical checking, it will be next to impossible.”

11. The Committee observed that it appeared that there was no
sccepted way of finding out whether a particular drug manufac-
tured by a company was outside the licence.

It was stated in reply—

“So far as basic drugs are concerned, to our knowledge,
there is no party which is manufacturing a basic drug for
which it hag no licence. But for formulations the prob-
lems becomes entirely different because there are
thousands of them and we do not get production statis-
tics. Of course. thece could be corrective mechanism
which one could think of.”



87

12. The Committee pointed out that it appeared from the note:
hunishedbytheuirﬁstxythnttheﬁrminquudonhndnotpm-
duced any item without valid permission, whereas the Minister
had stated on the floor of the House that a particular item was.
produced by SKF without any licence and they were going to ask
them to stop it. The Committee wanted to know which statement
was correct. To this, the Director, Drugs & Pharmaceuticals, re-
plied as follows:

“M/s. SKF was operating in the small scale till 1970. A
small scale unit, ac ording to the law then in force, did
not require any industrial licence. In 1970, the policy
of the Government was changed. Even though they were
in the small scale, they were required to regularise their
previous activity. But when the reply was given, we
found that SKF, in so far as this particular item w:s con-
cerned, had not obtained a licence and was producing it.
The matter was investigated and the legal examination
was done. On the basis of the legal examination, we were
advised by the Ministry of Law that the company was
within their right to have taken up the production of any
item between 1970 and the date on which this licence was
issued to them. After the date of irsue of this licence,
the production becomes unauthorised and thereafter they
cannot continue it."” .

18. Asked whether the Ministry had received the figures of
production and whether they had found, at any time, that those
figures were wrong and there was excess production, the Director,
Drugs and Pharmaceuticals stated—

“In so far as the excess production is concerned, the com-
pany has been reporting about excess production and it
is within the knowledge of the Government. There are
two parts of the question. One is the excess production
where they have a licence. The other pertains to pro-
duction of items where they do not have a licence, In-

*30 far ag the first part is concerned, we are aware of the
excess production.”

14. It was stated in the factual note submitted by the Ministry
that on 19th January, 1976, all replies received from the parties
were examined (o see if the Ministry could fulfil the assurance.
But it was felt that price lists of some firms were also to be exa-
mined in eddition to these dats. The representatives of the



Ministry were asked as to hew the question of prices came in as
the question asked for information regarding production by firis
manufacture without licence, etc. If information regarding prices
wés required, why the Ministry did not ask for full information in
precise terms in the first instance, The Director, Drugs and Pharma-
ctuticals explained the position as under:—

“H was only to counter-check their production without sn
industrial licence that we had asked for it. We got in-
formation about their production. We cheeked up pro-
duction and found that there was nothing which was un-
authorised, according to the information which we had.
Then we had the price list available with us for the later
year. We checked up that information also. But since
the period pertained to 1969-70 and the drug could not
be sold, therefore, we, at that stage, felt that we must
take a final decision, before giving a reply to the Parlia-
ment as to whether there was any item which had not
been reported by them but was in the price list. In
addition to that there may be something in the price
list. These two had to be connected and had to be exa-
mined at that stage.”

15. The Committee then took up for consideration assurance
-velating to Unstarred Question No. 3877 dated the 10th December,
1974, The Committee pointed out that the Ministry had taken un-
duly long time 'n implementing this assurance. They bad not even
.care to ask for extensions of time at the appropriate time. For this,

the Deputy Secretary, Ministry of Chemicals and Fertilisers gave
the following reasons: —

“In this case, it was possible to give a reply in the bcginning
itself. In fact, the Ministry had put up a draft reply for
the consideration of the Minister. But the Minister wan-
ted to go into the policy. The Minister wanted to discuse
the policy. The flle remained with the Joint Secr~tary
and the Minister for a long time for discussion. There
was no question of collection of any information. The
draft reply was prepared on the basis of that policy. But
the Minister thought that he would go into the policy
and then give the reply. He wanted to discuss it. But no
discussion took place for a long time.”

¥xplaining further the reasons for delay, the Integrated Finan-
<if} Adviser stated: —

“'his was largely due to organisstional defolensies in  the

Ministry. We are hoping to strengthen the Ministry's
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staf? to cope up with the responsibility. The Ministry has
been understaffed. A special examination of the Ministry's
requirements was made by a specialised agency and the
proposals have been made to gtrengthen the Ministry's
staff. These are now awaiting the orders of the Govern-
ment.”

The Committee observed that the Ministry is often advanced the
-excuse that they were understaffed. That was not a proper argument.
The Committee emphasised that the argument of understaffing was
not always tenable and should be avoided.

16. It was stated in the factual note submitted to the Committee
by the Ministry of Chemicals and Fertilizers that the implemen-
tation of the assurance was held over till a £nal decision was taken
on the pending application of M/s. Hoe-hst Pharmaceuticals Ltd. for
COB licence. On being asked as ta who took the decision to defer
implementation of assurance, the Director, Drugs and Pharmaceu-

ticals explained) as under: —

“T would submit that the COB licence in this particular case
has not been granted even till to-date. There wag an
application from the company that they may be granted
a COB licence under the policy of the Government. In
the meanwhile, this question came up. While this ques-
tion was being examined, we received certain letters
from certain hon. Members informing us of certain as-
pects pertaining to this particular case. Those aspects
indicated that, probably, the company which had taken
up diversification between 1966 and 1970 had not done
it properly. If they had not done it properly, then the
diversification itself would be wrong, and based upon
the wrong diversification, the grant of COB would be
wrong. The matter is still under the consideration of
the Government. The COB licence has not been gran-
ted. We wanted to go into all the implications of the
policy between 1966 and 1970 to find out whether they
were basing their production activity on the imported
material or the canalised material or indigenous mate-
rial, whether the statements made by the party in their
application were right or wrong, whether the 1970 policy
was applicable to them or the 1973 policy, whether
in the context of certain clarifications in respect of 1978
policy which were issued by the Ministry of Industrial
Development in 1978, it was bona fide o~ mals fids, ete.
Since the two were connected, fulfilment of the assuranee



at that particular stage would have probably strengthened
the case of the party. Therefore, we decided in the
Ministry at the level of the Joint Secretary that the
assurance should wait till we decided on that particular
case.”

17. The Committee had observed from the note furnished by
the Ministry that action on the assurance was initiated in the begin-
ning of February, 1975 i.e. about two months after giving the as-
surance. When asked as to why no action was taken during that
period, the Director, Drugs & Pharmaceuticals stated as under:—

“In so far as this particular case is concerned, the action was
initiated at the time of the submission of the reply to the
Minister. No information was to be collected in this
particilar case. This was, broadly, a matter of pelicy.
The policy had been indicated to the Minister, It was
that policy which had to be indicated in our reply to
Parliament.”

The Committee pointed out that according to their note, the
Minister of State desired the Joint Secretary to discuss the case
with him sometime in February, 1875. But the case was actually
discussed at thc end of December, 1975. The Committee, therefore,
wanted to know as to who and what factors were responsible for
this delay of 10 months, and how was it that this important matter
had been overlooked for such a long period. The Integrated Fin-
ancial Advisor stated that they had become aware of this only when
the papers came to them in December, 1975 that the case was
pending discussion.

The Committee observed that there had been inordinate and avoid-
able delay in this case.

18. The Commit‘ee then took up the assurance relating to Unstar-
red Question No. 3879 dated the 10th December, 1974. In this case
also, the Committee noted that there had been considerable delay in
the implementation of the assurance particularly s0, when the infor-
mation to be collected related only to two firms. The Committee again
pointed out that there should not have been any difficulty in getting
the requisite information within the stipulated period. The Commit-
tee further noted from the factual note of the Ministry that no action
was taken for 84 months and that decision was taken tp wait for the
information called from several firms in connection with an assurance
given in Rajya Sabha. In this connection, the Director, Drugs and
Pharmaceuticals, stated: —

“We tried to get the information and we got the information.
But this was about production without industrial licence.
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Mumucummmmammmmg
the informstion 10 Parlisment. If we wete sslted a ques-
tion about the prodaction of the compmay, we ceuld have
furnished irhmediately, but it was sbout preduction without
industrisl licenod. The Compuny suys Hhat it was not there,
but we have to satisty ourdelves.*** When we are collect-
ing the same or similar information on any other file, we
do not issue a separate reminder on that file. Aotion had
been initiated. Action on the specific file had not been ini-
tiated. If we have information in the Ministry, we do not
make a reference. If we had made referénce to the party
concerned while fulfilling an assurance of @ similat type on
another file, then & separate reference for the same infor-
mation is not issued.”

19. The Committee wanted to know why the case was not referred
to the DGTD in the first instance to find out if any firms were produc-
ing drugs without licence instead of first trying to get information
from the firms. The Director, Drugs & Pharmaceuticals informed the

Committee as under: —

“We have a usual procedure. On receipt of the advance noticé,
we made a reference to all concerned including DGTD. In
this particular case, a reference had been made immeédiately
on receipt of the question.***##%¢ After the assurance had
been given, we scrutinised the nature of the question com-
pletely and we found that the nature of the question war-
ranted information not about productioh that had taken
place, but production that had taken place without
any industrial licence. We were doubtful whether
DGTD would be having that information. We felt,
no useful purpose would be served unless we collected
certain information and counter-checked with DGTD. We,
therefore, got that information from the Company.”

20. The Committee observed that the matter was referted to the
DGTD, some time in December, 1975, i.e. one year after the assurance
was given on the floor of the House on 10th December, 1974. The
Committee felt that there was something wrong with the mechanism.
In this connection, the Director, Drugs and Pharmaceuticals stated: —

“We were collecting the information and then went to DGTD.
We got the information on the file. We gent the entire file
to the DGTD to counter-check that and send bsck to us.
This would have been done only after the information had

been collected.
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We have a system of administration which provides for cok
lection of information in a particular manner and that
is being done. In addition to that we have a system of
price control; the drugs cannot be sold in the market
without price control, Then all the drugs are subject to
excise. The drugs would not get a clearance without a
certificate from the excise authorities. There is a drug
control organisation in each State to supervise the sale of
drugs. We get information from the State Drug Control-
lers about the production failures, prosecutions launched
etc. and we have furnished that information also in connec-
tion with some assurance on the floor of the House. Now
with all these various mechanisms, it may be impossible
for a company to take up any production without a licence
or without authority. So, when such a question is raised,
we have to check from all the different corners.”

21. Asked whether the Ministry had come across eny instance
where a company manufactured drugs without a licence and if so,
what action was taken and how they were detected, the Director,
Drugs and Pharmaceuticals stated that they had come across twa
instances. But in this particular case they had found that this was
done with the permission of the Government which was given only
for 100 per cent export purposes.

To a query whether there was any technical violation, the Director,
Drugs and Pharmaceuticals informed the Committee that they
applied to the DGTD for grant of certain raw maierials for production
of items for 100 per cent export purposes and it was approved by
DGTD. The Director-General, Technical Development elucidated
the matter as under:—

“This was as per the Government policy laid down for import
trade control and this was given on the recommendation
of the State Drug Authority for a 100 per cent export of
certain formulations. The raw materials were provided
by the DGTD for this 100 per cent export, which earned
foreign exchange for the country.

As far as basic drugs are concerned, I may be repeating myself
but, to our knowledge, there is no firm which has violated
the licence. But since the question pertains not only to
basic drugs but to formulations also, there is a genuine
difficulty.”

22. The Committee pointed out that in this case also there was
delay of 2 months in asking further extension of time for imple-



mentation of the assuranee. The plea that pepers remained with
DGTD was untenable as there must have been some record in the
Ministry about the assurance during the period the matter was -
under reference to DGTD. The Director, Drugs and Pharmaceuticals
explained the lapse as under:—

“There is a register maintained which does indicate as to when
extension has to be sought, but that register does
not contain reference numbers and other detsils which are
necessarily required for checking up the date for
extension. It was in the absence of that information
that extension could not be sought.”

23. The Committee then took up the assurance arising out of the
reply given to Unstarred Question No. 1185 on the 25th February,
1975 and wanted to know the reasons for taking such a long time in
supplying the information by the DGTD to the Ministry of Chemicals
and Fertilisers. The Commi'‘tee also desired to know the difficulties
faced by the DGTD in compiling and furnishing the required infor-
mation. The Director-General, Technical Development stated es
follows: —

“As far as his particular question is concerned, our records
don’t indicate tha: we received the first communication
from the Mimstry. It is not traceable. So, it is the system
which we will have to lock into. We gave an answer on
the 8th April, 1975 and when we found another reminder
coming from the Ministry, we tried to draw their attention
to our earlier answer of 8th April, 1975 which had already
been furnished.

What I am trying to draw attention to is the fact that prima
facie certain records or certain references appear to be
not traceable.”

The Committee wanted to know the system in the DGTD in
regard to the receipt and despatch of papers. The Director-General,
Technical Development explained the position as under:—

“I fully share the anxiety of the Chairman and the Members
of the Committee on this particular issue. That is why
we have generated a system whereby all such references
particularly to Parliament Assurances to be fulfilled
should be referred to a Coordination Group within the
DGTD so that we can keep a track of these things.

Previously, if a Section Officer went on leave or retired, the
question remained unanswered.



The system being followed in the Cemtral Registry is defective,
We should have such a system whereby the fesponsibilify
can be fixed on an individusl and proper action taken if
the communication reesived or despatched is lost.

When I took over, I found for very valid reasons there was an
officer oriented system operating in the DGTD. There was
no direct responsibflity assigned to the S.O. at all for
receipt of a paper and acting on it in a timely manner,
putting it up to the higher officer and so on, which since
then we have also corrected. Of course, as a technical
organisation, we do not want to gq to the full Secretariat
pattern, but we have devised a method whereby the Sec-
tion Officer is made responsible, particularly in regard to
bringing forward certain references which must be acted
upon in a timely manner.”

The Committee felt that there was no proper and fool-proof
system within the Ministry of Chemicals and Fertilisers or in DGTD
for despatch and receipt of communications relating to Parliamen-
tary matters of importance. They desired a detailed note from
the DGTD regarding the receipt and despatch of communications

between the Ministry and DGTD and remedial measures taken in
this regard.

-

24. The Committee pointed out that information was supplied by
the DGTD in December, 1875. DGTD took 10 months to supply the
information which was available with them. They wanted to know

why the information was given so late. The DGTD explained as
under: —

“As I have already clarified, we gave the answer on 8th April,
1975. Thereafter, we were under the impression that the
answer had been received. But then we got a reminder
from the Ministry in July, 1975. We intimated the Minis-
try immediately, after 8 days of the receipt, that reply had
been sent, and we sent a copy also of our reply. The Minis-
try, after they got our answer on 29th July asked us for
further information to be provided on other aspects. That
was on 7th August, 1975. We gave the information on
that in December, 1975.”

25. In reply to a question as to why full information was not
asked for in the first instance, the Director, Drugs and Pharmaceuti-
cals informed the Committee that the information desired was of a
very detailed nature. DGTD gave all the details except in regard to
perts (a) and (b).



26. The Committee then proceeded to examine the representatives

with regard to the assurance given in reply to Unstarred Question
No. 2146 on 4th March, 1975.

When the Committee enquired as to why this company did not
submit their application in 1970 and why they were recommended

COB licence after a delay of three years, the Director, Drugs and
Pharmaceuticals replied as under: —

“There was a policy in 1966—70. Under that policy, companies
were allowed manufacture in diversification provided
certain conditions were fulfilled. In 1870, a policy was
announced under which the companies had to secure COB
licence if direct and indirect imports were involved. There
were certain items which were produced within the coun-
try and were also being impotted. The parties may be
procuring same of these items from indigenous sources. In
1978, it was clarified by the ID Ministry that the items
which are canalised would also be construed as imported
material. Now, between 1970 and 1978, there was a change.
It is that particular aspect which was under examination.”

27. The Committee noted that the extension of time was not asked
within the stipulated period. The Committee were informed by the
Integrated Financia] Adviser of the Ministry of Chemicals and Ferti-
lisers that the system of watching the fulfilment of these assurances
had not been very satisfactory and that with the cell they had set up,
they were trying to rectify the situation.

28. The Committee then took up the assurance arising out of the
reply given to Unstarred Question No. 3808 on the 18th March, 1975
and noted that in this case also there was considerable delay in asking
for extension of time. The Committee had gone through the note
submitted by the Ministry and from the note it appeared that refer-
ence was made to the firm many times for furnishing the information.
When asked, as to why information was not sought on all points in
the first instance, the Director, Drugs and Pharmaceuticals stated as
under: —

“Information which was sought from the company was
complete right from the beginning and the party could not
furnish information complete in all aspects because they
said that the information sought was for a very long
period, for the entire fourth plan period; the companies
pleaded that they did not maintain all the records in
complete shape for such a long period.”
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28. The Committee then took up the assurance given in reply to
Unstarred Question No. 7819 on 29th April, 1975. The Committee
had noted that eight reminders were issued to DGTD in this case
and desired to know the reasong for this state of affairs. The
Director-General, Technical Development, clarified the position
thus: —

“We do not appear to have received the Ministry’s original
letter dated 28-5-1975. The first reminder dated 1-7-75
was received on 5th July and we asked the Ministry on
14-7-75 to send us a copy of the question. But we received
the second reminder dated 28 July, 1975 without that.

My plea ig this. If they are at the same level, there should
be no need for more than one reminder. If there is need
for more than one reminder, the level must be raised
immediately. We are incorporating it in the system; I
have also issued instructions in my department that as
soon as one reminder is issued, the level must be raised.
In this case after a period of eight months or so, it was
raised to the Industrial Adviser’s level.”

30. The Committee desired that DGTD should go into this case
thoroughly and find out the reasens as to why this matter was not
attended to well in time and why the matter had to be dragged on
by way of reminders. The DGTD should also find out whether
there were any genuine difficulties in furnishing the required infor-
mation.

81. The Committee also felt that some sort of action should be
taken against the officers concerned as these were not ordinary lapses
which could be overlooked.

(The witnesseg then withdrew).
The Committee then adjourned. : i
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Request from the Department of Parliamentary Affairs for dropping
of an assurance given in reply to Starred Question No. 1156 on
the 17th April, 1969 regarding constitution of a Film Council.

MEMORANDUM NO. 14

2. The Committee took up for consideration Memorandum No.
124,

The Committee had considered the request of the Government
dor dropping of this assurance vide paras 15—17 of their Twelfth

’ 61
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Report presented to the House on the 8th January, 1876. The Com-
mittee vide para 18 of that Report wanted to know the legal diffi-
culties faced by the Government in introducing legislation for
constituting a Film Council and desired to have further clarification
from the Ministry of Information and Broadcasting in this connec-
tion before taking a decision in the matter.

The Department of Parliamentary Affairs wide their 11.0. Note
dated the 18th June, 1976 forwarded the following further clarifica-
tion furnished by the Ministry of Information and Broadcasting and
reiterated the earlier request for dropping of the assurance:—

“The main source of income %o finance the proposed National
Film Council was a proposal to levy a cess of 5 paise per
cinema ticket. This wag discussed with Ministry of Law
and after thorough examination it was observed that it
was not possible to impose any levy on cinema-geers or
theatre owners as that would be construed as entertain-
ment tax which is a State subject. Therefore, this
Ministry had been finding it difficult to locate resources.
for financing the Film Council. Further this Ministry is of
the opinion that it is no longer necessary to set up the
National Film Council under the present circumstances. It
is, therefore, requested that in view of the above; the
assurance given in the Lok Sabha may please be dropped.”

After considering the matter in the light of the clarification
furnished by the Ministry of Information and Broadcasting, the
Committee agreed to drop the assurance. They, however, felt that
the Government had taken unduly long time in examining the
proposal for constituting a Film Council.

Request from the Department of Parliamentary Affairs for dropping
of two assurances given in replies to supplementaries on Starred
Question No. 186 on the 22nd March, 1976 regarding allotment of
Government accommodations.

MEMORANDUM NO. 125

3. The Committee took up for consideration Memorandum
No. 125.

The Committee perused the reasons advanced by Government
for dropping of the two assurances. The Ministry of Works and
Housing had stated in a note submitted to the Committee through
the Department of Parliamentary Affairs, that the Minister of State
for Works and Housing had given the information asked for‘by the



Hop, Members, The Mimiste: had further stated that he had a list of
different categoeiss and if the Mon. Members wanted the informa-
tion it could he furnished there and then. As the Members did not
ask for the information, there was no occasion for the Minister to
say anything further. The Ministty were of the opinion that the

above replies of the Minister to the supplementaries did not consti-
tute any assurance.

After some discussion, the Committee agreed to drop the two
assurances.

Request from the Department of Parliamentary Affairs for dropping
of on assurance given in reply to Unstarred Question No. 6556
on the 17th April, 1975 regarding digposal of letters from the
Rehabilitation Employees Union of Dandakargnya Project.

MEMORANDUM NO. 126

4. The Committee took up for consideration Memorandum
WNo. 126.

This assurance was reviewed by the Committee on Government
Assurances along with other pending assurances of the Thirteenth
Session of Fifth Lok Sabha at their sitting held on the 25th Febru-
ary, 1876. The Committee had vide their Sixteenth Report presen-
ted to Lok Sabha on the 19th May, 1976 observed as under: —

“An extension of time upto the 24th February, 1976 had been

requested. As the period of extension was just over, the
Committee decided te watch the implemaentation of the
assurance”,

The Committee perused the reasons advanced by the Government
for dropping of the above assurance. The Ministry of Supply and Re-
habilitation (Department of Rehabilitation) had represented that in
the absence of any separate records relating to the various com-
munications received by them and the Dandakaranya Project from
the Chairman and General Secretary of the Rehabilitation Emplo-
yees Union, it had not been possible to collect any authentic informa-
tion about the receipt of such communications and their disposal, It
was, therefore not possible for them to implement the assurance.
Accordingly, a request had been made for dropping of the assurance.
The Committee considered all aspects of the matter and came to the
conclusion that they could not agree to drop the assurance. They de-
sired that Government should trace the records in question and im-
plement the assurance as early as possible.
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Request from the Department of Parliamentary Affairs for exten-
sion of time-limit for the implementation of certain assurances
given during the various sessions of Fourth and Fifth Lok Sabha.

MEMORANDUM NO. 127

5. The Committee then took up for consideration various requests
made by the Department of Parliamentary Affairs for the extension
of time-limit for the implementation of 18 assurances given during
the various sessions of Fourth and Fifth Lok Sabha as shown in the
Annexure to these Minutes.

After examining the reasons advanced by the Ministries concern-
ed, the Committee agreed in respect of assurances mentioned at
‘Serial Nos. 1, 9, 10, 11; 13; 14; 15; 16; 17 and 18 of the Annexure to
grant further extension of time for implementation of the assurances
upto the period shown against the relevant item in column 4 thereof.
The Committee desired that the Ministries concerned should im-
plement the assurances by the extended dates and observed that no
further extension of time would be granted.

In the case of assurances mentioned at Serial Nos. 2 to 8 and 12 of
the Annexure which were pending for a long time without adequate
reasons, the Committee decided to hear the representatives of the
Ministries concerned in order'to know the reasons in detail and the
difficulties experienced by them in collecting the information for im-
plementation of the assurances before considering the question of ex-
tension of time, .

Observations made by the Committee in certain cases are shown
in column 5 of the Annexure for compliance by the Ministries con-
cerned.

The Committee then adjourned. . L o



ANNEXURE
(Vide para 5 of Minutes of the Second Sitting )
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MINUTES
Eighth Sitting

The Committee sat on Monday, the 18th October 1976 from 11.00
ours to 11.40 hours.

PRESENT
Shri Mulki Raj Saini—in the Chair

MEMBERS
‘Shri Virendra Agarwala
Shri Kinder Lal
Shri Bijoy Modak
. Shri Sarjoo Pandey
Shri T. A. Patil
Shri K. Pradhani
. Shri Ram Shekhar Prasad Singh

© NP o W

SECRETARIAT
Shri K. D. Chatterjee—Chief Examiner of Questions

Shri S. N. Khanna—Senior Examiner of Quesions
2. In the absence of the Chairman, the Committee chose Shri
‘Mulki Raj Saini to act as the Chairman for the sitting under Rule
258 (3) of the Rules of Procedure and Conduct of Business in Lok
‘Sabha.

3. The Committee considered their draft Eighteenth Report and
adopted the same with minor modifications.

4. Under proviso to sub-rule (3) of Rule 277 of the Rules of Pro-
-cedure, the Committee chose the acting Chairman to sign the report
on behalf of the Committee.

5. The Committee authorised the acting Chairman, and ia his
absence, Shri Virendra Agarwala to present the Report on Wednes-
«day, the 27th October, 1976.

The Committee then adjourned.
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'APPENDIX 1

(Vide para 10 of the Report)
LOK SABHA
Unstarred Question No. 1146 answered on the 25th February, '1576
Formulations manufactured by Foreign Drug Firms

1146. SHRI KHEMCHAND BHAI CHAVDA:
Will the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to state: '

(a) the total number of formulations licensed to foreign drug
manufacturing units with more than 26 per cent foreign equity in
our country; and

(b) how many of them are not manufactured by them; the names
of the formulations and their uses?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) and (b). Information is being collected and will be laid on
the Table of the House.



APPENDIX IT
(Vide para 14 of the Report)
LOK SABHA
Unstarred Question No. 3848 answered on the 18th March, 1975

Original and present equity of foreign drug firms
3846. SHRI BHALJIBHAI RAVJIBHAI PARMAR:

Will the Minister of PETROLEUM AND CHEMICALS be pleas-
-ed to state:

(a) What is the original and present equity-foreign, direct and
indirect, bonus shares, issued, if any, equity issued for other con-
siderations, subscribed capital of the foreign drug manufacturing
firms with equity between 40-50 per cent and what are the repat-
riations made by these firms during the last three years on the basis
of this equity;

(b) what is the authorised capital, preferential and ordinary,
{ssued capital. preferential and ordinary, foreign holdings (direct
and indirect) sales, turn-over, net profits including taxes for this
period;

(c) how many industrial licences, no objection letters and per-
mission letters were approved/rejected to these firms during last
three years; and

(d) what is the production of bulk drugs, item-wise, firm-wise
with value for this period, separately for each year?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) and (b). A statement*® furnishing to the extent available in
respect of companies having foreign equity of 40 to 50 per cent is
laid on the Table of the House. [Placed in Library. See No. LT-
9224/75].

® Statement not reprotuced.



9 . o

(c) Details of industrial licences granted and the applications
rejected during the last three years upto December, 1974 are given
in the attached statement.* No permission/objection letter was
granted to these companies during the said period.

(d) Information is being collected and will be laid on the Table
of the House.



APPENDIX 11
(Vide para 17 of the Report)
LOK SABHA
Unstarred Question No. 3794 answered on the 18th March, 1975
Initial equity participation by Principals in M/s. Laderlay Labora-
tories and other Drug Firms
8794. SHRI PRASANNBHAI MEHTA:

Will the Minister of PETROLEUM AND CHEMICALS be pleased
to state:

(a) what was the initial equity participation in M/s. Laderlay
Laboratories, Boots, B.D.H., Dumex Private Limited, Pfizers and
Cyanamid by their principals:

(b) the main features of the agreements entered into between
the principals and the above firms, firm-wise;

(¢) what were the items of manufacture envisaged initially by
these firms and what are the changes made afterwards; and

(d) whether the agreement was approved by the Foreign Invest-
ment Board and if not, the reasons therefor?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

Qa) Details of each company are indicated below:—

S. No. Name of the Company Original  quity

(Rs.)

1. M/, Laderlay Laboratories (Cy:numid India Ltd.) * 1,50,200
E&!l cysaamid (I)

2. Boots Company India Ltd. . . . . . *  10,00,000
. B.D.H. [Si ith Glaxo Labocatores (I) Ltd.] * *  1,§0,000
3.B [Since merged wi ax (I) Led.] o g

ories (India) Ltd.]
4. Dumex Pvt. Ltd.....NA.....(Since merged with pfizer)
§. Pfizer Ltd. .

6. Cyanamid (India) Ltd. . . . . . . +  1,50,200

2,00,000

(b) to (d) . Information is being collected and will be laid on the Table of the House.
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APPENDIX IV
(Vide para 24 of the Report)

LOK SABHA
Unstarred Question No. 4696 answered on the 25th March, 1973
Profits earned by certain Foreign Drug Firms in 1972
4606. SHRI SOMCHAND SOLANKI:

Will the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to state:

(a) whether M/s Sandoz, Burroughs Wellcome, Bayer, Searle
and Warner Hindustan earned a profit of 23.88 per cent, 18.80 per
cent, 1749 per cent, 18.75 per cent and 15.80 per cent respectively
during the year 1972;

(b) whether earning of more than 15 per cent profit amounts to
flouting the Drug Price Control Order, 1870; and

(c) if so, action taken against these firms?
ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) Details of overall profit earned by each company are given
below:—

S. Name of the Company Tumover fy of ool-
No. &’97: -73) &.973-7
nmn 3
1 Sandoz (India) Ltd. - . . . . ‘(lmx’)s 93-38 91
2 Burroughs Welicome & Co, (I) Ltd. - . 0(33/2-;1.)52 ss: 69 173
3 Bayer (India) Lad. - . . . .zfliﬁgs 159° 60 15°2
4 S arle (India) Lad. - . . . 107°73 17° 81 16°3

*(x3/71)

s Warner Hindustan Lid. 14° 56

1 01
5(2. :?vrn by"sm Co.)

*(indicate the end of accounting year)

M
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(b) and (c). Para 14(i) (iv) of the Drugs (Price Control) Order,
1970 provides that in case of actual gross profit before tax for any
particular year in respect of drug activity as shown in the audited
accounts of the manufacturer, or importer exceeds 15 per cent of
the sales turnover of the year, as certified by the auditor, the excess
shall be funded separately and shall not be utilised for distribution
of dividends and shall be utilized with the prior approval of the
Central Government, for any of the following purposes, namely:—

(a) research and development expenditure;
(b) adjustments against future profits or losses; and

(c) such other purposes as may be specified by the Central
Government from time to time.

Information whether the gross profits before tax on drug acti-
vity exceeded 15 per cent and whether such profits were funded
separately under the said provision of the Drugs (Price Control)
Order, 1970 is being collected and will be laid on the Table of the
House.



APPENDIX V
(Vide para 27 of the Report)
LOK SABHA
Unstarred Question No. 7919 answered on the 28th April, 1978

Increasing Production Capacities by Drug Firms
7919. SHRI VAYALAR RAVI:

Will the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to state:

(a) the number and names of drug firms which have increased
their production capacities during the last three years; and

(b) the broad outlines of cases wherein they have been regula-
rised and the actions taken against the non-regularised units?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) and (b). The information regarding additions made by vari-
ous drug firms in the organised sector to their production capacities
during the last three years is being collected and will be laid on the
Table of the House. The question of excess production of drugs
will be examined in the light of recommendations contained in the
report submitted by Hathi Committee on 6th April, 1875,



APPENDIX VI
(Vidg para .35 of_the Report)
LOK SABHA
Unstarred Question No. 7282 answered on the 22nd April, 1975

Profits of Foreign Drugs Companies and their produetion
7262. SHRI N. K. SANGHI:
SHRI MADHU DANDAVATE:

WIll the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to state: , )

(a) the total profit the country has made through the export of
drugs manufactured by the foreign drug companies and the profits
the companies themselves have made through their sale in the coun-
try during the last three years;

(b) whether some of the foreign owned companies are produc-
ing medicines to a capacity which has not been authorised by Gov-

ernment and even in some cases they have been found producing
sub-standard medicines; and

(c) if so, the naxﬂes of such companies wh6 have been detected
indulging in such activities during the last three years and the
nature of steps taken against them?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) No separate details of profits earned by foreign companies
on exports and internal sales are available. However, details of
total profits earned by foreign companies during the last three years
have already been furnished in reply to Lok Sabha Unstarred Ques-
tion No. 4774 answered on the 25th March, 1975.

(b) and (c). Information is being collected and will be laid on
the Table of the House.
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APPENDIX VII
(Vide para 38 of the Report)
LOK SABHA
Unstarred Question No. 8678 answered on the 6th May, 1875

Manufacture of Products without approval by M/s. Glaxo
Laboratories

8678. SHRI NANUBHAI N. PATEL:

e

L[4

Will the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to refer to the reply given to Unstarred Question No. 5366 on
8th April, 1975 regarding irregularities committed by M/s. Glaxo
Laboratories (India) Limited and state:

(a) whether the information given by his Ministry is not correct,

(b) if s0, whether M/s. Glaxo Laboratories (I) Limited are manu-
facturing a number of products without any approval/industrial
licence and resorting to over-invoicing/under-invoicing;

(c) if so, whether Government propose to take penal action
against this firm for violating the rules and regulations of this
country for heavy repatriation abroad; and

(d) if not, the reasons therefor?

ANSWER

THE DEPUTY MINISTER IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI C. P. MAJHI):

(a) to (d). Information is being collected and will be laid om
the Table of the House.



APPENDIX VI
(Vide para 39 of the Report)
LOK SABHA
Unstarred Question No. 3803 answered on the 18th March, 1975

Canalised Items of Drugs Imported by STC
3803. SHRI SOMCHAND SOLANKI:

Will the Minister of PETROLEUM AND CHEMICALS be pleas-
ed to state:

(a) what are the canalised items of drugs and pharmaceutical
imported by STC during the Fourth Eive Year Plan, item-wise,
quantity, CIF prices and the prices at which they were sold;

(b) whether in a number of cases STC flouted the rules and re-
gulations, charged high prices of their last imports and made huge
profits; and

(c) what steps Government propose to take to help the consum-
ers in cases where fabulous prices were charged by STC and what
action is proposed to be taken against the officials responsible?

ANSWER

THE MINISTER OF STATE IN THE MINISTRY OF PETRO-
LEUM AND CHEMICALS (SHRI K. R. GANESH):

(a) %o (c): The information is being collected and will be laid
on the Table of the Sabha.

-
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