
COMMITTEE ON 
GOVERNMENT ASSURANCES 

(2022-2023) 

(SEVENTEENTH LOK SABHA) 

EIGHTIETH REPORT 

80 

REVIEW OF PENDING ASSURANCES PERTAINING TO THE 
MINISTRY OF CHEMICALS AND FERTILIZERS 

(DEPARTMENT OF PHARMACEUTICALS) 

Presented to Lok Sabha on o9 I 02 12023 
T I 

LOK SABHA SECRETARIAT 
NEW DELHI 

February, 2023/Magha 1944 (Saka) 



I. 
11. 

I. 
11. 

Ill 

CONTENTS 

Composition of the Committee on Government Assurances (2022-2023) 
Introduction 

REPORT 
Introductory 
Review of the Pending Assurances pertaining to the Ministry of Chemicals and 
Fertilizers (Department of Pharmaceuticals) 
Implementation Reports 

APPENDICES 

Page 
ii 

iii 

1-5 
5-8 

8-9 

I. Extracts from the Manual of Practice and Procedures in the Government of India, 10-14 
Ministry of Parliamentary Affairs 

11. USQ No. 5025 dated 25.04.2013 regarding 'Vitamins and Neutraceuticals 15 
Markets' 

Ill. USO No. 299 dated 25.11.2014 regarding 'Manufacturing of API' 16 
IV. SQ No. 205 dated 04.08.2015 regarding 'Marketing practices by pharma 17-18 

companies' 
V. SQ No. 205 dated 04.08.2015 (Supplementary by Kumari Shobha Karandlaje, M.P.) 19-23 

regarding 'Marketing practices by pharma companies' 
VI. USO No. 235 dated 26.04.2016 regarding 'Capping Trade Margins of Costly Drugs' 24 

VI I. USQ No. 3383 dated 06.12.2016 regarding 'Unfair Practices' 25 

VIII. USQ No. 743 dated 07.02.2017 regarding 'Pharma Sector' 26 

IX. USQ No. 249 dated 18.07.2017 regarding 'New Drug Policy' 27 
X. USQ No. 248 dated 19.11.2019 regarding 'R&D Expenditure' 28-31 
XI. SQ No. 231 dated 04.02.2020 regarding 'Setting up of NIPER' 32 
XII. USO No. 452 dated 04.02.2020 regarding 'NIPER in Karnataka' 33 
XIII. USO .No. 1457 dated 20.09.2020 regarding 'Research and Development of New 34-35 

Drugs' 
XIV. USO No. 2314 dated 09.03.2021 regarding 'Life Saving Drugs' 36-37 
XV. USQ No. 3313 dated 16.03.2021 regarding 'PPD Scheme' 38 
XVI. USO No. 3567 dated 10.08.2021 by regarding 'Medical Device Park' 39 
XVII. General Discussion dated 06/12/2021 by Shri T.R.Baalu, M.P. regarding 40-61 

'Discussion on the National Institute of Pharmaceutical Education and Research 
(Amendment) Bill' 

XVIII. Minutes of the sitting of the Committee on Government Assurances (2021-22) held 62-66 
on 23th August, 2022. 

XIX. . Minutes of the sitting of the Committee on Government Assurances (2022-23) held 67-68 
on 07th February 2023. 

XX. Composition of the Committee on Government Assurances (2021-2022) 69 



2. 

3. 
4. 

5. 
6. 
7. 
8. 
9. 
10. 

11. 

12. 

13. 
14. 

COMPOSITION OF THE COMMITTEE 

ON GOVERNMENT ASSURANCES* 
(2022 - 2023) 

SHRI RAJENDRA AGRAWAL Chairperson 

MEMBERS 

Shri Nihal Chand Chauhan 

Shri Gaurav Gogoi 

Shri Ramesh Chander Kaushik 

Shri Kaushlendra Kumar 

Shri Khagen Murmu 

Shri Ashok Mahadeorao Nete 

Shri Santosh Pandey 

Shri M.K. Raghavan 

Prof. Sougata Ray 

Shri Chandra Sekhar Sahu 

Shri Indra Hang Subba 

Smt. Supriya Sadanand Sule 

Vacant 

15. Vacant 

SECRETARIAT 

1. Shri J.M. Baisakh Joint Secretary 
2. Dr. Sagarika Dash Director 
3. Shri M.C. Gupta Deputy Secretary 
4. Smt. Vineeta Sachdeva Under Secretary 

* The Committee has been constituted w.e.f. 09 October, 2022 vide Para No. 5363 of Lok 
Sabha Bulletin Part-II dated 09 November, 2022 



INTRODUCTION 

I, the Chairperson of the Committee on Government Assurances (2022-2023), 
having been authorized by the Committee to submit the Report on their behalf, present 
this Eightieth Report (1ih Lok Sabha) of the Committee on Government Assurances. 

2. The Committee on Government Assurances (2020-2021) at their sitting held on 
23rd August, 2022 took oral evidence of the representatives of the Ministry of Chemicals 
and Fertilizers (Department of Pharmaceuticals) regarding pending Assurances. 

3. At their sitting held on 07th February, 2023, the Committee on Government 
Assurances (2022-2023) considered and adopted this Report. 

4. The Minutes of the aforesaid sittings of the Committee form part of the Report. 

5. For facility of reference and convenience, the Observations and 
Recommendations of the Committee have been printed in bold letters in the Report. 

NEW DELHI; 
Di February, 2022 

18 Magha , 1944 (Saka) 

RAJENDRA AGRAWAL, 
CHAIRPERSON, 

COMMITTEE ON GOVERNMENT ASSURANCES 



REPORT 

I. Introductory 

The Committee on Government Assurances scrutinize the Assurances, promises, 
undertakings, etc., given by the Ministers from time to time on the floor of the House 
and report the extent to which such Assurances, promises and undertakings have been 
implemented. Once an Assurance has been given on the floor of the House, the same is 
required to be implemented within a period of three months. The 
Ministries/Departments of the Government of India are under obligation to seek 
extension of time required beyond the prescribed period for fulfilment of the Assurance. 
Where a Ministry/Department is unable to implement an Assurance, that 
Ministry/Department is bound to request the Committee for dropping it. The Committee 
consider such requests and approve dropping, in case, they are convinced that grounds 
cited are justified. The Committee also examine whether the implementation of 
Assurances has taken place within the minimum time necessary for the purpose and the 
extent to which the Assurances have been implemented. 

2. The Extracts from the Manual of Parliamentary Procedures in the Government of 
India, Ministry of Parliamentary Affairs laying guidelines on the definition of an 
Assurance, the time limit for its fulfilment, dropping/deletion and extension, the 
procedure for fulfilment, etc., besides maintenance of Register of Assurances and 
periodical reviews to minimize delays in implementation of the Assurances are 
reproduced at Appendix-I. 

3. The Committee on Government Assurances (2009-2010) took a policy decision to 
call the representatives of various Ministries/Departments of the Government of India, in 
a phased manner, to review the pending Assurances, examine the reasons for pendency 
and analyze operation of the system prescribed in the Ministries/Departments for dealing 
with Assurances. The Committee also decided to consider the quality of Assurances 
implemented by the Government. 

4. The Committee on Government Assurances (2014-2015) decided to follow the 
well established and time tested procedure of calling the representatives of the 
Ministries/Departments of the Government of India, in a phased manner and review the 
pending Assurances. The Committee took a step further and decided to call the 
representatives of the Ministry of Parliamentary Affairs also as all the Assurances are 
implemented through it. 

5. In pursuance of the ibid decision, the Committee on Government Assurances 
(2021-2022) called the representatives of the Ministry of Chemicals and Fertilizers 
(Department of Pharmaceuticals) and the Ministry of Parliamentary Affairs to render 
clarifications with regard to delay in implementation of the pending Assurances 
pertaining to the Department of Pharmaceuticals at their sitting held on 23rd August, 



2022. The Committee examined in detail the following 16 Assurances (Appendices - II to 
XVII): 

Table 1 

SI.No. SQ/USQ No. dated Subject 

1. USQ No. 5025 Vitamins and Neutraceuticals Markets 
dated 25.04.2013 (Appendix-II) 

2. USQ No. 299 Manufacturing of API 
dated 25.11.2014 (Appendix-III) 

3. SQ No. 205 Marketing practices by pharma companies 
dated 04.08.2015 (Appendix-IV) 

4. SQ No. 205 Marketing practices by pharma companies 
dated 04.08.2015 (Append ix-V) 
(Supplementary by Kumari 
Shobha Karandlaie, M.P.) 

5. USQ No. 235 Capping Trade Margins of Costly Drugs 
dated 26.04.2016 (Appendix-VI) 

6. USQ No. 3383 Unfair Practices 
dated 06.12.2016 (Appendix-VII) 

7. USQ No. 743 Pharma Sector 
dated 07.02.2017 (Appendix-VIII) 

8. USQ No. 249 New Drug Policy 
dated 18.07.2017 (Appendix-IX) 

9. USQ No. 248 R&D Expenditure 
dated 19.11.2019 (Appendix-X) 

10. SQ No. 231 Setting up of NIPER 
dated 04.02.2020 (Appendix-XI) 

11. USQ No. 452 NIPER in Karnataka 
dated 04.02.2020 (Appendix-XII) 

12. USQ No. 1457 Research and Development of New Drugs 
dated 20.09.2020 (Append ix-XIII) 

13. USQ No. 2314 Life Saving Drugs 
dated 09.03.2021 (Appendix-XIV) 



14. USQ No. 3313 PPD Scheme 
dated 16.03.2021 (Appendix-XV) 

15. USQ No. 3567 Medical Device Park 
dated 10.08.2021 (Appendix-XVI) 

16. General Discussion dated Discussion on the National Institute of 
06/12/2021 by Shri T.R.Baalu, Pharmaceutical Education and Research 
M.P. (Amendment) Bill (Appendix-XVII) 

6. During the oral evidence the Committee drew the attention of the representatives 
of the Ministry to the inordinate delay in fulfillment of the above 16 Assurances out of 
which one Assurance pertained to the 15th Lok Sabha, 07 Assurances to the 16th Lok 
Sabha and 08 Assurances to the lih Lok Sabha. As the Assurances belonging to the 
15th Lok Sabha and 16th Lok Sabha were very old and pending for more than 9 years to 
more than 5 yea.rs and there was inordinate delay in fulfi lment of these Assurances, the 
Committee enquired about the system of implementing/reviewing Assurances being 
followed in the Ministry, compliance with the instructions contained in the Manual of 
Practice and Procedure of the Ministry of Parliamentary Affairs as well as 
coordination with that Ministry for expeditious/timely implementation of the 
pending Assurances. In reply, the Secretary, Ministry of Chemicals and Fertilizers 
(Department of Pharmaceuticals) briefed the Committee as under: 

"There are 16 Assurances in our Department We have also made preparations for 
this meeting. We do administrative review from time to time at officers level and 
review is also done at Joint Secretary level. At the level of Secretary, meeting of 
senior officers is also reviewed. After that every assurance is answered and its 
Implementation Report is given. When the extension for time limit is requeste~ 
its permission is taken at the level of our Minister of State. The third thi(lg is that 
whenever the Parliament session starts, we review once before that as to how 
many implementation reports we can submit to the Parliament Secretariat before 
the Parliament Session. " 

7. When the Committee specifically desired to know the frequency of the meetings held 
for review of pending Assurances, the Secretary, Ministry of Chemicals and Fertilizers, 
Department of Pharmaceuticals stated as under:-

'There is an agenda in our Senior Officers Meeting (SOM). Although the meeting 
of senior officers is held almost every week, this agenda is taken up once a month 
or once in two months. " 

8. The Committee while acknowledging that there is great deal of work in the 
Ministry enquired as to whether it will be possible for the Ministry to take up an agenda 



exclusively pertaining to the Parliamentary Assurances once a month to· which the 
Secretary, Department of Pharmaceuticals replied in the affirmative. Thereafter, the 
Committee was apprised that the Ministry has prepared a presentation for the 
Committee to give information about the functioning of their Department. After that the 
presentation was made before the Committee. 

9. Subsequently, the Ministry of Parliamentary Affairs laid Implementation Reports 
in respect of 08 Assurances mentioned at 51.No.l, 2, 7, 9, 10, 11, 14 and 15 on 
14.12.2022 on the floor of the House. 

Observations I Recommendations 

10. The Committee note that as many as 16 Assurances 
of the Ministry given during the period from the year 2013 to 2021 were 
pending even after lapse of time ranging from one year to more than nine 
years. Out of these 16 pending Assurances taken up during the oral evidence, 
08 Assurances mentioned at SI. Nos. 1, 2, 7, 9, 10, 11, 14 and 15 have since 
been implemented on 14.12.2022 after delay ranging from one year in respect 
of some Assurances to more than 09 years in respect of others. Further, eight 
Assurances at SI. Nos. 3, 4, 5, 6, 8, 12, 13 and 16 could still not be fulfilled 
after delays ranging from one year to more than seven years. The inordinate 
delay in fulfillment of such a large number of Assurances clearly ~ndicates that 
not only due attention has not been given by the Ministry to. bring these 
Assurances to their logical conclusion but also the extant mechanism put in 
place by the Ministry for implementation of Assurances is far from effective. 
The Committee feel that Assurances are solemn Parliamentary obligations and 
the very purpose, utility and relevance of Assurances are lost if there is 
prolonged delay in their implementation. The Committee desire that the 
Ministry take note of the above concern of the Committee arid ensure review 
and streamlining of the existing mechanism/system of monitoring so that the 
Assurances are fulfilled on time. 

The scrutiny of pending Assurances further reveals that there is lack of 
coordination between the Ministry of Chemicals and Fertilizers (Department 
of Pharmaceuticals) on the one hand and various Ministries/Departments 
involved with the subject matter including the Ministry of Parliamentary 
Affairs, the nodal Ministry for Parliamentary Assurances on the other, 
resulting in delay in implementation of the Assurances. The laxity on the part 
of the Department is also clear from the fact that the Department submitted 
during evidence that they failed to interact or conduct review meetings with 
the Ministry of Parliamentary Affairs to review and facilitate implementation 
of the Assurances. The Committee, therefore, would like the Department to 
adopt a pro-active approach and scale up their level of coordination with 
various Ministries/Departments including the Ministry of Parliamentary 
Affairs for expeditious implementation of all the pending Assurances. 



The Committee also urge upon the Ministry to furnish the Minutes of 
the review meetings held in the Ministry from time to time for monitoring the 
Assurances as it will help the Committee to assess the progress of the 
Department of Pharmaceuticals with regard to implementation of Assurances. 
Further, it would act as an accountability tool and useful document for review 
of pending Assurances. 

II. Review of the Pending Assurances of the Ministry of Chemicals and 
Fertilizers {Department of Pharmaceuticals) 

11. In the succeeding paragraphs, the Committee deal with some of the important 
pending Assurances pertaining to the Ministry of Chemicals and Fertilizers 
(Department of Pharmaceuticals) which have been critically examined/ reviewed 
by them at their sitting held on 23.08.2022. 

A. Capping Trade Margins of Costly Drugs 

USQ No. 235 dated 26.04.2016 regarding 'Capping Trade Margins of Costly Drugs' 
(SI. No. OS). 

12. In reply to USQ No. 235 dated 26.04.2016, the Ministry inter-alia stated that a 
high level committee had proposed graded trade margins with reference to the Price to 
Trade (PTT). The proposals of the Committee were put on the Department's website 
with the request to the stakeholders to give their comments. These comments would be 
examined and a final decision would be taken thereafter. 

13. In its Status Note furnished in August, 2022, the Ministry of Chemicals and 
Fertilizers (Department of Pharmaceuticals) apprised the position regarding 
implementation of the Assurance as under:-

"The issue is under active consideration for which extensive consultations are being 
held with different industry stakeholders. Presently, the issue is at final stage and 
as soon as its finalization Implementation Report will be submitted" 

14. Giving an update on the implementation of the Assurance during oral evidence, 
the Secretary, Ministry of Chemicals and Fertilizers (Department of Pharmaceuticals) 
submitted as under:-

'This topic relates to pricing. The Hon'lJle Minister assured that the comments of 
the stakeholders on the proposals of the Committee would be examined and the 
final detision would be taken thereon. Si~ a lot of discussion and examination took 
place in the Department on this matter. In February 2019/ a pilot project was 
brought forward as an experiment wherein trade margin rationalization was 
imposed on the drugs against cancer. We even practiced for a year as to whether 
the prices come down because of that or not. We got positive response. There has 
been a reduction in the prices of about 526 different brands of 42 cancer druqs 



. -.. 

from 50 per cent to 90 per cent On the basis of that experiment during COVID 
when the prices of oxygen concentrators which come in the field of medical devices 
had also increased, we practiced Trade Margin Rationalization. During that period, 
its demand had also increased a lot. We also used to import it. People were. keeping 
pulse oximeter, glucose meter, BP monitor in their homes. Earlier all these used to 
happen only in the hospital. In this also we got positive result Thereafter, we used 
TRM as an experiment. We have got positive results in all the three experiments. 
As I said earlier, now we are free from COVID. We have done a lot of work on this 
in the last 6 months. Our chairperson has worked in great detail in National 
Pharmaceutical Pricing Authority (NPPA) . Now it has been submitted to our Minister. 
This is a policy decision. Policy decision will be taken after looking at all aspects. " 

Observations/ Recommendations 

15. The Committee note that capping of trade margins for costly drugs is 
crucial for making available drugs/medicines at affordable prices and 
ensuring the country's national health security. The Committee further note 
that a high level Committee in the Ministry had proposed graded trade 
margins with reference to the Price to Trade (PTT) in 2016 and the comments 
of stakeholders were sought in the matter. The Committee are, however, 
concerned to find that though the high level Committee has be~n constituted 
in 2016, precious little has been done in the direction of capp_ing of trade 
margins for costly drugs by the Ministry with the result that the Assurance 
given by the Government as early as April, 2016 still remains unfulfilled even 
after a lapse of more than 6 years. The Committee do not see any plausible 
reason for this delay since extensive consultations with different industry 
stakeholders have been held and experiments have been conducted for trade 
margin rationalization with positive results. The Committee are given to 
understand that Post COVID-19 especially during the last six months a lot of 
work has been done and the matter is now under consideration at the level of 
Minister. The representatives of the Ministry were, however, not able to give 
a definite time frame within which the Assurance is likely to be fulfilled citing 
that the issue involves a policy decision which requires consideration of all 
aspects. The Committee understand that policy matters do take time and the 
Ministry have to study/examine the issue in question in its entirety. However, 
inordinate delay on such an important issue of drug pricing is neither 
desirable nor acceptable as there is an imperative need for bringing down the 
MRP of the medicines to give maximum relief to the common man. The 
Committee while expressing their concern that matching importance and 
proper attention has not been given to the issue feel that timely action on the 
part of the Ministry could have helped capping the cause of the trade margins 
for costly drugs thereby protecting the interests of common citizens who have 
limited access to expensive drugs and medicines. The Committee, while taking 
strong objection to the undue delay in fulfillment of the Parliamentary 
Assurance particularly at a time when the country has been facing serious 
issues in fixation and monitoring of the prices of costly drugs which tend to be 



too high to the detriment of the people at large, recommend the Ministry to 
take expeditious steps to finalize the trade margins for costly drugs without 
further delay so that these medicines are available to the common man at 
most affordable rates and the Assurance fulfilled. 

B. New Drug Policy 

USQ No. 249 dated 18.07.2017 regarding 'New Drug Policy' (SI. No. 08). 

16. In reply to the Above said Question, it was stated that the Government is 
contemplating to introduce a new National Pharmaceutical Pol icy and the details are 
being worked out. 

17. Giving an update on the efforts made by them to implement the Assurance, the 
Ministry stated in their Status Note in August, 2022 that the fulfilment of the said 
Assurance would require some more time as the steps have been initiated to draft a New 
National Pharmaceutical Policy. 

18. During oral evidence, the Secretary, Ministry of Chemicals and Fertilizers 
(Department of Pharmaceuticals) explained the reasons for the delay in implementing 
the Assurance as under:-

''Jn this matter, our work is at a standstill. We have asked for extension. This is a 
matter of bringing a new policy. The Pharmaceutical Policy we have here is of the 
year 2002. The question was whether you will bring a new policy. At that time/ in 
the year 2017, we had said that we are working out the details of the new policy. 
I also got it in a preliminary form. Our Joint Secretary will work on it. I hope in the 
next two to three months we will be able to make it" 

Observations/ Recommendations 

19. The Committee note that introduction of a new National 
Pharmaceutical Policy is crucial for putting in place a regulatory framework 
for pricing of drugs so as to ensure availability of essential medicines at 
reasonable prices to the common masses while providing sufficient 
opportunity for innovation and competition to support the growth of 
pharmaceutical industry. The Committee are, however, constrained to note 
that even though the Ministry had assured that the details of the said policy 
are being worked out, adequate attention has not been given to this issue by 
the Ministry with the result that the Assurance given as early as 18.07.2017 
still remains unfulfilled even after a lapse of more than 5 years. The 
Committee are equally surprised to see the present status of fulfillment of the 
Assurance wherein the Ministry have sub_mitted that the subject matter of the 
Assurance pertained to replacing the existing Pharmaceutical Policy, 2002 
with a new one, however, the work on the matter is at a standstill and it will 
take two or three months. The Committee are disheartened to see the manner 
in which the subject matter has been handled/treated by the Ministry due to 



which the Assurance has been pending without any identified course of action 
thereby making the poor and middle class suffer ·immensely. The New 
National Pharmaceutical Policy is envisioned to facilitate affordable but high 
quality medicines for critical diseases as per international standards, 
strengthen infrastructure for health, make India sufficiently self-reliant in 
end-to-end indigenous drug manufacturing and create an environment of 
research and development to ·produce innovative drugs. Hence, there is an 
urgent need to· work out the details of this Policy in order to ensure growth 
and development of the Indian pharmaceutical industry. The Committee, 
therefore, exhort the Department to accord utmost priority to the matter, 
make more serious efforts under a concrete action plan and find ways and 
means to better coordinate with all concerned so that the details of new 
Pharmaceutical Policy is worked out/finalized and the pending Assurance 
implemented without any further delay. 

III. Implementation Reports 

20. As per the Statements of the Ministry of Parliamentary Affairs, Implementation 
Reports in respect of the following eight (8) Assurances have since been laid on the 
Table of the House on 14.12.2022: 

Table 2 

SI.No SI. No. in the SQ/USQ No. and date Date of 
Table 1 (Para No. 5) Implementation 

1. Sl.No.1 USQ No. 5025 dated 25.04.2013 14.12.2022 
regarding 'Vitamins and 
Neutraceuticals Markets' 

2. SI. No. 2 USQ No. 299 dated 25.11.2014 14.12.2022 
regarding 'Manufacturing of API' 

3. SI. No. 7 USQ No. 743 dated 07.02.2017 14.12.2022 
regarding 'Pharma Sector' 

4. Sl.No.9 USQ No. 248 dated 19.11.2019 14.12.2022 
regarding 'R&D Expenditure' 

5. Sl.No.10 USQ No. 231 dated 04.02.2020 14.12.2022 
regarding Setting up of NIPER' 

8 



6. Sl.No.11 

7. Sl.No.14 

8. Sl.No.15 

NEW DELHI; 
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USQ No. 452 dated 04.02.2020 14.12.2022 
regarding 'NIPER in Karnataka' 

USQ No. 3313 dated 16.03.2021 14.12.2022 
regarding 'PPD Scheme' 

USQ No. 3567 dated 10.08.2021 14.12.2022 
regarding 'Medical Device Park' 

RAJENDRA AGRAWAL, 
CHAIRPERSON, 

COMMITTEE ON GOVERNMENT ASSURANCES 
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Chapter 8 

(Assurances) 

8.1 During the course of reply given to a question or Definition 

a discussion. if a Minister gives an undertaking which 
involves further action on the part of the Government in 
reporting back to the House. it is called an 'assurance·. 
Standard list of such expressions which normally constitute 
assurances as approved by the Commitll:lt: on Government 
Assurances (CGA) of the respective lJouse, is given at 
Annex-3. As assurances are required to be implemented 
within a specified time limit, care should be taken by all 
concerned while drafting replies to the questions to restrict 
the use of these expressions only lo thos..: occasions when 
it is clearly intt:ncled to give an assuranc~ on the floor of 
the House. 

8.2 An assurance given in either House is required to be Time limit for 

fulfill d · . ._ . d f h h • f fulfillin11 an e within a perlO o t rec mont s from the date o assuran:~ 
the assurance. This limit ha~ to be strictly followed. 

8.3 To ensure early fulfillment of assurances, entire Online J\ssuranc.:s 

b · · f' ll' f f' Monitoring S\st.:m process egrnning rom cu mg out o assurances rom (OAMSl • 
the proceedings of the I louse to the submission of 
lmplementation Report including extension of time, 
dropping and transfer of assurances have been automated 
through a Solt\\ are Application named "'Online Assurances 
Monitoring System'· (OAMS). Requests for l.!xtcnsion of 
time. dropping or transfer of assurances and submission 
of Implementation Report through any other offiine mode 
shall not be entertained under any circumstances. 

IO 

\ 



l'ull111g l)Ut ()f 
Assurances 

l1clc110n from the 
h~I or assurances 

r· xlcnsion oJ'tim..: 
for fulfilling. M 

assurance 

Registers of 
,\ c;s11ranccs 

8.4 When an assurance is given by a Minister or when 
the Presiding Officer. directs the Government to furnish 
information to the I louse, it is extracted by the Ministry 
of Parliamentary /\ffairs, from the relevant proceedings 
and communicated to the Department concerned onl ine 
through 'OAMS · normally within 20 working days of the 
dntc on which it is given <>n the floor of the House. 
8.S If the administrative Minislry/Dt:partmenl has any 
objection to treating such a statem·enl as an assurance or 
finds that it would not be in the public interest to fulfill it. it 
may upload its request at 'OAMS' within a week of treating 
such statement as assurance fr.1r getting it deleted from the 
I ist or assuram:cs. Such action wi II require prior approval 
of the Minister concerned and this fact should be clearly 
indicated in their communication containing the request. If 
such a request is made towards the end or st ipulated p~riod 

of three months, then it should invariably be accompanied 
with a request of exten::;ion of time. The department should 
continue to seek extension of time till the decision of 
the Committee on Government Assurances is conveyed 
through ·Q AMS'. Requests received through offiine mode 
-.ha ll not be cnkrtoincd by either Rajya Sabha/Lok Sabha 
Secretariat or Min is try ol Parliamentary /\ ffairs . 

8.6 If the Department finds that it is not possible to fulti II 
the assurance within the stipulated period of three months 
or with in the period of extension already granted: it may 
scck further extension of time as soon as the need fo r such 
extension becomes apparent imlicating the reasons for 
ck la~· and the probable additional time required alongwith 
detai Is of al'tion taken/progress made in the matter. /\II such 
request should be submitted at 'OAMS' for decision by 
CGA thereon with the approval of the concerned Minister. 

8.7.J The parliculars of every assurance will be entered by 
the Parliam~nt Llnit ol the rvtinistry/Department concerned 
in a register as at Annex 4 a Iler which the assurance wil l be 
passed on to the concerned section 

\\ 



8.7.2 Evt!n ahead of the receipt of communication from 
the Ministry of Parliamentary Affairs through 'OAMS' 
the section com:crned should take prompt action to fulfill 
such assurances and keep a watch thereon in a register as 
at Annex 5. 

8.7.3 The registers referred lo in paras 8.7.1and8.7.1 will 
be maintained separately for the Lok Sabha and the Rajya 
Sabha assurances. entries therein b<.:ing made session 
wise. 

. r.;.:_ 

The Section Officer in charge of the concerned section Rote ufSection 
will: Oliicer and Branch 

Ollh:cr 

(a) scrutinize the registers once a \\eek: 

(b) ensure that necessary follow-up action is taken without 
any delay whatsoever: 

( c) submit the registers to the branch officer every fortn ight 
if the I louse concerned is in session and once a month 
othenvise, drnv. ing his special attention to assurances 
which are not likcl) to be implemented '' ithin the 
period of three months: and 

(d) review of pending assurances should be undertaken 
periodicall) at the highest level in order to minimize 
the dda) in implementing the assurances. 

8.8 J'hc branch olfo:er will likewise keep his higher 
officer and Minister informed of the progress made in 
the implementation of assurances. dra'"ing their special 
attention to the causes of delay. 

8.9.1 Fvcr) cfforl should be made to fulfill the assurance 
within the prescrihcd perioJ. In case onl) part of the 
information is available and collection or the remaining 
information would involve considerable lime. an 
Implementation Report(IR) containing the available 
information should be uploaded at 'OAMS" in part 
fulfillmenl of the assurance, within the prescribed time 
limit. However. efforts should continue to be made for 
expeditious collection of the remaining information for 
complete implementation of the assurance at the earliest. 

Procedure for 
lultillment t>f an 



Laying ot' thc 
Implementation 
RcpMl on the Table 
111'tht' J·loust' 

Ublig:uion t1> l:iy a 
paper on the Tabl.: 
of the I l utL~c vis-a-
vis USSUr:'lllCC on the 
s:unc ~ubJCCt 

8.9.2 Information to be furnished in partial or complete 
fulfillment of an assurance should be approved by the 
Minislc:rconcerned before it is upload\.·d at '0/\MS' in both 
English and Hindi versions in the pn.;scribed pro forma as 
at Annex-6 , together with its enclosures. A ftcr on line 
submission of the Report for fulfillment of the assurance 
partial or complete as the case may be. four hard copies 
each in Hindi and English version with one copy of each 
version duly authenticated b~ the officer concerned should 
be sem to thl::! Ministry of Parliamentary Affairs for laying 
until e-Jaying is adopted by the concerned I louse. 

8.9.3 The Implementation Report should be submitted 
at·OAMS' only. Implementation Report sent by any other 
mode or ~ent to Rajya Sabha/Lok Sabha Secretarial directly. 
will not be consiuered for laying. 

8.10 The Ministry of Parliamentary Affairs, after scrutiny 
of the lmplementation Report, wi ll arrange to lay it on the 
Table of the House concerned. A copy of the Implementation 
RcporL as laid on the Table, wil l b~ forwarded by Ministry 
or Parliamentary Affairs to the member(s) concerned. 
Details oflaying oflmpkmentalion Rcpc1rt submitted by the 
Ministry1Depa1tment concerned would be made available 
by the Ministry of Parliamentary Affairs at 'OAMS". The 
Parliament Unit of the Ministry/Department concerned 
and the concerned section will. on the basis of information 
available at ·OA\.1S'. update their records. 

8.11 \Jv here th~re is an obligation to lay any paper (ruld 
order/notification, etc.) on the Table of the House and for 
which an assurance has also been given, it will be laid 
on the Table, in the first instance, in fulfillment of the 
obligation. independent of the assurance given. After this, 
a fo rmal report regarding impkmcntation of the assurance 
indicating the date on which the paper was laid on the Table 
will be submitted at 'OAMS ' in the prescribed proforma 
(Annex-6) in the manner already described in para 8.9.2 

\ '°?> 



- 8.12 Each House of Parliament has a Committee on C'ornmitttl!cs 
Government Assurances nominated by the Chairman/ ~~~::~;:neut 
Speaker. It scrutinizes the Implementation Reports anll the RSR 21 J-A 
time taken in the f ulfillmcnt of Government Assurances I SI~ 323. J2.l 
and focuses attention on the delays and oth~r significant 
aspects. if any. pertaining to them. Instructions issued by 
Ministry of Parliamentary Affairs from time to time as 
available on ·OAMS' are to be followed strictly. 

8.13 The Ministries/Departments will, in consultation \.\.ith 
Lhe Ministry of Parliamentary Affairs. scrutinize the reports 
of these two Committee ... for remedial action wherever 
called for. 

Reports or 1hc 
l'ommilh!cs on 
( iuvcrnmcnl 

... 

8.1-J On dissolution of the Lok Sabha, the pending 
assurances do not lapse. AJI assurances, promises or 
undertakings pending implementation an: scrutinized 
bv the ne'" Committee on Government Assuram;cs for 
selection of such of them as arc of considerable public 
importance. The Committee then submits a report to the 
Lok Sabha with specific recommendations regarding the 
assurances to be dropped or retained for implementation 
by the Government. 

Eflcct on a.'>Suranccs 
on dissolutma or 
the Lui\ Sabha 
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GOVERNMEN'I OF ll'JDIA 

MINISTRY OF- CHEMICALS AND FERTILIZERS 
DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 
UNSTARRED QUESTION NO. 5025 

TO BE ANSWERED ON 25th APRIL, 2013 

Vitamins and Neutraceutlcals Markets 

5025. SHRI MODUGULA VENUGOPALA REDDY: 

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

(a) whether the Government is planning to tighten the regulatory landscape of Rs. 
4500 crore vitamins .. and neutraceuticals markets In the country; and 

(b) if so, the details thereof? 

ANSWER 

MINISTER OF STATE (INDEPENDENT CHARGE) IN THE MINISTRY OF 
CHEMICALS AND FERTILIZERS AND MINISTER Of STATE (INDEPENDENT 
CHARGE) IN THE MINISTRY OF STATISTICS AND PROGRAMME 
IMPLEMENTATION (SHRI SRIKANT KUMAR JENA) ---

1 
(a) & (b): The information is being collected and will be laid on the Table of the I 

House.- - -- -..., 

xxxxxxxxxx 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FE:RTILIZERS 

DEPARTMENT OF' PHARMACEUTICALS 

LOK SABHA 

UNSTARRED QUESTION No. 299 

TO BE ANSWERED ON THE 25th NOVEMBER, 2014 

Manufacturing of API 

299. DR. SANJAY JAISWAL: 

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

(a) whether the Government has taken any steps to encourage 
manufacturing of Active Pharmaceutical Ingredient {API) required for 
production of the essential medicines In the country; 

(b) If so, the details thereof; and 

(c)lf not, the reasons therefor? 

ANSWeR 

MlrffISJER QF CHJ;MICALS AND FERTILIZERS (SHRI ANANTH 
KUMAR) 

(a) Yes, Sir. 
(b) to (c) In a meeting held In Prime Minister's Office on 
08.10.2013, It was decided to set up a Committee of Secretaries under 
the Chairmanship of Secretary, Department of Health Research to 
study and Identify the Active Pharmaceuttcal Ingredients (APis) of 
critical Importance and to workout a package of 
Interventions/concessions required to bulld domestic production 
capabilities, and examine the cQst Implication. In addition to the 
Chairman, the Committee comprises of Member Secretary, National 
Manufacturing Competitiveness Council (NMCC), Secretary, 
Department of Pharmaceutlcals, Secretary, Department of Health, 
Secretary, Department of Commerce and Secretary, Department of 

\ ~~~=~ollcy &. Promotion. ~e ~epo~.!_t~~ --~Id Comml~JL,. ) 

l ******* 
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GOVERNMENT OF INDIA 
MINISTRY Ot= CHEMICALS AND FERTILIZERS · 

DEPft.RTMENT OF PHARMACEUTICALS 

LOK SABHA 

STARRED QUESTION No. *205 

TO BE ANSWERED ON THE 04TH AUGUST, 2015 

Marketing practices by pharma companies 

*205. (Uf·JlARI SHOBHA KARANDLAJE: 

Will th1:i 1\/'linister of CHEf\1ILALS AND FERTILIZERS be pleased to state: 

(a) VJhether there are reports of aggressive marketing/promotion of 
c ·ugs/ medtcrnes by pharma companies by .way of Inducing doctors 
trirough gifts, hospitality, foreign trips etc., for prescribing 
E:,pensive brands of drugs and If so, the reaction of the 
Government thereo11; 

(b) v1hether Uniform Code of Pharmaceutical Marketing Practices 
(UCPMP) to prevent/stop such unethical marketing practices Is 
l:.Hli 19 considered; 

(c:) if so, the salient features and objectives of the said code; 
(d) vrhether the Gov.3mment has received comments/suggestions from 

Viir'ous stakeholdet·s/Pharma associations In this regard, if so, the 
cl1?tails thi;?reuf and \:he pre~ent status of UCPMP; and 

(e) e- e e~tem to which UCPMP is likely to reduce ··the unethical 
marketing practices by a section of pharmaceutical companies? 

ANSWER 

MINISlJ!R Of &HEMICALS AND FERTILIZERS (SHRI ANANTH 
.KUMArt}. 

(a) to (e): A Statement ls laid on the Table of the House. 

xxxxxxx 
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STATE1~1ENT REFERRED TO IN REPLY TO PARTS (a) to Ce) Or THE 
LOK SJ~BHA STARREIO QUESTION NO. 205 TO BE ANSWERED ON 
04.0s.:rois REGARt~ING MARKETING PRACTICES BY PHARMA 
COMPJ!~NIES 

(a): Y1:s, Madam. 

{b): Tile Government after consulting all the stakeholrlers '1Clvi:> 
formulated a Uniform Code for Pharmaceutical Marketing Practices 
(UCPMP:. which is to be adopted at the first instance voluntarily for a 
period upto 31.08.2015. 

(c): In view of reply to (b) above, does ncit arise. 

( 

( d): The Government has received suggestions from the stakeholders 
subsequ·:nt to which a meeting was taken with the stakeholders by the ·1 

f Hon'blr: Minister (C&F) on 29.07 .2015. The sugge..stlp.DSJ.e.ceilled-.llllilUlQ 
be examined and a concrete code woulaoe formulated after discussion I 
~ftfl ail the stakeh~ - -- ::: -=-~""'.- I 

"; 

(e): Once the Uniform Code for Pharmaceutical Marketing Practices 
(UCPMP) is adopted by the stakeholders in a true spirit it is likely to 
reduce the unethical marketing practices. 

xxxxxxx 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

DEP.A.RTMENT OF PHARMACEUTICALS 

LOK SABHA 

STARRED QUESTION No. *205 · 

TO BE ANS'WERED ON THE 04TH AUGUST, 2015 

Marketing practices by pharma companies 

*205. l<LJMARI SHOBHA KARANDLAJE: 

Will th•~ Minister of CHE!VIICALS AND FERTILIZERS be pleased to state: 

(a) v1h(~ther there are reports of aggressive marketing/promotion of 
c .·ugs/ medicines by pharma companies by .way of inducing doctors 
through gifts, hospitality, foreign trips etc., for prescribing 
e:.cpenslve brands of drugs and if so, the reaction of the 
Government thereon; 

(b) v1hether UniforM Code of Pharmaceutical Marketing Practices 
(UCPMP) to prel/ent/stop such unethical marketing practices is 
l:1~lng considered; 

(c) if so, the salient features and objectives of the said code; 
(d} whether the Government has received comments/suggestions from 

v11r1ous stakeholders/Pharma associations in this regard, if so, the 
dntails thereof and the present status of UCPMP; and 

(e) ti·e extent to which UCPMP is likely to reduce the unethical 
marketing practices by a section of pharmaceutical companies? 

ANSWER 

MINIS]§R OF CHEMICALS AND FERTILIZERS (SHRI ANANTH 
KUMAR) 

(a) to (e>: A Statement is laid on the Table of the House. 

xxxxxxx 



STATl~~UiNT REFERRI@ TO IN REPLY TO PARTS Ca) to (e) OF THE 
LQ_K !WiBHA STARREl~LQUESTION NOL.1.05 TQ BE ANSWERED ON 
04.0Q~UllS REGARC!XNG MARKETING __ eRACTICES BY PHARMA 
m.M.el~N;tg§ 

(a): Y•?s, Madam. 

(b): The Government after consulting all the stakeholders have 
formulated a Uniform Code for Pharmaceutical Marketing Practices 
(UCPMP:; which is to be adopted at the first Instance voluntarily for a 
period lftJto 31.0.8.2015. 

( c): rn Vfew of reply to (b) above, does not arise. 

( d): The Government has received suggestions from the stakeholders 
subsequ ·~nt to which a meeting was taken with the stakeholders by the 1 
I Hon'bl1~ Minister (C&F) on 29.07.2015. Ihe ~ .. ~tip.o.s.~r.e.cely.e_d. ~vy.g_uJ.tj 

be ex21rnined and a concrete code woulaoe rormulated after discussion 
with all rife stakeh~-·~ --- - -~--~----.,-- . . _.___.=; h 
'\ .. - ~-··--.... . ,., ...... *!:.....:::__.--~-

( e) : Once the Uniform Code for Pharmaceutical Marketing Practices 
(UCPMP) is adopted by the stakeholders In a true spirit it is likely to 
reduce the unethical mc1rketlng practices. 

xxxxxxx 

'tO 



J 

(Q. 205) 

KUMARI SHOBHA KARANPLAJE : Madam Speaker, I congratulate the 

Government of India, particularly the Department of Pharmaceuticals for 

launching the Uniform Code of Pharmaceutical Marketing Practices (UCPMP) 

from 1st January' 2015 which was pending for many years. It is a good move from 

the Governrnerrt to control and detect malpractices and illegal collusion between 

doctors and pharmaceutical companies. I want to know from the Government as to 

why the Uniform Code of Pharmaceutical Marketing Practices is voluntary and 

not mandatory. Anything voluntary in India will not work or serve the purpose 

especially in the field of business. I want to know, through you, from the Minister 

what action the Department of Pharmaceuticals will take to make the Uniform 

Code mandatory and what action will be taken by the Department against the 

pharmaceutical companies and doctors who are not following the Uniform. Code 

of Pharmaceutical Marketing Practices. How many companies have come under 

this Code in the last six months? 

~~~~: ~3{Wlff~. ~~""~~~m1~i $ 

w \fflCITT vrcrR ~ ~ ti w ~ 1'fm t f% ~ ~fID<l'l CRIT ~ 1'fm t1 ~ ~ ~ 
w ~ l1RT t fcp ~ ~ ~ 'R ~ m ~ Cf>Pi m w ti ~ 'IX ~ fcrc!"R QR ~ t i 
m ~ ~ ~ 'R ~ -q ~ fcmif 1 m 31 3flffiT -aCfi ~ d'll"llPl"'11 ~ 
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KUMARI SI IOBHA KARANDLAJE : Madam. the Minister has not answered 

about the collusion between doctors and pharmaceutical companies. Actually 

some pharmaceutical companies are selling spurious and adulterated medicines. I 

want to know from the Minister as to what action the Government will take to 

curb this practice. 

~ ~ *1wl ~ : 3lWaT ~. WR~ ~ ~ Tfml" rn xl -wt \1IRft 5 err 
~ ~ CfiT q9t\lcf)q ~ tlX CITTl1 CITTm %1 \ill ~ ~1 Cl? l ?:1d ~mft t. ~ l.N ~ Qil04~lll 

m Cfitl Tfml" ~ xf fcRti ~· "If ~ ~ ~ -g (ff Cflf~ Cl I~ ({ft \iITTfi ~ I 

SURI P.R. SENTHILNATHAN : Madam Speaker, the Government of Tamil 

Nadu headed by our able leader Puratchi Tha/aivi Amma is implementing the 

Chief Minister's Comprehensive Health Insurance Scheme for the poor through 

which all the poor people can take medical treatment free of cost in all the 

hospitals, including private hospitals. Further, in order to make drugs available at 

an affordable cost, our Amma has opened Amma Pharmacy throughout the State 

through which all the medicines will be sold at an affordable cost on no profit, no 

loss basis. I want to know from the hon. Minister whether such a pharmacy on the 

line of Amma Pharmacy will be opened in all the States to make available all the 

medicines at an affordable price. 

Further, we find unethical marketing practice like online trading of 

medicines. This will affect lak.hs of people engaged in selling medicines. _So, I 

would like to know from the hon. Minister whether the Government will take 

suitable measure to prevent such online trading in the pharmaceutical industry. 

Thank you, Madam. 

~ ~ Tf1TITT+l" ~: 3Tt2laT ~. ftm ow xl a~c>111;g ~ ~ ffi ~cf>~ 

\il1~ ~ "CITTR cnJ <Ii i 4ID'i "if<'ITm t ~ ~ ~ ~ ~ ~ CITTl1 ~ vrr x51 t 1 

~ ~ 3l'R~~ ~ ~ ~mxCITTcf> ~~ ~ ~ ~ ~ cnJ ~ Cflf ~ 

ti ~ mi:r ~ ~ 'lfi 'tf<'IT ~ t 3fR 'lfi ~ M "If ~ vrr ~ ~I 3ITTcf> lflUf!1 



( 

..... 

[!'1 ~ . 1 )~ % i f ·~ ~ i ~ jg. ~ i :s ~ ~ ~ "t 1& 
~ ~ $ ~ ~ l . ~ 15 ~ ~ l ; i 1 t i 
1& ~ .~ ~ '1& ~ jg. ~ ~ ~ ~ ~ ~ -~ i t J;: ~ 
l 1:~:tii~~ i:~~ i~ f~:g w . ~ ~ ~ . * ~ i '1& ~ ~ ~ ~ ~ ~ i ~ g 
i ~ ~ . ~ ~ i.· ii§ f;j $ :t ·'" "" ~ ~ i ~ ~ ""' ~ 
~ t ~ ~ 1¥ i ~ ·g ·~ ~ i ~ i ~ ~ ~ 
rg ~~~ ~~'!&~~ ~:~~ ""! i""~15 
;_ ~r5i 15 ~i f,i l15 !~ i~ ~;-e ~ 
~ i "" .. ; I rs j ; ~ .~ ~ .,. ; ~ i I . 1£ f 
1~1 ~i~l ~1 i ~!1Y""«<!; ~ l!; 1 
'15 i : ~ i ~ i . ~ f f, ~ f fil * ~ i g . ~ i ~ -

- ~11;.w1~;~;~!1&!fi1! •t~~; 
: rg ; 1 i ~ I $ ~ ~ i I i ~ : ~ I - t 1& i 
15 1£ ~i ~~-!:;~~,,,.IS~ ~'!O i" t g ~ --~ ~ ~i 
.,, ~'fi' "'!& ~ ~ fll ~ j&i 1' ~i!t~f i ~ ~'15~ 

~ I i : i ~ : i i : ! .I ! ~- I ! f i - .11 l ! ! ~ 
l:: ~ f ft ig i t- ~ ·~ ~ ~ ~ re. '1=t" *" ~ ~ ~ ~ ~ ~ ·~ ~ ~ ~ ·~ i >,f\tJ ·~ ~ ~ r& ~ ·~ ~ ~ r& ~ 
.. ""''ti~ i~15 t~<t< I~~ ~'ti !1-t< .. f ~~ 

.. ..... 

d) 
O' 



GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 

UNSTARRED QUESTION No. 235 

TO BE ANSWERED ON THE 26th April, 2016 

Capping Trade Margins of Costly 
Drugs 

235. SHRI Y.S. AVINASH REDDY: 
SHRI GUTHA SUKENDER REDDY: 

Wiii the Minister of CHEMICALS AND FERTILIZERS be pleased to state: 

(a) whether it Is a fact that a high .. level committee has 
recommended for capping of trade margins for costly drugs with 
a view to bring down the MRP of the medicine; and 

(b) If so, the details thereof and the decisions of the Government on 
this Issue? 

ANSWER 

MINISTER OF SJATE IN THE MINISTRY OF CHEMICALS AND 
FERTILIZERS (SHRI HANSRAl GANGARAM AHIBl 

{a): Yes, Madam. 

(b): The Committee has proposed graded trade margins with reference 
to the Price To Trade (PTT). The proposals of the Committee nave been 
put on the Department's website with the request to the stakeholders to 
give their comments. The~~-~om_rn~nts .. would be examined and a final 
decision would be taken thereafter. 

-~ - ---- - - -~ .. - - ... 

xxxxxx 
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GOVERNMENT OF INDIA A-rp~ -

MINISTRY OF CHEMICALS AND FERTILIZERS 
DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 

UNSTARRED QUESTION No. 3383 

TO BE ANSWERED ON THE 5th December, 2016 

Unfair Practices 

3383. SHRI N.K. PREMACHANDRAN: 

Wiii the Minister of CHEMICALS AND FERTILIZERS be pleased to state: 

(a) whether the Government is aware that the pharmaceutical companies 
are doing unfair marketing practices to promote their products and If so, the 
action taken by the Government to ban this practice; 

(b) whether it has come to the 11otlce of the Government that the 
pharmaceutical companies are . giving financial support, valuable gifts, 
foreign tours, debit cards to doctors for promotion of their products and if 
so, t~e action taken by the Government to control the same; 

(c) whe.ther the Government is also aware that pharmaceutic~! companies 
are sponsoring the medical conferences for doctors and if so, the action 
taken thereon; and 

(d) whether the Government has any proposal for effective implementation 
of the uniform code of pharmaceutical marketing practices and If so, the 
details thereof and the action taken tnereon? 

ANSWER 

MINISTER Of STATE IN THE MINISTRY OF ROAD TRANSPORT AND 
HIGHWAYS; MINISTRY OF SHIPPING AND MINISTRY OF CHEMICALS 
AND FERllLIZERS (SHRI MANSUKH L. MANDAYIYAl 

(a), (b) & (c): Yes Madam. The government had received some c-0mplalnts 
against certain Pharmaceutical Companies for using unethical practices for 
promoting their products. These complaints were examined and action was 
taken in accordance with the provisions of the Uniform Code of 
Pharmaceutical Marketing Practices (UCPMP) which Is effective from 
1.1.2015. 

(d): If It Is found that the present Uniform Code o!_f.!}armpceutL~?l_~~keting 
Prdctices iU.CeMP) which._!§ effective from 1.1.2015 Is not working 
effectively I the Government wm"ruialyze arid fh{deffectivesolutfunS. ----- -- - ~ 

-·--~·~---.I 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 

UNSTARRED QUESTION No. 743 

·ro BE ANSWERED ON THE 7th February, 2017 

Pharma Sector 

743. SHRI B.V. NAIK: 

Wi!I the Minister of CHEMICALS AND FERTILIZERS be pleased to state: 

} .. 

(a) whether the Government recognizes the pharma sector as a sunshine 
industry having a tremendous potential for growth and if so, the details 
thereof; 

(b) w11etr1er the Government is considering to set up a separate Ministry 
for pharma and medical devices sector; 

(c) wt1ether the Government is considering to Implement the 
re.:ommendations of the Katoch Committee to cut bulk drugs import from 
China to hi::lp pharma industry In the country; and 

(d) if so, the details thereof? 

ANSWER 

MINISTER OF STATE IN THE MINISTRY OF ROAD TRANSPORT AND 
HIGHWAYS; MINISTRY OF SHIPPING AND MINISTRY QF 
CHEMICALS AND Fl;RTILiiEBS (StlRI MANSUKH L. MANDAVIYAl 

(a): Yes, Madam. The Indian Pharmaceutical Industry Is witnessing a 
robust growth. In the beginring of 11~h Plan In 2007 it stood at 
approximately Rs. 71000 crores which has now risen to approximately Rs. 
2,00,000 crores as per data of Pnarmatrac and Pharmexcil upto 2015-16. 

(b): No, Madam. 

(c) f't (d): No f~n~I -~ie~ -~a~ been _taken about implementati~!::_?f_ Katoch I 
Committee recommendations yet, -- ...... 

xxxxxx 2-~ . 



GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 

UNSTARRED QUESTION No. 249 

TO BE ANSWERED ON THE 18th July, 2017 

New Drug Policy 

249. SHRI GUTHA SUKENDER REDDY: 

-\ x 

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

(a) whether it ls true that the Government is contemplat ing to introduce a 
new Drug Policy; 

(b) if so, the details thereof; and 

{c) the tlrne by which the new Drug Policy is likely to come into effect?. 

ANSWER 

MINISTER OF STATE I N THE MINISTRY OF ROAD TRANSPORT ANQ 
HIGHWAYS; MINISTRY OF SHIPPING AND MINISTRY OF CHEMICALS 
AND FERTILIZERS (SHBI f!1ANSUKH L. MANDAVIYA} 

(a) & {b): Yes, Madam. The Government is contemplating to Introduce a 
new National Pharmaceuticals Policy. The details are being worked out. ---. - .. ~- ... -

(c): No time limit can be indicated at this stage. 

xxxxxx 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

LOK SABHA 
UNSTARRED QUESTION NO: 248 

ANSWERED ON: 19.11.2019 
R&D Expenditure 

Dushyant Singh 

Will the Minister of 

CHEMICALS AND FERTILIZERS 
be pleased to state:-

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

(a) the details regarding Research and Development (R&D) expenditure oflndian Pharmaceutical 
companies/Public Sector Undertakings (PSUs) across various segments·during the last five years, 
year-wise; 
(b) the steps taken by the Government to enhance the expenditure on R&D activities for development 
of new drugs; 
(c) the details of the new drug molecules developed in the country; and 
( d) the steps taken by the Government to facilitate the development of new drug molecules in the 
country? 

ANSWER 

MINISTER IN THE MINISTRY OF CHEMICALS AND FERTILIZERS 
(SHRI D. V. SADANANDA GOWDA) 

(a): The department does not maintain information regarding Research and Development (R&D) 
expenditure of Indian Pharmaceutical companies. There are five Public Sector Undertakings (PS Us) 
under the aegis of the Department of Phannaceuticals, but all of them are either under closure or 
strategic disinvestment. The R&D expenditure of the pharma PSUs during the last five years is as 
under: 

Year 2014-15 2015-16 2016-17 2017-18 2018-19 
R&D Expenses 
(In Rs. Crores) 0.27 0.36 0.90 1.40 0.15 

\ 

(b), (c) & (d): The Department of Pharmaceuticals has constituted an Inter-Departmental Committee -, 
(IDC) to coordinate work in the area of Pharmace!!_ticals research undertaken by organizations and 

llisfitutes under the;_ Central Government for institulionalizing a robust mechamsm to ensure econorriy, 
erhc1ency, effectiven SS and trans arency in the ar of Pharmaceutical research:-rtle l'erms of 
Reference o of the Committee are: (1) To periodically review an coor inate the research work. 
undertaken by various governmental organizations undt:r different Central Ministries/Departments in 
a collaborative, synchronized and synergized way for optimum utilization of funds; and (ii) To ensure 
that research is conducted in such a way so as to avoid duplication of efforts and resources. The 
Department has set up seven National Institutes of Pharmaceutical Education & Research (NIPERs) 
as Institutes of national importance all over the country to impart masters and doctorate education and 
conduct research in various specializations of pharmaceuticals. 

~ 



Further, the Government has initiated several programs and schemes to discover and develop new 
drug molecules. It provides funding for different laboratories that are actively involved in drug design 
a~~development. Indian Council of Medical Research (lCMR), Defence Research & Development 
Organization (DRDO) and Council of Scientific & Industrial Research (CSIR) laboratories have bee .... 
set up in the country to facilitate drug discovery and development programs by Government of India. 
These research laboratories have not only had developed state of the art facilities for drug discovery 
and development but also taken new drug molecules to the clinical stage or launched the products. 
Similarly, the Ministry of Ayush was set up by Government of India to promote and develop 
Ayurvedic and Herbal medicines. Further details arc given at Annexure. 

Annexure referred to in part (b), (c) & (d) ofLokSabhaUnstarred Question No. 248 for reply on 
19.11.2019 raised by ShriDushyant Singh regarding 'R&D Expenditure' . 

(b), (c) & (d): (i) As per info1mation received, several new drug molecules have been developed by 
the Indian pharmaceutical industries and/or research institutions as under: 

S No Name of molecule Therapeutic category Organization Status 
1 DRF-2593 Diabetes-PPAR agonist Dr Reddys Laboratories Ltd Terminated the development 
2 Rbx2258 Benign prostatic hyperplasia Ranbaxy Laboratories Ltd Out licensed to ShwarzPhanna 
3RBxl1160 
(Synriam) Cerebral malaria Ranbaxy Laboratories Ltd Launche4d globally in 20 I 2 
4 Polycap Heart attack Cadila Phammceuticals Ltd and IIIM, Jammu (CSIR lab) Out licensed to 
Western Biotech Ltd 
5 Crofelemer Antidiarrhoeal agent GlenmarkPharma Ltd Launched in 2012 globally 
6 Centchroman Conh·aceptive CDRI and HLL Lifecare Ltd Launched in India in 1990 
7 Dalzbone Rapid fracture healing CDRI and Pharmanza Herbal Pvt Ltd Launched in India in 2015 
9 Gugulipid Hypolipidemic Cipla Ltd Launched in India in 1987 
10 IN-105 Diabetes mellitus Biocon Ltd Under phase III clinical trial 
11 MiADMSA Metal toxicity DRDE, Gwalior Under phase II clinical trials 

(ii) NIPER-Kolkata is conducting R&D research with an eye to develop lead molecules which may 
have cytotoxic activity against cancer cell line. The molecule that have been synthesized by so far, are 
Spiro-oxindolocurcuminoids which showed cytotoxic effects on HePG2 (Hepatic cancer cell line) and 
Hela (cervical cancer ccll line). The testing of this molecule in the animal model of cancer is 
underway. 

(iii) NIPER-Guwahati has developed 2 potential lead molecules which can be used in the cancer 
therapy by inhibiting autophagy process and cell metabolism by inhibiting aldose reduetaseenxyme. 
NIPER-Guwahati is also working toward the development of new drug delivery system. With the 
potential commercial exploitation of modem drug delivery strategies including both solid- and liquid-
rctcntive drng delivery systems after their amalgamation with plant-derived biologically active 
medicinal agents like coriander, fenugreek, ginger, saffron, etc. Initially, tremendous focus was made 
only with single medicinal agent to entrap it effectively into the drug delivery ca1Tier. In the recent 
times, om theme of research is to entrap two medicinal agents in a single drug delivery carrier 
especially into the liquid-retentive vector. 
(iv) Under the drug development program, Central Council for Research in Ayurvedie Sciences 
(CCR.AS) and Central Council for Research in Homoeopathy (CCRH) are undertaking development 
of new formulations/drugs through a systematic process of drug development viz standardization, pre-
clinical safety & clinical study. In this regard, CCRAS has developed 12 technologies and 
commercialized them through National Research Development Corporation (NRDC) for wider public 
utility. New drugs in Homoeopathy developed by CCRH are as under: 

1. Asclepiascurassavica 
2. Brass icaoleracia 
3. Buxussempervirens 
4. Cardiosperm um halicacabum 
5. Cassiajlstula 



6. Cusculareflexa 
7. Curcuma longa 
8~ynarascolymus 
0 oe niculumvulgare 
iv. Persca Americana 
11. Phyl/antheusneruri 
12. Withaniasomnifera 
13. Cassia sophera 
14. Glycyrrhizaglabra 
15. Dengue Nosode 
16. New Malaria Nosode 
17. Nosode from JE virus 
18. Nosode from Leishmania 
19. Nosodc from Rota virus and E-coli bacteria 

(v) The Department of Science & Technology under the Ministry of Science & Technology has been 
implementing a Plan Scheme (Drugs & Pharmaceuticals Research Programme - DPRP) since 1994-
95 for promoting R&D in Drugs & Pharmaceutical Sector with the following objectives: 
• To synergize the strengths of publicly funded R&D institutions and Indian Pharmaceutical Industry; 
• To create an enabling infrastructure, mechanisms and linkages to facilitate new drug development; 
• To stimulate skill development of human resources in R&D for drugs and pharmaceuticals; 

(vi) Collaborative Projects (Public Private Partnership) - An Indian Pharma company involved in drug 
development can jointly carry out R&D projects with national laboratories under CSTR, TCMR, 
!CAR, etc., University department/other academic institution and any other publicly funded R&D 
institution. The Industry has to contribute 30% of the recurring cost to the institute. The DST will 
contribute 70% of the recurring cost and 100% of the equipment component. 

Under this programme 119 industries - institutional alliances both in modem and Indian systems of 
medicine including veterinary drugs have been funded. The programme has supported R&D projects 
on Tuberculosis, Malaria, Diarrhoea, Diabetes, Cataract, Cancer, Dementia, HIV/AIDS, Anti Fungal, 
Anti Virals, Anti Cancer, Anti Bacterial, Anti Rabies, Anti Obesity, Anti Asthma, Arthritis, etc., 
vaccine for Dengue, Japanese Encephalitis, Hepatitis-B, etc. 

Projects Leading academic institutions/national laboratories having scientific expertise can apply in 
the field of the facility demanded to cater the needs of Pharma Industries. Basic infrastructUre like 
building will not be considered however specialized structures like cold room, animal house isolation 
chambers, etc. and other state-of-the-art equipment could be considered. 57 state-of-the art 
infrastructure for Pharmaceutical R&D have been created in different premier institutions and 
Universities on Bio-availability, Pharmaco-informatics, Regulatory Toxicology, Safety Pharmacology 
at NIPER, Mohali, Pharmacokinetic & Metabolic S.tudies, Regulatory Pharmacology & Toxicology, 
Medium Throughput Screening at CDRI, Lucknow; Transgenic & Gene Knockout Mice, Clinical 
Research facility to Stem Cell Technologies and regenerative medicine, Biosafety Laboratory at 
CCMB, Hyderabad, Bioequivalence, Pharmacovigilance, New Chemical Entities development, 
Animal Facility for Indian System of Medicine etc. have been created in other ·universities & 
Institutions. 

Under this programme grants-in-aid is extended to Indian Pharmaceutical industries for clinical trials 
- Phase-I, II & III for neglected diseases such as Tuberculosis, Malaria, Kala-Azar, Filariasis, etc. 
Since 2008-09, this programme supported 4 (four) grants-in-aid projects to Indian Pharma industries 
for conducting clinical trials in neglected diseases such as malaria, kala-azar, etc. 

(vii) The Council of Scientific and Industrial Research (CSIR) supports drug research through state-
of-the-art infrastructure and facilities at its constituent laboratories like CSIR-Central Drug Research 
Institute (CSIR-CDRI), CSIR-Indian Institute of Chemical Technology (CSIR-TICT), CSIR-Institute 
of Microbial Technology (CSIR-IMTECH), CS IR-Indian Institute of Toxicology Research, etc. The . 
laboratories are pursuing drugs and pharmaceutical Research and Development activities with an 
emphasis on affordable healthcare. 3 'C 
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(viii) To strengthen research faci lities for drug development, the Indian Council of Medical Research 
(~R) has identified the Product Development Centres at PGIMER-Chandigarh, CDRI-Lucknow, 
N1zam Institute-Hyderabad, Seth G.S. Medical Collage & KEM Hospital-Mumbai and AIIMS-Delhi . -~ 
These centres will evaluate potential products developed by ICMR funded projects in colleges/ICMR 
centres/centre for advance research. The centres will cany.out clinical trials for developing national 
guidelines/programs, for new drugs e.g. phytopharmaceuticals. 

(ix) The Department of Biotechnology (DBT), towards strengthening the product development for 
Biophannaceuticals, has initiated a Mission entitled: Industry-Academia Collaborative Mission for 
Accelerating Discovery Research to Early Development for Biopharmaceuticals - "Innovate in India 
(i3) Empowering biotech entrepreneurs & accelerating inclusive innovation". The National 
Biopham1a Mission approved by the Cabinet at a total cost of US$ 250 million for five years with 
50% funding through World Bank loan is being implemented by Biotechnology Industry Research 
Assistance Council (BIRAC) - a Public Sector Undertaking of Department of Biotechnology (DBT). 
The Mission is focusing on development of (i)Vaccines for Pneumococcus, Dengue, HPV and 
candidates for other diseases of high burden in India (ii) Biosimilars for cancer, diabetics and 
rheumatoid arthritis and (iii) Medical devices and diagnostics (iv)Process Development Laboratory; 
Chemistry, Manufacturing, Control Units and cGLP validation facility for Bio therapeutics. DBT has 
supported R&D projects in disease areas covering Japanese Encephalitis, Chikangunya, Dengue, 
Malaria, Visceral Leishmaniasis and Anti-Microbial Resistance. 
xxxxx 
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GOVERNMENT OF INDIA 
MINISTRY Of CHEMICALS & FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 
UNSTARRED QUESTION N0.231 

TO BE ANSWERED ON THE 04th February 2020 

Setting up of NIPER 

231. SHRI S. VENKATESAN: 

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

(a) whether the Government has approved the proposal to establish an NIPER 
Institute in Madurai district of Tamil Nadu along with other NIPER Institutes in 
Chhattisgarh, Rajasthan & Maharashtra as recommended by the Eighth Finance 
Commission in the meeting held on 20th January, 2011; 
(b) wh~ther the said proposal was also considered by the Expenditure Finance 
Committee on 26.03.2018, if so, the details thereof; 
(c) if so, the current status of the ptoposat and the time by which the NIPER Institute 
in Madurai along with other proposed NIPER institutes are expected to be 
commissioned; 
(d) whether the State Government of Tamil Nadu has allotted land to establish the 
NIPER Institute in Madurai district in order to facilitate the admission of students from 
July 2020; and 
le) if so, the steps taken by the Government for allotment of finance and to facilitate 
establishing of the NIPER Institute in Madurai? 

ANSWER 

MiNISTER IN THE MINISTRY OF CHEMICALS AND FERTILIZERS 
·-_ - -~ ·---·----- (~~~!_!'.>_:_~~ SADANA~_QA G~WDA! 

(a): Yes Sir. The proposal to establish NIPER in Madurai district of Tamil Nadu was 
approved in principle by the Government. Subsequently, in the Budget Speech 2015-
16. it was announced to set up NIPERs in the states of Chhattisgarh. Rajasthan & 
Maharashtra. 

(b) to (d): The State Government of Tamil Nadu has allotted 100 acres of land in 
Madurai District for setting up of NIPER. A consolidated proposal for setting up and 
equipping the ~ix existing NIPERs and four newly proposed NIPERs at Madurai 
(Tamil Nadu) and in the states of Chhattisgarh, Rajasthan and Maharashtra was 
considered by the Expenditure Finance Committee (EFC) in the Ministry of Finance 
on 26.03.20·1 s. While the Committee recommended continuation and strengthening 
of the six existing NIPERs during the period 2017-18 to 2019-20, but it deferred 
setting up of the proposed four new NIPERs at Madurai and in the States of 
Chhattisgarh, Rajasthan and Maharashtra. lfhe ~ittee further recommended 
.t..tiat !tie matter may_be....r..~~~ed in the y:ar-w20 during the Fifteenth Fin~ 
_ ~om_~issiQ!!.~!od {2!!-~~25)JTneTiepartmehrwo-urd ~_Eco.~1ngiyapproach .. the 
~.!!Y._of Finance seeking funds for setting up of deferred NIPERs~lru::1mrrn1rtmn---
~t _ Mad~rai, Tamil Nadn - __, 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS & FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 
UNSTARRED QUESTION N0.452 

TO BE ANSWERED ON THE 04th February 2020 

NIPER In Karnataka 

462. SHRI G.M. SIDDESHWAR: 

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

(a) whether the Government proposes to sot up National Institute of Pharmaceutical 
Education and Research (NIPER) in the State of Karnataka; 
(b) if so, the details thereof; 
(c) if not, whether the Government would come up with a proposal to set up NIPER. 
keeping in view the enormous potential in the form of human resource in the State of 
Karnataka; and 
(d) if so, the details thereof and if not, the reasons therefor? 

ANSWER 

INISTER IN THE MINISTRY OF CHEMICALS AND FERTILIZERS 
(SHRI D. V. SADANANDA GOWDA} 

J 

(a} to (d) The Department proposes to set up a National Institute of Pharmaceutical 
Education and Research (NlPER) at Bengaluru in view well developed pharma 
Industries, high end research institutions in the related field and demand from 
the student community in the State of Karnataka. Ministry o'f Finance has been 
requested to consider announcement of the same in the Budget speech 2020-21. 

***** 

-)(IJ ----
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS & FERTILIZERS 

DEPARTMENT Of PHARMACEUTICALS 

LOK SABHA 
UNSTARRED QUESTION NO. 1457 

TO BE ANSWERED ON THE 20th SEPTEMBER, 2020 

Research and Development of New Drugs 

1457. SHRI MANOJ KOTAK: 

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

(a) whether the Government has launched any programme or policy for research and 
development of new drugs/vaccines for treatment of newly emerging diseases 
across the country; 
(b) if so, the details thereof; 
(c) Whether the Government has constituted any inter-department related 
Committee for pharmaceuticals research and development and if so, the details 
thereof; and 
(d) the details of the steps taken for the benefit of common people of the country? 

ANSWER 

MINISTER IN THE MINISTRY OF CHEMICALS AND FERTILIZERS 
(SHRI D.V. SADANANDA GOWDA) 

(a) & (b): The Department has set up seven National Institutes of Pharmaceutical 
Education and Research (NIPERs) at Mohall (Punjab), Ahmadabad (Gujarat), 
Hajipur (Bihar), Hyderabad (Telangana), Guwahati (Assam}, Kolkata (West Bengal) 
and Raebareli (Uttar Pradesh) to nurture and promote quality and excellence in 
pharmaceutical education and research in India. These are institutes of national 
importance, which besides imparting master's and doctorate education, conduct high 
end research in various specializations of pharmaceuticals. 

Further, the Department of Biotechnology is implementing the National 
Biopharma Mission (NBM) through Biotechnology Research Assistance Council 
(BIRAC). This PAN-India program is focusec;I on making India a hub for development 
of novel, affordable and effective vaccines, biotherapeutics and medical devices for 
combating public health concerns. The Department of Biotechnology is also 
supporting the implementation of the lnd-CEPI Mission entitled "Epidemic 
preparedness through rapid vaccine development: Support of Indian vaccine 
development aligned with the global initiative of the Coalition for Epidemic 
Preparedness Innovations (CEPI)" which aim to support vaccine development for 
diseases of epidemic potential in India. The Mission was approved for 
implementation in March, 2019 for a period of five years and is part of a broader 
Initiative called the Atal Jai Anusandhan Biotech Mission - Undertaking Nationally 
Relevant Technology Innovation (UNaTI). 



(c) & (d) The Department has set up an Inter- Departmental Committee (IDC) in 
January, 2019 to periodically review and coordinate research work undertaken by 
various governmental organization under different Central Ministries/ Departments 
in a collaborative, synchronized and synergized way for optimum utilization of funds 
and to ensure no overlappinr~ and duplication of efforts and resources occur. 
Further, the DeJ?artment has recent! set up a Hig eve inter-departmental_/ . 
Committee inclu · mg eminent indust leaders/ expe s o rame a Polic on R&D 
~nd Innovation including Acad~ia-industry linkage m armae uticals & ~I 
Devices. 

Further, the National Biopharma Mission (NB~) under the Department of 
Biotechnology is supporting the development of candidate vaccines ·tor Cholera, 
Influenza, Dengue, Chikungunya, Pneumococcal disease and COVID-19, for 
establishing shared facilities for vaccine development, funding of Technology 
Transfer Offices, supporting the development of TRC for chikungunya and dengue 
and the establishment of Clinical Trial Networks, Field sites for conducting 
epidemiology studies and preparing for conduct of population-based vaccine trials, 
Clinical trial consortium of hospitals across the country for specialities of Oncology, 
Rheumatology, Ophthalmology and Diabetology, Trainings and workshops are 
organised·for enhancing skill development and capacity building activities . 

. __ _,. 
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GOVERNMENT OF INDIA 
MINISTRY OF CHEMICALS & FERTILIZERS 

DEPARTMENT OF PHARMACEUTICALS 

LOK SABHA 
UNST ARRED QUESTION NO. 2314 

TO BE ANSWERED ON 9th March, 2021 

Life Saving Drugs 

2314. SHRI RITESH PANDEY: 

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

(a) the number of life-saving drugs enlisted as essential along with the criteria therefor and the 
number of such drugs that under price control; . . 
(b) whether the Government proposes to revise the National List of Essential Medicines 
(NLEM) 2015 and bring in some life-saving- medical devices under the said list in order to 
check their prices; 
(c) if so, the details thereof along with the number of medicines/devices identified to be 
included/excluded in/from NLEM; 
( d) whether the Government has received any proposal for inclusion of certain cancer 
medicines in the NLEM, if so, the. details thereof and the action taken by the Government 
thereon; 
(e) whether the Government proposes to link availability of essential medicines with 
Ayushman Bharat Yojana; and 
(t) if so, the details thereof and the financial and operational modalities worked out for the 
same? 

ANSWER 

MINISTER IN THE MINISTRY OF CHEMICALS AND FERTILIZERS 
(SHRI D.V. SADANANADA GOWDA) 

(a): The Ministry of Health & Family Welfare publishes the National List of Essential 
Medicines (NLEM), which are incorporated in the Schedule -I of the Drugs (PriCe Control) 
Order. There is no separate categorization in NLEM about life-saving drugs. National 
Pharmaceutical Pricing Authority (NPPA) under the Department of Pharmaceuticals fixes the 
ceiling price of scheduled formulations as per the provisions of the Drugs (Prices Control) 
Order, 2013 (DPCO, 2013). The Schedule I of DPCO, 2013 was last amended by adopting 
NLEM, 2015 consisting of377 medicines. NPPA has fixed the ceiling prices of881 scheduled 
formulations of medicines under NLEM, 2015. The details of price fixed are available on 
NPPA's website, www.nppaindia.nic.in. 

(b) to (d): The Standing National Committee on Medicines (SNCM) has been constituted 
by the Ministry of Health & Family Welfare on 03.07.2Q 18 to review and revise the National 

. .. 
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List of Essential Medicines (N LEM), 2015 by way of additions and deletions in existing t _ 

NLEM. The NLEM revision process consists of consultative mechanism of subject experts "'Y' 

from throughout the country and other important stakeholders. Amongst others, the Committee 
will suggest inclusion of Medical Devices, medical disposables, medical consumables and 

I other products used for health and hygiene of general public in NLEM. The Committee is 
deliberating the matter to submit its report. 

(e) & (f): The b,calth benefits packages defined under Ayushman Bharat Pradhan Mantri 
- Jan Arogya Yojana (AB PM-JAY) are comprehensive, covering treatment for 25 specialties 
that include super specialty care like oncology, neurosurgery and cardio-thoracic surgery etc. 
The health benefits package rate (in case of medical surgical) or defined day-care benefits 
includes the costs of medicines and drugs from 3 days prior to hospitalization and 15 days post 
discharge from the hospi.tal. The treatment under AB PM-JAY is provided as per the Standard 
Treatment Guidelines (if available) and professional judgement of th·e healthcare provider. 

However, there is no proposal with the National Health Authority regarding linking of essential 
medicines with AB PM-JAY. 

******* 
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' GOVERNMENT O.F 11\DIA 
MINISTRY OF CHEMICALS & FERTILIZERS 

OE.PARTMENT OF PHARMACEUTICALS 

LOKSABIIA 
UNSTARRED QUESTION No. 3313 

TO BE ANSWERED ON Tllb l 61h MARCH, 2021 

PPD Scheme 

3313. SHRI P RAVINDllRANATH: 

--,-- . - ~ -x:.v 
Appatl~ 

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

(a) the details ofthc initiatives taken under the Pharmaceutical Promotion and Development 
Scheme (PPDS) for promotion of the phannaceutical sector in the country during the last 
three years; 
(b) the status of lhc proposed establishment of National Institute of Pharmaceutical Education 
& Res~arch (NIP ER) at Madurai in the State of Tamil Nadu; and 
(c) the tnne by which the said NIPER is likely lo be functional? 

ANSWER 

.MINISTER IN THE l\llNISTRY O.F CHEMICALS AND FERTILIZERS 
_ _ __ __ _ _ _ _ (Sl~~I~ ~ SADANANADA GOWDA)_ 

(u) nic Department has taken various initiatives like providing financial assistance to conduct 
trainings, seminars. workshops as well as other aclivities on issues/subjects relevant to growth 
or pharmaceutical industry in the country. Further, the Department has conducted various 
studies as well as procured repmts for better understanding of the pharmaceutical sector. The 
Department has provided financial assistance to educational institutions, industry associations 
an<l other organizations for conduct of about 70 seminars/conferences during the last three 
years. 

(b) & tc): The proposal for setting up ofNIPER at Madurai, Tamil Nadu (Madurai), along with 
three other NIPERs, was considered by the Expcn<liturc Finance Committee (EFC) in the 
.tvlinistry of Finance in March, 2018 but it decided to defer the same. A fresh consolidated 
proposal has again been sent by the Department of Phannaccuticals to the M inistry of Finance 
in February, 202 l us parl of the EfC memo for the period 2020-21 to 2024-25 for up-gradation 

) o l' the ..-:xisting NlPERs anu setting up four new NIPERs. including one at Madurai. Further I 
{ act inn for setting up or th\! same will be taken pursuant to EFC approval. 
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GOVERNMI~NT OF INDIA 
MINISTRY OF CHEMICALS AND FERTILIZERS 

DEPARTMENT OF PHARMACEUTICAIJS 

LOK SABHA 
UNSTARRED QUESTION No. 3567 

TO BE ANSWERED ON TIIE 1011i AUGUST. 2021 

M edicnl Device Park 

3567. SURI B.Y. RAGHAVENDRA: 

Will the Minister of CHEMICALS AND J.tERTILIZERS be pleased to state: 

1 al whether the Government is planning to take any steps to set up Medical Devices Park in 
the State of Kamataka; · 
1 b i if so. the details thereof, district wise; and 
1.: 1 if not by wh(!n it will be considered along with the criteria to implement the above said 
sch.;mc? 

ANSWER 

:\HNISTER IN THE MINISTRY OF CHEMICALS & 1rERTILIZERS 
- ··- --· . _ ---·-·- - -··--·---·------ __ JSIIRI ]\tA~Sl!KH MANDA VIX~).. 

(a). (b} & (c): The Government is implementing the scheme "Promotion of Medical Devices 
i>nrks" which provides for one-time grant-hMtid of maximum Rs. 100 crore per park for 
creation of conunon infrastructure facilities in 04(four) selected Medical Devices Parks which 
nrc to be developed by the State Governments. The total financial outlay of the scheme is Rs. 

• ·~00 crorc. The Qcpartment had invited proposals under the scheme frqrq all the States and 

) 

Cnion Territories and has re~eived propos~ls from 16 St~ttes/Union Tcrritori~s including a 
proposal from the Government of Karnataka for setting up a Medical Device Park at 
Ko~hmmhulli Industrial Arca in district Mysuru. The appraisal of the proposals received under 
the scheme has been initiated. 
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~ 'i"11lj~ qj;gfclio : ~ ~ CITT qc;r ;ffiT 5, ~ ~41<14~ CITT tfciT t ~ ~'1<14~ CITT 

~I ~CRft'i CfiT ~R ~fU\Slll ~°ITT, "lf6 wrm ~ ~ t I~ ~ffl1 18 

-



~. 11 ~ 3lR 20 ~-an- ~Cftil'i t. ~ ~ro-sll 1 cm- 3-4 ~ml" ~ettn'i t m-
~cITT-<rg~~~ I m<m-CR~t I ... (~) 

Jil'i;:flll 3lu:r~ J16lC:ll, ~ ~ l)" T.fR 3P~\S~0i ~ 3ITTIT t I x:rtjT c;WIT <T 1ffe" 
~ tR {•rnlfl' I fcl;m ~ I ~{i R1 ~ tr x:rtjT 'i H41 a {i G {-m· q;r 3ITlffi cirm ~ ~ I m x:rtjT 

\ffi~~~Ji\{-~ (J"R1~, ~~RcrcH-c:t I 

'"I H;ftit 3Tt<:f&r: >I"~ <IB ~: 

"fcn- '-< 1 ~ll ~ fum 3lR ~ ~ ~. 1998 cnr 3lR 

xl~M ~ qrc;)-~ tR fcR.lR fcPI!T ~ I" 

Jlffl/q «flcprt g31T I 

'iH4llt 3ft<:f&r: 3-W~~~ {gO\SCl l'< fcRTR~ I 

Clause 2 Amendment of long title 

YH41a 3l'C<:f&r: m. ~xm~.CflIT mx=f~M~ 4 ~~~t? 

.. PROF. SOUGATA RAY (OUM OUM): Sir, I beg to move: 

Page 2, line 4,-

for "certain institutions of pharmaceuticals education 

and research" 

substitute "all Central Government and State Government 

institutions conducting teaching and research in 

Allopathy and Ayurveda". ( 4) 

I • 



+i 1~4'lt1 3Tt'tl"af:31Gf m. ~ xm ~ ~ 2 ~ ~ ~~m ~ 4 cm-~~ fill~ 

J"klGl'i ~~m<lrtl 

mnv.=P"fdGl'i ~~-~X]'PTWCfm 3lf4'lcna '031T I 
6 <> 

~ ~·cf)<pa g3Tf I 

"?i\s 2 fer~ lf \ffT\S mr WI 

~ 3W sfct~~\ill\S~wt 

Clause 6 Amendment of Section 4 

Amendment made: 

Page 3, after line 20,-

insert "Provided that one member from amongst members to 

be nominated under clauses (f), (g) and (h) shall be 

either from the Scheduled Castes or from the Scheduled 

Tribes.". (1) 

(Shri Mansukh Mandaviya) 

'"f 1'141 ii 3fl"?Tar : ~ \f'1". -En ~'ii1~1 ~. Cf[fJ" 3lN x:i'~n'tFf ~ s ~ 1 ~ Cl5X'1T 

~t? 

~ .... - . 



)tV ' 

SHRI N. K. PREMACHANDRAN (KOLLAM): Sir, I beg to move: 

Page 3, line 6,-

after "academician" 

insert "in pharmacology". (5) 
,. 

Page 3, line 12,-

after "technical" 

insert. "pharmacology". (7) 

Sir, my amendment no. 5 ·is regarding the qualification of the 

Chairperson who shall be an eminent academician according to the 

Government. My amendment is 'shall be an eminent academician in 

pharmacology.' That may be accepted. 

q 1'141~ an.<:rar : 315r tr~~. ~. ~Ji=q~1 '*f ~ 1'1'.1~\S 6 'lf ~ ~~n~ ~ s ~ 
"' 

7 cpl- 'l'.1'l:rf ~ x:r=r~P"l a c: 11 ~ ~ m ~ 1 

W~TreFr t:f ("fqFf ~@TI w w 'ffW 31'(-C/]pd ~ I 

i11;::i4'lii an.<:rar :m. ~~\;ft. CflrT Jrrq~~,,.~~6 ~Cf>ffi~t? 

PROF. SOUGATA RAY: Sir, I beg to move: 

Page 3, line 7,-

omit "or technologist". (6) 



~· 

'11+·ft~ 3tt.<:r&r: 3'Rtrm. ~~\if! ~1~1'<!i-s s ~~~~Tit"R~ s cm~¢ 

~&Pk1C:l'1 °$~~t1 

W~Tr'tFf tfdC:FI $ f?rR ~ 7TllT fff!./T 31fC/}<pd g31T I 

JNft IC/ fCfl ?f d £3TT I 

"& 6, lff!./T x-f~~. ~ q ~ ~ 7TllT I 

& 7if g~~11uffisieyw1 

Clause 10 Amendment of Section 7 

PROF. SOUGATA RAY: Sir, I beg to move: 

Page 3, line 37,-

after "leading to" 

insert "diploma,". (8) 

in+•fl<l 3tt.<rar: 3l6rtfm. ~wr\ifl ~1~1'<!i-s 10 ~~~~oo~ a cm-~ 

~~&PlaC:l1 ~~~t I 
"' 



. : .! 

JN=f/ IC/ «flp C1 £3TT I 

~ 10~~1f~mrw 1 

Ng 11 # .11 ~~ifvrm§r!w1 

Clause 18 Amendment of Section 16 

Amendment made: 

Page 4, for lines 35 and 36,-

substitute '18. In Section 16 of the principal Act, in sub-

section (1 ), for the words "Director of the Institute 

shall be appointed by the Board", the words 

"Director of each Institute shall be appointed by 

the Council" shall be substituted.'. (2) 

I 
(Shri Mansukh Mandaviya) 

& 18, zrmx-i:~Mim. ~~if~~w 1 

?i;519#28~~-q~~ 

·:.·· 



r 
Clause 29 Insertion of new Chapter II-A 

Amendment made: 

Page 7, line 25,-

for "every year," 

substitute "every six months". (3) 

(Shri Mansukh Mandaviya) 

'11'141<t 3lt-"q"~ ;~ lff, ~ ~Yil~'i \J\T, cmT 3lTCf ~~ ~ 9 ~ 14 ~ ~ 

~t? 

SHRI N. K. PREMACHANDRAN: Sir, I would like to give a suggestion 

regarding the amendments. Two official amendments have been made by the 

hon. Minister. We do not have a copy thereof. Maybe, they are there in the 

website or in the portal. It is very difficult to know in the House what the 

amendment of the hon. Minister is. He is not explaining what his amendment 

is. We are not aware of what official amendments the Government is moving. 

So, kindly give a direction to circulate at least the official amendments among 

the Members. Otherwise, how do we know what the amendments of the 

Government are, which the hon. Minister is moving? The Government is 

moving amendments .... (Interruptions) 

I do agree that they .may be there in the portal, but the net is not 

available inside the House. 



1· 

tf 11;-f)~ ~1'.Tai :~ ~ cn)" 11c ~ fc.Tm I 

cmr ™ 31 ~ ;s~·<:x~ ~ C!'R' "l!t t? 
SHRI N. K. PREMACHANDRAN : Sir, I am not moving my amendments. 

'i 1'14l~ m-<ra-r :~ fcr:rmcn rn \Jff, Cf<lT ™ ~~~ ~ 20 *¥ q:;z.:rr =qmcf t? 
SHRI VINAYAK BHAURAO RAUT (RATNAGIRl-SINDHUDURG) : Sir, I am 

not moving my amendment no. 20. 

ti H;:flll 3Tt<laf : ~~~\;ff, cmT -3TfCr rf~Tiu;:r ~ 15 >Rmi ~ =qrgcf t? 
" 

m-. ~~: x:R, ~~ITT:R~ 15~~Cf%;rrr1 

tJ 1'14lll 3rt<ra-r :~ ~ m ~ \Jff, cmr 3IBf x:i"~n'CA" ~ 11 ~ ~ ~ 

t? 
SHRI ADHIR RANJAN CHOWDHURY (BAHARAMPUR): Sir, I beg to move: 

Page 7, after line 6,-

insert "(a) to advise on matters relating to 

standar?s and quality of education in 

\ 

the institutes and other matters 

relating to quality of education". 

(17) 

C!?l-~~~&riia~J1 ~~mt1 

~~ffeFT 'MC:,.., ~ /fil WT TfllT 'ff2/T JN•cfkpg g3TT I 



+iH4lt1 3ft<rar :~ f41 1ll4J ~mvtt, Cf[IT 3-'!Nx:f~~~ 21 ~~ 

~t? 

~ ~"11£1cn 1il\3'<1q m : 31Uf&r '"1!5~~ll. ~ Vft ~ ~ 314-s4c: cm-~ fcn" \lrITT 

3-lN 1l~~e-s ~ ~ ~ ~ t. ~ ~ ~ ~ 3-iix ~. tt Pl l'<icPffllcn~ 

'<ifAifcrn CfR, m ~IDTTT I ... ~ ~ ~ 3i4'54°c q?i-cpTct)-~M 

t1 

il~~'ITTFr~21 lfl'mCIR'~t 1 

"lH;:f\lt 3Tl:.<flff : ~-ef. '(ff.~-~~ I 

~~~-~~I 

>f~'lf5t: 

"fcn°& 29, Irm~~nftrcf. fctmTcpcpr 3flr~ I" 

JNWf// C/ «IJ<prt ~3TT I 

~ 29, '12Tf ~~-nftm. fcl"~ if vffis ~ 7TllT I 

& 30-xf 34/cr~if~mw1 

Schedule 

"11+ftlt 3rt<rar : ~ ~ m ~ ~. CRfl" 31fq' '<f~'ITTFr ~ 19 >R=¥ ~ 
~t? 

SHRI ADHIR RANJAN CHOWDHURY : Sir, I am not moving the amendment. 



~· 

~ fcrWFP 11 ~ c!T w I 
~ 1. ~ w 3fk fcrW:rcP C/?T r.r ~ fcrW:rcP 11 * m T, 

SHRI MANS~KH MANDAVIYA: Sir, I beg to move: 

"That the Bill, as amended, be passed." 

"~ ~. u-m x:i"~ntmr. tnfur fcnm ~ 1" 

JN-f/14 ref/wa £31T I 

'"lr+•tlq 3ft-Uai: ~cfi!Cfl14cn~ tj11<'1Cll'<, 7~, · 2021cn1">ITTr:11 ~c;cnm-~ 

18.47 hrs 

The Lok Sabha then adjourned till Eleven of the Clock on Tuesday, December 
7, 2021/Agrahayana 16, 1943 (Saka) 

.. ·' .. .. 
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The Committee sat from 1500 hours to 1615 hours in Committee Room No. 3, Extension to 
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9. Shri Parveen Kumar, Deputy Secretary 

10. Dr. Richa Pandey, Deputy Secretary 

11. Shri S.U. Ansari, Under Secretary 

Ministry of Parliamentary Affairs 

1. Shri P.K. Haldar - Under Secretary 

At the outset, the Chairperson welcomed the Members to the sitting of the 
Committee and apprised them that the sitting has been convened to (i) consider 20 
Memoranda containing requests received from various Ministries/Departments for 
dropping of 24 pending Assurances; and (ii) take oral evidence of the representatives 
of the Ministry of Chemicals and Fertilizers (Department of Pharmaceuticals) regarding 
pending Assurances. 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
:xxxx 

xxxx 
x:xxx 

3. Thereafter, the representatives of the Ministry of Chemicals and Fertilizers 
(Department of Pharmaceuticals) and the Ministry of Parliamentary Affairs were 
ushered in. The Chairperson welcomed the witnesses to the sitting of the Committee 
and drew their attention to confidentiality of the deliberations till the Reports are 
presented to the House. The Committee then took oral evidence of the 
representatives of the Ministry of Chemicals and Fertilizers (Department of 
Pharmaceuticals) regarding pending Assurances. Considering the pendency of a 
number of Assurances of the Ministry for a long time, the Chairperson asked the 
representatives to give an overview of the pending Assurances and also apprise the 
Committee about the internal mechanism in place for monitoring and review of 
pending Assurances in the Ministry. 

4. The Secretary, Ministry of -Chemicals and Fertilizers (Department of 
Pharmaceuticals), briefed the Committee about the review meetings being held for 
implementation of pending Assurances. The Chairperson asked the representatives of 
the Ministry to furnish the Minutes of the review meetings for monitoring of pending 
Assurances. 

5. The Members then raised queries and sought clarifications on the pending 
Assurances. The witnesses responded to the queries and also provided clarifications. 
As some queries required detailed replies and inputs from various quarters, the 
Chairperson asked the witnesses to furnish written replies on the same in due course. 



6. The Committee observed that there have been inordinate delays in laying of 
Implementation Reports in the House even though the action has been completed on 
various Assurances by the Ministry of Chemicals and Fertilizers (Department of 
Pharmaceuticals). The Committee directed the representatives of. the Ministry to 
furnish Implementation Reports in respect of all such Assurances to the Ministry of 
Parliamentary Affairs at the earliest. 

7. The Chairperson thanked the witnesses for deposing before the Committee and 
furnishing valuable information on the queries raised and clarifications sought by 
them. 

xxxx 
xxxx 

The witnesses, then, withdrew. 

A verbatim record of the proceedings has been kept. 

The Committee then adjourned. 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
xxxx 

xxxx 
xxxx 



Annexure-111 

COMMITTEE ON GOVERNMENT ASSURANCES (2021-2022) LOK SABHA 

Statement of pending/implemented Assurances pertaining to the Ministry of Chemicals and 
Fertilizers (Department of Pharmaceuticals) discussed during oral evidence on 23.08.2022. 

SI.No. SQ/USQ No. dated Subject 
1. USQ No. 5025 Vitamins and Neutraceuticals Markets 

dated 25.04.2013 
2. USQ No. 299 Manufacturing of API 

dated 25.11.2014 
3. SQ No. 205 Marketing Practices by Pharma Companies 

dated 04.08.2015 
4. SQ No. 205 Marketing Practices by Pharma Companies 

dated 04.08.2015 
(Supplementary by 
Km. Shobha Karandlage, M.P) 

5. USQ No. 235 Capping Trade Margins of Costly Drugs 
dated 26.04.2016 

6. USQ No. 3383 Unfair Practices 
dated 06.12.2016 

7. USQ No. 743 Pharma Sector 
dated 07.02.2017 

8. USQ No. 249 New Drug Policy 
dated 18.07.2017 

9. USQ No. 248 R&D Expenditure 
dated 19.11.2019 

10. USQ No. 231 Setting up of NIPER 
dated 04.02.2020 

11. USQ No. 452 NIPER in Karnataka 
dated 04.02.2020 

12. USQ No. 1457 Research and Development of New Drugs 
dated 20.09.2020 

13. USQ No. 2314 Life Saving Drugs 
dated 09.03.2021 

14. USQ No. 3313 PPD Scheme 
dated 16.03.2021 

15. USQ No. 3567 Medical Device Park 
dated 10.08.2021 

16. General Discussion dated General Discussion on the National Institute of 



06.12.2021 Pharmaceutical Education and Research 
by Shri T.R. Baalu, M.P (Amendment) Bill 
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Appendix X/X: 

The Committee sat from 1500 hours to 1530 hours in Room No. 216 (Chamber 
of Chairperson), 'B' Block, Extension to Parliament House Annexe, New Delhi. 

PRESENT 

Shri Rajendra Agrawal - Chairperson 

Members 

2. Shri Nihal Chand Chauhan 
3. Shri Khagen Murmu 
4. Shri Ashok Mahadeorao Nete 
5. Shri Santosh Pandey 
6. Shri Chandra Sekhar Sahu 

Secretariat 

1. Shri J.M. Baisakh - Joint Secretary 
2. Dr. (Smt.) Sagarika Dash - Director 
3. Shri Mahesh Chand Gupta - Deputy Secretary 
4. Smt. Vineeta Sachdeva - Under Secretary 

At the outset, the Chairperson welcomed the Members to the sitting of the 
Committee and apprised them regarding the day's agenda. Thereafter, the 
Committee considered and adopted the following four (04) draft Reports without 
any amendments:-

(i) Draft Seventy-Ninth Report (17th Lok Sabha) regarding 'Review of 
Pending Assurances Pertaining to the Ministry of Minority Affairs'; 

(ii) Draft Eightieth Report (17th Lok Sabha) regarding 'Review of 
Pending Assurances Pertaining to the Ministry of Chemical and 
Fertilizers (Department of Pharmaceuticals)'; 

(iii) Draft Eighty-First Report (17th Lok Sabha) regarding 'Requests 
for Dropping of Assurances (Acceded to)'; and 



(iv) Draft Eighty-Second Report (17th Lok Sabha) regarding 
'Requests for Dropping of Assurances (Not Acceded to)'. 

2. The Committee authorized the Chairperson to present the Reports during 
the ongoing session. 

The Committee then adjourned 
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