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UPON hearing counsel the Court made the follow ng
ORDER

On 26.7.2013, M. Siddharth Luthra, |earned Additional
Solicitor General submtted that the Secretary, Mnistry of Health
woul d convene the neeting of the Chief Secretaries/Health Secretaries
of the State Governnents and the Administrators of the Uni on
Territories to discuss all the facets and aspects concerning the | egal
framework for strengthening the regulation of clinical trials and
other incidental matters.



2. In view of the above submission, the matter was adjourned
and the Secretary, Mnistry of Health was directed to file further
affidavit.

3. I n pursuance of the above order, the additional affidavit
has been filed by M. Arun Kumar Panda, Joint Secretary, Mnistry of
Health and Fanmily Wl fare, Governnent of India. It is stated in the

said affidavit that the Secretary, Mnistry of Health and Fanily
Welfare was to file the affidavit but he had to travel overseas due to
official work and was to resune work on 20.9.2013 and, therefore, he
has filed the additional affidavit.

4. In the additional affidavit, it 1is stated that on
13.8.2013, the neeting of the Chief Secretaries/Health Secretaries of
the State Governments and the Administrators of the Union Territories
was convened. |In that neeting, diverse issues were deliberated. The
States al so gave their view points. The views expressed by the
States of Madhya Pradesh, Rajasthan, Wst Bengal, Punjab, Andhra
Pradesh, Karnataka and Qujarat have been particularly noted in the
additional affidavit. Based on the deliberations, the Secretary,
M nistry of Health and Fanmily Welfare sumred up and nade the foll ow ng
observati ons:

A). Even though the concerns have been raised about the
conduct of clinical trials in the country, clinical trials are
necessary or the developnent of new drugs in the country.
I ndia has the capacity and knowhow for drug di scovery research

However, there should be a robust system for conducting
clinical trials in the country to ensure that trials are
conducted in a scientific and ethical manner and in conpliance
to the regul atory provisions.

B). Restricting clinical trials to Governnent Hospitals alone
woul d not provide a solution. What is required is a robust
system for regulating the conduct of <clinical trials in the
country.

0. The amobunt of noney paid by the sponsor/conpanies to the
investigator for conduct of <clinical trial nmay act as an
i nducenent to the investigator for conducting clinical trials.
Sonetinmes such inducenment nmay lead to bias in enrollnment of
subjects in the trials.

D). Regulatory provisions may be made so that information
relating to the anount of noney paid by the conpanies to
investigators for conduct of «clinical trials is in the
know edge of the regulatory authorities.

E). There are sonme concerns on certain clauses of the
anendnent of Drugs & Cosnetics Rules nade on 30.1. 2013
regardi ng conpensation in clinical trials. Sone amendnents in
t hese cl auses may be required.

F). A Conmittee constituted under the chairmanship of Dr.
Ranjit Roy Chaudhury for formulating guidelines on clinica
trials and new drugs has submitted its report. The report wll
be helpful in further strengthening of the regulation of
clinical trials in the country.

G. States’ suggestions and views would be considered for
further strengthening of the regulation of <clinical trial

5. The additional affidavit also states that suggestions have



been received from (i) National Human Rights Conmission; (ii) M.
Sanj ay Parikh, advocate for the petitioners; (iii) SAMA Resource G oup
for Wonen and Health & Locost Standard Therapeutics and (iv) Indian
Society for dinical Research

6. It is stated in the additional affidavit that t he
Government of India had already issued three notifications, (i) GS. R
53(E) specifying the procedures for paynent of conpensation to the
subjects of the trial in cases of injury or death; (ii) GS R 63(E
specifying various conditions for conduct and inspection of clinica
trials and (iii) GS. R 72(E) specifying the detailed guidelines for
registration of Ethics Conmittee.

7. The Expert Committee wunder the chairmanship of Prof .
Ranjit Roy Chaudhury to prepare guidelines for approval of clinica
trials and new drugs in the country was appoi nted which has subnmitted
its report on 8.8.2013. It is stated that the said report is under
consi derati on.

8. It has been brought to the notice of this Court that the
Drugs & Cosnetics (Anendnent) Bill, 2013 (for short "Bill") has been
i ntroduced in the Parliament on 29 8.2013. The Bill has a separate

chapter containing penal provisions for violation and non-conpliance
of the provisions relating to the conduct of the clinical trials.

09. It is further stated in the additional affidavit that 577

clinical trial sites have been inspected and notices have been issued
to t he i nvesti gat ors/ sponsors/ethics conmmittees seeki ng

clarifications in 235 cases.

10. In light of the order passed by this Court on 3.1.2013 that

until further orders the clinical trials of new chemical entity shal
be conducted strictly in accord with the procedure prescribed in
Schedule 'Y of Drugs & Cosnetics Act, 1940 wunder the direct
supervi sion of the Secretary, Mnistry of Health & Fanmly Wlfare,
Government of India, it is stated that a system of supervision of
clinical trials of new chenmical entities by constituting Apex
Conmittee and Technical Conmmittee has been put in place.

11. Gving factual details, it is stated that till 31.8.2013,
12 New Drugs Advisory Conmmittees (NDACs) have net 78 tinmes wherein a
total number of 1122 applications for approval of clinical trials, new
drugs and fixed dose conbi nati ons were evaluated. Qut of these 1122
applications, 331 were related to approval of Gobal dinical Tria
(GCT) including clinical trials of new chemcal entities. O these
331 GCT applications, NDACs after deliberations have recomended for
approval of 285 applications. For 46 applications, no recomendation
has been nmade. Qut of above 285 applications so far, DCG (I) has
gi ven approval to conduct clinical trials in 162 cases.

12. Wth regard to conduct of clinical trials in respect of 162
cases for which approval has been given by DCG (1), we keep the
matter for consideration after two weeks to enable the Additiona
Solicitor General to place on record the report of Prof. Ranjit Roy
Chaudhury and al so the details of the existing regime which ensures
the safety to the subjects of clinical trials and avoid any serious
adverse event by such clinical trials.

13. List the matter on 21.10.2013 for consideration of the
limted aspect with regard to the conduct of clinical trials in 162
cases as noted above.

14. Wth regard to the suggestions received by the Centra
Government from various stakehol ders nanely; (i) National Human Ri ghts
Conmi ssion; (ii) M. Sanjay Parikh, advocate for the petitioners;
(iii) SAMA Resource Goup for Wnen and Health & Locost Standard
Therapeutics and (iv) Indian Society for dinical Research and the
Central Government’'s views thereon shall be considered by this Court
on 16.12.2013 along with pending interlocutory applications.

15. For the tine being, also issue notice on I.A Nos. 10 of
2013 and 11-12 of 2013.
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