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UPON hearing counsel the Court nmade the foll ow ng
ORDER

Pursuant to the order dated Cctober 8, 2012, an affidavit
has been filed by the Secretary, Mnistry of Health and Fanily
Wel fare, Government of India (for short "Secretary, Mnistry of
Heal th").
2. M. Siddharth Luthra, |earned Additional Solicitor GCeneral
submits that certain neasures have been taken to strength regulation
of clinical trials that include amendnent in GS R 53(E dated
30.01.2013, GS.R 63(E) dated 01.02.2013 and G S. R No. 72E dated
08.02.2013. G S. R 53(E) specifies procedure to analyse the reports
of serious adverse events including deaths occurring during clinical
trials and procedures for paynent of conpensation in case of trial
related injury or death.

3. G S.R 63(E) specifies various conditions for conduct of
clinical trials, authority for conducting clinical trial inspections
and actions in case of non-conpliance.

4. GS. R 72(E) provides for requirenments and guidelines for

registration of Ethics Conmittee. By anmendnent, it is proposed that
no Ethics Commttee can review and approve any cIinicaI trial protoco
unless it is registered wth the Central Drugs Standard Contro
Organi zation and that in case of non-conpliance, the registration can
be suspended/ cancel | ed.

5. Learned Additional Solicitor General also inforns us that
Drugs and Cosnetics (Amendnent) Bill, 2013 has been approved by the
Governnent. The Bill has a separate chapter containing strict pena
provisions relating to paynent of conpensation, Ethics Conmittee etc.
6. Certain other nmeasures, which have been t aken to
strengthen regul ation of clinical trials, were also orally stated by
the | earned Additional Solicitor Genera

7. However, M. Sanjay Parlkh | earned counsel for the
petitioners subnmits that the neasures, which have been taken after
3.1.2013 as noted above, and the proposed neasures do not answer nany
i ssues particularly, with regard to the clinical trials in respect of
new chenmical entities and so also the controlling and nonitoring
nmeasur es.

8. Ms. Shobha, |earned counsel for the National Human Rights



Commi ssion (for short "Conmission") subnmits that the Commi ssion has
specific suggestions to offer that nmay help strengthening regulation
of clinical trials.

9. Ms. Vibha Dutta Makhija, |earned counsel for the State of
Madhya Pradesh submits that no consultation with regard to the
nmeasures that are necessary for strengthening regulation of «clinica

trials has taken place with the State Governnent. The State
Governnent is directly concerned with the matter.

10. As a matter of fact, the stand of State of Madhya Pradesh

as stated by Ms. Vibha Dutta Makhija, is the stand of alnbst all the
States/Union Territories.

11. Having regard to the above, I|earned Additional Solicitor
General subnits that the Secretary, Mnistry of Health shall convene
the meeting of the Chief Secretaries/Health Secretaries of the State
Governments and the Administrators of the Union Territories to discuss

all the facets and aspects concerning the legal framework for
strengthening the regulation of clinical trials and other incidenta
matters

12. We accept the statement of the |learned Additional Solicitor

General and expect that a neeting for the purposes, as noted above,

shal |l be convened by the Secretary, Mnistry of Health expeditiously
and positively wthin four weeks from today. The petitioners,

National Hurman Ri ghts Conmi ssi on, NGOs/ bodi es and proposed
intervenors may also submit their suggestions to the Secretary,

Mnistry of Health in respect of regulation and nonitoring of clinica

trials within two weeks from today.

13. Further affidavit, in conmpliance of this order, shall be
filed by the Secretary, Mnistry of Health wthin six weeks from
today. The copy of such affidavit shall be given to the counsel for
the petitioners, counsel for the States Governnments/Union Territories,

Conmi ssi on and proposed intervenors.

14. For further consideration, list the matter on Septenber 24,
2013. I.A Nos. 8 and 9 shall be considered on the next date.
| (Pardeep Kumnar) | | (Renu Di wan)

| Court Master | | Court Master



