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The Commlttee was apprised-of the- backgmu%mwhieh—the—Apex»Cemmlttee for
—-———gupervising clinical trials on new chemlcal -entities—had-been-constituted—The-Hon'ble

Supreme Court of India, in its order dated 03.01.2013 in the matter of W.P. (C) No.
~33/2012 of Swasthya Adhikar Manch, Indore Vs. Ministry of Heaith and Family Welfare
& Ors. along with WP(C) No. 779/2012 on clinical trials, had directed that until further
orders by this Court, clinical trials of new chemical entities shall be conducted strictly in
accordance with the procedures prescribed in Schedule Y of the Drugs and Cosmetics
Act, 1940 under the direct supervision of the Secretary, Mlmstry of Health and Family

Welfare, Government of India.

In compliance to the said order of the Hon’ble Court, Ministry of Health & Family
Welfare has put in place a system of- supervision—of-clinical-trials of ‘new_chemical
entities conducted in the country by constituting the Apex Committee under the
Chairmanship of Secretary, HFW and a Technical Committee under the Chairmanship
of Director General of Health Services.

The Technical Committee will meet every'mb'nth to review the approvals of
‘clinical trials granted by DCG(l) and forward its recommendations to the Apex




under the Chairmanship of Secretary, Health an

conslﬁ‘ér the recommendatlons oﬁhe~

status of approvals of clmlcal trlals mclud‘ ing~ the,

Committee through e-mail for thesr detatleirewew

—-Clinical tnals should only be conducted in govemment medtcal college /
institutions and institutes of reputes including reputed corporate hospitals under
the supervision of investigators who have experiénce, knowledge and are known
for their integrity.

e The Committee also desired that IT-enabled_dalahaae_oLQlinical trials giving

,v,,'_,;;,w —information about all elements of chmcal tnats»mﬂae:itcxbecre:-.\ted__w.w -

The Apex Committee considered themue%%l—memtormg and
supervision of clinical trials in the country. In regard to approval of clinical trials, the
Committee noted that the NDACs and IND committee consisting of medical experts
from various Medical Colleges/ institutions across the country are in place to evaluate
the applications of clinical trials of new drugs of various categories including clinical

trials of New Chemical Entities.

As regards to the monitoring / supervision of' the.conduct of clinical trials, the
- Committee was apprised that CDSCO through its zonal and sub-zonal offices carry out

———————=clinical trial inspections as and when-required- Therecenkamendmenhn&he Drugs &

Cosmetics Rules, dated 1* February 2013 in this regard has provisions authorizing
CDSCO to conduct inspections of sites of Investigators-and-Sponsors to verify the
regulatory compliance in conduct of clinical trials. The amendments also provide
authority to DCG(l) to take action like debarment of the lnvestlgator the Sponsor
including his representatives in case of non-compliance to the provisions of Drugs and
Cosmetics Rules. The Chairman also directed the DCG(l) to ensure the conduct of
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The Committee also desired that detéﬂéijff:lfnlcal;tnals;appmved inc!udihg number
——of-subjects, names, qualifications of Investigators, address of the clinical trial sites etc,

and the amount paid by the Sponsor or his representative to the Investigators for
conducting the clinical trial should be made available-on-CBSCO-website.

The Chairman while taking note-of-t mctio g of S -desired to know the
status of applications received, deliberated by NDACs for approval of various categories

of new drugs and clinical trials including clinical trials of new chemical entities before
and after 03.01.2013. He also desired that*timelinésis'houldbe'fixed by CDSCO for

S processing of such applications.

While taking note of the three recent amendments. in_Drugs and Cosmetics Rules
related to clinical trials, the Chairman mentioned that some concerns have been raised
by various stakeholders on certain clauses of the amendments. The Committee aiso
noted that the Technical Committee in its meeting held on 27.2.13 has also taken note
of these concerns and has recommended for further consideration. The Apex
Committee after deliberation decided that the~repres{entationsb received on certain

recommendation.

The meeting ended with a vote of thanks to and from the chair.
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