F.No. X-11026/142/13-BD
Government of India
Ministry of Health and Family Welfare

it el
Dated: 13# Mm,’l'“ 2.

Subject: Constitution of an Expert Committee to guide Drugs Controller
General (India) (DCGI) in matters related to regulation of Biotech products -

The Government of India (Ministry of Health & Family Welfare) has decided 1o
wml.lut{‘ Er |‘\|J(1L Commitiee 1o guide DCG (1) in matters related to regulation
[ Biotech products, The committee will have the following experts:

1. Proll Anurag Singh Rathore,  Professor, Department of Chemical Eng., [T,
Mew Delhi (Chairman).

20 Profo v Ko Gupta, Prol and Head, Dept. of Pharmacology, AIIMS, New Delhi -
Member.

d. Dr. Chandiswar Malh, Ex-Head, Department of To
UP - Momber

4. Dro Girish Sahni, Dircelor, Institute of Microbial Technology, Sector 394,
o irh- 160 036

v Kumar Panda, Scientist, Product Development Cell, National
Institute of Im munelogy, New Delhi- 110067

G Prof. (LKL Buraishkumar, Department of Biotechnology, 11T, I‘-;I;-zciraj‘}Cht:tmai -
BOO 030

cology,  CORL Lucknow,

Terms of Helerenee for this expert commitiee would be as follows:

1 To formulate policy, guidelines, S0Ps Tor approval of New and subsequent

recombinant drugs with special emphasis on the following:-

al To plan a transparent, equitable system of clinical evaluation of new
drugs,

Bl Regquirements of local clinfcal trial on Indian population for drugs
approved in clher countrics.

) Specific croumstances, if any, under which local olinical trial can be
abbroviated, relaxed or omitted.

dis Types ol local clinical trial, its design, sample size, siles and the -
dmtnm Lion, inclusion of ethnic ['?EJ}Hchil on ele. in the local clinical trials

[ brotceh products.

) ]wqu rements ol Post Marketing (Phase V] trial to asscss saloly of new

drugs in Post Marketing scenario,

2p To formulate policy, guidelines, S0Ps for approval of clinical trials including
global - clinfeal trals of new  drug substances  discovered  abrosd  and
Bivavailability and bioeguivalence study Tor export with spocial emphasis on
the Tollowing:-
2] Monitering the lunctions of Ethics Commitloos.
bl Acereditation of Clinical trial sites and Investigators.
o] Clineal trial inspections,
dl Participation of State Authorities in menitoring of Clinical trials,

31 Te formulate policy, guidelines and procedures lor cxamination of issucs
related o continued marketing of drugs not only due w salewy or other
reasons bul also due o launch/availability of safer and more efficacious
alternative drugs in the country,

b




a)

8

9)

To Jormulale guidelines, SOPs on the functioning of New Drug Advisory
Committees (NDACs).

To formulate policy, procedures for identification of experts for advising
CDSCO in ils various matter,

To advise CDSCO of w for changes in Drugs and Cosmelic Rules, 1945
pertaining to regulation of biotech products,

To constitute sub-groups {wider groups) for consultation and preparation of
operaling guidelines on safety, efficacy and quality for [ndustry as well as
regulator,

To identily traming needs of CDSCO in view of emerging challenges of
regulation of biotech  products. Train or facilitate training of CDSCO
employees.,

TA/DA and honorarium for all the members and Chairman for allending the
meelings will be paid lrom the budgelary grants of Indian Pharmacopeia
Commission (IPC} as per Govt, Of India Rules.

10) The members of the committee shall hold office for period of three years but

shall be cligible for re-nomination provided that the persons nominated
continue to hold their offices in Uheir respective organization by virtue of
which they are nominated.

Hn case a member retives during the 1erms of validity, an alternative member

To:

from the same instituie or from some other institute will be nominated as
member for the commitiee, ¢
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