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Related Parliamentary Standing Coémmittee on Health & ramily Welfare as
- contained in its. 59th Report on the functioning of the Central Drugs Standard Control
Organisation (CDSCO), the following two Expert Committees are hereby cons{tiﬁuted

by the Ministry:

()  Expert Committee to formulate policy guidelines and SOPs for approval o

Drugs, clinicai trials and banning of drugs

1. Professor Ranjit Roy Chaudhury. -
National Professor of Pharmacology, '
Advisor- Departrent of Health and Family Welfare,
Government of NCT of Delhi, :
Former Member Board of Governor-MCl,
Y-85 Hauz Khas New Deihi-110016.

2. Dr. V. P. Kambuj. -
Former Director,
Central Drugs Research Institute, Lucknow.
C-1111. Oppusite Church, Indira Nagar, Lucknow-226016.

3. Dr.B. T Kaul ) -
Professor of Law,
Delhi University, Delhi

ar Wi ; i AANNDA4
Law Certre-ll Dhauls Kuan New Dalhi- 4 10021

Chairman

Member

Member
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P.N. Pzlavam, Coimbatore 841027

)

. Dr. Uma Tekur - Member
Professcr of Fharmacology, :

]
Rfim e P S P o Pially 4 a-
Maulana Azad Medical College, Dethi-1
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- Member

Professar of Pharmacclogy
Christiaii Medicai College, Vellore- 6532002,

1. Te formuiate poiicy  guidelines and SOPs for approval of New drugs
including Biologicals with Special emphasis on the following:- ‘

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

b) Requirements of local clinical irial on Indian population for drugs
approved in other countries.

c) Specific circumstances, if any; under which local clinical trial can 'be
abbreviated. relaxed or omitted: - - - - o

=

d) Types of Iocal clinical trial, its design, sample size, sites and the
distribution, inclusion of ethnic population etc. in the local clinical trial.

e) Requirements of Post Marketing (Phase IV) trial to assess safety of nev
drugs in Pogt Marketing scenario.
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2. To formulate policy guidelines and SOPs for approval of clinical trials
including global clinical trials of new drug substances discovered abroad a?%d
bioavailability and bioequivalence study for export with special emphasis on
the following - S ‘ ‘

a) Monitoring the functions of Ethics Commitiees.

cereditation of clinical trial sites and Investigators.
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¢) Clinicai trial inspections.
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S/ TATRICILeHON of Siate Authoritiag in ONIering of clinical trials.

3. To formulate poicy guidelines and procedures for examination of issues
related to continied marketing of drugs not only due to saiety or other
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4. ne functioning of New Drug Advisory
5. identification of experts for Dr*v'séng
8. To advise CL:SCO in other matters referred to it for advice.
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{10 The Expert Commitice to formuiate policy guidelines and procedures
approval of Fixed Dose Combinations.

1. Prof C K Kokats, ‘ Chairman
Vice Chancellor, KLE University,
JNM C Campus, Belgaum -590010.

2. Dr. Urmila Thattz, - Member
Prof. & Head of Clinical Pharmacology,
KEM Hospital & Seth GS Medical College,
Mumbai- 400012,

3. Mr. Bikast Medh:, - Member
Addl. Prof of P”mrmacology :
Post Graduate institute of Medical Education and Research,
Chandigarh-160012.

4. Dr. RKKhar, - Member
Former Dean,
Jamia Hamdard University,
Hamdard Wagar. New Delhi-10062.

5. Dr. H.G. Koshia. - - Member
Commissicner, :
Food & Drig Control A ministration,
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P10 Tormuisis policy guideiines and SOPs for approval of Fixed Dogs
LCmibinatons wilh specia emphasis on the following:-
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‘ocai clinicai triai, its design, sample size sites and their

distrit:ution ate. in the clinical trial ‘
) Requwements of Post n/larkmung Phase V) trial to zssess safely| of

Fixed Dose Combinatioris in Post Ma arketing scenario.
z on e tunctioning of New Drug Adviggpry
a‘w JACS) in resnact of Fixed Dose C mbinations.

Honorarium and TA/DA will be paid to the Experts as per the Céniral
Government Rules from the budgetary aliocation of CDSCO. The Committee in

Clinical Trial may C
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opt the services of the following experts, if necessary:

(@) Dr. Lalit Kumar Professor Medicai (Jncoxooy AlIMS
(b) Dr. Sudha Prcxsad Director & Professor Obstetrics & G Gynaecology, MA\/fC
(c) Dr. Nikhil Tandon, Profess s0r, Endocrinology, AlIMS
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1. Drugs Controller General (India), FDA Bhavan, Kotla Road, New Delhj - for
~ conveying this Order to the Chairpersons and all members of the Expe=rt
Committees. ‘

2. Principal Accounts Office, Ministry of Health & Family Welfare, Nirrhan

Bhavan, New Delhj
3. Pay & Accounts Office, DteGHS, Nirman Bhavan, New Delhi
4. IFD / Budget Section
S. PPS to Secretary (H&FW) / PPS to DG, Dte.GHS / PPS to AS&DG(CGH 1S) /

PS to JS(AKP)




