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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New .Dethi, the 3rd February, 2015

G.S.R. 69(E).—Whereas the Central Government is of opinion that circumstances have arisen which
render it necessary to amend the Drugs and Cosmetics Rules, 1945 without consulting the Drugs Technical
Advisory Board;

And whereas the Central Governinent proposes to consult the Board within six months of making the
amended rules;

Now therefore, the following draft of certain rules further to amend the Drugs and Cosmetics Rulcs,
1945, which the Central Government proposes to make in exercise of the powers conferred by section 12 and
section 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by sections 12
and 33 of the said Act for the information of all persons likely to be affected thereby, and notice is hereby
given that the said drafi rules shall be taken into consideration on or after the expiry of a period of forty-five
days from ihe daie on whichi ihe copies of the Gazeiie of Tudia containing ihese draft rules are made available
to the public; -

Any person interested in making any objections or suggestions on the proposed draft rules may do so
in writing for consideration of the Central Government within the period so specified through post to the
Under Secretary (Drugs), Ministry of Health and Family Welfare, Government of India, Room No. 527 ‘C’,
Nirman Bhawan, New Delhi-110011.

DRAFT RULES
-1 (1) These rules may be called the Drugs and Cosmetics (Third Amendment) Rules, 2015.
(2) They shall come into force on the date of their final publication in the Official Gazette.

2. In the Dmgs and Cosmetics Rules, 1945 (hereinafter referred to as the principal rules), in rule 122
DA, in sub-rule (3), for the Explanation, the following Explanation shall be substituted, namely.—
‘Explanation.—For the purposes of these rules,—

~(a) “Clinical Trial” means a systematic study of any new drug(s) in human subject(s) to generate

data for discovering and/or verifying the clinical, pharmacological (including pharmacodynamic
and pharmacokinetic) and/or adverse effects with the objective of determining safety and/or
efficacy of the new drug; '

{b) “Global Clinical Trial” means any clinical trial which is conducted as part of multi-national
clinical development of a drug;

(c) “Investigational New Drug” means a new chemical entity or a product having therapeutic
indication but which has never been tested earlier on human being;

(d) “New Chemical Entity” means an active substance in developmental stage which may be
specified as a drug under the Act, after undergoing any clinical trial.”.

3. Rule 122 DAA of the principal rules shall be omitted.

4. In SCHEDULE A of the principal rules, in Form 44, under the heading “A. Permission to market a
new drug:’, after item (10), the following items shal! be inserted at the end, namely:-
“(11) New Chemical Entity and Global Clinical Trial—
(a) Assessment of risk versus benefit to the patients
(b) Innovation vis-a-vis existing therapeutic option
(¢) Ummet medical need in the country.”
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In SCHEDULE Y of thé principal rules, in APPENDIX 1, after sub-item 1 1.1, the following shali be

inserted, namely:—
«“12. New Chemical Entity and Global Clinical Trial
12.1 Assessment of risk versus benefit to the patients

12.2 Innovation vis-a-vis existing therapeutic option
12.3 Unmet medical need in the country.”.

[F. No. X.11014/4/2014-DFQC]

K. L. SHARMA, Jt. Secy.

Foot note: The principal rules were published in the Gazette of India vide notification No. F. 28-10/45-H (N

dated 21st December, 1945 and last amended by notification published in the Gazette of India,

Extraordinary, Part II, Section 3, Sub-section (i), vide number G.S.R. 908(E), dated the
22ud December, 2014,

o Printed by the Manager, Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.
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