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;’MINSETRY:.QF HEALTH AND FAMILY WELFARE po e
(Dgpartment of Health)

‘NOTIFICATION o ,

NewDslhi the 17th July, 2012 T

. GS.R.BTAE)—The following draft rules further to amend the Drugs and
Cosmeﬁgs ﬁﬁésﬂ@éﬁ,:wmﬁhﬁme Cenirall Govermment 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), after consultafion with the Drugs Technical Advisory Board, is hereby published for

the information of all persens likely te be affected thereby, and the nofice is hereby given
that the said draft rules shall be taken into consideration on or after the expiry of a period of
forty-five days from the date on which the copies of the Gazette of India containing these

draft rules are made available to the public;

Any person interested in making any objection or suggestign 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 Secretary, Ministry of Health and Family Welfare, Government
of India, Nirman Bhawan, New Delhi- 110011.

DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetics (3rd Amendment) Rules, 2012.
(2) They shall come into force on the date of their final publication in
the Official Gazette.

i

2. In the Drugs and Cosmetics Rules, 1945, in Part X-A, after rule 122 DAB, the

following rule shall be inserted, namely:-

“122 DAC. (1). Perm_issic)n'to conduct Clinical Trial.- The licensing authority
as defined in clause (b) of rule 21, after being satisfied that the data submitted
along with the application in support of proposed Clinical trial is adequate,
shall issue permission to conduct clinical trial subject to the following
conditions, along with any other specific trial related condition(s) as

considered necessary in the conduct of the trial;

(a) Clinical trial shall be conducted in compliance to the approved
protocots, reguirements of Schedule Y, '‘Good Clinical Practice
(GCP) Guhdeiines for Clinicai Trials in india and other appiicabie
regulations.

(b) Approval af the Ethics Committee shall be obtained before initiation of
the study.
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(h)

Ethical aspects of the clinical trial as described in the “Ethical

o~ kAT P oy Dimmmnmadian ici
Guidelines for Biomedical Research on Human Participants

published by Indian Council of Medical Research (ICMR), New Delhi

. shall be complied with.

Clinical trial shall be registered at Clinical Trials Registry — India
(CTRI) before enrolling first patient in the study.

Annual status report on clinical trial viz. ongoing, completed or
terminated shall be submitted to the licensing authority. In case the
trial is terminated, the detailed reasons for the same shall be

communicated to the said licensing Authority.

Any Suspected Unexpected Serious Adverse Reaction (SUSAR)
occurring during clinicalstrial shall be communicated within fourteen
calendar days to Licensing Authority and to the other investigator(s)
participating dn the study, as per Appendix X! of Schedule Y.

In case of Ns_tu(qyf related injury or death, the applicant will provide

complete medical care as well as compensation for the injury or

death and statement to this effect shall be incorporated in the
informed Consent Document. Further, the details of compensation

provided shall be intimated to the licensing authority.

The premises of sponsor /Clinical Research Organization and clinical
trial sites shall be open to inspection by the officer of Central Drugs
Standard Control Organizétion, whb may be accompanied by an
officer of the concerned State Drug Control Authority, to verify
compliance to the requirements of Schedule Y, Good Clinical

Practices guidelines and other applicabie regutation.

(i) The sponsor/ Clinical Research Organization, Investigators shall allow

officer of Central Drugs Standard Control Organization, who may be
accompanied by an officer of the concerned State Drug Control
Authority, to enter with or without prior notice, any premises of
sponsor/ Clinical Research Organization, clinical trial site to inspect,
search and seize any record, data, document, books, Investigational
drugs etc. related to ciinicai triais and provide adequate replies to any
queries raised by the inspecting authority in relation to the conduct of
clinical trial. ’
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(2) If any sponsor/ Clinichl. Research: ®©rganization, investigators conducting
l»-.
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clinicai triai fail to conmpryvwhith aryy <6ftthe Bbove Cor

Authority may after giving ancoppottunity tosshow cause why such an order
should not be passed,by:an.orderiin.writing stating the reason thereof take
foliowing action:

(a) Issue warning ltettar giving sietails of deficiency found during the
inspection, which mightt affect the migit or s/uell being of subject or the )
validity of the study comnglucted at that site.

(b) Recommendation that study may be rejected. /

(c) Suspension/canceliation of clinical trial permission.

(d) Restriction of an investigator, sponsor/ Clinical Research '

Organization, to conduct future clinical trial.

(3) The sponsor /Clinical ﬁesearch Organization, investigators against
whom action as mentioned above has been taken by the licensing
authority, may within ninéty days of the receipt of the copy‘of the order
by him prefer an appeal to the Central Government and the Central
Government may after giving an opportunity of being heard, confirm,

reverse or modify such order.”. ‘
[F. No’. X-11014/9/2011-DFQC]
ARUN K. PANDA, Jt. Secy.

Foot note : The principal rules were pubhshed in the Official Gazette vide notification
No. F. 28-10/45-H(1) dated 21st December 1945 and last amended vide
! notification number G.S.R. 76(E) dated the 8th February, 2012.

' Prmted by the Manager, Gavernment &f Mamress Rm’g ‘Road, Mayapuri, New Dethi- 110064
and Published by the Contxdlter =f Publications, Dethi-110054.



