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MINISTRY OF HEALTH AND FAMILY WELFARE
 (Department of Health)
NOTIFICATION
New Delhi, the 17th July, 2012

G.S.R. 573(E).—The following draft rules further to amend the Drugs and
Cosmetics Rules, 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), after consultation with the Drugs Technical Advisory Board, is hereby published for
the information of all persons likely to be affected thereby, and the notice 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 suggestion 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 Dethi- 110011. ‘

-

4

DRAFT RULES

1. (1) These rules may be called the Drugs and Cosmetics (4th Amendment) Rules, 2012.

(2) They shall come into force on the date of their final pub(ication in
the Official Gazette.
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2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said
' rules), after rule 122 DC, the following rule shall be inserted, namely:-

“122 DD. Registration of Ethics Committee (EC).- (1) No Ethics Committee shall
review and accord its approval to a clinical trial protocol without prior registration
of the committee with the Iicenéing authority as defined in clause (b) of rule 21.
(2) An application for registration of ethics committee shall be made to the
licensing authority in accordance with the requirements prescribed in Schedule
Y-i.

(3) The licensing authority after being satisfied that the requirements of the rules
have been complied with and the conditions of the registration will be observed,
may grant registration subject to the condition stated therein.

(4) The ethics committee will review and accord its approval to a clinical trial as
per Schedule Y, the Good Clinical Practice Guidelines for Clinical Trials in India
and other applicable regulatory requirements for safeguarding rights, safety and
well being of the trial subjects.

(5) In case of clinical trial related injury or death, the ethics committee shall
review the serious adverse event reports and recommend for providing
compensation. The quantum of the compensation to be paid by the sponsor shalil
be decided by the ethics committee in accordance with the guidelines issued by
the Central Drugs Standard Control Organization with the concurrence of Ministry
of Health and Family Welfare for the purpose.

(6) The ethics committee shall allow inspectors / officials of Central Drugs
Standard Control Organization to enter the premises of the committee to inspect
any record, data, document etc. related to clinical trial and provide adequate
replies to any queries raised by the inspecting authority in relation to the conduct
of clinical trial.

(7) The registration, uniess it is sooner suspended or cancelled, shall be valid for
a period of five years from the date of issue.’

(8)If the licensing authority is not satisfied, he shall reject the application and
shall inform the applicant of the reasons for such rejection and the conditions
which must be satisfied before the registration can be granted.

(9) If the ethics committee fails to comply with any of the conditions of

registration, the licensing authority may after giving an opportunity to show cause
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why such an order should not be passed, by an order in writing stating the
reasons therefor, suspend or cancel the registration of the ethic committee for
such period as considered necessary.

(10)The ethics committee whose registration has been suspended or cancelled

by the licensing authority, may within ninety days of the receipt of the copy of the -

order by him prefer an appealrto the Central Government and the Central
Government may after giving an opportunity of being heard, confirm, reverse or

modify such order. : '

k]

Explanation: \
For the purpose of this part an Ethics Committee is a committee comprising of
medical / scientific) and non-medical /non-scientific members, whose
responsibility is to verify. the protection of the rights, safety and well-being of
. human subjects involved in a clinical trial. Ethics Committees may be named as:
(1) Institutional Review Board, (2) Ethics Review Board or (3) Independent Ethics
Committees set up for the purpose outside the institute. The Ethics Committee
shall be responsible for reviewing and approving the Protocol, the suitability of
the investigator(s), facilities, methods and adequacy of information to be used for
obtaining and documénting “Informed Consent” of the study subjects and
adequacy of confidentiality safeguarclls.

3 In the said rules, after Schedule Y, the following Schedule shall be

inserted, namely:-

5418 GT))-3
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{@Beeirule 122 DD) - ',

Requirements mﬂ(Guidelinas;forrm\gistration of Ethics Committee
1. Séope:

Ethics committee sthall teview exany research proposal on human subjects and
should evaluate the -possible fisks to fhe subjects, expected benefits and
adequacy of dooumentation for ensuring privacy, confidentiality and justice. In
case of clinical trial related injury or death the ethics committee should review
and make recommendations for compensation to be paid by the sponsor in
stipulated manner and time pericd.

. : |
These guidelines are not stand alone guidelines and are not in derggation of any
other rules or guidelines applicable to the clinical trials.

2. Composition of Ethics Committee:

(a) Ethics committee should have at least seven members and should
appoint from among its member a Chairperson (who is from outside
the Institute,) and a Member Sécretary, other members should be mix
of Medical/ Scientific and nonmedical/ Non Scientific members

! including lay public as specified in Appendix VIil of Schedule Y.

(b) The committee must include at least one member whose primary
area of interest / specialization is non-Scientific and at least one

- member who is independent to institution.

(c) The Ethics committee should have as its members, individuals from
other Institutions or Communities if required.

(d) Members should be conversant with the provisions of clinical trials
under the Schedule Y, Good Clinical Trial Practice Guidelines for
clinical trials in India and other regulatory requirements to safeguard
the rights, safety and weli being of the trial subjects.

{e) The membets fepresenting as basic medical scientists and clinicians

should have Post graduate qualification and adequate experience in
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(f)

(¢)]

(h)

their respective fields and aware of their role and responsibilities as
committee members.

Based on the requirement of research area e.g. HIV, Genetic disorder
etc, specific patient group may also be included in the ethics
committee as far as possible.

There should be no conflict of interest. The members shall voluntarily
withdraw from the ethics committee while making a decision on an
application which evokes a conflict of interest which should be
indicated in writing to the Chairperson prior to the review and should
be recorded so in the minutes. | ‘
Subject experts or other experts may be invited to the meetings for
their advise but would not be having any voting rights.

3. Information required to be submitted by the applicant for registration of

Ethics Committee:

(a)
(b)

(c)

(d)

)

(9)

Name of the Ethics Committee

Authority under which the ethics committee has been
constituted, membership requirements, the term of reference,
Qonditions of appointment and the quorum required.

The procedure for resignation, replacement or removal of
members.

Address of the office of the ethics committee.

Name, address, qualification, organizational title, telephone
number, fax number, e-mail, mailing address and brief profile of
the Chairperson.

Names, qualification(s), organizational title, telephone number,
fax number, e-mail and mailing address of the members of ethics
committee. The information should also inglude member’s
specialty (primary, scientific or non-scientific), member's
affiliation with institution(s) and patient group r'épresentation, if
any.

Details of the supporting staff.

2418 GiJ1r-Y
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(i)
0)
(k)
U]
(m)
(n)
(0)
(P)

(@

i

Type ~of .research reviewed by the committee (eg=-
pharmaceuticals  devicas,- -epidemiological, retrospective, herbals

etc.).

Documents: reviewedfor.every clinical trial protocol.

Information in rsspect ©of mumber of meetings of the committee

and documentation of the minutes of these committees

concem}ng alimica trials: .

The information regarding review of serious adverse events

reported gluring e conduct of the trial.

The Standard Operative Procedures to be followed by the

committee in general.

Standard Operatiye Procedures followed by the committee for

vulnerable popuiétion

Policy regarding training for new and exnstmg committee
members along with Standard Operative Procedures

Policy to monitor /prevent the conflict of interest along with
Standard Operative Procedures. »

Has the committee been audited or inspected before? If yes, by

“whom.

If the committee has been audited or inspected before, give
details.

4. Maintenance of Record:

All documentation and communication of an ethics committee are. to be dated, flled

and preserved according to the Standard Operative Procedures. Strict conﬂdenhahty

is to be maintained during access and retrieval procedures. Records should be

maintained for the following:-

The constitution and composition of the ethics committee;
The curriculum vitae of all the committee members;
Standard Operating Procedures followed by the committee:
Natienal and intemational guidelines;

@ N -

o &

Copies of the Protocol, data collection formats, Case Report
Forms, investigatienai brochures eic. submitted for review:

|
i il
R
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6. Ali correspondence with committee members and investigators
regarding application, decision and follow up;

7. Agenda of all ethics committee meetings;
Minutes of all ethics committee meetings with signature of the
Chairperson; A

9. Copies of decisions communicated to the applicants;

10. Record of all notification issued for premature termination of a
study with a summary of the reasons; ,

11. Final report of the study including microfilms, Compact Disks
and / or Video-recordings.

All records must be safely maintained after the completion / termination of the study for

not less than five years from tk)ae date of completion or termination of the trial.

‘5. The Ethics committee shall be,open for inspections by the officers of Central Drugs
Standard Control Organizatidﬁwto verify compliance to the requirements of Schedule Y,
Good Clinical Practices guidelines and other applicable regulations.”.

[F. No. X-11014/8/2011-DFQC]
ARUN K. PANDA, Jt. Secy.

Foot Note :—The principal rules were published in the Official Gazette vide notification
No.. F. 28-10/45-H(1), dated 21st December, 1945 a_nd last amended vide notification
~ number G.S.R. 76(E), dated 8-2-2012. |
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and Published by the Controlier of Publications, Delhi-110054.






