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) “trial subject” means a person who is either a patient or a healthy person to whom investigational product is
administered for the purposes of a clinical trial.

(2) Words and expressions used in these rules but not defined herein but defined in the Drugs and Cosmetics Act, 1940
(23 of 1940) shall have the meaning assigned to them in the Act.

CHAPTER IT
AUTHORITIES AND OFFICERS

3. Central Licencing Authority.— The Drugs Controller, India appointed by the Central Government in the Ministry of
Health and Family Welfare shall be the Central Licencing Authority for the purposes of these rules.

4. Delegation of powers of Central Licencing Authority.— (1) The Drugs Controller, India, with the prior approval of
the Central Government, may, by an order in writing, delegate all or any of powers of the Central Licencing
Authority to any other officer of the Central Drugs Standard Control Organisation not below the rank of Assistant
Drugs Controller (India).

(2) The officer to whom the powers have been delegated under sub-rule (1) shall exercise all or any of the powers
of the Central Licencing Authority under its name and seal.

5. Controlling Officer.— (1) The Drugs Controller, India may designate any officer not below the rank of Assistant
Drugs Controller (India) as Controlling Officer.

(2) The Drugs Controller, India shall, by order, specify the areas and powers of the Controlling Officer.

(3) The Controlling Officer, designated under sub-rule (1) shall supervise the work of subordinate officers and shall
exercise powers and perform functions which may be assigned to that Officer.

CHAPTER IIT
ETHICS COMMITTEE FOR CLINICAL TRIAL, BIOAVAILABILITY AND
BIOEQUIVALENCE STUDY

6. Requirement of the Ethics Committee.— (1) Whoever intends to conduct clinical trial or bioavailability study or
bioequivalence study shall be required to have approval of an Ethics Committee for clinical trial registered under
rule 8.

(2) The Ethics Committee shall apply for registration with the Central Licencing Authority under rule 8.

7. Constitution of Ethics Committee for clinical trial.— (1) The Ethics Committee shall have a minimum of seven
members from medical, non-medical, scientific and non-scientific areas with at least,—

1) one lay person;
(i)  one woman member;
(iii)  one legal expert;

(iv)  one independent member from any other related field such as social scientist or representative of
non-governmental voluntary agency or philosopher or ethicist or theologian.

(2) The Ethics Committee referred to in sub-rule(1) shall consist of at least fifty percent of its members who are not
affiliated with the institute or organization in which such committee is constituted.

(3) One member of the Ethics Committee who is not affiliated with the institute or organization shall be the
Chairperson, and shall be appointed by such institute or organisation.

(4) One member who is affiliated with the institute or organization shall be appointed as Member Secretary of the
Ethics Committee by such Institute or organization.

(5) The committee shall include at least one member whose primary area of interest or specialisation is non-
scientific and at least one member who is independent of the institution.

(6) The members of the Ethics Committee shall follow the provisions of these rules, Good Clinical Practices
Guidelines and other regulatory requirements to safeguard the rights, safety and well-being of trial subjects.

(7) Every member of the Ethics Committee shall be required to undergo such training and development
programmes as may be specified by the Central Licencing Authority from time to time:
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Provided that any member, who has not successfully completed such training and developmental
programmes, shall be disqualified to hold the post of member of the Ethics Committee and shall cease to be a member
of such committee.

(8) The members representing medical scientists and clinicians shall possess at least post graduate qualification in
their respective area of specialisation, adequate experience in the respective fields and requisite knowledge and clarity
about their role and responsibility as committee members.

(9) As far as possible, based on the requirement of research area such as Human Immunodeficiency Virus (HIV) or
genetic disorder, specific patient group may also be represented in the Ethics Committee.

(10) No member of an Ethics Committee, having a conflict of interest, shall be involved in the oversight of the
clinical trial or bioavailability or bioequivalence study protocol being reviewed by it and all members shall sign a
declaration to the effect that there is no conflict of interest.

(11) While considering an application which involves a conflict of interest of any member of the Ethics Committee,
such member may voluntarily withdraw from the Ethics Committee review meeting, by expressing the same in
writing, to the Chairperson.

(12) The details in respect of the conflict of interest of the member shall be duly recorded in the minutes of the
meetings of the Ethics Committee.

8. Registration of Ethics Committee relating to clinical trial, bioavailability and bioequivalence study.— (1)
Every Ethics Committee, constituted under rule 7, shall make an application for grant of registration to the
Central Licencing Authority in Form CT-01.

(2) The Ethics Committee shall furnish such information and documents as specified in Table 1 of the Third
Schedule along with the application made in Form CT-01.

3) The Central Licencing Authority,—
g y
(1) shall scrutinise the information and documents furnished with the application under sub-rule (2); and

(i1) make such further enquiry, if any, considered necessary and after being satisfied, that the requirements of
these rules have been complied with, may grant registration to Ethics Committee in Form CT-02; and if
the Central Licencing Authority is not satisfied with the compliance of these rules by the applicant
Ethics Committee, it may, reject the application, for reasons to be recorded in writing, within a period
of forty-five working days, from the date of the receipt of the application made under sub-rule (1).

(4) An applicant Ethics Committee aggrieved by the decision of rejection of the application by the Central
Licencing Authority under clause (ii) of sub-rule (3), may file an appeal before the Central Government in the
Ministry of Health and Family Welfare within sixty working days from the date of the receipt of order of such
rejection.

(5) The Central Government may, after such enquiry, as considered necessary, and after giving an opportunity of
being heard to the appellant referred to in sub-rule (4), shall dispose of the appeal filed under that sub-rule within a
period of sixty working days from the date on which the appeal has been filed.

9. Validity period of registration of Ethics Committee for clinical trial.— The registration granted in Form CT-02
shall remain valid for a period of five years from the date of its issue, unless suspended or cancelled by the Central
Licencing Authority.

10. Renewal of registration of Ethics Committee for clinical trial.— (1) On expiry of the validity period of
registration granted under rule 9, an Ethics Committee may make an application for renewal of registration in Form
CT-01 along with documents as specified in Table 1 of the Third Schedule ninety days prior to the date of the expiry
of the registration:

Provided that if the application for renewal of registration is received by the Central Licencing Authority
ninety days prior to the date of expiry, the registration shall continue to be in force until an order is passed by the
said authority on such application:

Provided also that fresh set of documents shall not be required to be furnished, if there are no changes in such
documents furnished at the time of grant of registration, and the applicant renders a certificate to that effect indicating
that there is no change.

(2) The Central Licencing Authority shall, after scrutiny of information furnished with the application and after
taking into account the inspection report, if any, and after such further enquiry, as considered necessary, and on being
satisfied that the requirements of these rules have—

(i) been complied with, renew the registration of Ethics Committee in Form CT-02;
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(i1) not been complied with, reject the application, for reasons to be recorded in writing, within a period of
forty-five working days from the date of renewal application made under sub-rule (1).

11. Functions of Ethics Committee.— The Ethics Committee for clinical trial shall perform the following functions for

a person, institution or organization; namely:—

(i) review and accord approval to a clinical trial, bioavailability or bioequivalence study protocol and other related
documents, as the case may be, in the format specified in clause (B) of Table 1 of the Third Schedule and
oversee the conduct of clinical trial to safeguard the rights, safety and wellbeing of trial subjects in
accordance with these rules, Good Clinical Practices Guidelines and other applicable regulations;

(i) make at appropriate intervals, an ongoing review of the clinical trials for which it has accorded approval and
such review may be based on periodic study progress reports furnished by the investigators or monitoring and
internal audit reports furnished by the sponsor or by visiting the study sites;

(ii1) indicate the reasons that weighed with it while rejecting or asking for a change or notification in the protocol
in writing and a copy of such reasons shall also be made available to the Central Licencing Authority;

(iv) where any serious adverse event occurs to a trial subject or to study subject during clinical trial or
bioavailability or bioequivalence study, the Ethics Committee shall analyse the relevant documents pertaining
to such event and forward its report to the Central Licencing Authority and comply with the provisions of
Chapter VI,

(V)  where at any stage of a clinical trial, it comes to a conclusion that the trial is likely to compromise the right,
safety or wellbeing of the trial subject, the committee may order discontinuation or suspension of the clinical
trial and the same shall be intimated to the head of the institution conducting clinical trial and the Central
Licencing Authority;

(vi) allow any officer authorised by the Central Licencing Authority to enter, with or without prior notice, to
inspect the premises, any record, or any documents related to clinical trial, furnish information to any query
raised by such authorised person, in relation to the conduct of clinical trial and to verify compliance with the
requirements of these rules, Good Clinical Practices Guidelines and other applicable regulations for
safeguarding the rights, safety and well-being of trial subjects;

(viil) comply with the requirements or conditions in addition to the requirements specified under the Act and these
rules as may be specified by the Central Licencing Authority with the approval of the Central Government, to
safeguard the rights of clinical trial subject or bioavailability or bioequivalence study subject.

12. Proceedings of Ethics Committee for clinical trial.— (1) No clinical trial or bioavailability or bioequivalence

13.

protocol and related documents shall be reviewed by an Ethics Committee unless at least five of its members as
detailed below are present, namely:—

1) medical scientist (preferably a pharmacologist);
(i1) clinician;
(ii1) legal expert;

@iv) social scientist or representative of non-governmental voluntary agency or philosopher or ethicist or
theologian or a similar person;

) lay person.

(2) The Ethics Committee may constitute one or more sub-committees of its members to assist in the functions
assigned to it.

(3) The Ethics Committee may associate such experts who are not its members, in its deliberations but such experts
shall not have voting rights, if any.

(4) Any change in the membership or the constitution of the registered Ethics Committee shall be intimated in
writing to the Central Licencing Authority within thirty working days.

Maintenance of records by Ethics Committee for clinical trial.— (1) The Ethics Committee shall maintain data,
record, registers and other documents related to the functioning and review of clinical trial or bioavailability study or
bioequivalence study, as the case may be, for a period of five years after completion of such clinical trial.

(2) In particular and without prejudice to the generality of the sub-rule (1), the Ethics Committee shall maintain the
following records for a period of five years after completion of every clinical trial or bioavailability study or
bioequivalence study, namely:-

(1)  the constitution and composition of the Ethics Committee;
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(i1) the curriculum vitae of all members of the Ethics Committee;
(ii1) standard operating procedures followed by the Ethics Committee;
(iv) national and international guidelines followed by the Ethics Committee;

) copies of the protocol, data collection formats, case report forms, investigators brochures, etc.,
submitted for review;

(vi) all correspondence with committee members and investigators regarding application, decision
and follow up;

(vii) agenda of all Ethics Committee meetings and minutes of all Ethics Committee meetings with
signature of the Chairperson;

(viii) copies of decisions communicated to applicants;

(ix) records relating to any order issued for premature termination of study with a summary of the
reasons thereof;

(X) final report of the study including microfilms, compact disks or video recordings;
(xi) recommendation given by Ethics Committee for determination of compensation;

(xii) records relating to the serious adverse event, medical management of trial subjects and
compensation paid.

(3) The Ethics Committee shall furnish the information maintained under sub-rule (1) and sub-rule (2), as and when
required by the Central Licencing Authority or any other officer authorised on its behalf.

14. Suspension or cancellation of registration of Ethics Committee for clinical trial.— (1) Where Central Licencing
Authority is of the opinion that any Ethics Committee fails to comply with any provision of the Act or these rules, it
may issue show cause notice to such Ethics Committee specifying therein such non-compliances and the period
within which reply shall be furnished by such Ethics Committee.

(2) On receipt of reply for the show cause notice within a period specified in the show cause notice, the Central
Licencing Authority may give an opportunity of being heard, in person to such Ethics Committee.

(3) After consideration of the facts and reply given by the Ethics Committee under sub-rule (2), the Central
Licencing Authority, may take one or more of the following actions, namely:-

(1) withdraw show cause notice issued under sub-rule(1);

(i) issue warning to the Ethics Committee describing the deficiency or defect observed during inspection or
otherwise, which may adversely affect the rights or well-being of the trial subject or the validity of clinical
trial or bioavailability or bioequivalence study being conducted;

(iii) reject the results of clinical trial or bioavailability and bioequivalence study;
(iv) suspend for such period as considered appropriate or cancel the registration issued under rule 8;

(v) debar its members to oversee any clinical trial in future for such period as may be considered appropriate by
the Central Licencing Authority.

(4)Where the Ethics Committee or any member of the Ethics Committee is aggrieved by an order of the Central
Licencing Authority under sub-rule (3), such aggrieved Ethics Committee or member, may, within a period of
sixty working days of the receipt of the order, file an appeal to the Central Government.

(5)Where an appeal has been filed under sub-rule (4), the Central Government may, after such enquiry, as it thinks
necessary, and after giving an opportunity of being heard, pass such order in relation thereto as it thinks
appropriate in the facts and circumstances of the case within a period of sixty working days from the date of
filing of the appeal.

CHAPTER IV
ETHICS COMMITTEE FOR
BIOMEDICAL AND HEALTH RESEARCH

15. Ethics Committee for biomedical and health research.— Any institution or organisation which intends to conduct
biomedical and health research shall be required to have an Ethics Committee to review and oversee the conduct of
such research as detailed in National Ethical Guidelines for Biomedical and Health Research Involving Human
Participants.



