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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health)
NOTIFICATION
New Delhi, the 19th January, 2011
G.S.R.40(E)—The following draft rules further to amend the Drugs and
Cosmetics Rules, 1775“34.5—,' whach 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 fo 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 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 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

(FirstAmendment) Rules, 2011.
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2. in the Drugs and Cosmetics Rules, 1945 (hereinafter referred to as the said
rules) after rule 122 DAA, the following rule shall be inserted, namely:-

“Rule 122 DAB. — Registration of clinical research organisation for
conducting clinical trials: - (1) The clinical research organisations shall be
required to be registered by the Licensing Authority defined in clause (b)
of rule 21 for the purpose of conducting clinical trials in the country

(2)An application for registration of clinical research organisation for the
purpose of conducting clinical trials shall be made to the Licensing
Authority defined in Clause (b) of Rule 21 accompanied by the
information as required under Schedule Y-1.

(3) If the Licensing authority after such further enquiry, if any, as he may
consider necessary, is satisfied that the requirements of the rules have
been complied with and the conditions of registration will be observed,
he may grant registration subject to the conditions stated therein.

{(4) A registration, unless it is sooner suspended or cancelled, shall be
valid for a period of five years from the date of issue.

(5) If the licensing authority is not so 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.

(6) If the clinical research organisation fails to comply with any of the
conditions of registration, the licensing authority may after giving an
opportunity to show cause why such an order should not be passed,
by an order in writing stating the reasons therefor, suspend or cancel
the registration for such period as deemed fit.

(7) The clinical research organisation, 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 appeal o
the Centrat Government and the Central Government may after giving
an opportunity of being heard, confirm, reverse or modify such order.

Explanation ~ For the purpose of this rule a clinical research organization
is an individual or an organisation ( commercial, academic or other} to
which the sponsor may transfer or delegate some or all of the tasks, duties
and / or obligations regarding a Clinical trial, provided that all such
contractual transfers or obligations are defined in writing.”
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(2) They shall come into force on the date of their final publication in the Official
Gazette. ‘

3. In the said rules after Schedule Y, the foliowing Schedule shall be inserted,

namely:-

“Schedule Y-1
(See Rules 122 DA, 122 DAA, 122 DAB)

Requ:rements and Guidelines for reglstratlon of chmcal research

organisations

1. Scope

These guidelines cover all organisations, individuals, institutions and

companies that take the responsibility of conducting clinical trials including those
who seek permission for clinical trial from Licensing Authority defined in clause
{b) of rule 21. It does not include clinical trial sites.

These guidelines are not stand alone guidelines and are not in derogation

of any other rules or guidelines applicable to the clinical trials e.g. Schedule Y of
the rules, Indian Good Clinical Practice (GCP) guidelines and Ethical Guidelines
for Bio-Medical Research on human participants by the Indian Council of
Medical Research.

2. Criteria for Registration

()

(i)

(i)

(iv)

The Clinical Research Organisation shall be under the charge of a person
who is responsible for the overall activities of the organisation. The
organisation should have competent persons who are thoroughly familiar
with the investigational produci(s), the protocol, written informed consent
forms or other information provided to the subjects, the standard operative
procedures by the sponsors, GCP guidelines and other rules applicable to
the conduct of clinical trials. ,
The organisation shall have adequate resources, qualified and trained
staff for oversight of clinical trials. The staff members are required to be
trained regularly to update their skills.

The trial related duties and functions transferred to and assumed by the
Clinical Research Organisation shall be specified in writing and properly
quantified.

The organisation shall ensure that the trials are‘adequately monitored and
the trial related responsibilities transferred to it, partially or fully, by the
sponsor are discharged effectively and efficiently.
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(v)  The organisation shall implement quality assurance and quality control as
per standard operative procedures designed for the purpose. Such
Standard Operative Procedures shall be well documented.

(viy  The organisation shall maintain complete data, documentations and other
related records accurately. The organization shall also check and ensure
that the investigator(s) have maintained properly the essentiai documents
required for the conduct of the trial.

(viil The organisation shall ensure that the investigator(s) received all
documents and trial related supplies needed to conduct the trial properly.

(vii) The organisation shall have education programmes to help its
investigators to carry out the research studies as per guidelines and
regulations applicable to such trials. Training will include protocol
adherence, GCP guidelines, informed consent process, and investigator's
responsibilities for GCP compliance. |

. Record Keeping

All records (written documents, electronic, magnetic or optical records, scans,
etc.) such as protocols, approvals from the Central Drugs Standard Control
Organization (CDSCO) and ethics committee, investigator(s) particulars, blank
consent forms, monitor reports, audit certificates, relevant correspondence,
reference ranges, completed and the final reports, shall be maintained. All
documentation and communication are to be dated, filed and preserved safely for
a period of 5 years after the completion of study or submission of the data fo
CDSCO. Strict confidentiality is to be maintained during access and retrieval
procedures.

. Information required for registration

(i) Name and address of the organisation to be registered along with its
telephone number, fax number, e-mail address.

(ii) Name and address of the proprietors/partners/directors.

(i)  Status of the organisation as legal entity.

(iv) A brief profile of the specific activities/services undertaken by the
organisation including facilities, resources and infrastructure.
(v}  An organogram of the organisation including brief CVs of key personal

(viy List of Standard Operative Procedures with salient highlights about
specific areas to be scrutinised.
(vii)  An undertaking to declare that,-
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(@) we shall comply with the conditions imposed on the registration
certificate along with the adherence to other guidelines like GCP
guidelines and provisions of the Drugs and Cosmetics rules, 1945.

(b) we shall comply with such further requirements, if any, as may be
specified by the Government of India, under the Act and the rules,
made thereunder. '

(c) we shall allow the licensing authority and/or any person authorised by
him in that behalf to enter and inspect the premises and to examine the
process/procedure and documents in respect of any clinical trial
conducted by us.” '

[F. No. X-11014/2/2010-DF QC]
ARUN PANDA, Jt. Secy.

Foot note : The principal rutes were published 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. 683(E), dated the

19-08-2010.
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