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I. ACRONYMS

SOP :

IMP :

CT:
QA:
PI:
IB:
NRA :

DGDA:

2. OVERVIEW

Standard Operating Procedure

Investigational Medical Products

Clinical Trial

Quality Assurance

Principle Investigator

Investigational Brochure

National Regulatory Authority

Directorate General of Drug Administration

An investigational medicinal product is any medicinal product which is being tested within a trial or

any product, including placebo, used as a reference in a clinical trial. The manufacturing, testing and

distribution of investigational medicinal products (IMPs) are strongly regulated by the relevant

authorities to assure high quality of medicinal products that are administered to patients in clinical

trials. Full transparency and traceability from the origin of starting materials to dosing and finally

destruction of the study medication is mandatory.

3. Legal Basis:

1) As per Gazette notification of Ministry of Health & Family Welfare memo no:

45.00.000.182.22.001.21.103 dated: 04 May 2021 and GovernmentGazette published on 28 June,

2021: sec: b (4),

lnvestigational Medical Products (lMPs) shall be manufactured complying cGMP by WHO. Sample of

lnvestigational Product (lP) or lnvestigational New Drug (lND) or New Chemical Entity (NCE) shall be

destroyed upon getting the approval of licensing authority.

4. RESPONSIBILITMS

4.1This guideline will be used by DGDA CT staffs, investigators, sponsors & monitors, etc.

4.2Responsibility for investigational product(s) accountability at the trial site(s) lies with

th e investigator/instituti on.

4.3Where allowed/required, the investigator/institution mayishould assign some or all the

investigator's/institution's duties for investigational product(s) accountability at the trial site(s) to

an appropriate pharmacist or another appropriate individual who is under the supervision of the
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