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The Principal / Health Sccretarics of all States / Union Territories

Subject: Dircection under scction 33P of the Drugs & Cosmetics Act, 1940 for
issuance of clarification on ‘stem cell derived products’ as defined under New
Drugs and Clinical Trials Rules, 2019 - Reg.

Sir / Madam,

The regulatory control over the manufacturc and sale of drugs is cxerciscd by the
Statc Licensing Authoritics appointed by the State Goverments under the provisions of the
Drugs and Cosmetics Act, 1940.

2. As per the New Drugs and Clinical ‘I'rials Rules, 2019, “ncw drug” includes “stem
cell derived product” intended to be used as drug,

3. In light of the above and as a number of rcprescntations have been reccived, it has
been felt necessary to provide clarification for streamlining regulation of such new drugs in
the country.

4. To clarify the term “stem cell derived product”, the maiter was deliberated in the
g4th meeting of the Drugs Technical Advisory Board (DTAB) held on 27.08.2019 whercin
one of the agenda items was “Consideration of the proposal to incorporate definition for 'stem
ccll derived product' under the New Drugs and Clinical Trials Rules, 2019”, After detailcd
dcliberation on clarification of the term, DTAR agreed 1o the proposal in principle. Further, in
the 85" DTAB mccting held on 29.07.2020, whilc discussing the Action T'aken Report on the
rccommendations of 84 mceting, the Board recommended that the matter rclating to
“issuance of the clarification™ for stem ccll derived products as alrcady decided nceds to be
cxpedited considering the urgency.

5. Accordingly, it is considered important to issue a clarification on such products to
streamline the understanding (ot regulation under the provisions of New Drugs and Clinical
Trials Rules, 2019.

6. In pursuancc of the provisions contained in scction 33P of the Drugs and Cosmetics
Act, 1940, the Central Government hereby directs all the States/Union Territory Governments
to utilize the following clarification for rcgulation nf manufacture, sale and distribution of
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such new drugs under the Drugs & Cosmectics Act, 1940 and rules thercunder:

"ltis clarificd that “stem cell derived product” means a drug which has becn derived
from processed stem cells and which has been processed by means of substantial or more than

tissue, cell activation, and production of a cell-line, which includes pharmaceutical or
chemical or enzymatic treatment, altering a biological characteristic, combining with a non-
cellular component, ‘manipulation by genetic engineering including gene editing & gene
modification.

IFor the avove purposc:

1. Substantial or more than minimal rvanipulation means ex-vivo alteration in the cel]
population (T-Cell depletion, cancer cell depletion), expansion, which Is expected to
result in alteration of finction

ii. The isolation of tissuc, washing, centrifugation, suspension in acceptable medium,
cutting, grinding, shaping, disintegration of tissue, separation of cells, isolation of a
specific cell, treatment with antibiotics, sterilization by washing or gamma irradiation,
freezing, thawing and such similar procedures are regarded as minimal manipulation
and are not considerced as processing by means of substantia] Or more than minima
manipulation,

-Stem cells removed from an individual for implantation of such cells only into the
same individual for use during the same surgical procedure should not undergo
processing steps beyond rinsing, cleaning or sizing and thesc steps shall not be
considcred as proccssing. '
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Yours f’aithfu!’y,

Signed by Bikash R Mat
Date: 09-02-2021 10:54

Reason: Approved
(Bikash R Mahato)
Under Secretary to the Government of India

Tel: 011-2306 1]4;

C to: Drugs Controller General (India), Central Drugs Standarg Co Izat]
> o D -ontr I 7
‘DA Bhawan, New Delhi ° Orgam/.auon,
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