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Gov,rnment of India 

Ministry of llcaiut and F'amily Welfare 
Departmcnt of IIcalth & F'amily Wclfare 

(Drugs Rogulation Section) 
DDCAKP Nirman Bhawan, New Delhi 

Dated the 9th Fcbruary, 2021--

To 
The Principal / Health Secretaries of all States / Union Territories 

Subject: Dircction under section 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 cxcrciscd by thc 
Statc LicCIsing Authoritics appointcd by tkc State Govenments under thc provisions of the 
Drugs and Cosmetics Act, 1940. 

2. As per the New Drugs and Clinical Trials Rules, 2019, "new drug'" includcs "stem 
cell derived product" intended to be uscd as drug. 

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

4. To clarify the terrm "stem cell derivcd product", thc matter was deliberated in the 

84 meeting of the Drugs Technical Advisory Board (D'TAB) hold on 27.08.2019 whercin 
one of the agcnda items was "Consideration of the proposal to incorporate definition for 'stem 
ccll derived product' under the Ncw Drugs and Clinical Trials Rules, 2019". After detailcd 
dcliberation on clarification of the term, DTAB agrced to the proposal in principle. Further, in 

thc 85th DTAB meeting held on 29.07.2020, whilc discussing thc Action Takcn Rcport on thc 
recommendations of 84 mccting, the Board recommended that thc mattcr rclating to 
"issuancc of thc clarilication" for scm ccll dcrivcd producis as alrcady dccidcd nccds to bc 
cxpcditcd considcring thc urgency. 

5. Accordingly, it is considerecd impurlant to issue a claritication on such products to 
streamline thc undcrstanding l»n regulation under the provisions of New Drrugs and Clinical 
Trials Rules, 2019. 

In pursuancc of the provisions contained in scction 33P of thc Drugs and Cosmetics 
Act, 1940, the Central Government hercby dirccts all the States/Union Territory Govcmmcnts 
to utilize the following clarification for rogulation sf manufacture, sale and distribution of 

6. 



File N X.11014/21/2017-DRs 

such new drugs under the Drugs & Cosmctics Act, 1940 and rules thercunder: 

"It is clarilicd that "stcm cell derived product" means a drug which has becn derived from processcd stem cclls and which has been processed by means of' substantial or morc than minimal manipulation with the objective of propagation and / or differentiation of a cell or tissue, cell activation, and production of a cel-line, which includes pharmaceutical or chemical or enzymatic treatment, altering a biological characteristic, combining with a non-celular component, manipulation by gcnetic engineering including gene editing & gene modification. 

For the aboV¢ purposc: 
. Substantial or more than minimal manipulation reans ex-vivo alteration in the cel population (T-Ccll depletion, cancer cell depletion), expansion, which is expected to result in alteration of function. 
ii. The isolation of tissuc, washing, ccntrifugation, suspension in acceptablc mcdium, cutting, grinding, shaping, disintegration of tissue, separation of cells, isolation of a spccific ccll, treatment with antibiotics, sterilization by washing or gamima irradiation, freezing, thawing and such similar procedures arc regarded as minimal manipulation and are not considercd as processing by mcans of substantial or more than minimal manipulation. 

ii. Stem cells removed from an individual for implantation of such cells only into tlie same individual for use during thc same surgical procedure should not undergo processing steps bcyond rinsing, clcaning or sizing and thesc steps shall not bc considcrcd as proccssing. 

lFurther, the cell bascd products and tissuc based producls which have been processcd by mcans of substantial or more than minimal manipulation as per criteria 
mentioncd abovc are also covcrcd undcr the Ncw Drugs and Clinical Trials Rules, 2019." 

Yours faithful'y, 

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

(Bikash R Mahato) Under Secrctary to the Government of India 
Tel: 011-2306 1141 

Copy to: Drugs Controller Gencral (India), Central Drugs Standard Control Organization, 
FDA Bhawan, Ncw Delhi 
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