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Cell and Gene Therapy Products (CGTPs) Manual Screening Form
Section Biologics, Centre for Product and Cosmetic Evaluation

National Pharmaceutical Regulatory Agency

 FORMCHECKBOX 
  Submission for screening Stage 1

 FORMCHECKBOX 
  Submission for screening Stage 2

* Only this form is to be submitted in both hardcopy & softcopy. The other attachments are to be submitted in CD (softcopy). Please ensure the softcopy documents are named and arranged systematically. 
	PART I :   DETAILS OF PRODUCT

	Product Name


	

	Indication


	

	Route of administration

	

	Use (can tick more than one)
	 FORMCHECKBOX 
 Autologous                             FORMCHECKBOX 
 Allogenic                          FORMCHECKBOX 
 Not applicable

	Dosage / Direction for use

	

	Mechanism of action

	

	Brief description of manufacturing process 
(if insufficient space, please submit as attachment)


	

	Does this product have a classification decision letter from Product and Cosmetic Regulatory Coordination Section?

 FORMCHECKBOX 
 Yes (please submit)                                                                         FORMCHECKBOX 
 No
Does the product meet the following criteria? (refer to GUIDANCE DOCUMENT AND GUIDELINES FOR REGISTRATION OF CELL AND GENE THERAPY PRODUCTS (CGTPs) IN MALAYSIA for further details)
Tick (if applicable)
Criteria
Justification 

(describe why it’s applicable/not applicable)
 FORMCHECKBOX 

Not minimally manipulated (eg. activated, encapsulated, expanded ex vivo, or genetically modified)
 FORMCHECKBOX 

Not intended for homologous use
 FORMCHECKBOX 

Involve combination with another drug/article/device, except for water, crystalloids, or a sterilising, preserving,

or storage agent 

 FORMCHECKBOX 

Have a systemic effect, is dependent upon the metabolic activity of living cells for its primary function and is for allogenic use

Product Formulation 
 (Please state all active ingredients and excipients)
Ingredient/Substance
Usage of each ingredient/ substance

(eg: Active/Excipient/Function)
Quantity/Strength of each ingredient /substance
Remarks
(if any)


	PART II: LIST OF TREATMENT FACILITIES 

	Name & address of facilities
	Name of physician and their area of expertise

	1.

	

	2.

	

	3.

	

	4.

	


	PART III :  DETAILS OF APPLICANT

	Company’s Name

	

	Company’s address



	

	

	

	

	Telephone (Office)

	
	Handphone
	

	Contact person


	

	E-Mail

	

	PART IV :  DETAILS OF MANUFACTURER (applicable for active ingredient & finished product - if more than one, please submit as attachment)

	Manufacturer’s Name

	

	Manufacturer’s address

 

	

	

	

	

	PICS GMP (Tick)
 FORMCHECKBOX 
 Yes  (provide evidence eg. Inspection report, GMP cert etc.)    

 FORMCHECKBOX 
 No (please state current status eg. Facility layout submitted/request for inspection submitted etc.): ___________________________________________________________________________________________________________________________________________                                    


	PART V :  DOCUMENTS SUBMITTED AS ATTACHED [ Tick (where applicable)] 

	Stage 1 Screening Requirements
 FORMCHECKBOX 
 Invoice/sales record (min. 1 year in the market since 1 Jan 2020 or before) including name & IC number of recipient
 FORMCHECKBOX 
 Evidence of safety & efficacy (lit review) & analysis of safety and/or efficacy of company’s data vs literature
 FORMCHECKBOX 
 GMP status for production facility 
 FORMCHECKBOX 
 Template of patient informed consent form for treatment
 FORMCHECKBOX 
 Label

 FORMCHECKBOX 
 Brochure

 FORMCHECKBOX 
 Non-clinical study plans (if not completed) OR  FORMCHECKBOX 
 non clinical studies report (completed) 
 FORMCHECKBOX 
 Clinical trial plans
 FORMCHECKBOX 
 Example of data collected for patient registry
 FORMCHECKBOX 
 Evidence of Good Distribution Practice (GDP) eg. GDP record
Others:   FORMCHECKBOX 
 Investigator’s brochure, if available.
               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

Stage 2 Screening Requirements
 FORMCHECKBOX 
 PIC/S GMP 
 FORMCHECKBOX 
 Release specifications
 FORMCHECKBOX 
 Product CoA
 FORMCHECKBOX 
 Non clinical studies report (completed)
 FORMCHECKBOX 
 Local products: Early phase clinical trial* (list of study & protocol) & ethics approval letter by the ethics committee listed under DCA *on-going acceptable
 FORMCHECKBOX 
 Imported products: Phase I and Phase II clinical study report
Others:   FORMCHECKBOX 
 Investigator’s brochure, if available.
               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 

               FORMCHECKBOX 
 

	

	

	

	

	

	

	



	PART VI : DECLARATION  OF APPLICANT 

	I confirm that

i.       All the information and attachment provided is true and complete.
ii.     The CGTPs are only used in the market as declared.
iii.   I will submit relevant information / documents pertaining to this CGTP whenever requested by NPRA.

iv.   I understand that if I fail to submit the required satisfactory information / documents within the stipulated time, the CGTPs will not be listed and therefore, I cannot market the product.        

v.     I will be fully responsible for this product.

vi.    The safety of the patients will be my first priority and I will inform them of the associated risks.

vii.    I commit to report any adverse reactions / safety issues encountered throughout the product listing period to NPRA.
viii.   I commit to keep a patient registry.

ix.    I commit to comply with Good Distribution Practice.

x.    I will fulfill all commitments and plans as submitted. 

	

	

	

	

	

	

	

	Applicant’s Signature and Company’s official stamp



	Full Name of Applicant


	Applicant’s Identification Card No.



	Telephone No.


	Email  



	Date







* Listing under NPRA is only applicable for CGTPs Class II category.
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