[bookmark: _Toc148421551][bookmark: _Toc150173388][bookmark: _Hlk150260495]Annex 2b: Dossier Checklist for FRP (New Chemical Entity/Biologic)


1. Product details 
	Product Name
	

	Active Pharmaceutical Ingredient (API) name, strength, pharmaceutical form
	

	Product registration Holder
	

	Date of Application to NPRA
	

	Call number (QUEST)
	




2. Similarity of Data Set
	Active Pharmaceutical Ingredient (API)/ Drug Substance

	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Name of API/ Drug Substance:
	
	
	

	Structural Formula
	
	
	

	Manufacturer
-   Manufacturer(s)/
Site of Manufacture
-   Description of manufacturing process & process controls*
-   Controls of materials*


	
	
	

	-   Controls of critical steps and intermediates*

- Process Validation
and/or evaluation*
- Manufacturing process development*
	
	
	

	Characterization
	
	
	

	Control of Drug Substance/
Specification
	
	
	

	Reference Standards & Materials
	
	
	

	Container Closure 
System
	
	
	

	Stability Summary and Conclusions
	
	
	



	Finished Pharmaceutical Product (FPP)

	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Description & Composition 

	
	
	

	Pharmaceutical Development
	
	
	

	Manufacturer
(Name, address and responsibility)
	
	
	

	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	-   Batch Manufacturing Formula*
-   Manufacturing & Packaging Process*
-   Control of Critical Steps & Intermediates*
-   Process Validation*

	
	
	

	Control of Excipients
	
	
	

	Control of Finished Product

Additional documents for Biologics*:
-   Viral Inactivation/ Removal Studies
-   Plasma Master File (Blood products only)
-   Certificate of Fitness for Purpose/ Compliance Certificate/ Plasma Quality Certificate (Blood products only)
-   Batch release certificate (for vaccines / blood products)
-   Summary Lot Protocol (for vaccines/blood products)


	
	
	

	Reference Standards or Materials
	
	
	

	Container Closure 
System
	
	
	

	Stability
· Storage Condition, Shelf life
including tabulated batch numbers, stability conditions, duration of available data
	
	
	

	Product Interchangeability / Equivalent Evidence (if any)
	
	
	

	
General comments on the Product Quality
	
	
	


* Please indicate the difference(s) between the data approved by the chosen SRA or procedure and the data submitted to NPRA, if any. 















3. Comparability Data Set- for Biosimilar products only
	Biosimilars

	Item
	Data approved by the chosen SRA or procedure

	Data submitted to NPRA
	Comments

	Quality

	Comparability exercise


	
	
	

	Manufacturing process
	
	
	

	Reference product- Name and manufacturer (source) of reference product:

	
	
	

	Analytical/technique
	
	
	

	Characterisation


	
	
	

	Specifications
	
	
	

	Stability
	
	
	

	Non-clinical requirements



	In vitro studies


	
	
	

	In vivo studies
	
	
	


	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Clinical requirements


	Pharmacodynamic
(PK/PD) studies

	
	
	

	Study #:
	
	
	

	Study Title:
	
	
	

	Overall Study 
Design and Plan – 
Description
	
	
	

	Discussion of results
	
	
	

	Clinical efficacy trials & 
Clinical safety and Immunogenicity
· Comparative efficacy and safety including potential immunogenicity
	
	
	

	
	
	
	

	Study #:
	
	
	

	Study Title:
	
	
	

	Overall Study 
Design and Plan – 
Description

	
	
	

	Discussion of results
	
	
	





4. Non-clinical Data
	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Overview of the non-clinical studies
· Pharmacology
· Pharmacokinetics
· Toxicology
 (Confirm if these are the same as approved by the reference SRA)

	
	
	

	 
Pivotal non-clinical safety studies

(Confirm if these are in compliance with the OECD Principles of GLP)
	 
	
	



5. Clinical Data
 
	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Proposed indications, dosing regimens, age groups
(Confirm if these are the same as approved by the reference SRA)
	 
	
	

	CLINICAL PHARMACOLOGY

	Justification for the dose / dose regimen
(In the target population)
	 
	
	

	 ADME
(Applicability in the target population)
	 
	
	

	Interaction studies
	
	
	

	Pharmacodynamics
 
	 
	
	

	Statistical methods for additional analysis, such as subgroup analyses and adjusted analyses
 
	 
	
	

	BENEFIT-RISK ANALYSIS

	Relevance of studied population for the target population (e.g. ethnicity, gender representation, age groups) as regards to demonstration of safety and efficacy
 
	 
	
	

	Relevance of SRA-approved conditions of use (proposed indications, dose and directions of use) as regards to epidemiology and disease pattern in the target countries as well as other implications for efficacy and safety, e.g. feasibility of monitoring and precautionary measures (e.g. resistance testing or therapeutic drug monitoring)
	 
	
	

	The adequacy of the directions for use
	 
	 
	

	Therapeutic role of a product and its recommended use according to relevant national and international treatment guidelines
 
	 
	
	

	Other related quality issues, including but not limited to, storage conditions and conditions of administration and use (if any).

	
	
	

	GENERAL COMMENTS ON CLINICAL DATA
 
 
	
	
	





















6. Risk Management Plans

	Item
	Data approved by the chosen SRA or procedure
	Data submitted to NPRA
	Comments

	Risk management plan (RMP) was provided with the submission?
	 
	
	

	Epidemiology of the indications and target population
Relevance of the clinical trial population to the intended target population (inclusions, exclusions, limited numbers, trial setting, use in special populations).
 
	 
	
	

	Assessment of identified and potential risks
Inclusion of all important risks related to the active substance, formulation, route of administration, target population, specific sub-populations and the potential for interaction from the safety specifications
 
	 
	
	

	Summary of planned pharmacovigilance activities (including post-authorisation safety studies)
On-going and planned studies in the Post-authorisation Pharmacovigilance Development Plan in the target population
 
	 
	
	

	Plans for post-authorisation efficacy studies (if applicable)

	
	
	

	Risk minimization measures

	 
	
	

	Summary of the risk management plan
General comments on the RMP

	 
	
	



