[bookmark: _Hlk207291408]Dossier Checklist for Regulatory Reliance Review (RRR)
Please provide simplified pharmaceutical data according to the table listing below. 
Please indicate the similarity(ies)/difference(s) between the data approved by the Reference Agency/Country and the data submitted to NPRA, if any.

1. Product details
	Investigational Product Name
	

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

	CTIL/CTX Holder
	

	Date of Application to NPRA
	



2. Similarity of pharmaceutical data
	Item
	Data approved by the Reference Agency/Country
	Data submitted to NPRA
	Comments

	Active Pharmaceutical Ingredient (API)/ Drug Substance

	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 Product

	Item
	Data approved by the Reference Agency/Country
	Data submitted to NPRA
	Comments

	Description & Composition
	


	
	

	Pharmaceutical Development
	

	
	

	Manufacturer
(Name, address and responsibility)
· 	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
	
	
	


[bookmark: _GoBack]
3. Similarity of non-clinical data
	Item
	Data approved by the Reference Agency/Country
	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 country)
	
	
	

	Pivotal	non-clinical safety studies

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



4. Similarity of Clinical Data
	Item
	Data approved by the Reference Agency/Country
	Data submitted to NPRA
	Comments

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

	CLINICAL PHARMACOLOGY

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



5. Similarity of Trial Protocol
	Item
	Data approved by the Reference Agency/Country
	Data submitted to NPRA
	Comments

	Proposed study design (including investigational products, study arms, indications, dosing regimens, age groups, endpoints)
(Confirm if these are the same as approved by
the reference country)
	
	
	

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



