
FORM OF INVESTIGATIONAL PRODUCT EVALUATION
	Protocol No.
	:
	
	Evaluator :
	

	
	
	
	
	

	Protocol Title
	:
	
	
	


	No
	Steps
	Evaluation result

	1.
	Investigational product
To ensure the investigational product are of appropriate quality.

	

	
	1.1. Identifier or name of investigational medicine

	

	
	1.2. Manufacturer/s

	

	
	1.3. Registration number in (country)

	

	
	1.4. Active ingredient, complete composition, potency and presentation
· Active Ingredient
· Presentation
· Appearance

· Inactive Ingredients
· Packaging
	

	
	1.5. Evidence of manufacture under conditions compliant with current Good Manufacturing Practice (GMP).

	

	
	1.6. Release Specifications and tests.  Include Certificate of Analysis.
	

	
	1.7. Evidence of stability of trial medicines for duration of the trial

Evidence for stability of the medicines at the specified conditions, for the duration of the use period is essential.

	

	
	1.8. Current approved Package Insert if available.

	

	2.
	Comparator, concomitant and rescue medications, and placebo.

	

	
	2.1. Proprietary name and INN

	

	
	2.2. Active ingredient/s, composition, and presentation. 


	

	
	2.3. Registration number/s (country).

	

	
	2.4. Approved Package inserts to be appended to application, if appropriate.

	

	
	2.5. Evidence that Placebo is manufactured under GMP.

	

	
	2.6. CoA of clinical trial drug

	

	3.
	Summary protocol of production and testing of  3 consecutive batches 


	

	
	3.1. Summary of a batch of vaccine/biological product’s production from raw material, intermediate product until end product, describe the history of every batch production and anything that  relevant to vaccine/biological product quality.

	

	
	3.2. Every step of the protocol should draw consistency of the result.

	

	
	3.3. Validation data is needed if any inconsistency results/data.

	

	4.
	Packaging and Labelling

Investigational product(s) should be packaged to prevent contamination and unacceptable deterioration during transport and storage and to provide safeguards blinding procedure (if applicable).  
The labelling should comply with applicable regulatory requirement(s). Minimal information on labelling is name, presentation, expiration date, batch number, storage, sponsor, protocol number/code, administration route, statement of “for clinical trial use only”.

Information should be written in Vietnamese language. It should be in a language that is understandable to the subject.
	


Recommendation:
Evaluator (sign and date)

(..........................................................)
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