          DOC. NO……..

	
	
	



	
[bookmark: _Hlk47252347]

ASSESSMENT REPORT FOR VARIATION ON WAHO REGISTERED FINISHED PHARMACEUTICAL PRODUCTS (FPPS)

VARIATION ASSESSMENT REPORT


	Reference of the session
	 

	Variation Reference number
	

	Date of  1st assessment
	

	Date of  peer review
	

	Type of product

	

	
Nature of the variation


	Please quote the reference number from the Variation Guideline, if applicable

	First assessor 



	Name

	Signature

	Peer reviewer



	Name
	Signature

	Reference Number

	

	Date of the submission (covering letter) 
	

	Date of receipt  (WAHO stamp)
	

	Number of binders/CDs
	

	Proprietary Product Name (if relevant)

	

	International Non-proprietary Name (INN) of the Active Pharmaceutical Ingredient (API), strength, pharmaceutical form.

	

	Conclusion of the assessment 
If the variation is ACCEPTED specify :
- Primary packaging and shelf-life of product,  
- Storage condition of product and special precautions.
	ACCEPTED (no outstanding issues)
ADDITIONAL DATA REQUESTED
REJECTED
(Please delete which does not apply) 

	Name and complete address of the supplier (Applicant of the registered dossier)
	

	Name (s) and complete address (es) of the registered manufacturer (s) of the finished product (s), including the final product release if different from the manufacturer. 
(Add as many rows as necessary)
	

	Name and address(es) of the registered manufacturer(s) of the active pharmaceutical ingredient(s).
(Add as many rows as necessary)
	

	Registered composition of the production batches (if relevant to the proposed change)

	




A. POINTS TO BE COMMUNICATED TO THE MANUFACTURER
Please copy all relevant information to be communicated to the manufacturer in the corresponding letter and save it accordingly.
Variation Reference number:
Relevant products: 

Nature of the variation: 

Conclusion: 

Commitments: 
(If the change is not acceptable yet, commitments should be maintained in the assessment report. For subsequent reports, the section in the previous report should be copied and revised as necessary. The commitments are carried through each report and are only to be added to the final letter of acceptance) 


B. GENERAL REMARKS TO THE NEXT ASSESSMENT
List issues identified during the variation assessment that should be noted by the assessor for the follow up assessment, such as information to be confirmed, to be verified, etc. 


C. RECOMMENDATIONS FOR INSPECTION
List issues identified during the variation assessment phase that require verification during a product-specific inspection.




This variation assessment report should be written in clear unambiguous language referring to deficiencies or lack of data submitted, as communication with the manufacturer may result from the assessment. 
· The assessment report should be typed with “Times New Roman 12” fonts. The format of tables must not be changed.
· The 1st assessor’s (V1) comments should be introduced in red. 
· The peer reviewer’s (V2) comments should be written in blue.
· Deficiencies should be highlighted in yellow (in either red or blue text depending) in the body of the report.  The assessor should write the deficiencies in the form of a question to the applicant.  The question should be written such that it can be understood without reading the assessment report.
· The V2s should not delete the comments and questions raised by the V1s.  They may instead strikethrough the text.  In case of a disagreement, this should be clearly indicated and a justification for the disagreement should be provided by the V2.


	Please describe the type of variation :

	

	Please fill in the present and the proposed situation, list all attributes affected by the change:

	PRESENT
	PROPOSED

	
	

	Background for the change and justification

	

	Category of the change as indicated by the applicant:

 

	Assessors comment:
Is the change classified as a minor change?
In this case proceed as follows:
Identify the corresponding type of change in Annex I of the variation guide.
List all the CONDITIONS that are necessary to be fulfilled, and review of the Documentations. 

MAJOR CHANGES
If the change is identified as a major change (at least one of the conditions according to Annex I of the variation guide is not fulfilled or an equivalent type of change cannot be identified in Annex I:
The change application must be evaluated independently, as a “stand alone” change evaluation.
The change application should be evaluated based on the FDA Guideline with respect to the particular part of the dossier that is exchanged.
List the sections which are impacted with the change, and review the supportive documents submitted by the applicant  (the conditions/documentations as listed below should be deleted)


	Condition 1: 

	Response of the applicant:

	

	Comments of the assessor

	

	Condition 2: 

	Response of the applicant:

	

	Comments of the assessor

	

	

	Documentation 1:

	Submitted by the applicant:

	

	Comments of the assessor

	

	Documentation 2:

	Submitted by the applicant:

	

	Comments of the assessor

	

	

	




ATTACHMENT (S):
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