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PRODUCT DOSSIER CHECKLIST

Prequalification of Male Circumcision Devices 
The attached Product Dossier contains information in support of the previously submitted Prequalification of Male Circumcision Devices - APPLICATION FORM (Document PQMC_015) for the following product:

	PQMC Number:
	

	Product Name:


	

	Manufacturer Name:


	


[image: image2.jpg]




	Dossier Content Requirement 

NOTE:  The below numbering tallies with the Instructions for compilation of a product dossier PQMC_018.
	Provided
	Location:

Volume/Section

Page number - Page number

	4.
Dossier Format
	
	

	4.1.
Dossier is clearly presented
	Yes/No
	Entire Dossier

	4.2.
Layout and order as per instructions
	Yes/No
	Entire Dossier

	4.3.
English language and units of measure used
	Yes/No
	Entire Dossier

	5.
Product
	Yes/No
	       /


–


	5.1.
Regulatory versions of this product
	Yes/No
	
/


–



	5.2.         Device description
	Yes/No
	
/


–



	5.3.         Product specification
	Yes/No
	
/


–



	5.4.
Reference to similar and previous generations of the device
	Yes/No
	
/


–



	5.5.         Essential principles (EP) checklist
	Yes/No
	
/


–



	5.6.       Risk analysis and control summary
	Yes/No
	
/


–



	6.           Design and manufacturing information
	Yes/No
	
/


–



	6.1.
Device design
	Yes/No
	
/


–



	6.1.1.
Design Overview
	Yes/No
	
/


–



	6.1.2.
Documentation of design changes
	Yes/No
	        /


–



	6.2.        Manufacturing process
	Yes/No
	/

–



	6.2.1.     Overview of manufacture
	Yes/No
	/

–



	6.2.2.      Sites of manufacture
	Yes/No
	/

–



	6.2.3.      Key suppliers
	Yes/No
	/

–



	7.          Product Verification and Validation
	Yes/No
	/

–



	7.1.         Biocompatibility
	Yes/No
	/

–



	7.2.         Medicinal Substances
	Yes/No
	/

–



	7.3.         Biological Safety
	Yes/No
	/

–



	7.4.         Sterilization
	Yes/No
	/

–



	7.5.         Animal Studies
	Yes/No
	/

–

	7.6.        Clinical Evidence
	Yes/No
	/

–



	7.6.1.     Clinical study - Manufacturer
	Yes/No
	/

–



	7.6.2.     Clinical study - Independent study
	Yes/No
	/

–



	8.
Labelling
	Yes/No
	/

–



	8.1.
Labels
	Yes/No
	/

–



	8.2.
Instructions for use
	Yes/No
	
/


–



	9.
Commercial History
	Yes/No
	
       /


–



	9.1.
Countries of supply
	Yes/No
	
/


–



	9.2.
Adverse events and field safety corrective actions
	Yes/No
	
/


–



	10.
Regulatory History
	Yes/No
	
/


–



	11.
Quality Management System
	Yes/No
	       /


–



	11.1.
Quality manual
	Yes/No
	
/


–



	11.2.
Quality management system documents
	Yes/No
	
/


–



	11.3.
Quality management system certification
	Yes/No
	
/


–




Manufacturer Declaration:
The undersigned authorized contact person for the Manufacturer makes the following declarations on behalf of the Manufacturer and, in signing this product dossier checklist form, declares that he/she has the authority to bind the Manufacturer.
I declare that:
· I am authorized to represent the manufacturer specified in this prequalification product dossier (the "Manufacturer") for the purposes of WHO prequalification of male circumcision devices of the product specified in this product dossier (the "Product").
· All the information provided in this product dossier is current and correct.
· This product dossier contains all the information as is prescribed in the Prequalification of Male Circumcision Devices - Instructions for Compilation of a Product Dossier (Document PQMC_018).
· The Manufacturer will notify WHO of changes and variations to the Product prior to implementation of the changes.
· the Manufacturer will notify WHO of any changes to the regulatory approval status for the Product, such as suspension or withdrawal of regulatory approval, in all countries of manufacture and supply.
Name of the Authorized Contact Person for the Manufacturer:____________________

Signature of the Authorized Contact Person for the Manufacturer:_________________

Date:__________________
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