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	WHO Internal Use Only

	Application Number:
	

	Manufacturer identifier number:
	

	Product name:
	

	Date received at DLT:
	



Manufacturer Information

1.1.  Manufacturer

	1.1.1. Name of manufacturer
	

	1.1.2. WHO manufacturer identification number (MMM)
	

	1.1.3. Manufacturer physical address

	Street Name and No.:

	1.1.4. 
	City:

	1.1.5. 
	Postcode:

	1.1.6. 
	Country:

	1.1.7. Manufacturer postal address


	Street Name and No.:

	1.1.8. 
	Postal Office Box No.:

	1.1.9. 
	City:

	1.1.10. 
	Postcode:

	1.1.11. 
	Country:

	1.1.12. Manufacturer telephone
	

	1.1.13. Manufacturer fax
	

	1.1.14. Manufacturer email
	

	1.1.15. Manufacturer URL/web address
	

	1.1.16. Name of parent company
	


1.2. Authorized contacts for the manufacturer

	1.2.1. Name of key authorized contact
	

	1.2.2. Authorized contact postal 
address


	Department:

	1.2.3. 
	Street Name and No.:

	1.2.4. 
	City:

	1.2.5. 
	Postcode:

	1.2.6. 
	Country:

	1.2.7. Authorized contact telephone
	Fixed line:

	1.2.8. 
	Mobile/Cell phone:

	1.2.9. Authorized contact fax
	

	1.2.10. Authorized contact email
	


	1.2.11. Name of second authorized contact
	

	1.2.12. Authorized contact postal 
address


	Department:

	1.2.13. 
	Street Name and No.:

	1.2.14. 
	City:

	1.2.15. 
	Postcode:

	1.2.16. 
	Country:

	1.2.17. Authorized contact telephone
	Fixed line:

	1.2.18. 
	Mobile/Cell phone:

	1.2.19. Authorized contact fax
	

	1.2.20. Authorized contact email
	


Product - Information

1.3. Product name and product/catalogue number

	1.3.1. Product name
	


	1.3.2. Provide the product/catalogue number for each product kit size

	Product/Catalogue number
	Product kit size (number of units per kit)

	
	

	
	

	
	

	
	


	1.3.3. Provide the name or  identifier and catalogue/product number for accessories
 to the device

	Name or identifier of accessory
	Product/Catalogue number
	Number of accessories in the kit

	
	
	

	
	
	

	
	
	

	
	
	


1.4. Current instructions-for-use

	1.4.1. Instructions-for-use document number(s)
	

	1.4.2. Instructions-for-use version number
	

	1.4.3. Instructions-for-use release date
	

	1.4.4. List languages available for the Instructions-for-use
	

	1.4.5. 
	

	1.4.6. 
	

	1.4.7. 
	

	1.4.8. 
	

	1.4.9. 
	


1.5. Storage conditions and shelf-life

	1.5.1. List storage conditions and shelf-life

	Product name

If components are supplied in more than one box, provide the name or identifier for each component box
	Storage conditions (e.g. temperature and any other conditions)
	Shelf-life upon manufacture

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	1.5.2. Describe any other storage conditions that are applicable to this product




Product - Independent clinical studies

	Provide details of independent clinical studies  carried out for this product in the last five years

	Name of Independent Study Centre
	Physical Address of Independent Study Centre
	Date of Study (Year)

	
	
	

	
	
	

	
	
	

	
	
	


Product - Commercial and Regulatory Status

1.6. Regulatory status of product

	1.6.1. Provide details of all current regulatory approvals for this product

(Do not include ISO 13485:2003 certification details here. This is covered in question 8)

	Name of Regulatory Authority
	Type of Regulatory Approval
	Period of Approval

Start (DD/MM/YY) -

Expiry (DD/MM/YY)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


1.7. Commercial agreements

	1.7.1. List all commercial arrangements which permit the manufacture or supply of this product under the same name or a different name

(Include "original manufacturer" products, "re-branded" products, and any other agreements that permit the manufacture or supply of this product under the same or a different name).

	

	

	

	

	

	

	

	

	

	

	


Manufacturer - Quality Management System

	1.7.2. Does the manufacturer have a quality management system in place for the manufacture of this product?
	Yes / No

	1.7.3. Does this quality management system meet the requirements of ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes?
	Yes / No

	1.7.4. Does the manufacturer hold a copy of the document ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes?
	Yes / No

	1.7.5. Does the manufacturer have a documented procedure in place, relevant to this product, for the control of design and development changes?
	Yes / No
	Provide Document Number/s

	1.7.6. Does the manufacturer have a documented procedure in place, relevant to this product, for the provision of advisory notices to customers, subsequent to product delivery, in all countries of supply?
	Yes / No
	Provide Document Number/s

	1.7.7. Does the manufacturer have a documented procedure in place for corrective and preventative action for non-conformities relating to this product?
	Yes / No
	Provide Document Number/s


Manufacturer - ISO 13485:2003 Certification

	1.7.8. If the manufacturer holds "ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes" certification for the manufacture of this product, then provide details of this certification here

	Name of Certification Body
	Period of Certification

Start (Year) - Expiry (Year)

	
	

	
	

	
	

	
	


Manufacturer - Sites of Product Manufacture

1.8. Sites of manufacture

	1.8.1. List all sites that are involved in the manufacture of this product. Include all stages of manufacture (for example, design, production, warehousing, quality control, and release for supply)

	Name of Site
	Physical Address of Site
	Description of the stage of manufacture

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


1.9. Key Suppliers

	1.9.1. List all key suppliers which supply products/components/services for the manufacture of this product

	Name of Supplier
	Physical Address of Supplier
	Description of the component/product/service

supplied

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


  Manufacturer Declaration

The undersigned key authorized representative of the Manufacturer makes the following declarations on behalf of the Manufacturer and, in signing this application 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 application form (the "Manufacturer") for the purposes of WHO male circumcision devices prequalification of the product specified in this application form (the "Product").
· all the information provided in this form is current and correct.
· the Product is a commercially available male circumcision device.
· the Manufacturer understands and agrees that, in the event that WHO agrees to undertake prequalification assessment of the Product WHO will have absolute unfettered control over the manner in which the prequalification assessment is carried out, including the publication of the results of the prequalification assessment, regardless of the outcome.

· the Manufacturer understands that the purpose of this prequalification is to provide advice to the governments of WHO Member States and undertakes not to use the outcome of the prequalification, including, in particular, the WHO name and/or emblem, for commercial and/or promotional purposes.

Name of the Key Authorized Contact Person for the Manufacturer:____________________

Signature of the Key Authorized Contact Person for the Manufacturer:_________________

Date: __________________
Mandatory attachments to this application form:

· A signed letter from the manufacturer appointing two people as authorized contacts to represent the manufacturer for the purposes of prequalification.
· The English language version of the current instructions for use.
Diagnostics and Laboratory Technology





APPLICATION FORM





Prequalification of Male Circumcision Devices








� [ATTACHMENT: Attach a signed letter from the manufacturer stating that the above two people are authorized to represent the manufacturer for the purposes of prequalification.] 


� Any placement, removal or other elements provided with the device.


� [ATTACHMENT: Attach the English language version of the instructions for use to this application form. Instructions for use are also known as a package insert.]





�  [ATTACHMENT: Attach pdf files of peer reviewed published papers/conference abstracts from independently conducted studies.]





PQMC_015 v1 13 September 2011
PQMC_015 v1 13 September 2011

Page 3 of 12

