
[image: ]





[bookmark: _Hlk214881541]Expression of interest form for WHO’s performance evaluation of in vitro diagnostics, effective January 2026 



Expression of interest form for WHO’s performance evaluation of in vitro diagnostics, effective January 2026 
[bookmark: _Hlk214877038]Regulation and Prequalification Department, Health Systems, Access and Data Division
WHO/MHP/RPQ/PQT/2025.5
© World Health Organization 2025

Some rights reserved. This work is available under the Creative Commons Attribution-NonCommercial-ShareAlike 3.0 IGO licence (CC BY-NC-SA 3.0 IGO; https://creativecommons.org/licenses/by-nc-sa/3.0/igo). 
Under the terms of this licence, you may copy, redistribute and adapt the work for non-commercial purposes, provided the work is appropriately cited, as indicated below. In any use of this work, there should be no suggestion that WHO endorses any specific organization, products or services. The use of the WHO logo is not permitted. If you adapt the work, then you must license your work under the same or equivalent Creative Commons licence. If you create a translation of this work, you should add the following disclaimer along with the suggested citation: “This translation was not created by the World Health Organization (WHO). WHO is not responsible for the content or accuracy of this translation. The original English edition shall be the binding and authentic edition”. 
Any mediation relating to disputes arising under the licence shall be conducted in accordance with the mediation rules of the World Intellectual Property Organization (http://www.wipo.int/amc/en/mediation/rules/).
Suggested citation. Expression of interest form for WHO’s performance evaluation of in vitro diagnostics, effective January 2026. Geneva: World Health Organization; 2025 (PQDx_460). Licence: CC BY-NC-SA 3.0 IGO.
Cataloguing-in-Publication (CIP) data. CIP data are available at https://iris.who.int/.
Sales, rights and licensing. To purchase WHO publications, see https://www.who.int/publications/book-orders. To submit requests for commercial use and queries on rights and licensing, see https://www.who.int/copyright.
Third-party materials. If you wish to reuse material from this work that is attributed to a third party, such as tables, figures or images, it is your responsibility to determine whether permission is needed for that reuse and to obtain permission from the copyright holder. The risk of claims resulting from infringement of any third-party-owned component in the work rests solely with the user.
General disclaimers. The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on the part of WHO concerning the legal status of any country, territory, city or area or of its authorities, or concerning the delimitation of its frontiers or boundaries. Dotted and dashed lines on maps represent approximate border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are endorsed or recommended by WHO in preference to others of a similar nature that are not mentioned. Errors and omissions, excepted, the names of proprietary products are distinguished by initial capital letters.



All reasonable precautions have been taken by WHO to verify the information contained in this publication. However, the published material is being distributed without warranty of any kind, either expressed or implied. The responsibility for the interpretation and use of the material lies with the reader. In no event shall WHO be liable for damages arising from its use. 
	

PQDx_460 v2 16/Jan/2026 (This document version supersedes any previous document versions) 	Page | 2 
Contents

A. How to complete this form	1
1.	Manufacturer Information	1
1.1.	Legal manufacturer	1
1.2.	Authorized contacts for the manufacturer	2
2.	Product - Information	3
2.1.	Product name and product code/catalogue number	3
2.2.	Current instructions for use and user manual	3
2.3.	Transport, storage and operating temperatures	4
3.	Product - Disease Category, Analyte and Method	4
3.1.	Specimen type	4
3.2.	HIV	4
3.3.	Malaria	4
3.4.	Hepatitis	5
3.5.	Syphilis	5
3.6.	Tuberculosis	5
3.7.	Assay format	5
3.8.	Other disease categories	6
4.	Product - Operation	6
4.1.	Assay controls	6
4.2.	Product usage	6
4.3.	Indicative cost	6
5.	Product – Performance Characteristics	6
5.1.	Performance characteristics for serology or antigen EIAs and RDTs	6
5.2.	Specifications for nucleic acid tests	7
6.	Regulatory and Commercial Status of the Product	7
6.1.	Regulatory status of product	7
6.2.	Commercial agreements and re-branding	9
6.3.	History of product assessment by WHO	9
7.	Manufacturer - Quality Management System	9
8.	Manufacturer - Sites of Product Manufacture	10
8.1.	Sites of manufacture	10
8.2.	Key suppliers	11
9.	Commissioning of the WHO’s performance evaluation	11
10.	Attachments	11
11.	Manufacturer Declaration	12

[bookmark: _Toc494200443][bookmark: _Toc114833139][bookmark: _Toc114833284][bookmark: _Toc114833336][bookmark: _Toc114833388][bookmark: _Toc114833510][bookmark: _Toc114833623]
PQDx_015 v11 14 March 2025		Page 1 
(This document version supersedes any previous document versions)
[bookmark: _Toc214527865]A. How to complete this form
1. Expressions of Interest for WHO’s performance evaluation of an in vitro diagnostic (IVD) medical device must be submitted only by the legal manufacturer of the product in question. 
2. To express an interest for an IVD to undergo WHO’s performance evaluation assessment, the legal manufacturer of the product (hereinafter referred to as “you” or the “manufacturer”) is required to complete and submit to WHO an Expression of Interest using the form set forth in this document and must also provide WHO with all supporting documents and information requested and/or required by WHO. 
3. To complete this form, please refer to document PQDx_461 entitled “Instructions for completion of Expression of interest form for WHO’s performance evaluation of in vitro diagnostics”, and document PQDx_459 “Eligibility criteria for WHO’s performance evaluation” (which are available on WHO’s website at the following location https://extranet.who.int/prequal/ivd-performance-evaluation).  
4. For each field contained in this EOI Form, please type the relevant text or tick boxes (□), as required. Where information is not available or the field is not applicable, type N/A.  
5. The manufacturer is required to submit the completed EOI form and the required attachments electronically to the ePQS portal: https://extranet.who.int/prequal/epqs-portal. All documents must be submitted as searchable PDF files. Please ensure that all attachments requested or required hereunder are provided together with this EOI form, at the time of its submission.   
[bookmark: _Toc214527866]Manufacturer Information
[bookmark: _Toc494200444][bookmark: _Toc114833140][bookmark: _Toc114833285][bookmark: _Toc114833337][bookmark: _Toc114833389][bookmark: _Toc114833511][bookmark: _Toc114833624][bookmark: _Toc214527867]Legal manufacturer
	[bookmark: _Toc114833141]Name of manufacturer
	Click here to enter text.
	[bookmark: _Toc114833142]Manufacturer physical address
	Street Name and No.: Click here to enter text.

	
	City: Click here to enter text.

	
	Postcode: Click here to enter text.
	Country: Click here to enter text.

	[bookmark: _Toc114833143]Manufacturer postal address
	Street Name and No.: Click here to enter text.

	
	Postal Office Box No.: Click here to enter text.

	
	City: Click here to enter text.

	
	Postcode: Click here to enter text.
	Country: Click here to enter text.

	[bookmark: _Toc114833144] Manufacturer telephone number (including country code)
	Click here to enter text.
	[bookmark: _Toc114833145] Manufacturer e-mail & website addresses
	Click here to enter text.
	[bookmark: _Toc114833146]Name of manufacturer’s parent company
	Click here to enter text.


[bookmark: _Toc494200445][bookmark: _Toc114833147][bookmark: _Toc114833286][bookmark: _Toc114833338][bookmark: _Toc114833390][bookmark: _Toc114833512][bookmark: _Toc114833625][bookmark: _Toc214527868]Authorized contacts for the manufacturer[footnoteRef:2] [2:  ATTACHMENT: Attach an official letter from the manufacturer, signed by a duly authorized representative thereof, stating that the persons listed as “authorized contacts” under this section are duly and fully authorized/designated by the manufacturer to act in the name and on behalf of, the manufacturer in all respects and for all purposes in connection with WHO’s performance evaluation of the IVD in question.] 

	[bookmark: _Toc114833148]	Name of first authorized contact
	Salutation
	Click here to enter text.
	
	First Name
	Click here to enter text.
	
	Middle Name
	Click here to enter text.
	
	Last Name
	Click here to enter text.
	[bookmark: _Toc114833149]	Authorized contact postal address
	Department: Click here to enter text.

	
	Street Name and No.: Click here to enter text.

	
	City: Click here to enter text.

	
	Postcode: Click here to enter text.
	Country: Click here to enter text.

	[bookmark: _Toc114833150]	Authorized contact telephone number (including country code)
	Fixed line: Click here to enter text.
	Mobile phone: Click here to enter text.

	[bookmark: _Toc114833151]	Authorized contact email
	Click here to enter text.
		Authorized contact position or title
	Click here to enter text.
	[bookmark: _Toc114833152]	Name of second authorized contact
	Salutation
	Click here to enter text.
	
	First Name
	Click here to enter text.
	
	Second Name
	Click here to enter text.
	
	Last Name
	Click here to enter text.
	[bookmark: _Toc114833153]	Authorized contact postal address
	Department: Click here to enter text.

	
	Street Name and No.: Click here to enter text.

	
	City: Click here to enter text.

	
	Postcode: Click here to enter text.
	Country: Click here to enter text.

	[bookmark: _Toc114833154]	Authorized contact telephone number (including country code)
	Fixed line: Click here to enter text.
	Mobile phone: Click here to enter text.

	     Authorized contact email
	Click here to enter text.
	Authorized contact position or title
	Click here to enter text.

[bookmark: _Toc494200446][bookmark: _Toc114833155][bookmark: _Toc114833287][bookmark: _Toc114833339][bookmark: _Toc114833391][bookmark: _Toc114833513][bookmark: _Toc114833626]
[bookmark: _Toc214527869]Product - Information
[bookmark: _Toc214527870][bookmark: _Toc494200447][bookmark: _Toc114833156][bookmark: _Toc114833288][bookmark: _Toc114833340][bookmark: _Toc114833392][bookmark: _Toc114833514][bookmark: _Toc114833627]Product name and product code/catalogue number 
	[bookmark: _Toc114833157] State the full name of the product (hereinafter, the “product”): Click here to enter text.

	 Provide the product code(s)/catalogue number(s): Click here to enter text.

	For each product code, complete a column in the table below with a description of the kit configuration: product kit size, and list the contents, the quantity/volume of all components. 
*Add additional columns if multiple kit sizes are available

	Contents of the kit, including accessories 
	Product code: 
Number of tests per kit: 
	Product code: 
Number of tests per kit: 

	Kit component (one per line).
	Indicate vial/device/bottle (include volume)
	Indicate vial/device/bottle (include volume)


	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	[bookmark: _Toc114833159]	If reagents are supplied in more than one box, provide the reagent name, product code/catalogue number, and number of tests for each box

	Name of reagent for each box
	Product code/catalogue number
	Reagent box size (number of tests per box)

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	
	

	[bookmark: _Hlk114824160][bookmark: _Toc114833160]	Does the product require instrumentation? If so, please provide the dedicated or commercially available instrument’s name, product code/catalogue number, and other relevant information.

	Name of instrument
	Product code/catalogue number
	Other relevant information 

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	
	

		Indicate the date of product’s final design lock down
	Click here to enter text.


[bookmark: _Toc494200448][bookmark: _Toc114833162][bookmark: _Toc114833289][bookmark: _Toc114833341][bookmark: _Toc114833393][bookmark: _Toc114833515][bookmark: _Toc114833628][bookmark: _Toc214527871]Current instructions for use and user manual[footnoteRef:3] [3:  ATTACHMENT: Attach a copy of the English language version of the instructions for use (also referred to as a package insert)] 

	[bookmark: _Toc114833163]	Instructions-for-use (IFU) version number (if different IFUs are provided with different kit sizes, please include each, and identify which product code applies to which IFU)
	Click here to enter text.

	[bookmark: _Toc114833164]	If applicable, the user manual(s) version number for dedicated instrumentation 
	Click here to enter text.


[bookmark: _Toc157765216][bookmark: _Toc157765218][bookmark: _Toc157765219][bookmark: _Toc157765221][bookmark: _Toc157765222][bookmark: _Toc157765224][bookmark: _Toc157765226][bookmark: _Toc157765227][bookmark: _Toc157765229][bookmark: _Toc157765231][bookmark: _Toc157765232][bookmark: _Toc157765234][bookmark: _Toc157765235][bookmark: _Toc157765237][bookmark: _Toc157765238][bookmark: _Toc157765240][bookmark: _Toc157765241][bookmark: _Toc494200450][bookmark: _Toc114833168][bookmark: _Toc114833291][bookmark: _Toc114833343][bookmark: _Toc114833395][bookmark: _Toc114833517][bookmark: _Toc114833630][bookmark: _Toc494200460][bookmark: _Toc114833198][bookmark: _Toc114833303][bookmark: _Toc114833355][bookmark: _Toc114833407][bookmark: _Toc114833529][bookmark: _Toc114833642]
[bookmark: _Toc114833165][bookmark: _Toc114833290][bookmark: _Toc114833342][bookmark: _Toc114833394][bookmark: _Toc114833516][bookmark: _Toc114833629][bookmark: _Toc214527872]Transport, storage and operating temperatures 
	[bookmark: _Toc114833166]	List transport, storage and operating temperatures and shelf life

	Product name 
(If more than one box, provide the name for each reagent box)
	Transport temperature
(min °C – max °C)
	Storage temperature 
(min °C -max °C)

	Operating temperature 
(min °C - max °C) 
	Shelf-life upon manufacture 
(months) 

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	[bookmark: _Toc114833167]	Describe any additional storage conditions applicable to the product:
Click here to enter text.



[bookmark: _Toc214527873]Product - Disease Category, Analyte and Method
[bookmark: _Toc114833169][bookmark: _Toc114833292][bookmark: _Toc114833344][bookmark: _Toc114833396][bookmark: _Toc114833518][bookmark: _Toc114833631][bookmark: _Toc214527874]Specimen type
	[bookmark: _Toc114833170][bookmark: _Toc494200451]	Select the specimen type(s) to be used with the product

	☐	Serum
	☐	Plasma

	☐	Venous whole blood
	☐	Capillary whole blood

	☐	Dried blood spot
	☐	Concentrated sputum sediments

	☐	Raw sputum
	☐	Cerebrospinal fluid

	☐	Bronchial alveolar lavage
	☐	Lymph node aspirate

	☐	Oral fluid
	☐	Urine

	☐	Sputum swab
	☐	Tongue swab

	☐	Other: Click here to enter text.


[bookmark: _Toc114833171][bookmark: _Toc114833293][bookmark: _Toc114833345][bookmark: _Toc114833397][bookmark: _Toc114833519][bookmark: _Toc114833632][bookmark: _Toc214527875]HIV
	[bookmark: _Toc114833172]	Select HIV sub-type

	☐	HIV-1 only
	☐	HIV-1/2 combined detection

	☐	HIV-1/HIV-2 discriminatory detection
	Specify:   Click here to enter text.

	[bookmark: _Toc114833173]	Select HIV analyte

	☐	Antibody only	
	☐	Antigen	only

	☐	Ab/Ag combined detection
	☐	Ab/Ag discriminatory detection	

	☐	Nucleic acid 
	


[bookmark: _Toc494200452][bookmark: _Toc114833174][bookmark: _Toc114833294][bookmark: _Toc114833346][bookmark: _Toc114833398][bookmark: _Toc114833520][bookmark: _Toc114833633][bookmark: _Toc214527876]Malaria
	[bookmark: _Toc114833175] 	Select malaria species (tick all that apply)

	☐	P. falciparum
	☐	P. vivax	

	☐	P. ovale
	☐	P. malariae

	☐	P. knowlesi 
	☐	PAN - all malaria species

	[bookmark: _Toc114833176] 	Select malaria analyte

	☐	HRP2
	☐	pLDH
Specify:   Click here to enter text.

	☐	Aldolase
	☐	Multiple/other:
Specify:   Click here to enter text.

	[bookmark: _Toc114833177] 	Select type of detection

	☐	One test line 
	☐	Two or more test lines


[bookmark: _Toc494200453][bookmark: _Toc114833178][bookmark: _Toc114833295][bookmark: _Toc114833347][bookmark: _Toc114833399][bookmark: _Toc114833521][bookmark: _Toc114833634][bookmark: _Toc214527877]Hepatitis 
	[bookmark: _Toc114833179] 	Select hepatitis C (HCV) analyte

	☐	Antibody only	
	☐	Antigen	only

	☐	Ab/Ag combination
	☐	Nucleic acid 

	[bookmark: _Toc114833180] 	Select hepatitis B (HBV) analyte

	☐	Surface antigen
	


[bookmark: _Toc114833186][bookmark: _Toc114833298][bookmark: _Toc114833350][bookmark: _Toc114833402][bookmark: _Toc114833524][bookmark: _Toc114833637][bookmark: _Toc214527878]Syphilis
	[bookmark: _Toc114833187][bookmark: _Hlk112666981] 	Select syphilis analyte

	☐	Antibodies to T. pallidum
	☐	Antibodies to T. pallidum in 
combination with antibody detection to non-treponemal antigens


[bookmark: _Toc114833188][bookmark: _Toc114833299][bookmark: _Toc114833351][bookmark: _Toc114833403][bookmark: _Toc114833525][bookmark: _Toc114833638][bookmark: _Toc214527879]Tuberculosis
	[bookmark: _Toc114833189] 	Select TB analyte

	☐	DNA of MTB or MTBC species

	☐	DNA of MTBC species and detection of MTBC genomic changes associated with resistance to one or more anti-TB drugs

	☐	MTBC genomic changes associated with resistance to one or more anti-TB drugs
	☐	Mycobacterial lipoarabinomannan (LAM) antigen 


[bookmark: _Toc157765211][bookmark: _Toc214527880][bookmark: _Toc494200457][bookmark: _Toc114833192][bookmark: _Toc114833301][bookmark: _Toc114833353][bookmark: _Toc114833405][bookmark: _Toc114833527][bookmark: _Toc114833640]Assay format 
	[bookmark: _Toc114833193] 	Select the assay format for serology, antigen and nucleic acid testing technologies

	☐	Immunochromatographic (lateral flow)
	☐	Immunofiltration (flow through) 

	☐	Agglutination
	☐	EIA (Enzyme immunoassay) 

	☐	Recombinant immunoblot
	☐	Western blot

	☐	Antigen neutralization
	☐	Immunofluorescence

	☐	Nucleic acid test

	Specify:

	
	☐	Nucleic acid test (qualitative)
☐	Nucleic acid test (quantitative)

	☐	Reverse hybridization/line probe assay
	☐	Other:  Click here to enter text. 


[bookmark: _Toc214527881]Other disease categories
	 Specify:Click here to enter text.


[bookmark: _Toc214527882]Product - Operation
[bookmark: _Toc494200461][bookmark: _Toc114833199][bookmark: _Toc114833304][bookmark: _Toc114833356][bookmark: _Toc114833408][bookmark: _Toc114833530][bookmark: _Toc114833643][bookmark: _Toc214527883] Assay controls
	[bookmark: _Toc114833200]	Does the assay include a control line/dot?
	□	Yes

	
	□	No

	[bookmark: _Toc114833201]	For nucleic acid test assays, does the assay contain an internal control?
	□	Yes

	
	□	No

	[bookmark: _Toc114833202]	Are control specimens (also called test-kit controls) such as positive, negative, low or high controls, supplied within the test kit or available separate from the test kit? 
	□	Within 

	
	□	Separate

	
	□	No


[bookmark: _Toc494200462][bookmark: _Toc114833203][bookmark: _Toc114833305][bookmark: _Toc114833357][bookmark: _Toc114833409][bookmark: _Toc114833531][bookmark: _Toc114833644][bookmark: _Toc214527884]Product usage
	[bookmark: _Toc114833204]	How long does it take to obtain a test result (time required from specimen collection to the final result being read)?
	Click here to enter text. Minutes

	[bookmark: _Toc114833205]	State the minimum and maximum number of specimens (excluding controls) that can be tested in a single run
	Click here to enter text. Minimum
	Click here to enter text. Maximum


[bookmark: _Toc494200463][bookmark: _Toc114833207][bookmark: _Toc114833306][bookmark: _Toc114833358][bookmark: _Toc114833410][bookmark: _Toc114833532][bookmark: _Toc114833645][bookmark: _Toc214527885]Indicative cost
	Indicate the approximate cost per Test (reagent)
	Click here to enter text. USD

	Indicate the approximate instrument(s) cost, if applicable
	Click here to enter text. USD


[bookmark: _Toc494200464][bookmark: _Toc114833208][bookmark: _Toc114833307][bookmark: _Toc114833359][bookmark: _Toc114833411][bookmark: _Toc114833533][bookmark: _Toc114833646][bookmark: _Toc214527886]Product – Performance Characteristics
[bookmark: _Toc494200465][bookmark: _Toc114833209][bookmark: _Toc114833308][bookmark: _Toc114833360][bookmark: _Toc114833412][bookmark: _Toc114833534][bookmark: _Toc114833647][bookmark: _Toc214527887]Performance characteristics for serology or antigen EIAs and RDTs
	[bookmark: _Toc114833210] Provide the manufacturer's performance characteristics for the product, for each analyte (please add rows for each analyte as required)

	Clinical/Diagnostic sensitivity 
	Analyte: Click here to enter text. 
Sensitivity: Click here to enter text. %
95% confidence interval: (Click here to enter text.  to Click here to enter text.) %

	Clinical/Diagnostic specificity 
	Analyte: Click here to enter text. 
Specificity: Click here to enter text. %
95% confidence interval: (Click here to enter text.  to Click here to enter text.) %

	Invalid rate (RDTs)
	 Click here to enter text. %   

	Other relevant performance characteristics
	Click here to enter text.


[bookmark: _Toc494200467][bookmark: _Toc114833213][bookmark: _Toc114833310][bookmark: _Toc114833362][bookmark: _Toc114833414][bookmark: _Toc114833536][bookmark: _Toc114833649][bookmark: _Toc214527888]Specifications for nucleic acid tests
	[bookmark: _Toc114833214]	Provide the manufacturer's performance specifications for the product, for each analyte/measurand*
*Please add rows as required for each analyte/measurand

	Clinical/Diagnostic sensitivity 
	Sensitivity: Click here to enter text. %
95% confidence interval: (Click here to enter text.  to Click here to enter text.) %

	Clinical/Diagnostic specificity
	Specificity: Click here to enter text. %
95% confidence interval: (Click here to enter text.  to Click here to enter text.) %

	Precision (CV%)
	Click here to enter text. %

	Bias (%) for quantitative assays 
	Click here to enter text. %

	Analytical sensitivity (Limit of detection (LOD))
	Click here to enter text.

	Linear range for quantitative assays
	Click here to enter text. 

	Invalid rate
	Click here to enter text. %


[bookmark: _Toc494200468][bookmark: _Toc114833215][bookmark: _Toc114833311][bookmark: _Toc114833363][bookmark: _Toc114833415][bookmark: _Toc114833537][bookmark: _Toc114833650][bookmark: _Toc214527889]Regulatory and Commercial Status of the Product
[bookmark: _Toc494200469][bookmark: _Toc114833216][bookmark: _Toc114833312][bookmark: _Toc114833364][bookmark: _Toc114833416][bookmark: _Toc114833538][bookmark: _Toc114833651][bookmark: _Toc214527890] Regulatory status of product
	Indicate the regulatory version of the product submitted for WHO’s performance evaluation. 
	Name of jurisdiction
	Type of regulatory status
	Product name 
Product code
Period of approval: 
Start (DD/MM/YY) - Expiry (DD/MM/YY)

	Australia (TGA)
	☐	Australian Register of Therapeutic Goods (ARTG) Number (aka Medical Device Inclusion Number) 
	Click here to enter text.

	
	☐	TGA Full Quality Assurance Certificate and Design Examination Certificate
	Click here to enter text.

	
	☐	TGA Production Quality Assurance Certificate and Type-Examination Certificate
	Click here to enter text.

	
	☐	License for manufacturer 
	Click here to enter text.

	
	☐	Other: Click here to enter text.
	Click here to enter text.

	Canada (Health Canada)
	☐	Medical device license and summary report for a Class III IVD
	Click here to enter text.

	
	☐	Medical device license and summary report for a Class IV IVD
	Click here to enter text.

	European Economic Community (CE-mark) IVDR 2017/746
	☐	Certificates issued under Annex IX of Regulation 2017/746
☐	Certificates issued under Annex X and XI of Regulation 2017/746
☐	Other
Click here to enter text.
	Click here to enter text.

	European Economic Community 
(CE-mark)
Directive 98/79/EC                                             
	☐	Self-declared CE-mark, Annex III
	Click here to enter text.

	
	☐	Manufacturer’s Declaration of Conformity (DoC)
	Click here to enter text.

	
	☐	 EC Full Quality Assurance Certificate and EC Design Examination Certificate, issued under Annex IV of Directive 98/79/EC (IVDD) 
	Click here to enter text.

	
	☐	EC Production Quality Assurance Certificate, issued under Annex VII and EC Type-Examination Certificate, issued under Annex V of Directive 98/79/EC (IVDD) 
	Click here to enter text.


	
	☐	EC Product Examination Certificate issued under Annex VI and EC Type-Examination Certificate issued under Annex V of Directive 98/79/EC
	Click here to enter text.

	Japan (JMHLW)
	☐	Recognized foreign manufacturer
	Click here to enter text.

	
	☐	Minister’s approval
	Click here to enter text.

	
	☐	Other: Click here to enter text.
	Click here to enter text.

	Singapore (HSA)
	☐	Listing on the Singapore Medical Device Register (SMDR) as Class C IVD 
	Click here to enter text.

	
	☐	Listing on the Singapore Medical Device Register (SMDR) as Class D IVD
	Click here to enter text.

	Medicines and Healthcare products Regulatory Agency, United Kingdom 
	☐	Certificates issued under Annex IV (Full Quality Assurance, Product Design Dossier Examination), V (EC Type Examination), VII (Production Quality Assurance) of the Medical Devices Regulations 2002 
	Click here to enter text.

	United States of America (FDA) 
	☐	Premarket Approval (PMA)
	Click here to enter text.

	
	☐	Biologics License Application (BLA license) 
	Click here to enter text.

	
	☐	510(k) clearance
	Click here to enter text.

	
	☐	Other: Click here to enter text.
	Click here to enter text.

	Rest of world version
	☐	The product submitted for WHO’s prequalification assessment is not approved in any of the jurisdictions listed above. 
	


[bookmark: _Toc494200470][bookmark: _Toc114833219][bookmark: _Toc114833313][bookmark: _Toc114833365][bookmark: _Toc114833417][bookmark: _Toc114833539][bookmark: _Toc114833652][bookmark: _Toc214527891]Commercial agreements and re-branding[footnoteRef:4] [4:  EOIs for WHO’s performance evaluations are accepted only from the original manufacturer of the product.] 

	[bookmark: _Toc114833220]	Do you sell or supply the product or any of the components for re-branding?  
	☐	Yes

	
	☐	No

	[bookmark: _Toc114833221]	Is the product or any of the major components thereof sourced from another manufacturer?  
	☐	Yes

	
	☐	No

	If you have answered yes to 6.2.1 or 6.2.2, please provide full details: Click here to enter text.



[bookmark: _Toc494200471][bookmark: _Toc114833222][bookmark: _Toc114833314][bookmark: _Toc114833366][bookmark: _Toc114833418][bookmark: _Toc114833540][bookmark: _Toc114833653][bookmark: _Toc214527892] History of product assessment by WHO
	[bookmark: _Toc114833223]	Has WHO previously assessed the product?
	☐	Yes, Prequalification assessment 
☐	Yes, Performance evaluation
	 Date Click here to enter text.

	
	☐	No

	[bookmark: _Toc114833224]	Has WHO previously assessed the product under a different name?
	☐	Yes, Prequalification assessment 
☐	Yes, Performance evaluation
	Date Click here to enter text.

	
	☐	No

	If you answered yes to 6.3.2, please provide the name, product code, and PQDx number and/or EOI number (as applicable) of the previously assessed product:
Click here to enter text.


[bookmark: _Toc184100484][bookmark: _Toc494200472][bookmark: _Toc114833225][bookmark: _Toc114833315][bookmark: _Toc114833367][bookmark: _Toc114833419][bookmark: _Toc114833541][bookmark: _Toc114833654][bookmark: _Toc214527893]Manufacturer - Quality Management System
	[bookmark: _Toc114833226][bookmark: _Toc114833316][bookmark: _Toc114833368][bookmark: _Toc114833420][bookmark: _Toc114833542][bookmark: _Toc114833655]Does the manufacturer have a quality management system in place for the design, development and production of the product?
	☐	Yes

	
	☐	No

	[bookmark: _Toc114833227][bookmark: _Toc114833317][bookmark: _Toc114833369][bookmark: _Toc114833421][bookmark: _Toc114833543][bookmark: _Toc114833656]Does the manufacturer’s quality management system applicable to the product meet the requirements of ISO 13485 Medical devices — Quality management systems — Requirements for regulatory purposes?
	☐	Yes

	
	☐	No

	[bookmark: _Toc114833228][bookmark: _Toc114833318][bookmark: _Toc114833370][bookmark: _Toc114833422][bookmark: _Toc114833544][bookmark: _Toc114833657]Does the manufacturer’s quality management system applicable to the product meet the requirements of other similar standards e.g. those required by other jurisdictions? If yes, please provide details.
	Click here to enter text.

	Please provide details regarding any certification held by the manufacturer in respect of the quality management system used for the manufacture of the product.  Details must include the type of QMS, the name of the certification body(ies), and the current period of certification, including start and end date(s).
Click here to enter text.



[bookmark: _Toc494200474][bookmark: _Toc114833231][bookmark: _Toc114833321][bookmark: _Toc114833373][bookmark: _Toc114833425][bookmark: _Toc114833546][bookmark: _Toc114833659][bookmark: _Toc192844151][bookmark: _Toc494200478][bookmark: _Toc114833237][bookmark: _Toc114833326][bookmark: _Toc114833378][bookmark: _Toc114833430][bookmark: _Toc114833551][bookmark: _Toc114833664][bookmark: _Toc214527894] Manufacturer - Sites of Product Manufacture
[bookmark: _Toc184100487][bookmark: _Toc494200475][bookmark: _Toc114833232][bookmark: _Toc114833322][bookmark: _Toc114833374][bookmark: _Toc114833426][bookmark: _Toc114833547][bookmark: _Toc114833660][bookmark: _Toc192844152][bookmark: _Toc214527895]Sites of manufacture 
Please provide the address where manufacturing of the product occurs. If multiple manufacturing locations are involved in the manufacture of the product, please complete table 8.1.1. 
	Manufacturing address
	Street Name and No.: Click here to enter text.

	
	Postal Office Box No.: Click here to enter text.

	
	City: Click here to enter text.

	
	Postcode: Click here to enter text.
	Country: Click here to enter text.


 Other sites of manufacture
	[bookmark: _Toc114833233] List all sites that are involved in each and every stage of the manufacture of the product. 

	Description of the stage of manufacture
	Name of site 
	Physical address of site

	Design & Development
	 Click here to enter text.
	 Click here to enter text.

	Raw materials 
	 Click here to enter text.
	 Click here to enter text.

	(list the site(s) manufacturing each of the critical raw materials, e.g. assay buffer)
	
	

	Assembly of device
	 Click here to enter text.
	 Click here to enter text.

	(if multiple sites are involved, detail which step(s) occur at each site, e.g. nitrocellulose card lamination) 
	
	

	In-process quality control (QC)
	 Click here to enter text.
	 Click here to enter text.

	(if multiple sites are involved, detail which incoming QC step(s) occur at each site.
	
	

	Primary packaging
	 Click here to enter text.
	 Click here to enter text.

	(e.g. device pouch for RDTs)
	
	

	Secondary packaging
	 Click here to enter text.
	 Click here to enter text.

	(e.g. box of 25 RDTs)
	
	

	Labelling
	 Click here to enter text.
	 Click here to enter text.

	(e.g. lot number, expiry date, IFU)
	
	

	Lot release QC
	 Click here to enter text.
	 Click here to enter text.

	Warehousing of finished products
	 Click here to enter text.
	 Click here to enter text.

	Release for supply
	 Click here to enter text.
	 Click here to enter text.

	Customer complaints
	 Click here to enter text.
	 Click here to enter text.

	Technical support
	 Click here to enter text.
	 Click here to enter text.


 
[bookmark: _Toc214527896]Key suppliers
	8.2.1	List all key suppliers which supply products, components and/or services for the manufacture of the product (e.g. raw materials, enzymes, key components, bulk chemicals and reagents, instruments, etc.)

	Description of the component/product/service supplied
	Name of supplier 
	Physical address of supplier 

	Click here to enter text.
	Click here to enter text.
	Click here to enter text.

	
	
	

	
	
	

	
	
	



[bookmark: _Toc214527897]Commissioning of the WHO’s performance evaluation

	Choose one of the two performance evaluation options:

	☐     Option A
	Performance evaluation commissioned by the manufacturer and carried out at a performance evaluation laboratory selected by the manufacturer

	☐    Option B
	Performance evaluation commissioned by WHO and carried out at a performance evaluation laboratory selected by WHO



[bookmark: _Toc214527898]Attachments
Attachments requested
	Attachment
	Provided? (Y/N) 
	Comments 

	An official letter from the manufacturer, signed by a duly authorized representative thereof, stating that the persons listed as “authorized contacts” are duly and fully authorized/designated by the manufacturer to act in the name and on behalf of, the manufacturer in all respects and for all purposes in connection with WHO’s performance evaluation of the IVD in question.
	
	

	A copy of the English language version of the instructions for use (also referred to as a package insert)
	
	



[bookmark: _Toc184100489][bookmark: _Toc494200479][bookmark: _Toc114833239][bookmark: _Toc114833328][bookmark: _Toc114833380][bookmark: _Toc114833432][bookmark: _Toc114833553][bookmark: _Toc114833666][bookmark: _Toc214527899] Manufacturer Declaration
The undersigned, acting in his/her capacity as a duly authorized representative of the Manufacturer (as defined below), makes the following declarations in the name and on behalf of the Manufacturer:
I, the undersigned, hereby declare that:
1. I am duly and fully authorized to represent, and act in the name and on behalf of, the legal manufacturer of the Product (as defined herein) whose name is specified in this Expression of Interest form (the "Manufacturer") in all respects and for all purposes in connection with WHO’s performance evaluation of the product that is specified in this Expression of Interest form (the "Product").
2. I have all requisite power and authority to bind the Manufacturer (including, without limitation, to the terms of this Expression of Interest form) in connection with WHO’s performance evaluation of the Product. 
3. All the information provided in this Expression of Interest form is current, complete and correct. 
4. Any changes to the information provided in this Expression of Interest form will be readily communicated in writing by the Manufacturer to WHO.
5. The Manufacturer understands and agrees that: 
a. WHO’s performance evaluation procedure for in vitro diagnostics[footnoteRef:5]  (the “PE Procedure”) shall apply to the performance evaluation of the Product in all respects and for all purposes; and  [5:  Available at https://extranet.who.int/prequal/ivd-performance-evaluation ] 

b. WHO’s performance evaluation of the Product shall be undertaken subject to and in accordance with the terms and conditions of the PE Procedure; and
c. before WHO’s performance evaluation of the Product may commence, the Manufacturer must first fully meet the conditions mentioned in in clauses (i), (ii) and (iii) of Section 7.2 of the PE Procedure.
6. Without prejudicing or otherwise limiting any terms and conditions of the PE Procedure and/or the PE Letter of Agreement, the Manufacturer further acknowledges and agrees that: 
a. WHO will have and maintain full, exclusive and unfettered control over the performance evaluation procedure and any PE Reports (as such term is defined in the PE Procedure) whether in draft or final form, and whether positive or negative; and 
b. WHO reserves the right to use, publish, issue, share with relevant national regulatory and/or other authorities as well as with UN agencies, funds and programmes and/or other relevant intergovernmental or international organizations, and/or make publicly available (in each case, in accordance with the provisions of the PE Procedure, including provisions regarding the protection of any commercially sensitive confidential information of the Manufacturer) any data, information, analyses, findings, outcomes, reports, notices and/or results—whether in draft or final form, and whether positive or negative—arising from or relating to WHO’s performance evaluation process, including (without limitation) any confidential information to which WHO may gain access in the course of WHO’s performance evaluation process.
7. The Manufacturer also acknowledges and agrees that:
a. a prerequisite for the Product to be submitted to and apply for WHO’s prequalification assessment (pursuant to and in accordance with the separate application and procedure applicable thereto), an Expression of Interest form for the Product to undergo WHO’s performance evaluation must first be submitted by the Manufacturer and accepted by WHO; 
b. subject to the acceptance of the EOI, the Manufacturer commits to applying for WHO’s prequalification assessment of the Product within a reasonable timeframe (at the latest within 60 days after the issuance of the final performance evaluation report);  
c. the data, information, findings, analyses, results and reports arising from or relating to WHO’s performance evaluation of the Product will be used by WHO to inform its decision as to whether or not the Product: i) meets, to WHO’s satisfaction, the technical requirements for WHO’s performance evaluation in accordance with WHO’s performance evaluation protocol; and/or (ii) if applicable, can be accepted for assessment and/or granted listing under WHO’s prequalification procedure for IVDs.  
d. the results of WHO’s performance evaluation, the participation of the Manufacturer and/or the Product in WHO’s performance evaluation process, WHO’s decision (whether positive or negative) regarding WHO’s performance evaluation of the Product, and/or WHO’s acronym, name and emblem, may not be used by the Manufacturer or any other party for any commercial, marketing, advertising and/or promotional purposes.

Full Legal Name of the Manufacturer: 
Name and Title/Position of the Duly Authorized Representative of the Manufacturer: Click here to enter text.
Signature of the Duly Authorized Representative of the Manufacturer:_________________
Date: Click here to enter text.
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