
POST-MARKET 
SURVEILLANCE OF  
IN VITRO DIAGNOSTICS





1

POST-MARKET 
SURVEILLANCE OF  
IN VITRO DIAGNOSTICS



2 POST-MARKET SURVEILLANCE OF IN VITRO DIAGNOSTICS

Post-market surveillance of in vitro diagnostics

WHO Post-market surveillance of in vitro diagnostics 

WHO Library Cataloguing-in-Publication Data

Post-market surveillance of in vitro diagnostics.

1.In Vitro Techniques. 2.Product Surveillance, Postmarketing. 3.Equipment Safety. 4.Equipment Failure. I.World Health Organization. 

ISBN 978 92 4 150921 3      (NLM Classification: WA 289)

© World Health Organization 2015

All rights reserved. Publications of the World Health Organization are available on the WHO website (www.who.int) or can be purchased 

from WHO Press, World Health Organization, 20 Avenue Appia, 1211 Geneva 27, Switzerland (tel.: +41 22 791 3264; fax: +41 22 791 4857; 

e-mail: bookorders@who.int). 

Requests for permission to reproduce or translate WHO publications –whether for sale or for non-commercial distribution– should be 

addressed to WHO Press through the WHO website (www.who.int/about/licensing/copyright_form/en/index.html).

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 the World Health Organization 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 the 

World Health Organization 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 the World Health Organization 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 the World Health Organization be liable for damages arising 

from its use.  

Printed in France

Contact: 

Irena Prat, Essential Medicines and Health Products - WHO - 20, Avenue Appia - 1211 Geneva 27- Switzerland

This document is available on the internet at: www.who.int/diagnostics_laboratory/en/



3

TABLE OF CONTENTS
ACKNOWLEDGEMENTS 5

DISCLAIMERS 5

INTRODUCTION 6
1 BACKGROUND 6
2 SCOPE AND INTENDED AUDIENCE OF THIS GUIDANCE 6
3 REFERENCE DOCUMENTS, DEFINITIONS AND ACRONYMS 8
4 BASIC PRINCIPLES 12
5 STAKEHOLDERS’ ROLES IN POST-MARKET SURVEILLANCE FOR IVDS 15

PART I: END USERS 17
u OVERVIEW OF RESPONSIBILITIES 17
1 IDENTIFY COMPLAINTS 18
2 DOCUMENT COMPLAINTS 19
3 VERIFY COMPLAINTS 20
4 REPORT CONFIRMED COMPLAINTS 21
5 COOPERATE IN LOT VERIFICATION TESTING 22

PART II: MANUFACTURERS 24
u OVERVIEW OF RESPONSIBILITIES 24
1 UNDERTAKE ROOT CAUSE ANALYSIS 25
2 CLASSIFY COMPLAINTS 26
3 TAKE CORRECTIVE ACTION 26

PART III: NATIONAL REGULATORY AUTHORITIES 31
u OVERVIEW OF RESPONSIBILITIES 31
1 COLLECT COMPLAINT REPORTS, INCLUDING FOR WHO-PREQUALIFIED IVDS 32
2 OVERSEE LOT VERIFICATION TESTING 34
3 COLLECT OTHER POST-MARKET INFORMATION 36
4 TAKE REGULATORY ACTION 36

PART IV: NATIONAL REFERENCE LABORATORIES 37
u OVERVIEW OF RESPONSIBILITIES 37
 EXAMPLE: PROTOCOL FOR HIV RDT LOT VERIFICATION TESTING (PRE- OR POST-DISTRIBUTION) 38
1 RECEIVE AND STORE SAMPLES OF TEST KITS 38
2 PREPARE AND MAINTAIN LOT VERIFICATION TESTING PANELS 38
3 CONDUCT TESTING AND RECORD DATA 41
4 ANALYSE DATA AND REPORT RESULTS 43

ANNEXES 45
ANNEX 1– LOT TESTING DATA COLLECTION FORM 45
ANNEX 2– TESTING REPORT FORMAT FOR LOT VERIFICATION TESTING 46
ANNEX 3 – IVD COMPLAINT REPORTING FORM 55
ANNEX 4 – ADVERSE EVENT MANUFACTURER INVESTIGATION REPORTING FORM 52
ANNEX 5 – FIELD SAFETY CORRECTIVE ACTION REPORT FORM 55
ANNEX 6 – EXAMPLE FIELD SAFETY NOTICE 57
ANNEX 7 – POST-MARKET INFORMATION EXCHANGE REPORTING FORM FOR NRAS 58



4 POST-MARKET SURVEILLANCE OF IN VITRO DIAGNOSTICS

Post-market surveillance of in vitro diagnostics

LIST OF TABLES
TABLE 1 – STAKEHOLDERS’ ROLES IN POST-MARKET SURVEILLANCE FOR IVDS 15
TABLE 2 – STEPS IN VERIFYING COMPLAINTS 20
TABLE 3 – RATIONALE AND PROCESSES FOR LOT VERIFICATION TESTING 22
TABLE 4 – EXAMPLES OF ADVERSE EVENT CLASSIFICATIONS 25
TABLE 5 – LOT VERIFICATION SPECIMEN PANEL FOR RDTS THAT DETECT ANTIBODIES TO HIV-1/2 39
TABLE 6 – LOT VERIFICATION SPECIMEN PANEL FOR RDTS THAT DETECT ANTIBODIES TO HIV-1/2 AND HIV-1 P24 ANTIGEN 40
TABLE 7 – ACCEPTANCE CRITERIA FOR HIV-1/2 RDTS 44

LIST OF FIGURES
FIGURE 1 – STEPS FOR POST-MARKET SURVEILLANCE OF WHO-PREQUALIFIED IVDS 13
FIGURE 2 – RISK MANAGEMENT PROCESS FOR MEDICAL DEVICES (INCLUDING IVDS) 14
FIGURE 3 – FLOW CHART FOR USERS TO REPORTING COMPLAINTS RELATED TO IVDS 18
FIGURE 4 – FLOW CHART OF REPORTING COMPLAINTS FOR WHO-PREQUALIFIED IVDS 33
FIGURE 5 – DILUTION SENSITIVITY OF TWO SPECIMENS ON ONE HIV-1/2 RDT 40
FIGURE 6 – STANDARD CURVE FOR HIV-1 P24 ANTIGEN IN 4TH GENERATION HIV-1/2 RDTS 41



5

ACKNOWLEDGEMENTS
The following people were part of the technical working group who met in Geneva on two occasions (June and October 
2014) to develop the guidance. This guidance document was written by Anita Sands and Irena Prat, with overall direction 
by Irena Prat. Monika Zweygarth provided editorial and layout assistance.

The experts who participated in two rounds of consultative meetings (June 2014 and October 2014) and reviewed the 
draft guidance were: Sue Best, Patience Dabula, Joelle Daviaud, Dianna Edgil, Martine Guillerm, Jan Jacobs, Deidre Healy, 
Sandra Incardona, Joel Kuritsky, Victor Muchunguzi, Heiner Scheiblauer, Aisseta Tourè, Elsa Tran, Stuart Turner, Vincent 
Wong, and Bibiana Zambrano.

The draft guidance was then made available for public comment on the WHO website for the period of one month in 
early 2015.

The WHO staff who participated in the development and review of the guidance were: Helena Ardura, Jane Cunningham, 
Shona Dalal, Guy-Michel Gershey-Damet , Cheryl Johnson, Robyn Meurant, Irena Prat, Sabine Ohse, Julie Samuelson, Anita 
Sands and Willy Urassa.

DISCLAIMER
This guidance was developed based on the in vitro diagnostic (IVD) technology in use at the time, and therefore may require 
certain adaptation as technology formats develop. The illustrative examples used in this guidance are not an exhaustive list.



6 POST-MARKET SURVEILLANCE OF IN VITRO DIAGNOSTICS

Post-market surveillance of in vitro diagnostics

INTRODUCTION
1. BACKGROUND

The World Health Organization (WHO) Prequalification of In Vitro Diagnostics Programme is 
coordinated through the department of Essential Medicines and Health Products. The aim of the 
WHO Prequalification of In Vitro Diagnostics Programme is to promote and facilitate access to 
safe, appropriate and affordable in vitro diagnostics (IVDs) of good quality in an equitable manner. 
Focus is placed on IVDs for priority diseases and their suitability for use in resource-limited settings.

The WHO Prequalification of In Vitro Diagnostics Programme undertakes a comprehensive 
assessment of IVDs through a standardized procedure aimed at determining if the product 
meets WHO prequalification requirements. The prequalification assessment process includes 
three components:
• Review of a product dossier;
• Laboratory evaluation of performance and operational characteristics; and
• Manufacturing site(s) inspection.

The findings of the WHO Prequalification of In Vitro Diagnostics Programme1 are used to provide 
independent technical information on safety, quality and performance of IVDs, principally to other 
United Nations (UN) agencies but also to WHO Member States and other interested organizations. 
The WHO prequalification status, in conjunction with other procurement criteria, is used by UN 
agencies, WHO Member States and other interested organizations to guide their procurement 
of IVDs.

The purpose of post-market surveillance is to protect individual health and public health through 
continued surveillance of IVDs once they are placed on the market by reducing any risks. Such 
activities should ensure the manufacturer’s obligations are fulfilled through ensuring they are 
aware of event which enables them to undertake and assessment of any risks, and as appropriate 
any suggested steps to risk mitigation.

In the context of the WHO Prequalification of In Vitro Diagnostics Programme, this guidance aims to 
ensure the ongoing compliance of WHO prequalified IVDs with WHO prequalification requirements 
once they are placed on the market. Manufacturers of WHO prequalified IVDs are obliged to report 
regularly post-market information to the relevant national regulatory authorities, and to WHO.

2. SCOPE AND INTENDED AUDIENCE OF THIS GUIDANCE
This document pertains to the objectives and processes of the post-market surveillance for IVDs 
that are within the scope of the WHO Prequalification of In Vitro Diagnostics Programme, i.e. 
WHO prequalified IVDs2. It describes the measures that should be taken to ensure the ongoing 
compliance of WHO-prequalified IVDs with WHO prequalification requirements for safety, quality 
and performance after they are placed on the market. Therefore, manufacturers, users, and 
regulators of WHO prequalified IVDs are suggested to follow this guidance.

1 Prequalification does not imply any approval by WHO of the product and manufacturing site(s). Moreover, prequalification does not constitute any endorsement or 
warranty by WHO of the fitness of any product for a particular purpose, including its safety, quality, or performance.

2 As of 2015, the scope of the WHO Prequalification of In Vitro Diagnostics Programme includes HIV rapid diagnostic tests, manual HIV enzyme immunoassays, HIV 
supplemental assays, CD4 enumeration technologies, HIV nucleic acid tests (qualitative and quantitative), malaria rapid diagnostic tests, hepatitis C rapid diagnostic tests, 
manual HCV enzyme immunoassays, hepatitis B surface antigen rapid diagnostic tests, and manual hepatitis B surface antigen enzyme immunoassays.
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