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WHO Emergency Use Listing Procedure for IVDs

Update from the World Health Organization

3

SARS-CoV-2 IVDs continue to be a high priority
Focus is on antigen RDTs, particularly those for self testing



WHO Prequalification: Eligibility expansion and new 
guidance for manufacturers
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1. PQ Technical specifications have been published for IVDs used for the 
qualitative detection of Mycobacterium tuberculosis complex DNA and 
mutations associated with drug-resistant tuberculosis
• https://extranet.who.int/pqweb/sites/default/files/documents/220805_TSS17_M

BTC-NAT.pdf
• WHO will be accepting applications for such products from 22 Sep 2022
• A The virtual workshop will take place on 21 September 2022 12:00 – 13:30 

(UTC+2); register in advance:
https://who.zoom.us/webinar/register/WN_Im4vSUC5SN24YQDPH1EgEQ

2. Technical Specifications for glucose meters and HbA1c POC IVDs are in 
development

https://extranet.who.int/pqweb/sites/default/files/documents/220805_TSS17_MBTC-NAT.pdf
https://who.zoom.us/webinar/register/WN_Im4vSUC5SN24YQDPH1EgEQ


PQDx IVD product dossiers – ToC format
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WHO PQ continues its implementation of the ToC format for dossiers and review 
reports
• Because of Covid-19 disruptions, transition will continue in 2022
• Manufacturers may provide product dossiers in either STeD or ToC format
• Dossier requirements, and dossier review documents have been updated to 

reflect ToC
• Training for assessors, and guidance for manufacturers will be provided
In 2023, product dossiers must be submitted in ToC format
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1. The virtual workshop for TB NAT PQ applications will take place on 21 
September 2022 12:00 – 13:30 (UTC+2); 
https://who.zoom.us/webinar/register/WN_Im4vSUC5SN24YQDPH1EgEQ
2. UN meeting with manufacturers and suppliers
Joint UNICEF-UNFPA-WHO Meeting with Manufacturers and Suppliers | 
WHO - Prequalification of Medical Products (IVDs, Medicines, Vaccines and 
Immunization Devices, Vector Control)
Registration will start soon

https://who.zoom.us/webinar/register/WN_Im4vSUC5SN24YQDPH1EgEQ
https://extranet.who.int/pqweb/events/joint-unicef-unfpa-who-meeting-manufacturers-and-suppliers-0


Substandard and Falsified Medical Devices
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AER terminology continues to bring value to WHO’s Global Surveillance and 
Monitoring System for incidents related to WHO prequalified and emergency use 
listed IVDs 
• WHO welcomes new work item on Common Dataset for AE Data Exchange
Support to WHO Member States to prevent, detect and respond to 
substandard/falsified medical devices is provided through:
• normative guidance on post-market surveillance and market surveillance
• updated WHO Global Model Regulatory Framework, and
• WHO’s Global Benchmarking Tool+medical devices

https://www.who.int/who-global-surveillance-and-monitoring-system
https://apps.who.int/iris/handle/10665/337551
https://cdn.who.int/media/docs/default-source/biologicals/call-for-comments/global-model-regulatory-framework-medical-devices_final_sj_draft_2-may.pdf?sfvrsn=5900d962_1
https://www.who.int/tools/global-benchmarking-tools/evaluation-of-national-regulatory-systems-of-medical-devices-in-vitro-diagnostics


Disclaimer
This document was produced by the International Medical Device Regulators Forum. There are no restrictions on the reproduction or use of this document; 
however, incorporation of this document, in part or in whole, into another document, or its translation into languages other than English, does not convey or 
represent an endorsement of any kind by the International Medical Device Regulators Forum.

Copyright 2021 by the International Medical Device Regulators Forum.

Thank you/Questions
Mark Lanigan
In Vitro Diagnostics Assessment Team
Prequalification Unit
World Health Organization
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