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Prequalification of IVDs

PQ listing of the first triple diagnostic test for ANC
PQ listing of the first HIV ST by urine

PQ expansion to haemoglobin point-of-care analysers

A new guidance document supporting the post PQ and EUL change request application process 
has been published and came into force on 1 June 2025

• webinar recording Passcode: 7YK=s?3=

Launch of pilot project for parallel PQ assessment and policy development

Launch of the ePQS portal

https://who.zoom.us/rec/share/omC-19wYnD1iXMZtP_qbYNmvfEMNBzsMLxl4cuSqEhpVrgoksqf2nLfrUw1IZhKS.VcSuOwaoh6vk1Iir


WHO Emergency Use Listing for MPXV IVDs

Continued support to MPOX 

PHEIC response:

• 6 NATs listed, including 

PoC

• Ag RDTs not eligible for 

EUL as not 

recommended by WHO



New learning catalogue to upskill regulatory workforce

Health products regulation and prequalification learning catalogue

• WHO has launched a comprehensive learning resource to help countries build 

stronger systems for overseeing the safety, quality and 

effectiveness/performance of health products

• includes self-paced e-learning courses, instructor-led training sessions and 

on-the-job training experiences

https://www.who.int/tools/health-products-regulation-and-prequalification-learning-catalogue


15 September 2025

Diagnostics coalition and definition



15 September 2025

Medical devices nomenclature



15 September 2025

Training materials for IVDs assessors



• Regulators

• Renewed focus to strengthen national capacities 
using WHO global benchmarking tool for medical 
devices

• In September, WHO will support 7 African countries 
to self-benchmark themselves against these 
regulatory functions

• National Regulatory System (RS);

• Post-market surveillance, market surveillance and control (PS)

• Licensing establishments (LI)

• Link to Evaluation of national regulatory systems of 
medical devices (GBT+ Medical devices)

• Industry 
• From October 2025, WHO 

Global Surveillance and 
Monitoring System for 
substandard/falsified 
medical products (GSMS) 
will allow manufacturers to 
directly report incidents and 
FSCA through the GSMS 
portal

• Portal onboarding will include 
lessons on IMDRF adverse 
event reporting terminology

Supporting manufacturers and regulators for post-market and market surveillance 

https://www.who.int/tools/global-benchmarking-tools/evaluation-of-national-regulatory-systems-of-medical-devices-in-vitro-diagnostics


GBT+MD and technical support 



Upcoming events: UN meeting with manufacturers

• 2025 Joint UNICEF-UNFPA-WHO Meeting with Manufacturers and Suppliers

• 29 September to 3 October 2025. Sessions will be held daily from 11:00 AM to 

03:00 PM (CEST)

• Delivering in times of Disruption: Building resilient, quality supply 

systems for sustainable impact

• Fully virtual event



Thank you!


