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Aim of WHO Prequalification:

Diagnostics Assessment  

To promote and facilitate access 

to safe & appropriate IVDs of 

good quality in an equitable 

manner
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WHO Prequalification: IVDs

¸Based on best regulatory practice

¸Comprehensive assessment of safety, quality, 

performance and suitability for use in WHO member states

ïDossier assessment

ïQMS assessment and inspection of manufacturing

ïPerformance evaluation 

¸As with similar assessments by stringent regulatory 

bodies, this process can take between 6 months to over a 

year (depends usually on ability of the manufacturer)
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Evolution of a new role for WHO PQ

¸2014 Ebola virus crisis highlighted the need for an 

emergency assessment procedure for vaccines, medicines 

and IVDs

¸The procedure would need to be different from PQ in four 

major ways

ïFaster assessment process

ïDecision based on minimal evidence of safety and 

performance, given that few products would be at a 

mature stage in the development cycle

ïRolling submissions acceptable as more data (evidence) 

is collected by the manufacturer

ïNeed to be flexible
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¸WHO PQ already had experience with other assessment 

mechanisms

ïLab evaluation only

ïExpert Review Panel for innovative products

ÅQMS and limited dossier

The evolution of a new role for the PQ Programme
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¸Emergency Use Assessment and Listing (EUAL) 

Procedure

ïTo apply when there is a Public Health Emergency of 

International Concern (PHEIC)

ïA procedure that can be adapted to the circumstances of 

the emergency

ïBased on good regulatory practice

The evolution of a new role for the PQ Programme
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Emergency Use Assessment and Listing

¸ The Listing provides guidance including product-specific 

technical information to 

ïUN procurement agencies, 

ïWHO product utilization advisory committees, 

ïnational regulatory authorities (NRAs), 

ïand others involved in efforts to control an epidemic.
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The EUAL Procedure

¸Where possible, the EUAL for IVDs procedure 

consists of:

ïA review of any existing documentary evidence of 

safety and performance

ïA desktop review of selected manufacturing and QMS 

documentation

ïA limited laboratory evaluation of relevant performance 

and operational characteristics of the product

¸Possibility to abbreviate any of the steps if evidence of 

sufficient scrutiny by a stringent regulatory authority
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EUAL: The Ebola Experience

¸ Few manufacturers had started to develop NAT 

and antigen detection assays

¸ Most had very little technical documentation

¸ Some had rudimentary QMS (ISO 13485) but not 

manufacturing capacity

¸ Clinical blood samples were not available for 

validation

¸ restriction in transportation of clinical samples outside W Africa

¸ Testing required BSL-4 laboratories  

¸ Therefore the manufacturers had minimal analytical 

and clinical performance data
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Ebola EUAL and International Collaboration

¸ International support in the provision of EVD 

IVD expertise for Dossier and QMS review

¸ Dossier requirements and review

¸ Adoption of US FDA requirements for dossier 

(provided alignment and harmonised approach)

¸ USA, Belgium, Australia, Switzerland

¸ International Support for WHO 

coordinated Lab and Field evaluations

¸ BSL4 lab and LOD studies (Bernhard Nocht Institute, 

Germany) 

¸ Sierra Leone clinical performance study (Nigerian and 

PHE Labs and MoH SL)
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Ebola EUAL : Making a Difference

¸WHO first listed a PCR, followed 

by a rapid antigen assay

¸PCRs were able to be used in 

the internationally supported 

mobile laboratories

¸Use of RDTs has proven 

sustainable
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WHO Research Response EBOLA

.

Research Response in West 
Africa

1st Dx-PCR

1st Vx P1 trial

1st Dx-RDT

Funds

1st Drug trial 
1st CP use 

P3 Ring Vx

Response to the Ebola outbreak


