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Regulatory framework for NTD diagnostics

 NTD diagnostics not currently in the scope of WHO PQ

 Not realistic to include all NTD diagnostics in scope of WHO 

PQ

 Little incentive for manufacturers to consider WHO PQ or 

stringent regulatory assessment for NTD-IVDs

 WHO PQ not appropriate for lower risk diagnostics
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Risks for 
NTD programmes

Many in lower risk classes have no 
such independent quality assurance.

This creates financial, reputational & 
programmatic risks for procurers, 
donors & national disease control 
programmes. 



Proposed mechanism ERPD for NTD
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Expert Review Panel for Diagnostics (ERPD): Risk benefit assessment of 
diagnostics by an independent advisory body of technical experts, coordinated 
by PQ

Choi HL, Ducker C, Braniff S, Argaw D, Solomon AW, Borisch B, et al. (2022) Landscape analysis of NTD diagnostics and 
considerations on the development of a strategy for regulatory pathways. PLoS Negl Trop Dis 16(7): e0010597. 
https://doi.org/10.1371/journal.pntd.0010597



Pilot ERPD for NTDs 

Launched for Lymphatic filariasis and Visceral leishmaniasis in 
September 2023
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Outcomes of ERPD: 

To advise WHO to recommend or purchase, or to 
not recommend or purchase, particular 
diagnostics for NTD programmes.

 Risk category 1 or 2: No objection to time-
limited procurement

 Risk category 3: objection to procurement but
the product may be considered when there
are no alternatives, and provided the benefit
outweighs the risk

 Risk category 4: Objection to procurement

Product 
name

Type of Product Manufacturer ERPD 
risk 
category

Valid until

STANDARD 
Q Filariasis 
Ag Test 

Rapid filariasis Ag 
diagnostic test for 
detection of W.
bancrofti antigens

SD Biosensor, 
Korea

2 31 May 2025

IT Leish Rapid test for VL 
diagnostic

Mologic, UK 3 31 May 2025

https://www.who.int/news-room/articles-detail/invitation-to-manufacturers--of-diagnostic-products-for-diagnosis-of-neglected-tropical-diseases---to-submit-an-expression-of-interest-(eoi)-for-product-evaluation-by--the-who-expert-review-panel-for-diagnostic-products
https://www.who.int/news-room/articles-detail/invitation-to-manufacturers-of-diagnostic-products-for-diagnosis-of-ntd--to-submit-an-expression-of-interest-(eoi)-for-product-evaluation-by-the-who-expert-review-panel-for-diagnostic-products


ERPD for dengue
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 Invitation launched in May 2024.
 Of 35 applications received,11 products are submitted 

for the assessment.
 ERPD outcomes from Round 1 assessment to be 

communicated to applicants

Risk category 
(from R1 
assessment)

RDTs NAAT tests Enzyme 
immunoassay 
tests

Risk category 1&2 0 1 0

Risk category 3 1 2 0

Risk category 4 3 2 2



Lessons Learned

 Feedback received on the need for a user guide for ERPD dossier preparation/set of 
minimum requirements. 

 Thorough screening needed before submission to the panel.

 ERPD outcomes to be publicly available, implications on uptake of the product for 
programmes, partners, procurers or member states.

 Challenges in identifying technical reviewers with comprehensive knowledge of the disease. 
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Next steps

 Expression of Interest (EOI) for NTD diagnostics to be published, when the programme (in 
consultation with DTAG) sees a need.  Encourage manufacturers to interact with NTD 
programmes early on!

 NTD IVDs with higher risk classification (Class A and B) may be included in the scope of 
WHO PQ, pending ERPD outcomes. 

 A follow up NTD workshop planned in Q4 2025, South Korea. 
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Thank you!

https://extranet.who.int/prequal/
hchoi@who.int
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