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Accelerating access to in vitro

Aims to accelerate country registration of d lag nostics
prequalified IVDs through information
sharing between WHO PQ and National
Regulatory Authorities

Consent/ Eol

Principles: WHO PQ — ]
reports

Voluntary for MA of prequalified IVDs
Product sameness must be guaranteed

Confidentiality of information shared

Agreement

Target timeline for NRA decision

WHO PQ reports shared: S . Asls;essrgeny _
» Product dossier review Within 90 days egulatory decision

> Site inspection

> Performance Evaluation
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Key Steps of CRP IVDs Implementation

WHO

NRA e Access to WHO reports
+ Agreement to participate in WHO

via a confidential platform: Dossier
CRP

assessment, inspection & performance
« Select focal points evaluation reports

] NRA’s Regulatory :
Applicant e decision 0 maintenance
Interest to register Post approval changes, Withdraw,
* Send to NRA EOI copy WHO

« Within 90 Calendar days
 Send consent to WHO to allow

_ Cancellation
(regulatory time)

* NRA and applicant informs WHO
sharing of confidential reports de nror

on regulatory decision
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Using CRP to accelerate
access to IVDs

NRA and Manufacturer of IVD sign agreements
to permit confidential data sharing

Reliance mechanism
« Shorter pathway to national registration for quality assured IVDs

 Avoid duplication of effort
« NRAexperts can review WHO findings
« Accelerate decision on registration

« Optimization of resources for participating countries registration-of-who-
prequalified IVDs

Guidelines published on WHO Website https://www.who.int/publications/m/item/collaborative-procedure-
between- the-who-and-nra-s-in-the-assessment-and-accelerated-national- ified-ivd-s-annex4
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WHO CRP for IVDs: product scope

v

CRP IVDs
Product
scope

Focus on IVDs that address major public health concern and
needed in member states

IVD products eligible for CRP: WHO prequalified IVDs

This list is regularly updated as new IVDs are added to the
prequalification scope.

Product scope:

HIV

Hepatitis B virus

Hepatitis C virus

Malaria parasites

HPV

Glucose-6-phosphate dehydrogenase (G6PD) enzyme
Toxigenic Vibrio cholerae

Syphilis

MTBC and resistance to first and/or second line anti-tuberculosis
drugs

= SARS-CoV-2

» Blood Glucose

= HbA1c



https://extranet.who.int/prequal/vitro-diagnostics/prequalified-vitro-diagnostics
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WHO CRP- IVDs: 35
participating NRAs

As of 25 November 2024

¥ .

cratic Repu
*Benin CongO(DRGh ' nzania (Mainland)
*Bhutan ﬁt.rea. anzania (Zanzibar)
*Botswana *Ethiopia 1‘.ﬂhaﬂand
*Burkina Fas *Gabon ~ *Togo
*Burundi =~ *Gambia ~ sUganda
*Cabo Verde *Ghana *Yemen (Sana'a)
*Chad . «Zambia
«Comores '

. . 1-h«ﬁ'ba‘bwe
*Cote d'Ivoire
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Collaborative Procedure for Accelerated Registration | WHO - Prequalification of Medical Products (IVDs, Medicines, Vaccines and Immunization Devices, Vector Control)



https://extranet.who.int/prequal/vitro-diagnostics/collaborative-procedure-accelerated-registration
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WHO CRP IVDs experience:
submissions and registrations per year

Number of submission against registration

v More than 90% of submissions resulting in 40
successful registrations since 2019. -

v" Almost 50% of submission in 2023 resulted in 30
registration. .

v' There is significant increase in number of
submission and registrations in 2024 indicating CRP

36
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efficiency as a result of increased CRP advocacy: 1 »
NRAs and applicants' willingness to apply the 1 8
Procedure. 5, I I
3 3 3 3
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WHO CRP IVDs experience:
Registe red assay types Type of Assays Registered under CRP
Syphiis RDT
v Assays registered under CRP based on the
listed WHO prequalified products. Hesag [N

v" Most registered IVD products: HIV

technologies including NAT, EIA, RDT, self vaiara <07 |

tests kits followed by Malaria test kits.

HPV viological technology .

v Syphilis RDTs, HBsAg and HPV assays very
few or no registrations............ opportunity??

g
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HIV/Syphilis RDT -
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Registered assays under CRP vs WHO - Listed assays

Assays registered under CRP against WHO prequalified v Only 26% of the total number of
(0]

WHO -listed assays are
registered under CRP.

Syphilis RDT .

HBsAg '
v' HIV assays have high

vaara o7 [, percentage among WHO listed —

> assays.
% HPV viological technology F
5
g rovwarroren [ — v’ There is improvement in the
- z‘;P types of assays registered
. ] . .
visyonis RoT [ including HBsAg HCV and HPV.
HIV (RDT,NAT,EIA,CD4) F
v" No application for Syphilis RDT.
0 10 20 30 40 50 60 70
HIV . . .
(RDTNAT El, HIVISYphils HCV NE’I*;'RDTH'fgch"r:g'lgg'}fa' Malaria RDT =~ HBsAg  Syphilis RDT
CD4)
m PQ 64 3 16 5 23 4 2
n CRP 26 2 6 1 18 3
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Resources to support implementation of CRP for IVDs

WHO Expert Committee
on Biological
Standardization

WHO Expert Committee
on Specifications

Provides a resource for
manufacturers/applicants and

: participating NRAs to implement
Preparations ::“ﬁ R facilitated national registration of WHO Annex 4

reg procedures PQ IVD Collaborative procedure between the World Health Organization and 772 World Health
S national regulatory authorities in the assessment and accelerated national Qrnization

registration of WHO-prequalified in vitro diagnostics

for Pharmaceutical

for medical p:odu:ts

ot = Covers the national registration and T :

3. Sco 236
2 management of post-approval S — 3
5. Key principles 238 3. Terminology 3
6 ofa (inth, of - Ch anges 4, Principles and general considerations 4
References 255 41 Participating parties 4
Appendix 1 Anexample of information to applicants for registration via the WHO 42 Sameness of the WHO-prequalified and nationally registered IVD 4
callaborative registration procedure 257 . . 43 Submissinnsl'onnatnndcnmzmnfpmductdnssimfnrNRAs 5
N WHO Good Practices of NRAs in i :
callaborative procedure 263 . N N 46 Participating authority commitments 6
ional information to be included in the ing checklis 47 Regulatory decision(s) on a WHO-prequalified IVD 8
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WHO CRP IVDs ProcedureAnnex 4
published in the WHO TRS No. 1030

The €205, developed by WHO, s a comprehensive platform for processing pre-qualification information across various
healtheare products. Setto opan ts partal to manufacturers and external users in 2024, ePQS aim to streamline the apolication
process, ennance transparency, and boost eficency. It integrates vita aspects of WHO's Pre-Qualfication Unit, providing a
centralzed database, a Document Management System (DMS), a repositary for product dossiers, and a community portal.

Electronic Prequalification System
(ePQS)

Other principles elaborated in the
WHO guidelines FPI website

ePQS simplfies application submission and management, enhances reporting capabiltes, and enables real-time manitoring of
application statuses. Moreaver, It cliates the submission of electronic Common Technical Document (eCTD) dosslers,
improving document organization and reiew efficiency

E Facili ated [’roduct Introduction

For more information on ePQS, please use the ink below
N

&S Portal  WHO - Prequalfication of Medical Products (1VDs, Medicines, Vaccins and Immunization Devices, Vector Control

ePQS Portal

Hybrid Joint Meeting 2 - 6 December 2024



https://www.who.int/teams/regulation-prequalification/regulation-and-safety/facilitated-product-introduction

WHO CRP IVDs experience: Challenges &
intervention

v' Low expression of interest from
the manufacturers

v Lack/varying regulatory systems for medical
devices and IVDs

Lack/low responsiveness from NRAs
National regulatory requirements

Information sharing and exchange

Hybrid Joint Meeting 2 - 6 December 2024
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Manufacturers workshop, CRP Annual meetings,
1 to 1 meetings on regulatory pathways and specific
NRA requirements

Regional workshops, individual NRA trainings on
reliance practices, assistance on NRA guidelines and
procedures

Assist in review of national requirements (quidelines
and procedures) to enhance more reliance and
minimize specific national requirements,
communications with manufacturers, training and
capacity building

Centralized information sharing and exchange under
dedicated platform (ePQS). Pilot for NRA and
manufactures initiated
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Take away messages

Hybrid Joint Meeting 2 - 6 December 2024
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Thank you

For more information contact:

prequalreg@who.int/ kijoa@who.int
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