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

Updates on in vitro diagnostics: Prequalification and
Emergency Use Listing
30 September 2025
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Session outline

Highlights — Irena Prat

Product dossier and CRP — Susie Braniff
Technical specifications series — Ute Stroher
Performance evaluation — Anne-Laure Page
Changes — Fatima Gruszka

Emergency Use Listing — Ute Stroher
Capacity building — Susie Braniff

ePQS — Helena Ardura

Q&A — moderated by Irena Prat
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Housekeeping rules

e Mute microphone

 The speakers will answer all questions at the end of the session during an interactive Q
and A session

e Submit your questions to the Q and A chat function and they will be answered
directly in the chat or live during the Q and A session.

If we do not answer all questions, we will follow up after the meeting

e Session will be recorded and available on our website in the weeks following this
meeting.
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2025 Highlights

Irena Prat
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PQ listings and scope expansion

Prequalified [IVDs in 2025

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

PQ expansion to haemoglobin point-of-care analysers intended for

» Screening for/diagnosis of anaemia;

* Aid in the diagnosis of anaemia;

« Aid in diagnosis of severe anaemia in patients with malaria; or
* Monitoring of haemoglobin levels

= HIV = HPV = ANC

Launch of pilot project for parallel PQ assessment and policy development
WHO launches a pilot parallel WHO Prequalification and TB policy assessment process for new TB IVDs | WHO - Prequalification

of Medical Products (IVDs, Medicines, Vaccines and Immunization Devices, Vector Control)

Addendum to TSS-17: 250827 TSS 17 Addendum.pdf
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https://extranet.who.int/prequal/news/who-launches-pilot-parallel-who-prequalification-and-tb-policy-assessment-process-new-tb-ivds
https://extranet.who.int/prequal/news/who-launches-pilot-parallel-who-prequalification-and-tb-policy-assessment-process-new-tb-ivds
https://extranet.who.int/prequal/sites/default/files/document_files/250827%20TSS%2017%20Addendum.pdf

Launch of pilot project for parallel PQ assessment and policy
development

WHO launches a pilot parallel WHO Prequalification and TB policy assessment process for new TB IVDs | WHO - Prequalification of Medical Products (IVDs,
Medicines, Vaccines and Immunization Devices, Vector Control)

 PQ/HTH partnership to pilot a novel parallel assessment process : streamline and optimize WHO assessment of new in vitro
diagnostics

e HTH is assessing evidence on a new, near point-of-care class of tuberculosis (TB) diagnostic technologies that will inform updated TB
policy guidance

e PQT will simultaneously assess individual near point-of-care testing class products for PQ

* Focus on tongue swabs and sputum swabs that are used with near PoC nucleic acid amplification tests (NAATs) and low-complexity
automated NAATs (LC-NAATs) for Mycobacterium tuberculosis complex (MTBC) with or without drug resistance detection

* Manufacturers of eligible products are invited to contact the WHO Prequalification Unit at diagnostics@who.int to schedule a pre-
submission call

e Addendum to TSS-17: 250827 TSS 17 Addendum.pdf
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https://extranet.who.int/prequal/news/who-launches-pilot-parallel-who-prequalification-and-tb-policy-assessment-process-new-tb-ivds
https://extranet.who.int/prequal/news/who-launches-pilot-parallel-who-prequalification-and-tb-policy-assessment-process-new-tb-ivds
https://extranet.who.int/prequal/sites/default/files/document_files/250827%20TSS%2017%20Addendum.pdf

New changes guidance

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

webinar recording Passcode: 7YK=s?3=

FAQ: PQDx 463 Q and A Change Request for WHO PQ and EUL IVDs.pdf
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https://who.zoom.us/rec/share/omC-19wYnD1iXMZtP_qbYNmvfEMNBzsMLxl4cuSqEhpVrgoksqf2nLfrUw1IZhKS.VcSuOwaoh6vk1Iir
https://extranet.who.int/prequal/sites/default/files/document_files/PQDx%20463_Q_and_A%20Change%20Request%20for%20WHO%20PQ%20and%20EUL%20IVDs.pdf

2025 Assessment sessions

e 6 fully virtual sessions in 2025

e PQ submissions and change requests
10 to 14 February

7 to 11 April

16 to 20 June

25 to 29 August

13 to 17 October

o A w nNoE

1 to 5 December

e Different model in 2026
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PQDx process revision

e Consultation held in 2024
e Revision aiming at streamlining processes and increasing efficiencies

e Performance evaluation:
* Standalone activity / no longer part of PQ assessment
* Pre-requisite for PQ listing
* |nitiated before PQ, run either in parallel to PQ or finalized prior to PQ assessment
* Risk-based approach: full PE, analytical part PE or no PE depending on product type

* Updated abridged assessment process with additional RRAs and recognized approvals

* Enhanced use of reliance in dossier reviews (already in place for change reviews)
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Product dossier & CRP

Susie Braniff
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2026 Assessment
Session dates to be

Product dossier updates

announced soon

Planning for 9 sessions

e 4 Assessment Sessions completed in 2025 ASSESSMENT SESSION REVIEWS

e 20 reviews completed GAP analysis

e 2 more Assessment Sessions this year
e 13-17 October

e 1-5December

« Complete submissions received 14 days prior to Full dossier

a session can be included for review
CAP

e Training for new assessors conducted in August
& September, next training scheduled for
October

e 18 pre-submission calls held with manufacturers

e 11 new dossiers submitted so far in 2025

Abridged dossier
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Preparing for PQ
Assessment

Check eligibility criteria
Request access to ePQS
portal

Complete and submit pre-
submission form through
the ePQS portal

WHO Team will arrange a
pre-submission call to
explain the assessment
process

WHO will inform the Mx in
writing if the product is
prioritized
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Collaborative Registration Procedure (CRP)

The Manufacturer PQ l e NRAs from 37 countries have
e Submit an expression of interest to the NRA Process suaun signed CRP agreement

* Provide consent for WHO to share PQ reports e 25 CRP registrations by CRP in
e Submit product dossier to NRA : Jan-June 2025

WHO g I ’ Confdentia * 33 CRP registrations in 2024

e Make reports available to NRA via secure WHO PQ CRP « PQ assessment reports have

been shared for 41 prequalified
products

transfer Reports
The NRA

* Treat WHO PQ reports as confidential

e Review the WHO assessment and use the

e P ts f d
information to support their regulatory Q reports for appr?ve
decision Target: 90 days changes are shared with NRAs

that have registered products

e 15 manufacturers participating

e Issue a decision in 90 days or less

using the CRP
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Technical Specification Series - Update

Dr. Ute Stroher
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PQ IVD Guidance documents

Technical Guidance Series (TGS)

e Applicable to all IVDs

e Focus on the needs of WHO
Member States

* Each TGS provides detailed guidance
on a specific aspect related to IVD
performance
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forthe gualitative detection of
TSS-17  mcobaciorium wberculosss compiex
A and mutatioms associtec with

nug resstant berculcsts

Technical Specifications Series (TSS)
» Written for a specific

analyte/pathogen/IVD

Summarize minimum performance
requirements for WHO prequalification

Specific requirements tailored to types
of infections, conditions, etc.

Requirements that address needs of
Member States incl resource limited
settings

https://extranet.who.int/prequaI/vitro—diagnostics/guidance—documlénts



https://extranet.who.int/prequal/vitro-diagnostics/guidance-documents

Outline

= QOverview of PQ-IVD technical
specifications series (TSS)
documents published in 2025

= PQ-IVDTSS in development

= PQ-IVD TSS under revision

= PQ-IVD TSS planned for 2026/2027
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TSS (IVD) published in 2025

https://extranet.who.int/prequal/vitro-diagnostics/technical-specifications-series-ivds
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https://extranet.who.int/prequal/vitro-diagnostics/technical-specifications-series-ivds

TSS-24: In vitro diagnostic medical devices used for the qualitative
detection of Neisseria gonorrhoeae, Chlamydia trachomatis and
Trichomonas vaginalis nucleic acid

In vitro diagnostic medical
devices used for the
qualitative detection of

TSS-24 Neisseria gonorrhoeae,
Chlamydia trachomatis and
Trichomonas vaginalis nucleic
acid

Technical specifications series for submission to WHO
prequalification — diagnostic assessment

\b World Health
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Intended Use

DNA or rRNA of NG/CT/TV

gualitative

professional use

screening, diagnosis, or aid to diagnosis

sexually active population, pregnant people, symptomatic and
asymptomatic individuals

urine, vaginal swabs, endocervical swabs, anorectal swabs, penile
meatal swab and oropharyngeal swabs

professional collected, self-collected (vaginal swabs)
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TSS-25: Rapid diagnostic tests to detect Neisseria gonorrhoeae antigen

Rapid diagnostic tests to
detect Neisseria

TSS-25 _
gonorrhoeae antigen
Technical specifications series for submission to WHO
prequalification — diagnostic assessment
S
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Intended Use
NG antigen
qualitative
professional use

diagnosis of NG infection, aid to diagnosis, screening of population
subgroups at increased risk of STls

symptomatic individuals, population subgroups at increased risk
of STls and attendees of clinics or service for STls (including
adolescents within these groups)

urine, vaginal swabs, endocervical swabs, penile meatal swabs

health care provider-collected, self-collected in a clinical setting
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TSS-26: Rapid diagnostic tests to detect Chlamydia trachomatis antigen

Rapid diagnostic tests to
TSS-26 detect Chlamydia
trachomatis antigen

Technical specifications series for submission to WHO
prequalification — diagnostic assessment
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Intended Use

CT antigen

qualitative

professional use

diagnosis of CT infection, aid in the diagnosis

symptomatic individuals, population subgroups at increased risk
of STls and attendees of clinics or service for STls (including
adolescents within these groups)

urine, vaginal swabs, endocervical swabs, penile meatal swabs

health care provider-collected, self-collected in a clinical setting

19



TSS-3: Malaria rapid diagnostic tests, second edition

Scope of the revision:

Malaria rapid diagnostic

TSS-3

tests, second edition

= Format changes — align with IMDRF ToC chapter
Technical specifications series for submission to WHO n u m be ri n g

prequalification — diagnostic assessment

= Availability of WHO International Standard for Pf
& Pv (analytical studies)

= C(linical evidence to support claim for the
detection of parasites with HRP2/3 deletions

gWOﬂd Health (applicable to all IVDs that detect Pf non-HRP
g Organization antigens, e.g. LDH)
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TSS-17: In vitro diagnostic medical devices used for the qualitative detection
of Mycobacterium tuberculosis complex DNA and mutations associated with
drug-resistant tuberculosis
ADDENDUM (interim document)

intended to support manufacturers applying for PQ assessment as part of the parallel, coordinated
process of WHO Guideline development and the PQ process.

the upcoming WHO GTB Guideline Development process aims to establish evidence-based
recommendations on the use of tongue swabs and sputum swabs that are used with NPOC molecular
tests

validation requirements for generating supporting evidence

the current TSS-17 document will be revised accordingly once relevant WHO GTB guidelines are
published. If no WHO TB guidelines are issued on this topic, the addendum will be removed.

| HEALTH 827%20T55%2017%20Addendum.pdf

FORALL

S‘:— https://extranet.who.int/prequal/sites/default/files/document files/250
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https://extranet.who.int/prequal/sites/default/files/document_files/250827%20TSS%2017%20Addendum.pdf
https://extranet.who.int/prequal/sites/default/files/document_files/250827%20TSS%2017%20Addendum.pdf

TSS (IVD) in revision
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TSS-27: Syphilis rapid diagnostic tests for professional use and/or
self-testing

Public comment phase completed (Q4 2024)

Scope of the revision:

" Format changes - align with IMDRF ToC chapter numbering
*" Add Usability Studies to support claim for self-testing

" Address unavailability of WHO International Standard
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TSS-4: In vitro diagnostic medical devices (IVDs) used for the
detection of high-risk human papillomavirus (HPV) genotypes in
cervical cancer screening

Scope of the revision:

" Format changes — align with IMDRF ToC chapter numbering

» self-collection

= MmRNA tests
Ensure alignment with TPP (2024)

https://iris.who.int/server/api/core/bitstreams/54
4db89c-fb23-49e7-b27d-6ee0e625fb05/content

" genotype spectrum related studies
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https://iris.who.int/server/api/core/bitstreams/544db89c-fb23-49e7-b27d-6ee0e625fb05/content
https://iris.who.int/server/api/core/bitstreams/544db89c-fb23-49e7-b27d-6ee0e625fb05/content

TSS (IVD) in development
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PQ-IVD TSSs in development

= TSS xx1: Interferon-gamma release assay in vitro-diagnostic medical
devices for the detection of tuberculosis infection

= TSS xx2: CD4 enumeration technologies

= TSS xx3: Targeted next-generation sequencing based in vitro

diagnostic medical devices used for the detection of drug-resistant
tuberculosis

E

| ’

\—
2\, World Health HEALTH
,_,:b’ Organization l FORALL

26


Presenter
Presentation Notes
Interferon-gamma release in vitro-diagnostic medical devices used to test for tuberculosis infection


Performance evaluations

Anne-Laure Page
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Performance evaluations- summary of activities in 2025

e Evaluations finalized in 2025 (final report issued by 25 September 2025): 7

* HIV serology: 3

e HIV- syphilis serology: 1

e Syphilis serology: 1

e TB NAT (drug-resistance): 1
* SARS-Cov-2 antigen RDT: 1

e Highlights
e First evaluation of HIV serology test on urine

e First evaluation of NAT for TB drug resistance
e First evaluation of SARS-CoV-2 rapid test
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Updates

e Evaluation of malaria RDTs
e Historically conducted at US-CDC
e New PEL listed for evaluation of malaria RDTs

* Transfer of malaria panel ongoing

e Serology panels
* |Introduced annual re-testing for long-term storage of serology panels
e 10 specimens (6 positive and 4 negative) representing variety of reactivity levels
e Full re-testing of HBsAg panel ongoing
e HIV panel — additional testing with prequalified RDTs ongoing
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Protocols

 New protocols
* Protocol for TB-LAM tests finalized

e Protocol for STI NAT (N. gonorrhoeae, C. trachomatis, T. vaginalis) finalized

e Protocols for STI RDT (N. gonorrhoeae and C. trachomatis) — review by external experts

* Protocol revision

e All protocols to be updated for new procedure

e Protocol TB NAT under revision to include sputum and tongue swabs

e Malaria protocol under revision to update PEL, and additional analytical sensitivity testing with WHO International
Standards
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Performance Evaluation Laboratories

e New PEL listed in 2025
e ACPCC, Australia listed for HPV NAT

e Scope extension
e NRL, Australia had scope extended to malaria RDT, STI NAT and STI RDT

* NICD, South Africa had scope extended to TB LAM

* Remote PEL meeting
e 1stsession in May to introduce PQ process revision
» 2nd session to be scheduled in coming months on technical aspects

N
7 T Y 4 N
g, World Health HEALTH
= N Q

I\ . .
7Y Organization FORALL

31



Assessment of changes to
PQ-ed and EUL-ed IVDs

Fatima Gruszka
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Purpose and Scope
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Purpose

Intrc())duce the new process for reporting changes to
WHO.

Integrate a risk-based methodology.
Align with international best practices.

Strengthen regulatory reliance and improve process
efficiency.

Scope
Types of changes that need to be reported
What to report
WHO assessment
What causes delays
New submission process


Presenter
Presentation Notes
The scope of the session will include which types of changes must be reported, how they should be reported, WHO’s assessment process, common causes of delays for the change approval, and the new submission procedure. 



NEW GUIDANCE

Reportable Changes to WHO Prequalified
& Emergency Use Listed IVD

4 B st |
Overview of 2025 o |

NeW guidance R ortable changes
POSt PQ +o WHO prequaliﬁed and

1 emerge
EUL listed products | 77
'| | . . v \ :E", Application guidance docume

nt
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Presenter
Presentation Notes
So as you may be aware of, we introduced in 2025 a new guidance and a new application form for the change request application. Our main purpose with this new guidance was to introduce a redefined, risk-based methodology for reporting changes. 
more aligned with international best practices and supports greater regulatory reliance. 
The new guidance has also been updated and clarifies that it applies to both prequalified and emergency use listed IVDs. 





REPORTABLE CHANGES

The new guidance details the
Criteria for Determining if the change needs to be reported to WHO

© Post-PQ Changes of PQ and EUL

& REPORTABLE CHANGES CATEGORIES

The new guidance introduces definitions and pI’OdUCtS throughout the PI'OdllCt
Criteria for determining Changes Categories Li fecy_cle

CHANGE APPLICATION

S
< . .
The new guidance details the
a list of information requested to support the

Change application.
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Presenter
Presentation Notes
The new guidance sets clear criteria for when changes must be reported to WHO, introduces defined categories, and specifies the minimum data required.While changes to products, components, processes, or quality systems are often necessary throughout the lifecycle, failing to report them can risk compliance, delay access, and compromise both manufacturer and WHO’s goals for access to quality products. To address this, we have streamlined submission and review processes, and introduced clarified definitions with practical examples to ensure greater clarity, consistency, and efficiency.


NEW GUIDANCE

Non Reportable Changes

PQ and EU listed IVD

Administrative updates Changes impacting QMS

Administrative updates, that do not need to Routine changes to the QMS, manufacturing,

be reflected in the WHO Public Report. X _. or quality control and release processes to
‘ \\""J maintain compliance with standards and

support continuous improvement in line with
quality policy objectives.

Changes impacting Risk Assessment Changes impacting Design o N
Changes involving updates to the risk file No examples found of changes impacting the
— made in accordance with applicable design that would be non-reportable.
procedures and PMS policies, with no impact
= on the product’s quality, safety, or
performance.
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Presenter
Presentation Notes
The The new guidance explains non-reportable changes, those that only need to be managed internally by the manufacturer through its quality management system .


NEW GUIDANCE

Reportable Changes

PQ and EUL listed IVD

Update of the WHO Public Report

Administrative updates, changes to product
information, or new product codes, new
product presentation (e.g., labeling,
indications for use) that need to be reflected
in the WHOPAR.

Changes impacting Risk Assessment
Changes that introduce new risks, modify
probability of existing hazardous situations
or require updating or extending the scope of
mitigation measures impacting the quality,
safety, or performance of the product.

Changes impacting QMS

Change in the QMS, manufacturing or quality
control and release processes or
technologies with a potential impact on the
quality, safety, or performance of the
product.

Changes impacting Design

Change in the design, nature, quality,
attributes or specifications of critical
components or reference materials with a
potential impact on the quality, safety, or
performance of the product.
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Presenter
Presentation Notes
Clarification on the definition and examples of reportable changes are also included in the new guidance. 
The reportable changes are those with a potential impact on the quality, safety, or performance of the product and thus, must be reviewed to ensure continued alignment with WHO standards. 
Those include: 


NEW GUIDANCE

Change Category & Review

PQ and EUL listed IVD

Reportable Low Impact Changes ,f
A change that has no potential impact or a limited h‘_q
potential impact on the function, quality,

performance, usability, and/or safety of an IVD s
product, associated with risks that have been - F

determined to be low. Approval Decision upon

screening

This includes administrative changes requiring an .
update to the WHOPAR. Quicker response
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Presenter
Presentation Notes
An important development in the new guidance is the introduction of a structured framework that categorizes changes based on their level of risk and potential impact. This framework clearly distinguishes between low-impact changes, which present minimal risk to product quality, safety, or performance, and moderate- to high-impact changes, which may significantly affect these critical aspects. By classifying changes in this way, the guidance supports a more proportionate regulatory assessment effort.
Within this framework, Low-Impact Changes are defined as modifications that have minimal or no effect on the safety, performance, or quality of the product, but still needs to be reported. 
To enhance efficiency, the newly implemented WHO procedure introduces a streamlined approach for handling such changes. These low-risk modifications are now eligible for a rapid assessment process, allowing for an approval decision to be made immediately following the initial screening. 
This ensures timely implementation of minor updates without compromising regulatory oversight.


NEW GUIDANCE

Change Category & Review

PQ and EUL listed IVD

Moderate/High Impact Changes

A change with the potential to affect the
function, quality, performance, usability, and/or
safety of an IVD product, associated with risks
that have been determined to be high or

mod
Regulatory Reliance Full Change Application Review
The change has previously undergone Desk Review of submitted data by the WHO.
stringent assessment and approval by a Depending on the type of change, the
recognized National Regulatory Authority assessment may also necessitate :
(NRA) : Approval decision upon screening Site inspection(s) and/or a

Performance evaluation.

NV

(I § ) World Health ( 5 HEALTH
‘\'g_}" ‘jﬁ rganization [ FORALL


Presenter
Presentation Notes
Changes with potential impact are classified as moderate- or high-impact changes. The criteria for determining whether they require a full assessment take into account whether the change has already been reviewed and approved by a recognized national regulatory authority. In such cases, WHO may apply regulatory reliance principles to streamline the process and avoid duplication, enhancing efficiency and limiting delays.

For other changes that have not been previously assessed by a recognized authority, the WHO will conduct a desk review of the submitted data.�Depending on the nature and complexity of the change, this assessment may also involve:
On-site inspection(s) to verify implementation and compliance, and/or
Laboratory evaluation to confirm that the change does not negatively affect the product performance.


NEW GUIDANCE

E
xample of Changes Categories

PQ and EUL listed IVD

Change request form for & uor(a'n\e changes
1o WHO PO and EUL VDS

\dentification of refevant
changes 12 aMs
\dentification of relevant
changes vo facilities,

Processes,

Verificatio
protocels
Verification/V

Certificatels) of Anahysis
and/or of Conformity of

the material with

. NV A
{@B World Health g

-7 Organization [ D ror

page70of 10



Presenter
Presentation Notes
The new guidance includes detailed examples of the different categories of changes that may occur throughout the lifecycle of an IVD. 
The application form has been reviewed as well and updated to enhance both clarity and usability. 
It is intended to give  the manufacturer information on the evidence expected by the assessors. 
It now provides a clear list of the minimum information required for each proposed change, based on its category—whether it is low risk, moderate to high risk, including administrative changes or changes already covered by a recognized stringent regulatory authority. 
Applicants are also required to include a relevant impact assessment, detailing how the proposed change may affect the product and its associated processes. 
This is a more structured approach to avoid miscommunication on expectations. 
The objective is to support manufacturers in their effort and increase the proportion of applications that are complete and free of missing information upon initial submission.


A

MANUFACTURER
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PLAN CHANGE PROCESS

+ IDENTIFY
* RISKASSESS
+ CATEGORIZEIMPACT

PLAN

+ MITIGATIONMEASURES
+ V&Y, ifnecessary

PLAN REGULATORY REQUIREMENT

CHANGE REQUEST FORM
SUPPORTING EVIDENCE
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Change Process Overview
PQ and EUL listed IVD

MANUFACTURER U

NEW GUIDANCE

INITIATE CHANGE

* NECESSARY ACTIVITIES
* NECESSARY DOCUMENTATION

DEVELOP EVIDENCE

+ MITIGATIONMEASURES
+ V&Y, ifnecessary

SUBMIT APPLICATION

CHANGE REQUEST FORM
SUPPORTING EVIDENCE
INFORME WHO/If necessary

WHO ASSESSMENT /O

WHO DESK REVIEW

INSPECTION

* dsnecessary

LABEVALUATION

" asNecessany


Presenter
Presentation Notes
So summarize the reportable change application process:
Under this new guidance, there is no change to how manufacturers plan and manage changes internally. This continues to be under the manufacturer’s QMS, which should ensure that changes are properly planned, a change control process is initiated in line with internal procedures, and all necessary supporting evidence is generated.
Before submission to WHO, manufacturers must ensure the application is complete and well-documented according to its nature and risk categorization. WHO will conduct a desk review of the submitted application and, as previously mentioned, may determine that additional steps are required—such as site inspections or performance evaluations—depending on the nature and impact of the proposed change.


NEW GUIDANCE

Required documentation
PQ and EUL listed IVD

é “Change Request Form for WHO h
Prequalified and Emergency Use Listed In
Vitro Diagnostics”

\ (WHO document PQDx 119) )
é N
Select whether is low or high/medium
impact change
\ J
é Supporting evidence: Summary R
Information/Rationale/Reference to
Supporting Annexes/Justification if not
applicable
\ PP J
é N
Supporting Annexes
\ %

I WHO will not accept any changes without
y justification/rationale on their impact assessment
i i | S‘_HWH and supporting documentation.
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Presenter
Presentation Notes
Once WHO receives the application, we start with a high-level screening to check if the change is correctly categorized and if the necessary information is included.
If the change is low-risk or has already been stringently reviewed, we send a confirmation of approval to the manufacturer upon screening. 

For moderate to high-risk changes, we conduct a full desk review before making a decision.
Technical changes are reviewed by the Diagnostics Team, while QMS and site-related changes are assessed by Inspection Services team.
The manufacturer is then informed if additional site inspection or if a lab evaluation is needed, 
Provided the documentation is complete, approval is granted after the review.
If information is missing, the manufacturer is given two chances to submit what’s missing, after that, the request is rejected.

The timelines of assessment are available on the website and stays unchanged, however for low impact changes, the delay is now of less than 30 days.
After review the WHO issue one of the following decisions: approval, provisional approval, request for clarification, or rejection. The decision is communicated to the manufacturer, who may then proceed with implementation as authorized.




& NEW GUIDANCE
\ 3 - ) Submission Process via

Reporting Changes via ePQS portal WH O EPQ S pOrtal

https://extranet.who.int/prequal/epgs-portal PO and EUL listed IVD
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General Portal Information

ePQs Portal

ePQS - Accounts Contacts Users and Record Visibility
ePQS - Creating or editing a Contact or Account
ePQS - Portal Features, Uploading and Downloading Documents
ePQS - Terms and Conditions of use (4 October 2023) . u
ePQS - User Registration and accessing the ePQS Portal - i ':'c}é‘ln TR 3
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Presentation Notes
In terms of submission, there was a major upgrade in 2025 with the introduction of the electronic submittions. The change application must now be submitted exclusively via the EPQS portal. My colleague Helena will present and walk you through the process in a moment.


2025 in numbers

102 Cases

171 decisions
Decision Outcomes (Jan-Sep 2025) (Jan—Sep 2025)

Rejected

- 3 rejections: 1.8%

- Rejection Reasons
2 cases: Shelf life not supported by data
1 case: Misleading description

Accepted
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I wanted to give a snapshot of the reviews for 2025. with the new process we could clear all the backlog and as of today, for the 9 first months, we processed 102 cases, and issued 172 decisions


2025 in numbers

WHO Cases Decisions per round
(Jan—Sep 2025)

e 1 Round (50 cases): Clear description of the changes with a
complete set of supporting evidence.

2 Rounds (38 cases): Inaccurate or incomplete description of the
change; missing, inadequate, or insufficient evidence; limited
impact assessment; or process coverage only partial.

3 Rounds (12 cases): Inadequate risk management and weak
mitigation measures to demonstrate maintained performance.

e 4 Rounds (exceptional rounds): Evidence provided to support
regulatory status was insufficient or inaccurate.

Number of Cases

1 round 2 rounds 3 rounds 4 round
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If we look in detail, 50 cases were processed and completed in 1 round, 
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What causes delays

Description of the change

Lack of clarity in the scope or rationale of the change
Missing descriptions and Non-disclosed Changes

Generic Risk Assessment

Failure to address impact of the particular Change on
processes and on safety, performance, or intended use/
risk mitigation strategies or not relevant to the particular
change

Incomplete or Inadequate Documentation

Missing technical justifications, validation data, or
regulatory references or V&V data not relevant to the
particular change
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Poor Traceability

Inability to link test data, validation reports, or risk
assessments to specific product versions and lack
documents control across the submission

Lack of Clarity on Timelines
No Change control plan
Unclear implementation dates or phased rollout plans

Highlighting of Changes in Labeling & IFU
Changes not clearly marked and detailed

Gaps in PMS Plans
PMS activities not documented or addressed


Presenter
Presentation Notes
We’ve provided here a summary of the most common factors contributing to delays in the change application process :read
If information is missing from the initial submission, manufacturers are given two opportunities to provide the required documentation. However, the primary aim of the guidance is to proactively prevent avoidable delays by encouraging complete and well-prepared applications from the beginning.


Emergency Use Listing

Dr. Ute Stroher
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EUL for IVDs in context of the mpox PHEIC

= 23Jul 2022 —Jul 2023: the WHO DG declared that the outbreak of mpox (clade Il) constitutes a PHEIC
= 14 Aug 2024: the WHO DG declared that the outbreak of mpox (clade I) constitutes a PHEIC

= 28 Aug 2024: manufacturers of IVDs for the detection of MPXV nucleic acid are invited to submit an EOI
for assessment of candidate IVDs under the EUL procedure

= |VDs for the detection of mpox nucleic acid (multiplex assays, detecting more than one non-variola
Orthopox virus targets, at least one target must be Monkeypox virus specific )

= Differentiation of Monkeypox virus clades | and Il is preferred but not required.
= Not eligible: single target tests, multi pathogen test

= 9 Sep 2024: WHO publishes ‘Emergency Use Listing of IVDs Instructions for Submission Requirements: In
vitro diagnostics detecting Monkeypox virus nucleic acid’ (version 1)

= 5Sep 2025: WHO declares end of mpox PHEIC, BUT extends EUL for IVDs and vaccines
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Presentation Notes
Lifting the emergency declaration does not mean the threat is over, nor that our response will stop,” Tedros said.


EUL MPXV IVD: Application status

= /2 contacts
= 43 pre-submission calls
= 14 letters of applications
" 16 dossiers received
= 8 products listed
= 3 application closed

= 5 assessments ongoing

https://extranet.who.int/prequal/vitro-diagnostics/mpox-disease-pheic-emergency-use-listing-procedure-eul-ivds
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72 contacts


Will MPXV antigen RDTs be eligible for EUL? (l)

= WHO EUL is aligned with WHO testing recommendations

Diagnostic testing and testing strategies for
Mpox

Interim guidance
World Health
12 November 2024 Organization

Key updates

*  When resources allowit, any individual meeting the case definitions for suspected or probable mpox

N WHO does not recommend use of rapid antigen tests for

o Inthe case that resources' are limited, contacts of a confirmed case that develop lesions can be
considered probable cases and thus testing can be deprioritised; testing should continue to be offered

. .
for the following groups, to pricritise depending on local epidemiology: d ete t O Of m O n ke O r S M PXV r re nt I d e to
- young children (particularly those under five). C I n y p X V I u C u y’ u
- those with particularly severe unusual clinical presentation of mpox,

those at risk of particularly severe disease (e.g. immunocompromised, people living with HIV), . ° ° ° . ° °

those from a new geographical area or area not currently under surveillance,

e & oo their very poor sensitivity in field evaluations.

health care workers

*  Currently available evaluation data suggests that some available molecular-based near patient Point-Of-Care
Tests (mPOCs) are able to demonstrate a high level of accuracy comparable to laboratory-based PCR. These
tests/platforms can facilitate decentralization of testing as they have reduced technical complexity and
infrastructure requirements; decentralization of testing should incerporate quality and biosafety procedures

L St 0 oty Further research and validation of such tests is strongly

their very poor sensitivity in field evaluations. Further research and validation of such tests is strongly
encouraged as such tools would facilitate access to testing in remote areas. el e .
®  MPXV-clade specific NAAT and/or sequencing facilitates interpretation of mpex epidemiclogy. Depending on
the epidemiological context, sequencing strategies should adopt targeted sample characterization (l.e. e n C O u ra g e d a S S u C h t O O | S W O u | d fa C I | I t a t e a C C e S S t O t e St I n g
sequence any sample of interest') and representative approaches [i.e. sequence around 109 of positive
specimens, representative of the virus circulation in a defined area of interest).

Other key points in remote areas

«  This decument provides intarim guidance for laboratories, clinicians, health workers, public health officials and
other stakeholders invalved in the diagnosis and care afindividuals with suspected, probabla or confirmed
mpo.

®  This is an updated version of the interim guidance on Diagnostic testing for the monkeypox virus and supersedes
the guidance published on 10 May 2024.

®  The recommended specimen type for diagnestic confirmation of MPXV in suspected cases is lesion material.

+  Manufacturers’ instructions for use of testing kits should be followed, including the use of validated sample
types and handling conditions.
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Will MPXV antigen RDTs be eligible for EUL? (ll)

"  Only a limited number of field Minimal Preferred
evaluations have been conducted
Clinical = 80% when using lesion material = 90% when using lesion material
u Performa nce Of most products does not sensitivity compared to a reference molecular  compared to a reference molecular
method. method.
meet WHO TPP2
(Tests used as an aid to diagnosis by
detecting OPXV antigens, which are Clinical = 97% when using lesion material = 99% when using lesion material
. . . . specificity compared to a reference molecular  compared to a reference molecular
amenable to decentralized use, including in rethod, rethod.
the community) https://iris.who.int/bitstream/handle/10665/371297/978924007

=  WHO plans to convene Guideline 6464-eng.pdf?sequence=1
Development Group to assess the
available data and consider revision of
the current testing recommendation for
MPXV antigen tests
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https://iris.who.int/bitstream/handle/10665/371297/9789240076464-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/371297/9789240076464-eng.pdf?sequence=1

Capacity Building

Susie Braniff
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Capacity Building
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* Workshops for IVD Manufacturers
e Held in Jakarta 20-22 January

e Over 150 participants from 8 Asian countries

* PQ procedure and case studies

« Donor perspective: access, QA & local manufacturing e E Gt Sta_ff.fror_n NS
' - participating in PQ

* Support available from partners Assessment Sessions

e Upcoming workshop for IVD Manufacturers based in China

e 9-11 December in Guangzhou Training for new
* Focus on PQ assessment process OPEN assessors on dossier

review & change

e \Webinars requests
* Change Request reporting webinar recording is available here ._
. , . w+ B Expansion of the roster
e Upcoming webinar on RDT Accessibility 7 October 2pm = < of subject-matter
* Details and registration at this link - @l experts working with PQ
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https://who.zoom.us/rec/component-page?eagerLoadZvaPages=&accessLevel=meeting&action=viewdetailpage&sharelevel=meeting&useWhichPasswd=meeting&requestFrom=pwdCheck&clusterId=aw1&componentName=need-password&meetingId=5ADBxCQkKGooOFztv-7a4UG02RYzukOo1y3VG0cUSbjuQ24kbTjjzyaNyzrlrv6g.44Z1HFOJGfCCNmiJ&originRequestUrl=https%3A%2F%2Fwho.zoom.us%2Frec%2Fshare%2FomC-19wYnD1iXMZtP_qbYNmvfEMNBzsMLxl4cuSqEhpVrgoksqf2nLfrUw1IZhKS.VcSuOwaoh6vk1Iir
https://www.who.int/news-room/events/detail/2025/10/07/default-calendar/launch-of-the-who-rapid-diagnostic-test-accessibility-considerations

ePQS update

Helena Ardura
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ePQS Portal Update — September 2025

e The ePQS portal is the outward facing portion of a larger IT system.

B Applications and Documents

It permits applicants to file
applications, upload and l
download documents. External ePQS Portal
. . . Non-eCTD eCTD Documents
It permits the submission of Documents | B t
dossiers in eCTD format Ef:ﬁ[.in W
N
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ePQS Portal Update — September 2025

e The ePQS portal went live for applicants in May 2025 and feedback from
applicants is positive.

 There is a steady flow of registrants for the portal.

 The use of the ePQS portal to file applications will become compulsory early
2026. Currently, some cases we still accept applications via
dbinbox\diagnostics.
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ePQS Portal Update — Submissions

Dossiers:

e 14 new applications made online using ePQS since February 2025.

e Manufacturers can drop documentation in ePQS.

e Forcommitments to PQ, applicants need to use dbinbox\diagnostics.

Change requests:
51 initial applications + responses

WPEL:

e 4 applications

Registered portal users:
e >100 from ~30 organizations
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Bugs, Tips and Observations #1

When an initial application is submitted, internal staff are alerted.

But when further documents are submitted for the same application, the
notification does not occur.

It is important for PQT and applicants that additional submissions are not missed.

Please always send an email to diagnostics@who.int and copy the focal point for

your application, after you have uploaded documents to the corresponding case
on ePQS.
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mailto:diagnostics@who.int

Bugs, Tips and Observations #2

In some cases, when trying to upload documents for the first time the upload
process stays at 0% (files are not uploaded).

The issue appears to be caused

Upload Documents

by the local firewall blocking
access to BOX, the document
management system integrated
within the ePQS portal

See Q&A document on the
ePQS website for advice
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Bugs, Tips and Observations #3

When trying to upload documents for a Post-PQ change applications the system

starts to loop.

This is almost always because
no Product record was earlier
associated with the change
application.
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ePQS Portal Information

e Information relating to the ePQS portal can be found at this link:
https://extranet.who.int/prequal/epqgs/epqgs-portal

e This include several guidance documents, training information, and
guidance on the use of submission wizards for various applicant types.

e If applicants encounter technical issues, please contact the ePQS manager
at epgs@who.int
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https://extranet.who.int/prequal/epqs/epqs-portal
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