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Why is the WLA concept important for IFPMA?

It's a performance assessment with a:

i Quantifiable outcome -
Standardized
measurement




Why is the WLA concept important for IFPMA?

WLAs are beneficial for:

Collaborative Registration
Procedures & reliance




Opportunity to file earlier in countries that are currently in later
stages of the filing sequence - disrupting the “sequence”

WLASs could enable networks of NRAs
working together and relying on one
another’s approvals within or across

regions

FROM

Companies currently tend to file for approval
first in jurisdictions such as the US, EU, Japan,
etc. and subsequently file in other countries

TO i

If a WLA becomes the reference NRA in a region, this
could provide a gateway to faster approvals within that
region and could move up in the filing sequence

If those reference WLAs also have an expedited
pathway to shorten the approval time for innovative
products that would be even more attractive for
companies

Regional WLA could also open opportunities
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Industry considerations on WLAs as reference\\

NRAs in reliance

Case by case assessment V
(product/ region) on

applicability of using a ‘ Acceptability of selected
designated WLA WLA by the relying NRA
through CAs/MoUs
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Building Trust
and
Understanding

¢ S
Availability of scientific

advice and open
dialogue

Availability of robust '
_/\ i _/\ regulatory system with
harmonized regulatory

standards with predictable

review times in WLAS to
be considered as reference




Best use of reliance and WLA \% SR r—

Achieving WLA status should encourage Good Regulatory Practices (GRegP) con vergence of
requlatory requirements and promote further collaboration via reliance and work-sharing for

both initial approvals and post approval changes (PACs). N

>

Reliance is an exemplar of
regulatory maturity

GBT encourages application of reliance
and the efficient use of resources

* WHO GBT Tool sub-indicator MAQS5.03/04 * Assume that “MAA category” covers approval of PACs
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Implementing WLA Concept - Possible enablers Ve Q)

for the use of more WLAs in reliance pathways

Publicly available list of accepted reference NRAs

As recommended by WHQO, maintaining a publicly accessible list of NRAs that
may serve as reference can increase predictability. Ideally, such a list would be
available on the relying NRAs website, allowing applicants to identify the

most appropriate reference authority for each case and helping to prevent “,
i
procedural bottlenecks. Industry’s recommendation is for reference NRAs Iﬁ?;’dr[tstf:'b"lg & b
ar ;‘. -
to hold WHO-Listed Authority (WLA) status, reflecting their high maturity Review Timelines

level and advanced regulatory performance. -

Broad Product Scope
& Applicability
Publicly Across the Clear,

Flexibility and ability to choose are important: Snonill Y et

« Applicants should be able to choose from different NRAs for Reference NRAs Process
different reIia.nce. procedures throughout the product life cycle, .~ B
when clearly justified.

« But, only one reference NRA should be utilized for a specific Convergence, Confidentiality ¢
unilateral reliance procedure. Legal Framing

@) PN
*WHO, WHO designates new WHO-Listed Authorities, strengthening & : :
global access to quality-assured medical products, 7 August 2025.



https://www.who.int/news/item/07-08-2025-who-designates-new-who-listed-authorities--strengthening-global-access-to-quality-assured-medical-products
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Implementing WLA Concept - Possible enablers for ¢

the use of more WLAs in reliance pathways

The importance of assessment reports

For reliance-based procedures to be effectively integrated into regulatory systems and trusted by all stakeholders, their
requirements must be lean and resource-efficient. To achieve this, the requirements for the provision of key enablers such

as reference NRAs’ assessment reports should be specific, practical, and clearly stipulated in national regulations

Public Assessment reports Confidentiality and information-sharing mechanisms:

Timely issuance of the reference Effective reliance depends on strong internal systems fo
NRA’'s assessment report is crucial r managing confidential information. These frameworks
for enabling efficient reliance ensure that sensitive materials, such as the same dossi
regulatory procedures. For example, er as the reference NRA and non-public assessment re
European public assessment reports port, are handled in a secure and compliant manner. Thi
are made publicly available in a S expectation is reflected in international best prac
timely and predictable manner which tices, including WHO’s GReP and the WHO GBT. For in
enables companies to plan and stance,  GBT sub-indicator RS09.06 emphasizes the i
support their use in subsequent mportance of having procedures for managing confide
reliance-based procedures. ntial information within the NRA'’s regulat

ory system.




Final Thoughts...

Multiple advantages for
patients, NRAs & bio-
pharmaceutical industry:

« Timely access to safe,
effective & quality medical
products

L >« Increased efficiency &
\ utilization of resources
- ¢ More streamlined

management of regulatory
submissions & global supply
systems.

Access
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