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Long-standing use of reliance to strengthen regulatory oversight

Long history of improving
efficiency through reliance
e.g. Certificate of
Pharmaceutical Products
Scheme

COVID-19 response as a
strong accelerator for the
use of reliance
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“Regulate through reliance”
as the hallmark of a modern
and efficient regulatory
authority.

Increasing role of reliance

Promoting “informed”
reliance
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Highest level of collaboration, work sharing and

“Must have” versus “nice to have” requirements

“Game-changer” for regulators

unilateral reliance

* Alignment of requirements/convergence

Acceleration of decisions
Stronger regulatory decisions

~

/




Outline

Reliance for an efficient global regulatory oversight

s Reliance throughout the lifecycle

Recent examples in post-authorization changes (PAC)




Global status of national regulatory systems
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2 - Promote regulatory
cooperation, convergence and
transparency through networking,
work-sharing and reliance

WHO Good
reliance practices,
2021

Source: WHO RSS database, March 2026



Reliance’s many shapes and forms

“The act whereby the regulatory authority in one jurisdiction takes into account and gives significant weight to assessments
performed by another regulatory authority or trusted institution, or to any other authoritative information, in reaching its
own decision. The relying authority remains independent, responsible and accountable for the decisions taken, even when it
relies on the decisions, assessments and information of others.”
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Abridged pathway using Mutual recognition

reliance
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* Sovereignty maintained;
* More efficient use of global regulatory resources;

* Decrease duplication, increase trust and
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Product life cycle: examples of reliance
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Increasing use of reliance in Post-Authorization Changes (PAC) management

0 EUROPEAN MEDICINES AGENCY _ Search Abridged pathway using

SCIENCE MEDICINES HEALTH o o reliance

edicines ~ Hui regulatory ~ Veterinary regulatory ~ Committees ~ News & events ~ Partners & networks ~ About us ~ PAC rel Ia n ce pl Iots . , ‘
Reliance for post-authorisation changes: pilots for the =~ [ * Principles: use a reference authority to submit a key supply change

pharmaceutical industry
The European Medicines Agency (EMA) collaborates with n.
Organization (WHO) and with the pharmaceutical industry

programmes that enable national authorities to use EMA's « High and broad international participation
of reliance. Tt can help authorities streamline processes, m

(Corporate ) (Medicines for use outside the EU)

variation to a group of countries at the same time
e Approval time within 6 months vs. few years

2028 cut-off

I * Same package for all regulatory authorities (harmonization &
— Bomwove | ke convergence)
R st e & * Example European Medicines Agency: 11 initiated/completed pilots, 12-
PPy tore National authoriti F

80% reduction in approval time (31 received to date)
K * 77 National Regulatory Authorities participated to date /

Pilot metrics As of February 20.
quality-related pos

EMA role
For more informat
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/ International Coalition of Medicines Regulatory Authorities (ICMRA) \
Pilots

Example for a Post Approval Change Management Protocol for Drug
substance and Drug product for an oncology product
* EMA as lead assessor, US FDA participated & PMDA Japan as observer
* Harmonized list of questions
k e EMA & US FDA approval on the same day! /

https://icmra.info/drupal/en/strategicinitatives/pgkms

Work-sharing
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Possibility to combine different reliance models (e.g. ICMRA collaborative assessment + unilateral reliance) for global reach




Take home messages and best practices for PAC management

How to collectively better manage the PAC workload?

Initial authorizatio

Post-authorization
changes
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Resources

Annex 11
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Good regulatory practices in the regulation of medical
products

Background
A fundamental role of government is to protect and promote the health and safety
of the public, including by del.lvermg health care. A well-functioning health care
system requires available, affordable medical prod that are safe, effective and
of assured quality. As medical products are essermal in the prevention, diagnosis
and treatment of disease, the consequences of substandard and falsified medical
products can be life threatening. This is a concern, as users of medical products
are not usually in a position to judge their quality. The interests and safety of the
public must therefore be entrusted to a regulatory body or bodies that ensure that
only products in legal trade are available and that marketed products are safe,
perform as claimed and are of assured quality.

The regulation of medical products has become increasingly complex
with the globalization of product d production and supply and
the rapid pace of technological and social change in the context of limited

financial and human resources.The importance of robust regulatory systems
was recognized by the Sixty-Seventh World Health Assembly when it endorsed
resolution WHA 67.20, Regulatory system strengthening for medical products.

TRS 1033 - Annex 11:

Good regulatory practices
in the regulation of
medical products

(Annex 10

Good reliance practices in the regulation of medical
products: high level principles and considerations

Background
'WHO supports reliance on the work of other regulators as a general principle
in order to make the best use of available resources and expertise. This principle
allows leveraging the output of others whenever possible while placing a greater
focus at national level on value-added regulatory activities that cannot be
undertaken by other authorities, such as, but not limited to: vigilance, market
surveillance, and oversight of local manufacturing and distribution. Reliance
facilitates timely access to safe, effective, quality-assured medical products
(see section 3. Scope) and can support regulatory preparedness and response,
particularly during public health emergencies.

Good reliance practices (GRelP) are anchored in overall good regulatory
practices (GRP) (1), which provide a means for establishing sound, affordable,
effective regulation of medical products as an important part of health system
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strengthening. If implemented effectively, GRP can result in consistent regulatory
processes, sound regulatory decision-making, increased efficiency of regulatory
systems and better public health outcomes. NRAs are encouraged to adopt GRP

TRS 1033 - Annex 10:
Good reliance practices in

the regulation of medical
products: high level
principles and
considerations

surses > WHO Good Reliance Practices

) Good Reliance Practices
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GRelP e-Course (Available
in English, French &
Spanish)

International Pharmaceutical Regulators Programme

and Prequalification

sted Product Introduction
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Collaborative Registration Procedure for medical products

WHO SAP Webpages
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IPRP Good Reliance Practices Repository - 14 November 2024

You can provide input/feedback to IPRPsecretariat@ich.org

Questions & Answers on Reliance and Repository
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Questions and additional information

WHO Facilitated Product Introduction Website

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

valentinm@who.int
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Working Together !!!

Marie Valentin, Senior Technical Officer, WHO Special Access Programme,
valentinm@who.int
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