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EMA in the global environment

Industry submits applications to multiple regulatory authorities
worldwide, and those authorities are all evaluating similar data.

Clinical trials can be $
conducted anywhere Safety and quality
in the world. i iai
\ Facilitate Evaluate Safety and / :rlg:]a;sncir;hzrrlgmate
development applications for quality y '

and access to marketing

monitoring
medicines authorisation

across lifecycle

Information to
healthcare Veterinary

professionals products Animal and human
and patients \ health are intertwined;
People need

animals/animal products

reliable information also travel to and from
around the world. the EU.

Approximately 80% of all active substances in the medicines
used in Europe come from outside the EU.
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EMA in the global environment

All Divisions/Departments are concerned and the
exchange of information with international regulatory

authorities is part of EMA’s daily work.

International collaboration is key to:

= Avoid duplication of work
= Release scarce resources for more critical areas

» Facilitate alignment of regulatory approaches
between international authorities

= Speed up patient access to new and/or affordable
medicines

= Support regulators outside the EU who may lack
resources and/or specific competences
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Mechanisms for international collaboration

‘;% Bilateral relations

Australia Brazil Canada Chile China Colombia Dominican
Republic

o 3 M ‘e
— 5 Ny
Israel Japan New Zealand Peru Republic  Saudi Arabia Singapore
of Korea
>‘ SN L~ \ World Health
| v allnN -9 Organization
South AfricaSwitzerland Taiwan United Kingdom United States EDQM WHO
of America

International Liaison Officers
Confidentiality Arrangements (CA)
Ad Hoc CA

Mutual Recognition Agreements (MRA)
Clusters
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Multilateral relations @

opIC/S

harmonisation for better health

: |
ICMRA EU-M4all™

International Pharmaceutical
Regulators Programme

?_% SRA CRP

Intermational Coaperation on Harmonisation of Teck
for Registration of Veterinary Medicinal Products

)

IPA: Instrument for Pre-accession Assistance
AMA: African Medicines Agency

project
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What is regulatory reliance?

WHO Good Reliance Practices (and Good Regulatory .
Practices) published April 2021 e

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

Background

Focus on best use of resources and efficiency, with two
core elements

= rely wholly or in part on output of other

(trusted) regulators whenever possible S,
on Spenfications

= allows greater focus at national level on value- o Pharmaceuticy|

P T®parationg

added regulatory activities — |

... but what does it look like in practice?
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&)

EUROPEAN MED]CINES AGENCY

EU-Medicines for all (EU-M4all)

EMA supports the global regulatory system through its collaboration with WHO using two main regulatory mechanisms:

1. EU-M4all (Art. 58):

One product

Two products

Three products

EMA evaluates and givesan - =} ¢ ¥ 3 el A LN s
: @ o, S ’; w" .;.7 i : y it B Five products

e,

opinion, in cooperation with
WHO, on medicinal

products for human use

aF
a5

intended for markets
outside of the EU.

Since 2021, this procedure

can also be performed in
parallel to a centralised %

SR

procedure to accelerate

15 medicines with
an EU-M4all

global scale. scientific opinion*

93 countries 158 Marketing
worldwide Authorisations

medicines access at a

6 EMA in the global environment *7 of which have been withdrawn

| ) . | As of January 2023
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WHO Collaborative Registration Procedure (CRP)

2. WHO SRA CRP:
Accelerates national approval

in countries where resources
may be limited, based on the
regulatory work already
carried out by Stringent
Regulatory Authorities (SRAS),
such as EMA.

This facilitates earlier access
to essential medicines for
patients worldwide, improving

global public health.
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13 medicines with EU
marketing authorisation

29 countries
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One product registered / (J( r 5 3 m a r keti n g

N authorisations via CRP
I Three products registered \ /' . .
B Four products regitered ‘ - 48 pending/awaited
B Fve products registered o AMCEO approva Is

As of January 2023
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‘OPEN'’ initiative for non-EU regulators

Goal: Sharing

scientific expertise

to tackle common challenges
on COVID-19

vaccines and therapeutics

Interaction: Participating
non-EU experts are invited to
attend and contribute to

ETF and CHMP evaluation for
COVID-19 vaccines and
therapeutics.

OPEN experts follow
similar requirements as the

EU experts (e.g., confidentiality,
absence of conflict of interests).

*)

¢ 5
wissmedic

o "

&)
yé“‘%?j Orgg(ljﬂ?gggg
OPEN regulators
I*1 B &8 o @
EMA Health Canada  Swissmedic TGA MHLW/PMDA ~ WHO

All participating under the terms of their Confidentiality Arrangement with the EU.
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Reliance in action: 'OPEN’ global health impact

Reliance significantly accelerated
decisions from national regulatory
authorities in LMICs.

EMA is regulatory authority of record for
the WHO Emergency Use Listing (EUL)
for the 5 of the COVID-19 vaccines
approved in the EU.

The WHO EUL enabled LMIC national
regulatory authorities to speed the
registration of COVID-19 vaccines. It
was also needed to allow procurement
by UN agencies and World Bank Group

partners.

EMAin the global environment

WHO
EMA
Emergency .
assessment Use Listing -

of 5 EU-approved

vaccines ‘ :O\/AX
(for which EMA is sole or

co-NRA)

CEPI Gavi® unicef@® gy

LMIC = Low- and Middle-Income Countries
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The International Affairs Team
As of April 2024

N

Martin Harvey Allchurch
Head of International Affairs

8699 Liaison Officials

Anabela Margal
' EMA Liaison Official to the US FDA
-y 8449

. dw

-

«
Carlos Aicardo Judit Barniol Fabiana Castelletti Radhouane Cherif Sandra Gogo
International Affairs Officer International Affairs Officer AMA Project coordinator Principal International Affairs Assistant to the Head of
Officer Department
7876 8474

Katherine Tyner
US FDA Liaison Official to EMA
6169

Shohko Sekine
MHLW/PMDA Liaison Official
h TN to EMA

y 6307
|

P L : J

Michiel Hendrix Clément Lagalice Riccardo Luigetti Victoria Palmi Reig Owen Thomas

Seconded National Expert International Affairs Officer  Principal International Affairs Principal International Affairs International Affairs Trainee
118 Officer Officer

7181 2152
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11 EMA in the global environment

Health in the EU is strongly linked with health
outside the EU. Working to improve the EU
population’s health cannot be done without
interacting with international partners.

EMA’s unique way of working is highly valued on
the international scene. What we do is leveraged
outside of the EU through reliance mechanisms,
transparency, and information sharing, and this
has a significant impact on global health.

Almost all EMA departments have a link with one
or more international stakeholders.
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Any questions?

Further information

EMAinternational@ema.europa.eu
International activities | European Medicines Agency (europa.eu) (ema.europa.eu > Partners

& networks > International activities)


mailto:EMAinternational@ema.europa.eu
https://www.ema.europa.eu/en/partners-networks/international-activities
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