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Why international regulatory cooperation 
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Cooperation  is essential: 

• To avoid duplication of work 

• To release scarce resources 

for more critical areas 

• To speed up patients access 

to new and/or affordable 

products 

• As some regulators may 

lack resources or specific 

competences 



EU medicines agencies network strategy to 2020: 

contributing to the global regulatory environment 
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The EU strategy is built on 4 pillars: 

• Human Health 

• Veterinary Medicine  

• Operation of the Network 

• Contributing to the global regulatory 

environment 

Enhancing international cooperation is part of 

our public health mission http://www.ema.europa.eu/ema/index.jsp?c
url=pages/about_us/general/general_conten
t_000292.jsp&mid=WC0b01ac05800293a4  

http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000292.jsp&mid=WC0b01ac05800293a4
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000292.jsp&mid=WC0b01ac05800293a4
http://www.ema.europa.eu/ema/index.jsp?curl=pages/about_us/general/general_content_000292.jsp&mid=WC0b01ac05800293a4


International cooperation  

at EMA 

Activities with FDA, PMDA, Health Canada, TGA, 

SwissMedic and WHO are part of our daily work 

All divisions/departments are involved 

~80% of all products going through EMA committees 

have some discussion at international level 

Growing interactions through multilateral ‘Clusters’ 

8-10 international calls per week 

3-4  international visitors per month 
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New countries and 

regions emerging as 

important players, 

especially China, 

India, Brazil, Africa, 

Mexico, Russia 



Overview of EMA International Affairs interactions in 2017 

Total number of interactions: 1487 

63% 
13% 

9% 

6% 
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US

Japan

Canada

WHO
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50% 

23% 

21% 

4% 

2% 

Other countries 

Multilateral

Other Regions

Asia

Latin America

Africa

70% 

20% 

10% 

Confidentiality Arrangement partners

Other Countries

Other Organisations



Types of interactions 

Total number of interactions: 1487 

41% 

59% 

Product related information

Non product related

46% 

35% 

19% 

Product related 

Pharmacovigilance and Postmarketing

Assessment

Inspections
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29% 

24% 15% 

10% 

9% 

8% 

5% 

Non product related 

Strategic / International cooperation

Conference / Workshop / Forum

Policy / Legislation

Press / News item

Guidelines / Guidance

Publication / Presentation

Other types of interaction



Evolution of international regulatory cooperation 
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Bilateral cooperation 

 

Formalised bilateral agreements 

• Confidentiality Arrangements 

• Mutual Recognition Agreements 

 

Something to aim for 

Need trust to be built, assessment of 

each other partner regulatory system 

(MRAs), time 

 

 

Ad hoc cooperation mechanisms 

• EMA supports the European Commission 

in bilateral cooperation mechanisms with 

China, India and Russia 

 

Ad hoc cooperation mechanisms are 

useful tools and are a good start 

towards deeper cooperation 
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10 

Confidentiality agreement partners 
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Mutual recognition agreement and ACAA* partners 

*ACAA: Agreement on Conformity Assessment and Acceptance of Industrial Products (Israel only) 11 EMA and International cooperation 



 Clusters 

Core cadres of regulator experts/peers by topic area 

Enabled by Confidentiality Arrangements  

Regular meetings by telephone (1-2 hours) 

Facilitate timely information exchange 

• Increasingly focus on early development strategies or 
early exchange of safety signals 

• Share draft guidelines  

Follow-up meetings on specific topics in more depth 

Joint workshops or upcoming meetings of interest 
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Some current clusters: 

Advanced Medical Products 

Biosimilars 

Blood Products 

Oncology 

Orphan Products 

Paediatrics 

Pharmacogenomics 

Pharmacovigilance 

Vaccines 

Veterinary Medicines 

New clusters: 

Patient engagement 

Rare diseases 

 



Clusters evolution 

Traditionally, clusters have been bilateral 

exchanges between EU regulators and FDA 

Some now include other regulatory 

partners such as PMDA/MHLW (Japan), 

TGA (Australia), Health Canada, 

SwissMedic 
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 Regulators and industry associations, 

global guideline harmonisation 
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 Regulators-only, identifies need for 

convergence/harmonisation by members 

EMA multilateral engagement 

 

 Regulators-only, global strategic 

leadership forum 

 

 Regulators-only, harmonised GMP 

standards and inspectorate quality systems 

Ad hoc, e.g. workshop 

with African regulators 

in Malta 



Evolution of international regulatory cooperation 
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Reliance 

The WHO Good Regulatory Practice guideline 

offers a helpful 2-step definition of reliance: 

1) take into account (partly or fully) assessment 

done by others 

2) retain responsibility for your own decision 

http://www.who.int/medicines/areas/quality_safety/qual

ity_assurance/GoodRegulatory_PracticesPublicConsult.p

df  
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http://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodRegulatory_PracticesPublicConsult.pdf
http://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodRegulatory_PracticesPublicConsult.pdf
http://www.who.int/medicines/areas/quality_safety/quality_assurance/GoodRegulatory_PracticesPublicConsult.pdf


Reliance example 1: ‘Article 58’ 
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 EMA assessment of quality, safety and efficacy of a 

medicine or vaccine intended for use only outside the EU 

 Evaluation carried out with the WHO and relevant 

‘target’ non-EU regulatory authorities 

 Same standards and procedures as for medicines 

marketed in EU 

 Benefit-risk assessment targeted at intended non-EU 

population and indication 

 Licensing decision taken by non-EU regulators in 

countries where the medicine or vaccine will be used 



Which medicines are eligible? 
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Collaborative Registration aimed at facilitating and accelerating national 
registration of products assessed and pre-qualified by WHO 

Extended to medicines authorised by Stringent Regulatory Authorities (SRA, as 
defined by WHO) and pilot with EMA launched end 2014 

5 products in pilot (for AIDS, TB, malaria) 

Objective: 

 Accelerate national approval process in countries where resources may be limited, based 
on the assessment work already carried out by the SRA 

 Allows participating national authorities to retain their regulatory responsibilities and make 
own decisions 

 

Reliance example 2: 

WHO ‘SRA’ Collaborative Registration Pilot 
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Reliance example 3: 

International Generic Drugs Regulatory Programme 

Pilot launched July 2014 

Uses EU decentralised procedure as model for sharing 

assessment reports during scientific assessment 

Shared by the EU agencies in real time with the participating non-EU authorities: 

 During decentralised procedures for generics participating in the pilot 

 Upon request from the company applying for marketing authorisation 

 Receiving authorities benefit from the information in the EU assessments but 

maintain their own regulatory responsibilities for decision-making 
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EU Reliance and work-sharing 
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Legislation 

Standards 

Application 
Format 
(CTD) 

Scientific 
Guidelines 

Inspections 

Common 
The EU regulatory system: 

a single system based 

on full transparency, reliance  

and work-sharing 



Sharing EMA assessment and inspection reports with NRAs 
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Shared directly 
between EMA and 
NRA 
(either with 
company consent 
or redaction) 

Shared by company with NRA 
(EMA consent) 

European Public 
Assessment Reports 
(EPARs) are published on 
the EMA website 



 

Training and capacity building 

 Training is key part of the European system 

 International partners regularly invited to 

workshops and training opportunities 

e.g. GMP, pharmacovigilance and GCP 

inspectors, PK/PD 

 EU Network Training Centre 

launched 2015 (access for non-EU regulators 

planned for future) 

 EU trainers regularly involved in trainings and 

capacity building activities outside the EU 
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Conclusions 

It is no longer about whether 
regulators will cooperate with each 
other, it is about how best to do it 

International cooperation is part of 
EMA’s (and other EU NCAs) daily 
work 

Striving for convergence is 
imperative 

Reliance can be a simple, useful and 
flexible tool for better cooperation 
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Any questions? 

EMAInternational@ema.europa.eu 

 

 

European Medicines Agency 

30 Churchill Place • Canary Wharf • London E14 5EU • United Kingdom 

Telephone +44 (0)20 3660 6000 Facsimile +44 (0)20 3660 5555 

Send a question via our website www.ema.europa.eu/contact 

 

Further information 

Follow us on      @EMA_News 


