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European Medicines Agency (EMA)

• Agency of the EU

• Located in Amsterdam

• Operational since 1995

• EMA is a scientific body 
(contribution from experts within the EU 

regulatory network -> 27 EU MS), 

• EMA coordinates and supports 
scientific evaluation, 
supervision and safety 
monitoring of human and
veterinary medicines in EU
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Reg. (EC) No 726/2004
[previously Reg. (EEC) No 2309/93]

800 
employees

ensuring their safety & efficacy

EMA serves market of >500 million people in EU
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Main roles of the EMA

• Scientific evaluation of applications for EU marketing 
authorisations in centralised procedure and supervision of 
authorised products

• Evaluation of applications for orphan designation in EU and 
paediatric investigation plans (or waivers)

• Coordination the EU's pharmacovigilance system 

• Support of European small- and medium-sized-pharmaceutical 
enterprises through regulatory & scientific guidance. 

• Coordination of inspections requested by the committees

• Provides guidance for innovation and research in the 
pharmaceutical sector (e.g. scientific advice, guidelines)
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https://www.ema.europa.eu/en/human-regulatory/research-development

Regulatory Interactions-
Research and development support at EMA

The European Medicines Agency (EMA) provides guidance and support to medicine 
developers. This includes scientific and regulatory information on how to design 
and run clinical trials, compliance standards, and obligations and incentives for 
developers of specialised medicines.
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Scientific Committees

CHMP Committee for Human Medicinal Products

PRAC Pharmacovigilance Risk Assessment Committee

CAT Committee for Advanced Therapies

COMP Committee for Orphan Medicinal Products

PDCO Paediatric Committee

CVMP Committee for Veterinary Medicinal Products

HMPC Committee for Herbal Medicinal Products

-> Committees are supported by 28 Working Parties
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CHMP Working Parties
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