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Introduction: Target audience

e Target audience for this training module:

— National Competent Authorities (NCAs) in the European Economic Area (EEA)
— Marketing authorisation holders (MAHSs)
— Sponsors of clinical trials (Sponsors)

— Research institutions/Academia
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Introduction: Learning objectives

Following the completion of EV-M3d training module you
should be able to understand:

« Features in the create and send ICSRs section of EVWEB

« How to create an ICSR using EVWEB

« Validate and correct issues before sending an ICSR

« Send an ICSR
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Summary

« How to create an ICSR using EVWEB
« Validate and correct issues before sending an ICSR
« Send an ICSR
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Thank you for your attention

Further information/ Contact information

European Medicines Agency

30 Churchill Place e Canary Wharf ¢ London E14 5EU e

United Kingdom
Telephone +44 (0)20 3660 6000 Fracsimite +44 (0)20 3660

5555
Send a question via our website WWW.€Ma.europa.eu/contact

Follow us on'yy @EMA_News



