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Publication of 23 March meeting
high level summary report
by end of April 2018

|

i Expected publication of

| EC/EMA Q&A and

I EMA procedural guidance

EUROPEAN MEDICINES AGENCY

UK’s withdrawal from the EU - preparedness activities update

2017-2018

02.05.17

31.05.17

27.11.17

01.12.17

23.01.18

Q2 2018

By end May 2018

Publication of EC Q&A update - EMA procedural guidance -
EMA Survey

Publication of EC/ZEMA Notice to marketing authorisation holders
of centrally authorised medicinal products for human and veterinary
use

Publication of EC/ZEMA Q&A related to the United Kingdom's
withdrawal from the European Union with regard to the medicinal
products for human and veterinary use within the framework of the
Centralised Procedure

EMA Practical guidance for procedures related to Brexit for
medicinal products for human and veterinary use within the
framework of the centralised procedure

Publication of EC/EMA Q&A related to the United Kingdom's
withdrawal from the European Union with regard to the medicinal
products for human and veterinary use within the framework of the
Centralised Procedure 1st update

Launch of EMA Brexit Industry Survey to Centralised MAHs (uk
affected)

Publication of EC/ZEMA Q&A related to the United Kingdom's
withdrawal from the European Union with regard to the medicinal
products for human and veterinary use within the framework of the
Centralised Procedure, 2" update

EMA Practical guidance for procedures related to Brexit for
medicinal products for human and veterinary use within the
framework of the centralised procedure

EMA Brexit Industry survey analysis and high level summary
publication
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2018 calendar

- Industry Brexit meetings &
webinars

HMA
CMDh
CMDv

Platform meetings

Working group on committees’
operational preparedness for
human medicines

EMA holidays
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UK’s withdrawal from the EU - preparedness activities update
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Any guestions?

Further information

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

Follow us on %' @EMA_News
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