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EMA preparedness following the UK referendum )

Initial steps taken

' Relocation Operational
= Internal task force (Operation and preparedness preparedness
Relocation Preparedness (ORP) Task Force) |
established on 24 June 2016

= Mandate: to deal with the Agency's
preparedness for any possible scenario
following the UK referendum on EU

membership and the UK's exit from the EU Human resource Communication
! preparedness preparedness




EMA preparedness following the UK referendum
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Industry Brexit related Pharmacovigilance questions )
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» UK (PRAC) Rapporteurship | Principles explained

» EMA Databases (EudraVigilance) -
access Future EC-EMA Q&A update

» Deputy QPPV location

» Pharmacovigilance Annual Fees ' EMA information in March 2018

» Continuous Industry Stakeholders ' Update
Communication
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Context: EMA and EU Network preparedness -
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Context: EMA-Industry Preparedness Activities
Notice to marketing authorisation helders of centrally anthorised medicinal

products for human and veterinary use

The United Kingdom submitted on 29 Mas = notification of its intention to

withdraw from the Union pursuant f; on Enropean Union. This

means that unless a ratified with?. 4 ches pother date, all Union

primary and secondary law cal.es om 30 March 2019,

00:00h (CET).” The United iz

Preparing for the withdri v A\ suthorities, EC-EMA Notice publication EC-EMA Q&A publication
butalso for private parth /g RPEMCOMISSON EUROPEAN MED!CI\NE‘SA‘G’ENCY ond Mav 2017 followed b

In view of the consi ; EMA-EC Notice publication 315t 27 November 2017

Rev 01, published on 29 January 2018 &= - May 2017

which need to be consic
Subject to any transitiona m.

agreement, as of the withd

human and veterinary us’
the following consgs

Notice to marketing authorisation holders of centrally authorised medicinal
products for human and veterinary use

EURDPEAN COMMISSION HUROPEAN M
R

0

EURDFEAN MIDICINES

EUROPEAN COMMSSION

* Kingdom submitted on 29 March 2017 the notification of its mtentjala
= [nion pursuant to Article 50 of the Treaty on EU[OPCEEIJ[_" "
5 withdrawal agreement’ establishes anot

Rev 0L, published on 39 Jamuary 2018

uust be performed in the EU (or EEA), related for example to
e, batch release etc.
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UK participation in EMA activities

AR MEDICIMES ACEMCY

' The scenario that is
considered is the one by
which the UK membership
will cease to exist as of 30
March 2019. As of that

|
|
: The calculations are based
|

|

I date, the UK will be a

|

|

|

I

|

|

on the analysis of data
from the past 5 years for
the different procedures.

The cut-off dates were
extrapolated by averaglng
the length of each
procedure from

1
1

'Therefore cut off dates for :

1

1

1

: submission to outcome

1

1

I

1

1

1

I

EMA procedures (pre and
| post authorisation) for
I human and veterinary

“third country” and, as a 'medicines were

|
I
I
consequence, will no  established. and by taking into :
longer be able to engage I consideration the deadline,
in centralised procedures I of 30 March 2019. I
which are expected to I I
| ' finalise after 30 March : :
'_2_019 ____________ L 1 Loooo oo o . T J
5 UK'’s withdrawal from the EU - preparedness activities update



Timelines: Redistribution of the UK portfolio
Workload sharing timeline 2018-2019

g 208 | 000000000000 o

New MS del.
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EMA preparedness activities update -
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— *Next steps

Publication of Notices to MAHs about establishment issues and other aspects: Practical
guidance for procedures related to Brexit for medicinal products for human and veterinary use
within the framework of the centralised procedure (27/11/2017 & revised 29/01/2018);
Questions and Answers 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 (29/01/2018)

Legacy methodology implementation: 1Q18

Questionnaire to centralised MAH on Industry Brexit Preparedness: 1/2Q18

Survey of EMRN capacities / training needs: 1-2Q18 (Priority on MRP-DCP)

UK’s withdrawal from the EU - preparedness activities update


http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/11/WC500239369.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/11/WC500239369.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/11/WC500239369.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/11/WC500239369.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/05/WC500228739.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/05/WC500228739.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/05/WC500228739.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Other/2017/05/WC500228739.pdf

2017-2018 EMA-Industry Stakeholder interactions on Brexit related topic *‘

Publication of 23 March meeting

: 2017-2018
 high level summary report

|

|

by end of April 2018

02.05.17

31.05.17

27.11.17

== e e e e e m - - , | 23.01.18
I Expected publication of I
| EC/EMA Q&A and |
| [
|

EMA procedural guidance 7 A

Q2 2018
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Publication of EC Q&A update - EMA procedural guidance -
EMA Survey

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

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

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

Launch of EMA Brexit Survey to Centralised MAHs

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

EMA Practical guidance for procedures related to Brexit for
medicinal products for human and veterinary use within the
framework of the centralised procedure, 1st update



2018 EMA-Industry Stakeholder interactions on Brexit related topics

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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Thank you for your attention

Further information

European Medicines Agency

30 Churchill Place e Canary Wharf e London E14 5EU e 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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Back up slides

European Medicines Agency

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



General principles: Redistribution of the UK workload -
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As per the mandate of the EMA Working Groups adopted by the EMA Management Board, the
general principles that should guide any redistribution proposal are:

---------- 1 i |
strive to allow 1

all NCAs to
participate in

1 | 1

f | I I

: | : I

allow to . : I R

EMA activities, !

ensure allow to ! ) ! "

knowledge comply with | be as easy as I as perthe

retention the legally | possible to | capacity and

ensure cither buildi’ng required , implement : , capability of :

business o . i i and, in , 1 each NCA, so |,
L on existing timelines and , el .

continuity knowledae. or to maintain | addition, 1 | as to ensure |

9¢/ : ,  should be ! ; an optimised !

ez the quality of | sustainable | i and robust |

] 1

k??amﬁg?e the output : | | allocation of

i : ; the workload :

I ! I across the

: l | Network 1

All the proposals for redistribution will take into consideration the
outcome of the surveys on capacity building in the Network.
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Methodology: Redistribution of the UK portfolio (1/2) =)
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The redistribution follows a multifaceted approach
and takes into account the diverse expertise in
the European medicines regulatory network and
the workload associated with each medicine

Building on existing knowledge, medicines are
allocated to the current co-rapporteur or to the
peer reviewer involved in the initial marketing o
authorisation application; rapporteur

Allocation is also based on current expertise with
a class of medicines (ATC code); peer
reviewer
Clusters of products with the same INN and
belonging to the same MAH are allocated to a
single rapporteur in order to facilitate review of
post-authorisation procedures.

13 Operational preparedness for Brexit




Implementation: Redistribution of the UK portfolio

Z 1.' :

EMA Working
Group has
developed a
methodology for
the redistribution
of the work
currently carried
out by the UK,

14

The methodology
was endorsed by
the EMA
Management
Board at its
December 2017
meeting,

The first step of
the
implementation
started in Q1
2018 and will be
finalised in April
2018,

The new (Co)-
Rapporteurships
will be
communicated to
the MAHs on 30
April 2018,

ELIRCHEAMN BAE FZ_II CIMES AGERCY

To support
knowledge
transfer, EMA will
provide a
knowledge
transfer package
to the new (Co)-
Rapporteurs.



