.

EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

EMA survey on ‘Centralised post-marketing
authorisation procedures’ 2015

24 April 2015: Industry stakeholder platform meeting on the operation of the
centralised procedure

_
£ # .. Presented by Marie-Helene Pinheiro on 24 April 2015 -
.. . . P n agency of the European Union
(EMA Industry Stakeholders Liaison; Stakeholders & Communication Division i seney ofihe Furopean




\J

EUROPEAN MEDICINES AGENCY

Interaction between EMA and industry stakeholders

INFORM CONSULT COOPERATE

e.g. news items, Q&As, e.g. Surveys, guidelines e.g. focus groups,

platform meetings, development, public technical expert groups

Workshops, Info-Days consultations on

deliverables

Co-ordination cross-agency through matrix model
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Survey objectives

Enhance industry stakeholders’ understanding of the EU
4 medicines regulatory framework and enrich EMA’s
understanding of issues that are pertinent from an industry

‘ 6}} perspective;

/‘ Encourage direct feedback from MAHs on certain post-
//' marketing authorisation procedures (Type IB/I11/PSURS);

7
Z,

Enable continuous improvement of processes and guidance
\ ( related to centralised procedures;
y— '
\‘ Further increase transparency in interactions between EMA
and industry stakeholders.

_ What do we aim to achieve?
Y :

J M 2 24 April 2015 — EMA survey on centralised post-marketing authorisation procedures 2015
EMA




Survey scope & structure

EMA Survey

Centralised
post-authorisation
procedures

EUROPEAN MEDICINES AGENCY

SCOPE

» Post-authorisation marketing authorisation
= Type IB/I11/PSURs

* Aims at sampling at least 10% of annual
number of applications; period 01/04/15 —
30/09/15

= Once notification/opinion received

QUESTIONS

= —~25 questions per procedure type
= 10 minutes to complete

SUBJECT MATTER

* Pre-submission/Validation/Evaluation phase
= Qualitative aspects
EMA Guidance /Committee Reports/RSI/ Recommendations etc...
| |

-
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General aspects

Communication/ Interaction (satisfaction/timeliness/communication
channels)
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EMA Survey on ce

PSURs (CAPs)

Evaluation phase

* 20. Please rate the following statement

Strongly disagree Strongly agree
1 2 3 4 2
The conclusions/regulatory actions were justified in the report
¥ 21. Please rate the following statement
Strongly disagree Strongly agree
1 2 3 4 5

The assessment report was clear on which issues needed an immediate response

* 22. Where applicable, the comments to the product information were sent early enough to facilitate discussion during the procedure

L

¥ 23. When did you receive your CHMP opinion?

T

Prev Next



Response rate status

wl

Introduction

Welcome to the European Medicines Agency’s survey on post-authorisation procedures

As a marketing authorisation holder (MAH), we are interested in receiving your feedback on certain post-authorisation procedures,
namely type I8 variations, type II variations and PSUR procedures (centrally authorised medicinal products (CAPS) only).

Please nate: this survey is being addressed te MAH's wha are in receipt of a final EMA/CHMP notification/opinion and whose
procedures will be finalised between 1st April and 30th September 2015.

Your opinion Is valued and helps us to continually Improve our regulatory processes and any related guidance, A report on the
survey’s findings will be presented to industry stakeholder associations at the end of 2015; it will also be published on the EMA
website, (=)

The survey includes guestions on qualitative and procedural aspects of the different phases of the evaluation procedure and should
take no more than 10 minutes to complete (per procedure). All responses will be processed by the Agency anonymously.
Information on the handling of personal data in the context of this survey can be found under the service provider privacy policy.
If you have any questions, please contact: EMACentralisedSurvey@ema.europa.eu

Thank you very much.

(*) The anonymised responses as well as any recommendations resulting from the survey may be shared with relevant industry
stakeholder associations as applicable.
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47 Procedures completed 10 Procedures
(IB/PSURs (CAPSs)) completed

Your input is key! @
Click!

= To ensure survey results are representative and to enable a
productive and open dialogue, high response rates are
needed.

= Please continue to engage.

= For queries related to the survey, contact us at:
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Expected timeframe & reporting

¢
Post-authorisation survey

O 1 i Monitor response rates (on-going);

02 . Analyse survey results (October 2015);

03 Present survey results at the next centralised platform
. meeting (November/December 2015 — thc);

Publish survey report on centralised post-marketing
04 . authorisation procedures (end of 2015).

Initial MAA survey

O 1 Kick-off preparatory work on a survey focusing on
. initial centralised evaluation (Summer 2015);

Launch survey on initial centralised evaluation
02 . (gl 2016).

f{ 1995
2015
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Special thanks & acknowledgements

EFPIA
For their input to scope and survey objectives

Thank you for your attention

Further information

For queries related to the survey on post-
authorisation procedures

For general correspondence from Industry
Associations

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

‘ 1995 ;9‘:~/;-“:7

y.L, Follow us on % @EMA_News
EMA
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