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Background

4th December 2014 Industry stakeholders
roundtable meeting

220002020009

T T T LT iy

Creation Orphan Community Regulation SME Paediatrics Legislation 27 MRL New PhVv  Clinical New Medical

of the Drugs code for vet 726/04 Regulation Regulation on Legisiation Legislation Trial  [egislation Device

Agency Regulation products Advanced lati prop I Regulatic
Therapies for Vets

EMA Centralised
Procedure Fed 1% centre a' ed  1# centralised 1# 0TC MUMS
Pr oed vet generic  human generic switch policy
Mutual
Recognition
Procedure

L E

»

The roundtable discussion with Industry
stakeholder organisations: EFPIA, AESGP, Vaccine
Europe, EBE, EGA, IFAH, EGGVP, EuropaBio,
EUCOPE, Europharm SMC.

All welcomed the opportunity to discuss further the
Industry stakeholder’s eligibility criteria;

Raised the need to include as eligibility criteria the
“non-profit”.

Raised the need for transparency and publication of
the EMA Industry stakeholders list.

> On the 5th of October 2015, the Management Board endorsed the proposal of a framework aimed at “facilitating and
streamlining communication, structured interaction, accountability, transparency and a broad representation of the industry.

2 Revision of industry stakeholder framework

EMA


https://www.ema.europa.eu/en/documents/minutes/minutes-89th-meeting-management-board_en.pdf

Evolution of the interaction
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Main amendments

_
&

Inclusion of medical device industry,
Industry Standing Group and
possibility of engagement with senor

leaders of pharmaceutical companies.

Removal of obsolete references and
Annex 1.

Addition of clarifications on
engagement with eligible and non-
eligible stakeholders.

Editorial/stylistic improvements.
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Key principles related to the scope, objective, methodology and
eligibility criteria remain valid.

&

Eligibility criteria

Inclusion of medical device
industry.

Addition of clarifications on
engagement with eligible and non-
eligible stakeholders.

Editorial/ stylistic improvements.

Application form

Addition of clarifications on the
engagement and requirements.

Editorial/ stylistic improvements.
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Timelines

December 2026: Management Board
C\D\ approval and publication.
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Publication of revised
farmwork and eligibility
criteria on pharmaceutical
industry corporate
webpage and

dissemination of
information via targeted
mailing and EMA Industry
highlights newsletter.
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Thank you

emaindustryliaison@ema.europa.eu

Follow us


https://www.linkedin.com/company/european-medicines-agency/
https://www.youtube.com/user/emainfo
https://www.instagram.com/onehealth_eu/
https://bsky.app/profile/ema.europa.eu
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