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EMA developments to support innovation

| Supporting SMEs Facilitating development of new veterinary
Finsncial and to small pb medicines in Europe

Innovation Task Force (ITF) Briefing The European Medicines Agency (EMA) protects and promotes public and
animal health in Eurcpe. Through EMA'S Committes for Medicinal Products
Advice on how to advance innovative medicines for Veterinary Use (CVMP), sclentific experts from across the European
Union assess veterinary medicines across their lifecyde and provide
. - . J - ” 2 " " expertise on snimal health and wellbeing
Minor Use Minor Species (MUMS) limited market designation and incentives

Assisting companies who develop medicines for imited markets New trestment options for animals in Europe are needed and the Agency
has set up & number of tools to provide sclentific and reguistory support
(] to the P of Y
Scientific advice madicnes.

Providing sclentific advice to companies on the appropriate tests and studies in the development
of & veterinary medicine

1n support of these efforts, in 2015 EMA established the Ad Hoc Expert
Group on Veterinary Novel Therapies (ADVENT) to develop guidance on
the requirements for SUthorisation of Products that Bre new to veterinary
medicine.

Presubmission meetings
Companies sdviced on regulstory questions.

(/

Idea Development Application & Evaluation On the market

Ad Hoc Expert Group on Veterinary Novel Therapies (ADVENT)
European expertise to support novel veterinary medicines scross the Mecycle

General guidance in support of innovation
EMA guidelings and stakeholder interscton
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Innovation Task Force (ITF) (1)

A multidisciplinary group that includes scientific, regulatory and legal
competences:

e To establish a discussion platform for early dialogue with applicants to proactively
identify scientific, legal and regulatory issues of emerging therapies and technologies.

e To address the impact of emerging therapies and technologies on current
scientific, legal and regulatory requirements with the Agency's committees and their
working parties.

e To identify the need for specialised expertise at an early stage.

e To provide advice on the eligibility to Agency procedures relating to research and
development, in conjunction with relevant EMA committees and other authorities.
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Innovation Task Force (ITF) (2)

A multidisciplinary group that includes scientific, regulatory and legal
competences:

e To review the regulatory and scientific implications of emerging therapies

and technologies, in conjunction with the Agency's committees and their working
parties.

e To increase awareness and learning in emerging therapies and technologies
at the Agency.
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ITF briefing meetings

The ITF holds briefing meetings with applicants covering regulatory, technical and
scientific issues arising from the development of innovative medicines, new
technologies and borderline products.

e Intended to facilitate the informal exchange of information and the provision of guidance
early in the development process.

e Experts from the Agency's network, working parties and committees, with the best available
scientific expertise being represented.

e Are intended to complement and reinforce existing formal regulatory procedures.
« Within 60 days of receipt of a valid request from an applicant.

e Free of charge.
e |ITF briefing meetings in veterinary medicines were initiated 2014, so far 13 meetings held.
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A survey on impact of Innovation Task Force briefing
meetings and scientific advice 2018: initial results

Total 34 responses Respondents
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A survey on impact of Innovation Task Force briefing
meetings and scientific advice 2018: ITF awareness

ITF Awareness = 9 SMEs were aware of the possibility
to request ITF briefing meetings
during early development

e 12 out of the 19 (63%) respondents
have submitted an ITF request
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A survey on impact of Innovation Task Force briefing
meetings and scientific advice 2018: ITF awareness

Channels for raising ITF awareness

B Overall number of responses

EMA webpage ——

Agency organised stakeholder meeting
e.g. Veterinary Medicines Info Day

Direct contact with the Agency I 2

Other stakeholder/contact [ 4

Consultant recommendation N 1

Company internal experience [N 1
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A survey on impact of Innovation Task Force briefing

meetings and scientific advice 2018: Reasons for requesting
an ITF BN

Reasons for requesting ITF

B Overall number of responses

Feedback on scientific elements of development project.

L]

Advice on potential regulatory pathways for development project

General feedback on development project

o

“We made two informal enquires, 1. we were looking for scientific
feedback on an innovative 3Rs approach for potency testing 2. was linked
to use of vaccinia vectors, both were considered not innovative enough”

Guidance on novel 3Rs methods for vaccine release which are considered
innovative and seeking a forum for discussion with CVMP/EMA on the
general principle

Innovation Task Forceara vt DTSN TS SunigsST viiiar calt we gaieu




-

EUROPEAN MEDICINES AGENCY

Value of ITF briefing meetings

7 out of 9 participants considered an ITF briefing meeting beneficial.
Comments received:

e Honest, instructive, refining process, supportive, helpful, detailed

e Useful opportunity for open discussion, relevant, credible, engaging
e Too generic

e Expectations are often rather to get specific advice

e |ITF appear to be rather informing CVMP on plans and backgrounds in order to help CVMP to
prepare its later position.

BUT there is still room for development and improvement
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Any questions?

Further information

Dr Minna Leppéanen

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



