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Agency tools available for veterinary academic stakeholders

Support and assistance

1. Innovation Task Force (ITF) briefing meetings

2. Scientific guidance for veterinary medicines

3. Scientific Advice procedures

4. Support to small and medium-sized enterprises (SMESs)

Information and communication

1. Newsletters
2. EMA website
3. Social media
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Fostering research and innovation
A strategic goal

« One of EMA’s strategic goals is to foster —
research and the uptake of innovative . _'g —
methods in the development of human ' e

and veterinary medicines. EMA SupportS

academic research
- The Agency supports the development of __progress
innovative methodologies by fostering e
collaboration across the regulatory network

and with academia.
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1. Innovation Task Force (ITF)

- ITF is a multidisciplinary group that includes 55
scientific, regulatory and legal competences, set .. Tnternet |
. . Deve[opment l ’a:.-ff‘e;;fs__!, T \A{e}

up to ensure coordination across the Agency.

Science Report a 5%, %%
. Two-fold objectives: EGELIELL S

« i. clarify aspects regarding the road to market of A“ ef-k
P

innovative medicines

« ii. ensure EMA awareness and preparedness for s
assessment of the most recent developments in ! PREPARED
innovative medicine [ UNPREPARED ¢
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General support of innovation
EMA guidedines and stakeholder interaction

Novel Therapies & Tech i . Supporting
3 al and o

- - - =

Working Party (NTWP) Financial and adi

ITF briefing meetings
requirements for cai th are

[Innnvation Task Force (ITF)

Briefing
Advics an haw to advance innovative medicines

Veterinary limited markets

« Forum for early dialogue on medicines innovation, very
early in the product development.

IDEA @
« Cover issues arising from innovative medicines ”

Scientific advice
Pr

development, new technologies and borderline products.

Presubmission meetings

« Informal exchange of information and guidance in the

development process.

RESEARCH AND DEVELOPMENT @ |

« Attended by experts from the Agency network, scientific | 11
committees (CVMP) and working parties (e.g. NTWP). ues assessvant

* Free Of Cha rge . MARKETING AUTHORISATION @T
|
o
5 Support and assistance offered by EMA to veterinary academic stakeholders ERETAUTHORIEATION [l



EUROPEAN MEDICINES AGENCY

ITF briefings
How to request a meeting

Submission Early interaction
e A request form to be e EMA reviews the form e Applicants prepare ¢ A meeting takes place
completed and sent via and advises applicants submission via a
ITFvet@ema.europa.eu on how to proceed dedicated platform

o .

EUROPEAN MEDICINES AGENCY

SCIENCE HEALTH

Request for early interaction on innovative developments
Innovation Task Force Briefing Meeting (ITF BM) request form

6 Support and assistance offered by EMA to veterinary academic stakeholders Detailed information in the step-by-step guide and here.



https://www.ema.europa.eu/en/documents/other/applying-innovation-task-force-briefing-meeting-itf-bm-step-step-guide-faq_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/innovation-medicines#ema's-innovation-task-force-(itf)-section
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.ema.europa.eu%2Fen%2Fdocuments%2Ftemplate-form%2Finnovation-task-force-itf-briefing-meeting-request-form_en.docx&wdOrigin=BROWSELINK
mailto:ITFvet@ema.europa.eu
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2. Scientific guidance for veterinary medicines

« Designed to help applicants prepare their marketing authorisation applications
for veterinary medicines (VMPs).

« Applicants and marketing authorisation holders are strongly encouraged to follow
scientific guidelines while developing VMPs.

» Scientific guidelines for veterinary medicines available for different sections: quality,
safety and residues, efficacy, antimicrobials, immunologicals, novel therapies.

« Stakeholders are encouraged to comment on the draft guidelines during the public
consultation, as it ensures that their opinion and scientific input are captured and
good quality documents can be made available.

7 Support and assistance offered by EMA to veterinary academic stakeholders
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Scientific guidance for veterinary medicines
Public consultation e e ko oot e Pt ]

dogs and cats - Scientific guideline

Table of contents

e Concept papers, reflection papers, scientific guidelines

veterinary medicinal products (VMPs) intended for the reduction of the risk of transmission of vector-borne
pathogens (VEPs) in dogs and gcats, which can be transferred by blood-feeding arthropods. The guideline
outlines the requirements for pre-clinical studies and clinical trials.

e Draft gu idance documents are pu blished on EMA website Keyvwordss Vector-borne disesse (VED), vector-borne pathogen (VEP), biod-esding sthropods, reduction of

the risk of transmission of VBPs, efficacy, veterinary medicinal product (VMP), ectoparasiticides, repellent
effect, dog, cat

e Stakeholders are invited to review these documents and

provide their general and specific comments in a specified S o e
timeframe - public consultation

edicinal products intended to reduce the risk of
s and cats (PDF/422.33 KB

Decument history - First version

e Stakeholders’ comments are considered when the final version
of the document is prepared

e An ‘Overview of comments’ document is also prepared and
published, where feedback is given to all comments received

Draft guideline on data requirements for veterinary medicinal products for the prevention of
transmission borne diseases in dogs and cats (PDF/121.1 K8)

= guideline on data requirements regarding veterinary medicinal products for the
smission of canine and feline vector-borne diseases (P0F/81.29 Kg)

More information on scientific guidelines: here

8 Support and assistance offered by EMA to veterinary academic stakeholders



https://www.ema.europa.eu/en/veterinary-regulatory/research-development/scientific-guidelines-veterinary-medicines
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3. Scientific Advice procedures

« EMA can provide scientific advice on the appropriate tests and
studies to be conducted in the development of a VMP.

« Available to applicants including commercial enterprises, but also
research organisations and academics.

« Scientific advice can be requested at any stage.

« For veterinary medicines, scientific advice is given by the CVMP
on the recommendation of the Scientific Advice Working Party
(SAWP-V).

9 Support and assistance offered by EMA to veterinary academic stakeholders




EUROPEAN MEDICINES AGENCY

Scientific Advice procedures
How it works

« The applicant poses specific questions on the development of a VMP. ???

« Questions should be clear as possible and address quality, safety and
efficacy issues.

« The applicant presents the VMP development plan and identifies possible
solutions.

« CVMP gives advice on the developer’s proposals. @’lﬁf

s
Scientific advice from EMA is not legally binding Eo\ Legally binding
on EMA or on the medicine developer.

Guidance for applicants requesting scientific advice
Request for scientific advice form
More information: here

10 Support and assistance offered by EMA to veterinary academic stakeholders



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-guidance-companies-requesting-scientific-advice-veterinary_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-guidance-companies-requesting-scientific-advice-veterinary_en.pdf
https://www.ema.europa.eu/documents/template-form/scientific-advice-request-template_en.docx
https://www.ema.europa.eu/en/veterinary-regulatory/research-development/scientific-advice
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4. Small and medium-sized enterprises (SMESs)

« SMEs are considered an important source of
. . .. SME
innovation and development of new medicines. [=] |]|]|

I

« EMA provides incentives and support for SMEs ﬁ g . .
developing medicines for human or veterinary use. : 1

il

i « The EMA’s SME office provides advice, guidance and
: o . , ,
grl“'lnEung:_g%ort 0 \f=l) | @ (8) assistance to SMEs to help to find their way through the
P centralised authorisation procedure.

’ « SME briefing meetings possible; questions on

regulations, administrative requirements or procedures
O EMA Ek—?cﬁ % can be addressed.
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EUROPEAN MEDICINES AGENCY

Agency’s support to SMEs

« Enterprises should have SME status assigned by EMA.

 Once the SME status has been granted, the company is included in EMA's public
SME register.

« The support for SMEs includes:
- fee exemptions and reductions for regulatory procedures.

« translation assistance.

More information can be found in the EMA's SME user guide.
Guidance on applying for SME status and financial advantages for SMEs is also available.
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/user-guide-micro-small-medium-sized-enterprises_en.pdf
https://www.ema.europa.eu/en/human-regulatory/overview/support-smes/applying-sme-status
https://www.ema.europa.eu/en/human-regulatory/overview/support-smes/financial-advantages-sme-status
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Information and communication
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1. Newsletters

Veterinary Medicines Highlights:

Scientiff- ==
r UM

September 2023

Veterinary Medicines Highlights o EMA

Quarterly news, activities and interviews from EUROPEAN MEDICINES AGENCY
EMA Veterinary Medicines Division

« published quarterly;

« focuses on news, activities and interviews from
the Veterinary Medicines Division of the EMA.

SME Office Newsletter:

* news and guidance of relevance to SMEs and
their stakeholders;
Editorial

« developments in EU regulations and regulatory i

. Veterinary Medicines highlights and to its
e n VI ro n m e nt . new format! As previously announced, we
/ are expanding the content to cover news
and updates on all activities of the
Veterinary Medicines Division.

« events and training opportunities.

We asked your opinion, and your feedback was fundamental in re-
shaping the newsletter to a format that better suits your interests.
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2. EMA’s corporate website - www.ema.europa.eu

EUROPEAN MEDICINES AGENCY =3 EUROPEAN MEDICINES AGENCY m

SCIENCE MEDICINES HEALTH

SCIENCE MEDICINES HEALTH

Medicnes v Human regulatory v Veterinary regulatory v Committees v News & events v Partners & networks  Aboutus v

Medicines v Human regulatory v Veterinary regulatory v Committees v News &events v Partners & networks v Ab

Academia Partners & networks

On this page, you will find information on the European Medicines Agency’s (EMA) activities that are most EU partners Patients and consumers

relevant to academia, including news and events. Learn more about the Agency's resources to support

medicine development: Academia

Healthcare professionals Pharmaceutical industry

Networks

Human regulatory: Research and development Glogy assessment bodies

Learn more about how EMA interacts with academia. Resources Academia

Horizon 2020 research Table of contents
g
Regulatory and scientific support

Cancer Medicines Forum

Enabling oncology scientists' participation in medicine regulation (pilot project) (new)

Live interview with EMA's Head of veterinary medicines: Join the EMA Veterinary Awareness Day
7 September, 13:15 to 13:45 CEST Exchange of expertise

Support for consortia in externally funded projects

EMA invites stakeholders in the veterinary field to the first

EMA is inviting interested stakeholders to follow and ask edition of its Veterinary Awareness Day, held on 12 and 13
N " . " " . ik « Framework for collaboration
questions during our live interview with the Agency's Head of September. This online event will provide insight in the
veterinary medicines, Ivo Claasen. The interview is Agency's work on topics such as animal health and welfare, The European Medicines Agency (EMA) is committed to maintaining a strong working
broadcasted on EMA's corporate LinkedIn account. The antimicrobial resistance, support for innovation and . o 3 .
. ) 3 . relationship with European academics and researchers. Collaboration between the Agency
conversation focuses on the interlinks between human and environmental risk assessment. Register by 11 September. )
. . and academia is necessary for the Agency to be prepared for future challenges and
animal health, and the need for innovation in veterinary en ngen
medicines. opportunities offered by advances in science and technology. The Agency has targeted

engagement with academia, learned societies and research groups in a range of areas.

Academia news page Academia dedicated landing page

15 Support and assistance offered by EMA to veterinary academic stakeholders
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3. LinkedIn, X, YouTube

Follow us!

Linked

European Medicines Agency's Post

0 European Medicines Agency

EMA and the Heads of Medicines Agencies (HMA) have adopted a #BigData strategy for
veterinary medicines in the EU

The Veterinary Big Data strategy 2022- 2027 aims to converge traditional regulatory practice
with data-driven digital innovations for the benefit of public and #AnimalHealth,

Find out more in our news item.

#Data #digitalinnovation

Big data strategy
for veterinary
medicine
2021-2027

Qo@ i3 mr
Olike @ Comment Share

Learning

Dm0 o0 B X

RNo
00

a

X

Do

Home
Explore
Notifications
Messages
Lists
Bookmarks
Communities
Verified

Profile

More

<  Post

EU Medicines Agency &
@EMA News

Mark your calendar for the 1st-ever EMA Veterinary Awareness Day!

Join us on 12 & 13 Sept to learn more about the Agency's work in
# erinary medicines and the following topics

» animal welfare

animals in society

antimicrobial resistance

# environmental risk assessment

B e 7Y

Register now

Veterinary Awareness Day
12 & 13 September 2023

O EMA

europa.eu
EMA Veterinary Awareness Day

4:38 pm - 2 Aug 2023 - 9,250 Views
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O Youlube

Home
Shorts

Subscriptions

Library

History

Signinto ke videos,
comment,and subscribe.

@ signin
Explore
@  Trending
& Music
[ Movies
& Ganing
News
Q  sponts
®

Browse channels

More from YouTube

5]
(]

YouTube Premium

YouTube Music

YouTube Kids

-

European Medicines Agency

@emainfo 19.1K subscribers 1.3K

Video content published by the European Medicines Agency. >

1 and 2 more links

HOME VIDEOS SHORTS LIVE PLAYLISTS

Whatis the CHMP? Whatis the CHMP?
atis the

3195 views + 1 month ago

#ClinicalTrial
#Pudlic

Watch this video to lear
medicines committee,
assessment and author

READ MORE

Upcorming live streams

b o \ Quarterly System Demo Q3-2023
AT Europeanti chedule for 9/21/23 S00AM
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Any questions?

Further information

Send a question to the European Medicines Agency

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA__News


https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-medicines-agency
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