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EMA network of European healthcare professional organisations

l"_: ,*‘Sl) m ESN .. ESOEW&?E‘E e European Society of Endocrinology

COMITE PERMANENT DES MEDECINGS EURCGPEEN
STANDING COMMITTEE OF EUROPEAN DOCTOR

'm-l European Association of Urology

E WG@ The European Waorking Group on Gaucher Disease

30 eligible organisations by May 2016



http://www.uroweb.org/
http://www.cpme.eu/
http://www.eahp.eu/
http://www.efim.org/
http://www.ese-hormones.org/
http://www.esmo.org/home.html
http://www.eso-stroke.org/
http://www.esno.org/index.php
http://www.eacpt.org/
http://www.myesr.org/cms/website.php?id=/en/index.htm
http://www.european-renal-best-practice.org/
https://noharm.org/
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Healthcare Professionals Working Party (HCPWP)

Platform for dialogue and exchange on relevant issues concerning medicines;
The HCPWP provides recommendations to the EMA and its Human Scientific Committees on all

matters of direct or indirect interest to healthcare professionals
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General objectives of the Topic Group

e Reflect on the need to review the
EMA framework of interactions with
HCPs

e Support the development of the K The 2011 Framework \
EMA framework for collaboration document should be up-dated

with Academia to adapt to a more relevant

e ldentify current practice with ;ole ?f HCPSt'n ddrug tori
involvement in regulatory activities evelopment and monitoring

 HCPs should significantly
contribute to the drafting of

\ an updated version /

e Discuss areas for improvement and
foreseeable changes
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Collaboration of EMA with healthcare professionals
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Involvement in core activities

Comparison of involvement as committee / WP*members, experts and
representatives of organisations
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Scanning the horizon...what lays ahead




-

EUROPEAN MEDICINES AGENCY

Where do the regulatory and clinical contexts

come together?
Risk management
and communication

Hel
CzescC
O
‘o= Hola
T

| 2 4 Ic;fggfallges

12




EUROPEAN MEDICINES AGENCY

>>>>50 Shades of grey....

CARDIO-
VASCULAR
DISEASE

HTA &
Reimbursement

Regulatory
approval

HCPs/Academia organizations may contribute to clear grey areas
(sometimes we create them..)

Timely
Development
Of innovative
“options”

Clinically
Meaningful
benefit

Robust
evidence

Regulatory
approval
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EFFICACY EFFECTIVENESS EFFICIENCY
Does it work Does it work Does it contribute to more
in clinical TRIALS? in clinical PRACTICE? efficient use of resources?
HCPs
B/R HTA assessment | .Real-world data _
EMA National=> HTAN (registries, post-A S&E studies,

14 observational trials...)
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Promotion of
platforms/forums for
interaction and
collaboration

15




Guiding principles for the revision

Alignment with regulators’
strategic objectives

Consistency and
complementarity amongst
stakeholders

Inclusion of healthcare
professionals’ fields of
activity and areas of
interest

Continuous improvement
on the basis of acquired
experience

EUROPEAN MEDICINES AGENCY

<EU Medicines Agencies Network Strategy to 2020
<EMA priorities
<EMA Multi-annual programme

<Framework for stakeholder relations management

<Framework of collaboration with academia (focus on research,
education and training)

<Further strengthening link with patients (should we identify specific
areas of focus e.g. health literacy?)

<Focus on health care (should we define the full spectrum e.g. from
primary care to highly specialised care?)

eAspects deriving from HCPs’ role: not only prescribers but partners in
the development and monitoring of medicines

*How much detail should be included in relation to areas of interest?
(e.g. collection of data (eHealth and registries); personalised
medicine; ...

«As the foundation is now set, should we consider additional levels of
granularity for interaction? (e.g. on the basis of maturity of
interaction; response/ engagement capacity; level of interest)

*Where to direct efforts? ‘Expansion’/ ‘diversification’ / ‘integration’ /
‘specialisation’ (e.g. per types of activity; therapeutic areas; ... )
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Annexes to the framework document
« Action plan with outline of specific actions and estimated timeframes for completion

— will be detailed in annex |

« EMA activities where healthcare professionals are involved and modalities of
interaction — will be described in annex 11

Eligibility criteria — outside scope of revision of the framework

» Criteria to be fulfilled by healthcare professionals' organisations involved in
European Medicines Agency (EMA) activities

« Evaluation of financial information from patients’, consumers’ and healthcare
professionals’ organisations for assessment of EMA ‘eligibility’

17
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Thank you for your attention

Further information

HCPsecretariat@ema.europa.eu

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
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