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Population structure by major age groups, EU-25; 1960, 1970, ..., 2050
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trend scenario, baseline variant (2010-2050).
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Clinical Trials in Europe
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Global environmental changes / trends

=Costs for R&D are increasing

=Cost of innovative medicines are increasing

=[nvestments are moving away from Europe

=Ageing population will drive up consumption of medicines
*Number of expiring patents steadily decreasing

=Supply chain is increasingly complex, medicines shortages in some
areas
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EU Medicines Agencies Network Strategy to 2020

Focus on key Ensure timely Increase Promote "better
public health access t_n new availability regulation’
[ Absesficlond S towards a system that
;\;:Iialahllitr and for patients ::'::il::?:::ivt . |S m O r_e a g | Ie
« more likely to deliver

Bt i innovative medicine

animal health ; .

priorities : « meets unmet medical needs

including AMR

- fosters excellence, incl:
- effective use of resources

u.i‘:i:.:.z.it: ",;..;, t:..f“ ‘:f.bdt _availa_ble across the EU
SRECEENES integrity cu_nttribu.rtitt_m t{: b |S patlent focused
fora « promotes better regulation
W « ensures effective
training - -
and capacity communication
promote the EU °

regulatory
model

7 Enhancing use of BI from BPMs - MLT 6-June-16
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Outline

e Current opportunities for regulatory interaction
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Staff from other European public-sector bodies can work at the European Medicines Agency for short periods through
the national expert on secondment programme.

Candidates must currently be employed in the public sector (such as a university, research institute, public hospital or regulatory
body) in a European Union Member State and speak a good level of English. A national expert on secondment remains in the service
of their employer. Secondment is not equivalent to employment, nor does it lead to employment by the Agency

General conditions
The Agency may reimburse all or part of the gross remuneration to the current employer during the secondment.

National experts on secondment may also be entitled to a daily subsistence allowance during the secondment. The Agency pays this
allowance.

For more information see:

» Executive Director decision laying down rules on the secondment of national experts to the Agency

-
» - Data protection statement for national experts on secondment

Application process

Interested candidates may apply for a specific position advertised below or express their interest via a generic application to be kept
on file. The Agency will contact candidates when a position becomes available. Candidate applications are kept for three years.

To apply, please submit the application form below to selection_procedures@ema.europa.eu.
Queries can be addressed to recruitment@ema.europa.eu.

» -: Application form
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Scientific Advice

Facilitating medicines development

438
365
275 258
108 113
7k
Growth area 2011 2012 2013 2014

15 countries active
Short cycle procedures (40 or 70 days)
Strong integration in all Committee work

e Protocol assistance requests e Scientific advice requests
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EMA-HTA Parallel Scientific Advice

Experience so far
e 73 parallel EMA - HTA SA procedures with EU
HTA bodies from UK, Italy, Germany, Sweden,
France, Netherlands, Spain, Belgium, Austria,
Poland, Norway, Hungary e R el

Product Sector Regulatory Region Pre-marketing Regulation

Scrip Regulatory Affairs i P
° B road ran g e Of i n d icatio ns: Demand Soars For Parallel EMA-HTA Advice

24 November 2015

Maureen Kenny

Lung cancer, Breast cancer, Pancreas cancer,

Th’ere has been a huge increase in use by drug companies of the scheme that
. enables them to get simultaneous feedback on their development plans for new
M e | a n O m a / ASth m a 7 CO P D, D | a bEtes, H ea rtmedicines from the European Medicines Agency and national health technology
assessment (HTA) bodies.

Fa | I u re, De p reSS| on , AI Z h e| me r’S, M | g ra | ne | Almost 50% of the 62 procedures that have taken place since the scheme was

launched as a pilot in 2010 have taken place this year. Twenty eight procedures
bave taken place in 2015 to date, well over twice the number — 11 — that took

I N fe Ct| on S, Ra re d |sea SeS, M ya Sth en | a G FAQV kS e in 2014. The EMA puts the increase down o the appreciation by applicants

for the platform and its usefulness to them and to the fact that "applicants and
regulators/HTA colleagues are now more experienced” in this kind of interaction
with multiple stakeholders’
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SME Office: tailoring assistance to SI\éI)Es

EUROPEAN MEDICINES AGENCY
NCE M IN I

A strategic regulatory toolbox to promote innovation & development =

User guide for micro, small and medium-sized enterprises

of new medicines by SMEs:

on the administrative and procedural aspects of the provisions laid down in
regulation (EC) No 726/2004, that are of particular relevance to SMEs

o A single interface, facilitate communication
o SME assignment, public SME register
o Fee incentives, regulatory assistance, translations

o News bulletins, SME user guide, workshops

In 2015,

o 1450 SME companies registered with EMA

s Agency, 2014 Reproducton  suthorsed provided the scurce s scknowledged

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2009/10/WC500004134.pdf
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Innovation Task Force

= Free of charge, early dialogue on scientific, legal and regulatory
issues

= knowledge exchange on innovative strategies involving EU network

= address the impact of emerging therapies and technologies on current
regulatory system

= identify the need for specialised expertise at an early stage

= identify issue of particular interest to regulators in preparing for formal
procedures (e.g. biomarkers qualifications, scientific advice)
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Outline

e Intelligence gathering for science and innovation
support
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Marisa Papaluca,

Martina Greco, White spots in pharmaceutical

Enrico Tognana,

rak ehmannand — pipelines—EMA identifies

Agnes Saint-Raymond*

s POtENtIAl @areas of unmet

medical needs IS} Oncology white spots (Medical Dictionary
T L TR for Regulatory Activities terminology).

e Bone neoplasms malignant (excl. sarcomas)
« Epithelioid sarcomas

» Lymphangiosarcomas

» Mesenchymomas

 Pineal neoplasms

« Ocular neoplasms (excl. melanoma)
 Renal pelvis and ureter neoplasms

« Small intestinal neoplasms malignancy

15 « Germ cell neoplasms
L
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Marisa Papaluca,

Martina Greco, White spots in pharmaceutical

Enrico Tognana, - . . . e
rak ehmannand  pipelines—EMA identifies
Agnes Saint-Raymond*

ot e POTE ntial areas
’ medical needs

A 200 D00 000
2gnes saint raymond@ema auopa ey EXPert Rev. Clin. Pharmacol. Early online, 1-8 2015)

Box 2. Viral infections white spots (Medical

Dictionary for Regulatory Activities terminology)

 Arenaviral infections

» Newcastle viral infections

« Parapox viral infections
 Paravacdnia viral infections
e Astroviral infections

e Echo viral infections

o Filoviral infections

» Hantaviral infections
 Phleboviral infections

16 « Prion-assodated disorders
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Marisa Papaluca,

Martina Greco, White spots in pharmaceutical

Enrico Tognana,

ralk ehmannand  Pipelines—EMA identifies
Agnes Saint-Raymond* -

e, POtential areas of unmet
medical needs

I e bty Box 3. Psychiatric disorders white spots (Medical

Dictionary for Regulatory Activities terminology).

o Amnestic disorders

« Confusion and disorientation

e Delusional disorders

« Infancy, childhood and adolescent psychiatric disorders
» Gender Identity Disorders

e Parasomnias

« Personality disorder with eccentric behavior (Cluster A)
« Personality disorder with dramatic behavior (Cluster B)

17
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SA: Alzheimer’s Disease activity

‘Unprecedented numbers of SA
‘Unprecedented numbers of initial MAAs: 0
«Data sharing initiative

what went wrong?

18

Number of demented

16000000
14000000
12000000
10000000
—g=— Northern
8000000 - Western
Southern
6000000 ~—— Eastern
e EUITOPE
4000000 /
2000000 = = e
0

2005 2010 2015 2020 2025 2030

Year




ITF recent trends analysis (2013-2015)

EUROPEAN MED ES AGENCY

= Borderline products and Novel and technologies

» Cosmetic / Food > Def. MoA (MDEG / Helsinki)
Biomaterials
Demarcation towards cell, tissue and blood regulation
Combination products / principle MoA
Nanotechnology

= Regulatory framework for “really” Personalised Medicines
= N=1 trials
= treatment algorithms
= Conditions vs. MoA
= Modelling and Simulation / Extrapolation

» eHealth
= Health Apps,
= electronic data collection / processing in CTs / e-consent

= Bedside manufacturing
= bring the (individualised) product to the patient,
»= technical integration / cont. manufacturing / QbD

= “Expertise” gap / bridge for SA during drug development
= NC - FiM CT > Phase II / III design (global FDA / PMDA)

19
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EU Innovation Network

Scientific
Advice

N\ L7
'llﬂ - "
EU-
Innovation i
Network I o - _ :
Joint effortto g% T T ==L _ | e IR _
success ~ Wgmm Q@ - -
Secretariat

Multi-disciplinary/MSs network
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IMI consortia we provide support to:

 prorect ADAPT-
» SMART
AVVA ADVANCE © WEB-RADR
Get @:Real
#rLUCOP
EulP ol Sk
amenmeen v PATIENT-SMART

In addition:
« Advisory board membership
 Dedicated liaison officer
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e Collaboration with academia: an eye to the future
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Regulatory science projects

Considerations: as strategic and effective as possible

« Resource implications

« Conflict of interest - perceived or real

« Alignment with Network Strategy 2020

« Impact on EU public health

« Existing opportunities for regulatory interaction

 Not at the bidding stage — no competitive (dis)advantage
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Staff from other European public-sector bodies can work at the European Medicines Agency for short periods through
the national expert on secondment programme.

Candidates must currently be employed in the public sector (such as a university, research institute, public hospital or regulatory
body) in a European Union Member State and speak a good level of English. A national expert on secondment remains in the service
of their employer. Secondment is not equivalent to employment, nor does it lead to employment by the Agency

General conditions
The Agency may reimburse all or part of the gross remuneration to the current employer during the secondment.

National experts on secondment may also be entitled to a daily subsistence allowance during the secondment. The Agency pays this
allowance.

For more information see:

» Executive Director decision laying down rules on the secondment of national experts to the Agency

-
» - Data protection statement for national experts on secondment

Application process

Interested candidates may apply for a specific position advertised below or express their interest via a generic application to be kept
on file. The Agency will contact candidates when a position becomes available. Candidate applications are kept for three years.

To apply, please submit the application form below to selection_procedures@ema.europa.eu.
Queries can be addressed to recruitment@ema.europa.eu.

» -: Application form
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Thank you for your attention

Further information

corinne.devries@ema.europa.eu

European Medicines Agency

30 Churchill Place e Canary Wharf e London E14 5EU e 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



