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PRIME:
a two-year overview How criteria for eligibility have

4 been applied

What type of support
applicants have received so far
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/news_and_events/news/2018/05/news_detail_002953.jsp&mid=WC0b01ac058004d5c1

Two years of PRIME
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000660.jsp&mid=WC0b01ac058096f643

Overview of therapeutic areas °)
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Oncology 12 C
Neurology 2
Haematology-haemostaseology ?m
Infectious diseases |ZiEGEET
Immunology-rheumatology-transplantation 2
Cardiovascular diseases m
Gastroenterology-hepatology Zm
Pneumology-allergology m
Endocrinology-gynaecology-fertility-metabolism Zm
Ophthalmology
Vaccines lm
Dermatology
Other ﬂ
Psychiatry 2
Uro-nephrology ].E
Neonatology-paediatric intensive care

Diagnostic

Wide range of therapeutic

areas and indications

Musculoskeletal system
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Overview of type of products (J
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High number of
advanced therapy medicines

m Chemical m Biological mATMP = Other
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2 year of PRIME eligibility assessments: 177 requests

 Good understanding of scope and
good quality of applications

Proof of principle: 8 received, 3
granted, 1 progress to proof of
concept

Proof of concept: 129/161 requests
denied

« 87% because of issues with robustness
of presented data and/or inconclusive
or insufficient effect
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36 products eligible to PRIME since launch

in rare for paediatric advanced
diseases patients therapy

Areas of unmet medical need and therapeutic indications covered

Ophthalmology .
Cancer Uro- Immunology/
nephrology Rheumatology/

O0. Transplantation
Oo Metabolism Hepatology/

Gastroenterology

Infections

o % ~
Haematology/ 9 @
6 Haemostaseology Neurology Dermatology
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Our experience so far: 31 kick-off meetings

« Excellent tool to initiate dialogue
and provide recommendation on the
next steps

 Tailored to individual product

 Opportunity to raise awareness on
importance of early dialogue with
HTAS
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Kick off survey — April 2018

* Short anonymous gquestionnaire (10
questions)

 Sent to 20 applicants that had a kick-
off meeting in the past 12 months.

 Focused on the preparation, objectives,
conduct and follow-up of the kick-off
meeting.

Good response rate

75%0 (15 responders)
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Preparation of kick-off meeting

Q1. The written guidance provided was Q2. The support provided by EMA was
helpful to prepare the briefing document helpful to prepare for the meeting
100% 100%
90% 90%
80% 80%
70% 70%
60% 60%
0% 50%
40% 40%
30% 30%
20%
20%
10%
13% 0% 10%
0% ) . 0% 0%
Agree/strongly agree Nmthgr agree or Dlsagr_ee/strongly 0%
disagree disagree Agree/strongly agree  Neither agree or Disagree/strongly
disagree disagree

High satisfaction with preparatory steps and

support before the meeting
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Objectives of the meeting

Q3. The meeting objectives were clear Q4. The meeting met your objectives
to the applicant and expectations
100% 100%
90% 0%
80% 80%
70% 70%
60% 60%
50% 50%
40% 40%
73%
30% 30%
20% 20%
10% 10% 20%
() % %
Agree/strongly agree  Neither agree or ~ Disagree/strongly Agree/strongly agree Neither agree or  Disagree/strongly
disagree disagree disagree disagree

Good satisfaction with objectives of the meeting
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Outcomes of the meeting

Q6. The meeting had an impact on

your next development steps or Q7. The recommendations were realistic.

planned interactions with regulators 100%
100% 90%
90% 80%
80% 70%
0% 60%
60%
50%
50%
40%
40% 80%
30% 30%
20% 20%
1% 10%
13%
0% 00 7% 0%
. . (+]
Rareslsizondly sares Neltgi.;ggrln;:e o Dlsagdri:;gf—znglv Agree/strongly agree  Neither agree or ~ Disagree/strongly
disagree disagree

Good agreement on impact of the meeting on development plans
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Outcomes of the meeting

Q5. The meeting helped you to understand
how to interact with different committees

100%

90%
80%

70%

60%

50%
40%

30%

20%
10%

Agree/strongly agree  Neither agree or Disagree/strongly
disagree disagree

0%

Area for improvement to support
future interactions with multiple
12 committees
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Q8. There were issues raised or

guidance received at the meeting that

50%
45%
40%
35%
30%
25%
20%
15%
10%

5%

0%

the applicant were not aware of

47%
Agree/strongly agree  Neither agree or Disagree/strongly
disagree disagree

In contradictions with other
responses — question not
understood ?
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Overall feedback

Q9. Overall, the meeting was useful

100%

90%

80%

70%

60%

50%

40%

30%

20%

10%

7% 0%

0%

Agree/strongly agree Neither agree or Disagree/strongly
disagree disagree

High satisfaction with the kick-off meeting
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Follow-up after the meeting
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Q.10 The follow-up after the kick-off meeting is adequate
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45%

40%

35%

30%

25%

20% 40%

15%

10%

5%

0%
Agree/strongly Neither agree or Disagree/strongly Not applicable
agree disagree disagree

Area for improvement in follow-up interactions
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New and updated guidance to reflect 2 years of experience
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PRIME - PRIORITY MEBICINES

PRIME is a scheme launched by the European Medicines Agency (EMA) to enhance
support for the development of medicines that target an unmet medical need. This
voluntary scheme is based on enhanced interaction and early dialogue with
developers of promising medicines, to opti development plans and spaed up
evaluation so these medicines can reach patients earlier.

Through PRIME, the Agency offers early and proactive suppart to medicine developers to
optimise the generation of robust data on 2 medicing’s benefits and risks and enable
1t of medicines applications.

This will help patients to benefit as early as possible from therapies that may significantly
improve their quality of life.

Accelerated assessment

PRIME builds on the existing regulatory framework and tocls already availzble such as
scientific advice and accelerated assessment. This means that developers of 3 medicine that
benefitted from PRIME can expect to be eligible for 3 =t 2t the time of
application for 2 marketing authorisation.

wida search

p Advanced document search

News B events Partners & networks About us

[ Email (S Print @ Help [ Share

Related content

¥ Support for early

b Two years of PRIME (7/5/2018)

b First anniversary of PRIME:
experience so far (19/5/2017)

¥ Launch of PRIME - Paving the way
for promising medicines for
patients (07/03/2016)

Report: PRIME: a two-year
overview

)

PRIME:
@ two-year averview

Updated
Reflection paper,
Q&A, template

ETHEINES AGERNCY b

Enhanced early diaiogue to fadiitate accelerated
ent of PRlorEy Medidnes (PRIME)

——
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European Medicines Agency Guidance on interactions in
the context of PRIME

New guidance
on kick-off
meetings and
other
interactions
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What’'s new: updated Reflection paper, Q&A, template

_______ | « Improve guidance to support more
,,,,,,,,,, R robust application
= :  New section in the template:
: ‘Overview of next steps in the
ErE— : development and expected benefits of
— — PRIME’
e Q&A on collaboration with FDA
= ]

T —
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What’'s new: Guidance on interactions in the context of PRIME

EUROPEAMN .\,RNI S AGENCY
———  Guidance for preparation and conduct
tEr:JEmC%iatszz?i;i;lx;sEAgency Guidance on interactions in Of the kiCk_Off meeting
 Expectations for regular updates
 Opportunities for ad hoc interactions
o e [ :: ]
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Follow-up on 2017 industry stakeholders’ suggestions

"\ Eligibility

30)

PRIME support

Scope (proof of principle, » Kick-off meeting

new indications
) * Regular/follow-up

Optional pre-submission dialogue
interactions

Teleconference on rejections
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Thank you for your attention

Further information

Zahra.hanaizi@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 #PRIME
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