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PRIME scheme - Goal & Scope

To foster the development of medicines with major public health interestjium—"

Reinforce scientific and regulatory advice

% =Foster and facilitate early interaction Building on

=Raise awareness of requirements earlier in existing :
development framework;
Eligibility
Optimise development for robust data generation aCCO_rdi_ng to
=Focus efficient development ‘ existing
=Promote generation of robust and high quality data Accelerated

Assessment
Enable accelerated assessment crikeria
=Facilitated by knowledge gained throughout
development
=Feedback of relevant SA aspects to CHMP
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Features of the PRIME scheme

A tailored and enriched scientific and regulatory development support

= Written confirmation of PRIME eligibility and potential for
accelerated assessment;

= Early CHMP Rapporteur appointment during development;
= Kick off meeting with multidisciplinary expertise from EU network;

= Enhanced scientific advice at key development milestones/decision
points;

= EMA dedicated contact point;

= Fee incentives for SMEs and academics on Scientific Advice
requests.
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Eligibility to PRIME scheme

Based on Accelerated Assessment criteria

Medicinal products of major
public health interest and
in particular from the
viewpoint of therapeutic
innovation.

= Potential to address to a signific.ant

extent an unmet medical need

= Scientific justification, based on data
and evidence available from
nonclinical and clinical development

No satisfactory method or if
method exists, bring a major
therapeutic advantage

Introducing new methods or
improving existing ones

Meaningful improvement of
efficacy (impact on onset,

duration, improving morbidity,
mortality)
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Pre-authorisation
Post-opinion
Past-autherisation
Product information

Scientific advice and
protocol assistance

Support for early

access

PRIME: priority
medicines

Accelerated
assessment

Conditional marketing
authorisation

Compassionate use
Adaptive pathways
Scientific guidelines
Innovation Task Force
SME office

Paediatric medicine
Geriatric medicine
Orphan designation

Herbal products
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PRIME - PRIORITY MEDICINES

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 optimise development plans and speed up
evaluation so these medicines can reach patients earlier.

Through PRIME, the Agency offers early and proactive support to medicine developers to
optimise the generation of robust data on a medicine’s benefits and risks and enable
accelerated assessment 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 tools already available such as
scientific advice and accelerated assessment. This means that developers of a medicine
that benefitted from PRIME can expect to be eligible for it at the
time of application for a marketing authorisation.

Fostering early dialogue

By engaging with medicine developers early on, PRIME is aimed at improving clinical trial
designs so that the data generated is suitable for evaluating a marketing-authorisation
application.

Early dislogue and scientific advice also ensure that patients only participate in trials
designed to provide the data necessary for an application, making the best use of
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Related content

» Support for early access

» Launch of PRIME — Paving the
way for promising medicines for
patients (07/03/20165)

PRIME at a glance - Factsheet

-

Related documents

T Enhanced early dialogue to
facilitste accelerated
assessment of PRIority
MEdicines (PRIME)
(07/03/2016)

T european Medicines Agency
guidance for applicants seeking
access to PRIME scheme
(07/03/2016)

] PRIME eligibility requests
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PRIME — PRIORITY MEDICINES

Paving the way for promising
medicines for patients

Q&A,
templates,
application

form for
applicants

Factsheet
in lay
language
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European Medicines Agency Guidance for applicants
seeking access to PRIME scheme
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PRIME Experience

20
18 -
16 -
14 -
12 -
10 -

m SME

16 Other

Academic
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Apr-16 May-16 Jun-16
m Started Out of scope*

6 * Requests received but not started by EMA as they were deemed outside the scope of the scheme
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PRIME Experience

‘ Oncology
u BIOloglcal Infectious diseases

Chemical
9 Pneumology-allergology

ATMP
Vaccines
® Immunological
Haematology-haemostaseolo

] 10 ® Herbal % %

Gastroenterology-Hepatology
Immunology-rheumatology-transplantation
Neurology

Cardiovascular diseases
mOrphan

19 Ophthalmology

Non-Orphan

7 Data excluding out of scope applications
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PRIME Experience

Oncology

Infectious diseases 4

O u tCO m e S Pneumalogy-allergolagy 3
Adopted in May and June 2016 Vaccines

=
Immunolegy-rheumatelegy-transplantation
Neurology 1
1
1
=
1

Gastroenterology-Hepatology

1
Cardiovascular diseases
Haematology-haemostasealogy
Ophthzlmalogy
20
By type of applicant
B Granted Denied Qut of scope™

swe [N 2
* This indicates eligibility requests received but not started by EMA as they were deemed

outside the scope of the scheme. These are not included in the breakdown by type of Oth

applicant or by therapeutic area. er
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First 6 products granted eligibility

CTLO19
ATMP
Treatment of paediatric
patients with relapsed or
refractory B cell acute
lymphoblastic leukaemia

CCX-168
Treatment of patients
with active ANCA-
associated vasculitis
(GPA and MPA)

Orphan Orphan
Emapalumab
Treatment of primary rVSVAG-ZEBOV-GP,
haemophagocytic Adacunumab live attenuated
lymphobhistiocytosis Alzheimer’s disease Vaccination against
(HLH) Ebola (Zaire strain)
Orphan
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Some reflections on PRIME experience so far

v Number of requests received confirms high interest from industry, particularly
SME

v Cross-committee collaboration enables scrutiny from our scientific committees
and oversight group to ensure consistency and discussing policy aspects of
implementation.

v A number of products are in late stage of development -> this may be due to
recent launch of the scheme.

v" Next phase of the scheme: Support to applicants with kick-off meeting being
organised.

v HTA engagement during development through parallel advice procedure will be of

key importance.
10
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Thank you for your attention

Further information

Jordi.Llinares@ema.europa.eu
Zahra.hanaizi@ema.europa.eu

European Medicines Agency

30 Churchill Place e Canary Wharf ¢ 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
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