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Launch of PRIME and updated guidelines
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PRIME 
After discussions at all STAMP 2015 meetings
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Public consultation on PRIME

• 36 contributions from 
42 stakeholders

• Wide range of 
stakeholders

• > 300 comments

• All comments published 
on EMA website, 
together with summary 
and responses
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PRIME - Main changes after public consultation (1)
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Eligibility criteria - Clarifications and refinement of wording



PRIME - Main changes after public consultation (2)
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Increased transparency

Publication of name of active substance/INN of eligible 
products



PRIME - Main changes after public consultation (3)
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Focus on SME and Academia

Clear acknowledgement of hurdles faced by SME and academia

Additional benefits of 
PRIME

Early regulatory support
Potential to help capital 

investment
Fee reductions



PRIME - Main changes after public consultation (4)

Innovation offices
Role in raising awareness to 
PRIME, exchange of 
information

HTA
EMA to encourage use of 
relevant tools supporting early 
dialogue with HTAs

International cooperation
Global development context 
and confidentiality 
arrangements
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New section to highlight importance of 
collaborations



PRIME webpage and supporting documents
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Factsheet 
in lay 

language

Q&A, 
templates, 
application 

form for 
applicants
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Update of CHMP Guidelines on accelerated 
assessment and conditional MA

Update provided to STAMP* for CMA guideline only



Key changes to CHMP Guideline on conditional 
MA
• Encouragement of early dialogue and prospective planning

• ‘Positive benefit-risk balance’ vs. comprehensive dossier

• Scope of CMA to cover serious debilitation and life-threatening effects 
also in the long-term

• Exceptionally, improvements in patient care as a possible major 
therapeutic advantage

• Guidance on situations when a second product can still address 
the same unmet medical need

• Confirmation of significant benefit for orphan medicinal products

• Clarifications on some further aspects (e.g. compatibility with 
accelerated assessment)

Update on PRIME and CHMP Guidelines for early access tools10



Revisions to CHMP Guideline on accelerated 
assessment
• Stressing the importance of proactive early dialogue to advise on 

MAA submission strategy 

• More detailed guidance how to justify major public health interest 
based on the existing three key elements (existing methods, unmet 
medical need, and strength of evidence)

• Optimisation of the evaluation phases to reach a CHMP opinion 
within 150 days (now 90 + 30 + 30 days)*

• Acknowledgment that comprehensive clinical data may not be 
available in certain situations (e.g. accelerated assessment for
conditional marketing authorisation applications)
* For ATMPs, timetable will be arranged to include review by the Committee for Advanced Therapies
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One step towards EU network strategy to 2020 
objectives
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• Better overview of existing tools

• Encourage early dialogue

• Improved accelerated assessment 
procedure

• Prospective planning and 
optimisation of use of CMA

• Consolidation through PRIME for 
priority medicines



Thank you for your attention

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

Further information

Follow us on      @EMA_News
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