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Introduction – PRIME, 5 year analysis and recommendations

Pre-submission support for Applicants

Implementing recommendations – progressing new pilots

Future of PRIME procedures and activities in IRIS



Classified as public by the European Medicines Agency 

Foster development of medicines with major public health interest

2015

2016

2018

2021

2023

PRIME: inception, implementation, evolution
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recommendations

?
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Reinforce scientific and regulatory advice
• Foster and facilitate early interaction
• Raise awareness of requirements earlier in development

Optimise development for robust data generation
• Focus on efficient development
• Promote generation of robust and high-quality data

Enable accelerated assessment
• Promote generation of high quality data
• Facilitated by knowledge gained throughout development

https://www.ema.europa.eu/en/documents/report/prime-two-year-overview_en.pdf
https://www.ema.europa.eu/en/documents/report/prime-analysis-first-5-years-experience_en.pdf
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Allow more flexible, dynamic provision of SA

Strengthen knowledge building to support AA
- Product development tracker as basis for interactions
- Submission readiness meeting to prepare for MAA

Scope & timing of eligibility to PRIME

17 out of 19 PRIME products started under accelerated assessment.

PRIME products are more complex (44% ATMPs, 94% orphans)

PRIME products appear more likely to maintain accelerated assessment, despite higher 
complexity 

Reduction of clock stop for all category of products, most significantly for SME applicants. 

23 November 20213

PRIME: Analysis of the first 5 years’ experience

Satisfaction with EMA and regulator’s 
support

High likelihood to use PRIME again

Industry survey: Rapporteur appointment, 
EMA contact point

Where PRIME is working PRIME recommendations
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PRIME – Benefits and Enhanced Support
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Benefit Stage Details

Appointment of PRIME Scientific Coordinator Immediately after PRIME eligibility is granted Dedicated EMA contact point to coordinate all support 
provided through PRIME

Early appointment of CHMP or CAT rapporteur One month after PRIME eligibility is granted Discussion on technical and scientific preparatory aspects of 
the marketing authorisation application

Kick-off meeting with rapporteur and multidisciplinary 
group of experts from EMA / European medicines 
regulatory network

Three-four months after PRIME eligibility is 
granted

Guidance on overall development plan, future scientific 
advice and regulatory strategy

Iterative scientific advice on overall development plans 
and key issues
NEW in 2023 Supported by Regulatory Roadmap and 
development tracker)

At any stage, and at major development 
milestones

Opportunity to involve other stakeholders such as health 
technology assessment (HTA) bodies, patients and the US 
Food and Drug Administration (FDA)

Expedited follow-up scientific advice (under certain 
criteria) with shortened timelines NEW in 2023 At any stage Increased flexibility in providing scientific advice and a 

shortened timeline for related procedures

Submission readiness meeting NEW in 2023 Approximately one year ahead of marketing 
authorisation application

Discussion on development status and dossier maturity, 
application type (e.g. conditional marketing 
authorisation application), post-marketing evidence-
generation and potential regulatory challenges

Confirmation of potential accelerated assessment At time of marketing authorisation application Increased certainty of assessment timelines

https://www.ema.europa.eu/en/glossary/chmp
https://www.ema.europa.eu/en/glossary/cat
https://www.ema.europa.eu/en/glossary/rapporteur
https://www.ema.europa.eu/en/glossary/marketing-authorisation-application
https://www.ema.europa.eu/en/glossary/rapporteur
https://www.ema.europa.eu/en/glossary/european-medicines-regulatory-network
https://www.ema.europa.eu/en/glossary/scientific-advice
https://www.ema.europa.eu/en/glossary/scientific-advice
https://www.ema.europa.eu/en/glossary/health-technology-assessment-body
https://www.fda.gov/
https://www.ema.europa.eu/en/glossary/scientific-advice
https://www.ema.europa.eu/en/glossary/scientific-advice
https://www.ema.europa.eu/en/glossary/marketing-authorisation-application
https://www.ema.europa.eu/en/glossary/conditional-marketing-authorisation
https://www.ema.europa.eu/en/glossary/accelerated-assessment
https://www.ema.europa.eu/en/glossary/marketing-authorisation-application
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PRIME – Guidance and pre-submission support for Applicants
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• Updated streamlined PRIME guidance and webpage launched March 2023

• PRIME Q&A for Applicants – single location for guidance for PRIME Eligibility Application and for 
PRIME designated products

• New from March 2023 EMA broadened pre-submission support to all applicants (now including 
non-SME/academia) planning a PRIME application, including the possibility of a virtual pre-
submission meeting. 

• Applicant submits a summary of the justification for PRIME eligibility (2-3 pages maximum) 
including: 

• Information on the product and its stage of development 

• An overview of the rationale on meeting the criteria for unmet medical need 

• High level summary of relevant clinical and non-clinical data to support the product’s potential to 
address the unmet medical need.

• EMA PRIME team provide early feedback (written and/or TC) on approach and  

• High uptake from Applicants in first 3 months since launch.
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PRIME: 2023 and Beyond

Flexibility of Scientific advice: New Expedited Procedure
• Transparent path for discussing and escalating issues arising during development

• Criteria for expedited advice:
• Initial SA has already been sought on the overall development i.e. follow-up advice

• Concerns issues with specific, well-defined scope (not limited to single discipline)

• Advice is justifiably required more urgently than the standard SA timeline allows

• Streamlined submission process and dossier

• Reduced timeline (4-6w Vs 11-12w)

Aim: A dynamic, rapid procedure to deliver formal CHMP advice on issues impacting 
product development 
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Expedited Scientific Advice – Experience, Pilot Analysis
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• Launched March 2023 as 12-month pilot

• Planned analyses: number of requests, scope, questions, outcome 
(clarification/expedited/standard), product type, committees/WP consulted, expedited 
procedure duration 

• Preliminary experience of 3 expedited requests:

• Questionnaire to Rapporteur/SAWP/PRIME product developers at conclusion of pilot: 

• Experience of the procedure, effectiveness, areas for improvement

• EMA will consult industry on survey content and approach through PRIME contact points

Request Scope Question(s)  Expedited
criteria met Outcome Reason Conclusion

day
Submission to
outcome

1 Clinical Statistical analysis/statistical 
methods yes Expedited SA day 34 6 weeks

2 Clinical Statistical analysis/statistical 
methods Yes Expedited SA day 35 6 weeks

3 Quality/No
n-clinical Comparability programme Yes Standard  SA

Rapporteur team 
capacity to 
initiate review

ongoing ongoing
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PRIME: 2023 and Beyond

Increasing predictability for regulatory interactions: 
Regulatory Roadmap and Development tracker
• New basis for tracking and informing EMA/Rapporteur on development status and 

planned interactions
• Supports kick off meeting, submission readiness meeting
• Provides high-level overview of key development aspects, minimising admin 

burden
• Aim:

• Facilitate Rapporteur involvement through predictable regulatory interactions
• Effective tracking and oversight of ongoing and emerging development issues
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Development tracker – Experience, Pilot Analysis
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• Launched March 2023 as 12-month pilot (duration dependent on gathered experience)

• Planned analyses: number of trackers submitted, number of updates submitted, metrics 
compared to previous annual update.

• Preliminary EMA observations:

• High level of quality, detail, comprehensiveness

• Companies sought PRIME team support on tracker, incorporated changes

• Edits on structure recommended prior to circulation to Rapporteurs

• Questionnaire to PRIME product developers/Rapporteurs/regulators at conclusion of pilot: 

• Company experience populating/maintaining the tracker, user-friendliness, effectiveness 
to support internal processes, effort/administrative burden 

• Utility of the tracker: supporting continuity through kick-off meeting, development 
milestones,  submission readiness meeting

• Suggestions for improvement

• EMA will consult industry on survey content and approach through PRIME contact points
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PRIME: 2023 and Beyond

Strengthening engagement: Submission Readiness Meeting
Recognition that >50% PRIME MAAs start as AA but revert to standard TT

Industry and regulator surveys: strengthen engagement in the period between Kick-Off 
meeting and MAA

Mirrors opening kick-off meeting format and participants

Supportive documentation – briefing book, draft RMP if available, draft AA request if data 
available, other documentation (e.g. IMPD) if/as needed

Applicant contacts PRIME team 15 month prior to MAA for meeting 9-12 months prior 

Ensure maturity 
of the 

application and 
facilitate AA

Discuss 
development status

Discuss 
Implementation of SA

Data package/maturity to 
support MAA; accelerated 

assessment

Address Regulatory 
challenges (ODD 
maintenance, PIP 
compliance, GMP 

requirements)

MAA pre-submission meeting may still be organised 
Applicants are encouraged to make use of the pre-
submission interactions with the Agency
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Submission readiness meeting – Experience, Pilot Analysis
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• Launched March 2023 as 18-month pilot (duration dependent on gathered experience)

• First submission readiness meetings planned September 2023

• Planned analyses: number of meeting held, number of subsequent pre-sub meetings held, 
analysis of AA outcome and maintenance, MAA duration and outcome.

• Questionnaire to each PRIME product developers/Rapporteurs/EMA at conclusion of pilot: 

• effectiveness (strengthened engagement, identification of outstanding issues, AA/MAA 
preparedness)

• Utility of the meeting versus pre-submission activities

• Suggestions for improvement

• EMA will consult industry on survey content and approach through PRIME contact points
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• 3 processes onboarded to IRIS on the 10th of July: 

• Application for PRIME eligibility, 

• Transfer PRIME regulatory entitlement  

• Withdrawal of PRIME regulatory entitlement (RE)

• In September, 2 more processes to be onboarded: 

• PRIME meeting request

• PRIME Periodic update submission 

PRIME onboarding to IRIS
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IRIS PORTAL LOG IN - Home · IRIS (europa.eu)

Quick interactive guide to IRIS registration process (europa.eu)

https://iris.ema.europa.eu/
https://www.ema.europa.eu/en/documents/other/quick-interactive-guide-iris-registration-process_en.pdf
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PRIME onboarding to IRIS – Choose Submission type
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PRIME onboarding to IRIS – Administrative Information
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PRIME onboarding to IRIS – Product Information
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PRIME onboarding to IRIS – Procedural Information
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PRIME onboarding to IRIS – Scientific Information
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PRIME onboarding to IRIS – Network Portal view
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PRIME onboarding to IRIS – useful links and next steps

Supporting material:

1, Industry public DEMO is available on EMA website from the 22nd of June (PRIME 
eligibility, withdrawal and transfer of RE)
2, Network user guidance folder in Committee Library (Sharepoint)
3, Update of PRIME landing page on EMA website on how to apply via IRIS
4, Update of PRIME Guidance to applicants 

Next steps:

1, System DEMO on next processes in September
2, Further update of Guidance documents 

https://www.ema.europa.eu/en/events/quarterly-system-demo-q2-2023video-recording---09:00---13:00-amsterdam-time-(cest)-section
https://euema.sharepoint.com/:f:/r/sites/CRM/Committee%20Library/00%20-%20IRIS%20-%20Sharepoint%20general%20folder/User%20guidance%20-%20IRIS%20Network%20portal?csf=1&web=1&e=3Uso4m
https://www.ema.europa.eu/en/human-regulatory/research-development/prime-priority-medicines
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Any questions?

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Telephone +31 (0)88 781 6000
Send us a question  Go to www.ema.europa.eu/contact

Further information

Follow us on @EMA_News
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