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ACT EU Pilots on Scientific and Regulatory advice in Clinical Trials

« ACT EU launched two pilots on consolidated advice on 10 June 2024

Webinars for applicants
(recorded) and for assessors

Published guidance documents
on ACT EU website

Up-to-date mapped information
on current voluntary advice

- ~, p WS procedures available from EU
regulators
Pilot I: Scientific Advice Pilot II: Pre-CTA (clinical
Working Party (SAWP)- trial application) advice

Clinical Trials Coordination  Lists: Member States
Group (CTCG) participating in ACT EU pilots on

consolidated advice
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https://accelerating-clinical-trials.europa.eu/document/download/d0b4538a-3936-49a2-a43e-e7bcf09f9aea_en?filename=science-advice-medicines-human-use-eu-medicines-regulatory-network_en.pdf
https://accelerating-clinical-trials.europa.eu/document/download/3f71e251-c99f-4b12-b16d-582e5c09498d_en?filename=MS%20participating%20in%20ACT%20EU%20pilots%20on%20consolidated%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/3f71e251-c99f-4b12-b16d-582e5c09498d_en?filename=MS%20participating%20in%20ACT%20EU%20pilots%20on%20consolidated%20advice.pdf
https://accelerating-clinical-trials.europa.eu/document/download/3f71e251-c99f-4b12-b16d-582e5c09498d_en?filename=MS%20participating%20in%20ACT%20EU%20pilots%20on%20consolidated%20advice.pdf
https://www.ema.europa.eu/en/events/act-eu-consolidated-advice-pilots-information-training-webinar-applicants#video-recording-68401
https://www.ema.europa.eu/en/events/act-eu-consolidated-advice-pilots-information-training-webinar-applicants#video-recording-68401
https://accelerating-clinical-trials.europa.eu/our-work/consolidated-advice-clinical-trials_en

How do the pilots contribute to optimised
CTs in the EU?

Well-designed Decision making
clinical trials
® Harmonised
202, opinions
090

Rapid and smooth v
approval of trials
applications

Early dialogue between . :
sponsors and regulators Accelerating patient

access to medicines
Data integrity
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Scientific advice from SAWP-CTCG

For developers of medicines

What advice is
offered?
Scientific advice

on suitability of
clinical trial design

G

Who is providing

the advice?

Scientific Advice
Working Party
(SAWP) and the

=

How much does
it cost?

Standard fees for
scientific advice by
SAWP apply

How long does it

take?
Standard timelines

for scientific
advice by SAWP

il
X |

How to apply?

Via the IRIS

platform,
justifying why

to support Clinical Trials apply joint advice from
marketing Coordination SAWP-CTCG is
authorisation Group (CTCG) requested
application (MAA)
and/or clinical trial
applications (CTA)
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https://www.ema.europa.eu/en/committees/working-parties-other-groups/chmp-working-parties-other-groups/scientific-advice-working-party
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/requesting-scientific-advice-or-protocol-assistance-ema#fees-and-fee-reductions-10290
https://www.ema.europa.eu/en/documents/other/dates-2025-scientific-advice-working-party-sawp-meetings-submission-deadlines-scientific-advice-protocol-assistance-qualification-biomarkers-ema-eunethta-parallel-consultation-requests_en.pdf
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/requesting-scientific-advice-or-protocol-assistance-ema
https://www.ema.europa.eu/en/human-regulatory-overview/research-development/scientific-advice-protocol-assistance/requesting-scientific-advice-or-protocol-assistance-ema

Pre-CTA advice from CTCG

Technical, regulatory advice on clinical trials

\ G

What advice is Who is providing How much does
offered? the advice? it cost?
Technical, The Clinical Trials Lead Member
regulatory Coordination State raises a

advice before Group (CTCG) of single fee based
the submission of clinical trial on the reduced
a clinical trial experts from all scope of the
application (CTA) EU Member States advice
in CTIS

5 General assembly, 13 December 2024
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How long does it How to apply?
take?
Short timeline, Fill out the
advice provided application form and
within 30 days submit via email to

snsa@fagg-afmps.be
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https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html
https://www.ema.europa.eu/en/documents/template-form/application-form-request-simultaneous-national-scientific-advice-snsa-or-pre-cta-advice_en.docx

MS participation in the pilots

6

Pre-CTA

I Nno B YES

MS participation as LMS/MSC
or MSC only

Bl MSConly [ ] LMS/MSC

Presentation title

SAWP/CTCG
[ ] no

RS

Link: List of MS participating in the pilots
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https://accelerating-clinical-trials.europa.eu/document/download/3f71e251-c99f-4b12-b16d-582e5c09498d_en?filename=MS%20participating%20in%20ACT%20EU%20pilots%20on%20consolidated%20advice.pdf

Applications and Topics

« Total Application submitted 46 - 28 Pre-CTA and 18 SAWP/CTCG

« 36 Successfully concluded

Pre-CTA SAWP/CTCG
Operational aspects of the submission of the CTA
in CTIS / CT with complex design « Study design
Regulatory and technical aspects of the CTA » Population enrolled in the CT
Combination products / combined CTs « Endpoints
(MDR/IVDR)

« Statistical analysis plan

Regulatory request on AXMP GL . Master Protocol Approach

Operational aspects of the submission of the CTA

in CTIS / Transition to the CTR « Adequacy of non-clinical study to start Phase I

trials
Verify if the CT is within scope of the Clinical Trial
Regulation

European
Commission

@ EMA HMA

Classified as internal/staff & contractors by the European Medicines Agency



« EMA HMA*

EUROPEAN MEDICINES AGENCY Heads of Medicines Agencies

ACT EU consolidated
advice pilots: Pre-CTA
and SAWP/CTCG

Interim report covering the first year
(June 2024 - June 2025)

Available on the ACT EU Website



https://accelerating-clinical-trials.europa.eu/our-work/consolidated-advice-clinical-trials_en

Feedback from Pre-CTA and SAWP/CTCG
Applicants collected through dedicated survey

Advice impact on Added value Participant
the CT application of the pilot recommendations
* Ensures consistency * Provides common advice on CTA » Should be offered as standard
across Member States and MAAs scientific advice
Concerned « Valuable opportunity to engage . It is encouraged that the proposed
« Improves the quality of with clinical trial assessors earlier RMS for the CTA coincides with the
the study design in the process MS leading the assessment in the
« Helps applicants « Helps address potential issues up pilot procedure
understand NCAs front to reduce work during the « Applicants should know upfront which
requirements start up period Member States take part in the

« Reduces the number of + Pre-CTA: Quick and simple discussions

issues raised during the procedure « Ethics committees should be involved
evaluation of a Clinical in the process

: oL « Alignment in perspective and
Trial Application

reduces potential discrepancies in
* Reduces the number of addressing regulatory
consultations needed at requirements

national level « Extremely valuable for trials

acceleration in EU, thus increasing
EU attractiveness

European
Commission

& EMA HMA

Heads of Medicines Age

Classified as internal/staff & contractors by the European Medicines Agency



Feedback from Pre-CTA and SAWP/CTCG Applicants

On a scale from 1 to 10 where 1 means 'not at all likely' and 10 means 'extremely likely,'
how likely are you to apply again for another SAWP/CTCG or Pre-CTA advice?

8 8
g | . 0
(.I')6 (l')ra
s S
a ¢ a 4
vw 3 0p)]
1
. - 5 — N
> S . 1 2 3 4 5 6 7 8 9 10

Feedback shows strong willingness to reapply for SAWP/CTCG or Pre-CTA advice

10 Interim report on ACT EU consolidated advice pilots European

Commission

Heads of Medicines Agencies

Classified as internal/staff & contractors by the European Medicines Agency



Get advice to improve your applications

« The pilots are still accepting applications in 2026 For information on how to

- Positive feedback from applicants indicates their added value

« We encourage all developers of medicines to apply - including those who have
already benefited from the pilots in earlier rounds

SAWP/CTCG Pre-CTA

For queries on the Pre-CTA
pilot:

11  Interim report on ACT EU consolidated advice pilots
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Thank you

massimiliano.sarra@ema.europa.eu
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