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SUMMARY OF PROPOSED WORK ITEMS TO ADDRESS ISSUES FOR COMBINED STUDIES.

Group # Item

Coordinated Assessment

1.1 CI/PS CA Coordinated Assessment
1.2 Aligning Ethics Assessment Procedures (MS level)

Coordination between CTR & CI/PS CA Assessment
(Single Application)

1.4 IT Infrastructure

Alignment

2.1 Align MS positions
2.2 Develop Understanding

2.3 Improve Sponsor awareness

Guidance & Clarity

3.1 IVDR/MDR Topics
3.2 Common Topics

3.3 CTR Topics

Communication &
Dialogue

4.1 Scientific/Technical Advice

4.2 Open dialogue/ exchange of best practice
4.3 Training Initiatives

Encourage creation of cross functional national teams
at a member state level (CT/CI/PS)

Phase 1
track 4 -
proposals

These were ideas for
solutions that would
address most of
identified issues — more
than 50 individual
actions proposed.

To be addressed after
the analysis phase:

- prioritisation

- concrete plans for
implementation
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Approach for phase 2:
from project to programme

« Working across fields with established groups

* For sector-specific issues relevant to the interface, projects in each respective
group

* Projects specific to the interface can be initiated and done jointly
« Stepwise progress, checkpoints and stock-taking together as we go

« Overview of all ongoing work
Inclusive, pragmatic, staggered
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From proposed solutions to programme plan

Proposed solutions
COMBINE analysis report

18

13

10

—
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Coordinated assessment Alignment Guidance & clarity = Communication & dialogue

51 proposed work items

78 issues mapped

Phase 2 actions
Programme plan:

Reorganise into projects
with task forces

Coordinated assessment Alignment Communication & dialogue

6 cross-sector '‘COMBINE’ projects and 1 task

Several sector-specific task forces/projects to be
mapped and interlinked
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78 issues to be addressed



Summary of proposed programme activities

actions already ongoing or indicatively
planned to be initiated in 2024 — Q1 2025
Stage 1 b Stage 2 2 Stage 3 >

to be initiated in Q2 2025 — Q1 2026 to be initiated in Q2 2026 — Q1 2027

Vision

Establish medical Establish IVD
device coordinated coordinated

Coordinated
Assessment

Attractive European

Cross-sector project 1:

assessment among ‘All in one coordination’ — assessment among environment for
Member States across Member States and Member States combined studies
medicine/device sectors - /
analysis and pilot Cross-sector
project 4: Cross-sector

Modalities of using project 6:

Cross-sector
project 3:
Clarification of
questions on interface

devices in clinical trials Training

of medicinal products

Clarification of

questions on single Cross-sector t‘j'Sk 7: Cross-sector
Regulations Collate information on project 5:
national MS Explore need for
documentation advice and

Cross-sector project 2:

I
Current situation Serious adverse event assessors’ fora

Many questions reporting — clarify how to

and delay of apply CTR and MDR/IVDR

combined studies
European
Commission

Alignment Communication and Dialogue




Proposed programme governance

~
Programme ownership
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High-level timeline for phase 2 —
from project to programme

!

Programme élstablishment

Board proposal Programme : Review Endors
for programme J : by CIE, ement
strategy and actu:)n
strategy for lan reviewed b IVD, by
phase 2 and pro'ect oU anltlzl CTCG, MDCG
action plan P sjtakeghol dzrs MedEthi and
ready csEU CTAG

Sector-specific projects continuing in the meantime

—

Programme launch
Stage 1

B Cross-sector project 1 initiated

Cross-sector project 2
initiated
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Thank you

Any guestions?
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