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3.1. Orphan device pilot programme

• Submission of case studies opened on 2 Aug 2024; ends in December 2025

• Free advice to Manufacturers and Notified Bodies:

◦ orphan device status and

◦ sufficiency of clinical data/clinical strategy for conformity assessment

• 4 test cases ongoing but open for other additional cases – submission portal open

4 Medical device Expert Panels
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3.2. Update on advice to manufacturers

• The expert panels advise on intended clinical development strategies and clinical 

investigation proposals, in line with Article 61(2) of the MDR for: 

◦ class III medical devices;

◦ class IIb active medical devices intended to administer or remove medicines from the body.

• Pilot launched in February 2023, closed in December 2024. Interim report* recently 

published

• Regular service opened since Feb 2025

5 Medical device Expert Panels

*https://www.ema.europa.eu/en/documents/report/pilot-advice-expert-panels-manufacturers-high-risk-medical-

devices-interim-report-experience-pilot-february-2023-december-2024_en.pdf 
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3.2. Update on advice to manufacturers

Note: Main reason for request withdrawal are delays/changes in the development program 
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3.2. Update on advice to manufacturers
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Distribution of submissions per clinical area across all 3 submission phases 
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3.2. Update on advice to manufacturers
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SME status and “prioritisation criteria” across all 3 submission phases 
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3.2. Update on advice to manufacturers
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Overview of feedback received from applicants (manufacturers)
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3.2. Update on advice to manufacturers

10 Medical device Expert Panels

Recommendations for process improvement and new measures for the efficient 
implementation of the standard procedure for advice to manufacturers 
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3.2 Update on advice to manufacturers

Main benefits perceived by the participants

• Flexibility of the process and possibility of engagement with other stakeholders (e.g., pilot 

on orphan devices and the future Parallel HTA/EMA joint scientific consultation - JSC) 

• It provides a link between early development and the opinion issued by the experts panels 

at the end of the conformity assessment => predictability  

• It is the only mechanism of advice formally recognised in the MDR

• Developers access a group of experienced clinicians working in the relevant clinical field 

across the EU

11 Medical device Expert Panels
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3.3. HTA observership of advice to manufacturers’ 
procedures 

• HTA bodies are following procedures of advice to manufacturers 

• Experience gained will inform on the future parallel Joint Scientific Consultation 

(JSC) between HTA bodies and Expert Panels 

• Currently 3 procedures:

◦ 2 in the Cardiovascular system

◦ 1 in Hepatology

• Parallel JSC for medical devices is foreseen to open in 2025

12 Medical device Expert Panels
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