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Background: pilot on orphan medical 
devices
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A pilot programme ran from 
August 2024 until March 2026

Class III

Class IIb AARMP 

Life-threatening conditions 
/ permanent impairment

Paediatric devices

Novel with potential major 
clinical benefit

open to: prioritisation criteria
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Procedures concluded in the pilot programme
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Thematic Panel
Orphan status 

procedures
Orphan advice 

procedures
Circulatory system 7 1
Neurology 3 1
Orthopaedics, traumatology, rehabilitation, rheumatology 1 0
Gastroenterology and hepatology 1 0
Respiratory and anaesthetic devices, intensive care 1 0
Ophthalmology 0 0
Endocrinology and diabetes 0 0
General and plastic surgery and dentistry 0 0
Obstetrics and gynaecology, including reproductive medicine 0 0
Nephrology and urology 0 0
In vitro diagnostic medical devices 0 0

13 designation 
procedures 2 advice procedures
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Conversion to regular service
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Class III, IIb  all classes 

No prioritisation criteria

Fixed timetable for 
submission of final briefing 

document

NEW

Since 1 April 2026
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New panel
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Breakthrough devices pilot structure
April 2026 Q1 2027 Q3 2027Q3 2026

Medical devices:
• Class III 
• Class IIb AARMP

Phase Ib

Phase II

Phase III

Phase Ia

Medical devices:
• Class III
• Class IIb AARMP

Medical devices:
• All classes

Medical devices:
• All classes
IVDs:
• All classes 

Expert panels + CAs
+ 1 NB (for the advice step)

Expert panels + CAs
+ NBs (for the advice step)

Expert panels + CAs
+ NBs (for the advice step)

Expert panels + CAs
+ NBs (for the advice step)

Selection of 5/6 

procedures to test

• 1 per manufacturer

• 1 manufacturer ready 
for CA

• Paediatrics

• Cardiology

All other within the 

remit
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Timeline and next steps for Phase I
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Phase Ia (5 test cases)
Month Day

April
24 Info session for manufacturers

28 Opening for designation LoI

May
22 Deadline for designation LoI

29 End of selection

June
1 Opening for designation BD 

12 Deadline for designation BD

15 Start of the designation assessment 

July 31 End of designation assessment

August

September

1 Opening for advice LoI 

15 Deadline for advice LoI

16 Opening for advice BD 

October
15 Deadline for advice BD

16 Start of the advice

December 15 End of advice (delivered)

Designation assessments
1,5 months

Exp advice on clinical 
strategy
2 months

LoI: Letter of interest
BD: Briefing document

Opening for designation LoI

Phase Ib
(all class III/AARMP)
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Summary of the applications received
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Risk Class N.er applications

Class III 36

Class IIb non-AARMP 5

Class I 1

Class C (IVD) 1

43 applications

Manufacturer size N.er applications

Big MedTech 10 (≈25%)

SME 29 (≈70%)

Academia 3 (≈5%)
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55%

13%

11%

7%

6%

2%
6%

% applications per clinical area

Circulatory Neurology

Orthopaedics Gastroenterology & Hepatology

Nephrology & Urology Obstetrics & Gynaecology

Other / Mixed / IVD



Procedures selected for Ia (summary)

After application of 

the prioritisation 

criteria

Device Area Regulatory status NB involvement?

1 Cardiovascular
Early clinical development 

(end of pre-clinical)
-

2 Cardiovascular
Early development 

(pre-clinical ongoing)
Yes. NB A

3 Cardiovascular Ready for conformity assessment -

4 Orthopaedics Conformity assessment started Yes. NB B

5 Orthopaedics
Early clinical development 

(end of FIH)
-

6
Nephrology + 

Hepatology

CE marked; under review for new 

indication
Yes. NB C
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Thank you
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