
Orphan devices procedures - 2026 Timetable

This timetable applies to both requests for orphan designation and requests for clinical advice for designated orphan devices.

Final Briefing 
Document 
Submission

Start of the 
Procedure

List of Questions (if 
required)

Discussion Meeting 
with the Applicant (if 
required)

Advice Letter

20-Apr-26 04-May-26 Week of 01-Jun-26 Week of 15-Jun-26 03-Jul-26

18-May-26 01-Jun-26 Week of 29-Jun-26 Week of 13-Jul-26 31-Jul-26

15-Jun-26 29-Jun-26 Week of 27-Jul-26 Week of 10-Aug-26 28-Aug-26

06-Jul-26 15-Jul-26 Week of 10-Aug-26 Week of 24-Aug-26 13-Sep-26

No submission date in 
August

21-Sep-26 05-Oct-26 Week of 02-Nov-26 Week of 16-Nov-26 04-Dec-26

12-Oct-26 21-Oct-26 Week of 16-Nov-26 Week of 30-Nov-26 18-Dec-26

09-Nov-26 18-Nov-26 Week of 14-Dec-26 Week of 4-Jan-27 15-Jan-27

07-Dec-26 16-Dec-26 Week of 18-Jan-27 Week of 1-Feb-27 16-Feb-27
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