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5 February 2026 
EMA/382365/2025 
Committees and Quality Assurance (H-QA) 

Agenda – Combination Products Operational Group (COMBO) 
Medical Devices   
Held on 12 February 2026, Virtual (10:00 – 12:00 CEST) 

Chairperson: Alberto Gañán Jiménez (EMA) 

Topic lead(s): Christelle Bouygues (EMA) 

Item Title 

1. Presentation of outcome priorities 

2. Ancillary substance consultation. Experience from medicines regulators and Notified Bodies 

3. 
Notified Body opinion (Art. 117) 
• Experience from medicines regulators
• Experience from Notified Bodies

4. Wrap up and follow-up actions 


