


 
The Presidency intends to hold substantial discussion on the proposed amendments to 
the Clinical Trials Regulation (CTR) No 536/2014 contained within Article 58 of the 
Biotech Act (Regulation) on 9 July and 10 July.  

In order to facilitate an efficient discussion, delegations are invited to send questions or 
points for clarification to e  and  by 1 July.   

Any questions or points for clarification received by 1 July will be shared in advance with 
the Commission so that they can be addressed during the Working Party meeting.  

Subsequent to the meeting Member States will have the opportunity to send proposed 
amendments on the articles discussed (along with the associated definitions and 
entries in Annex I of the CTR) until 17 July, please submit concise rationale for these 
amendments.  
 
Please be advised that the consolidated version of the Clinical Trials Regulation 
(wk9270/2026) may assist Member States with their review of the proposed 
amendments.  
 
The planning of the meeting is as follows: 

July 09 – 10  

1. Adoption of the agenda 

The Presidency will invite delegations to adopt the agenda set out in CM 3339/26. 

2. Presidency roadmap 

The Presidency will present a short overview of the schedule for the working party 
meetings in July on the Biotech Act (Regulation).  

3. Presentation from the Commission  

The Commission will provide a short overview of the experience to date with the FAST 
EU pilot which is piloting faster timelines and enhanced coordination of the assessment 
of multinational clinical trial applications.  

4. Biotech Act (Regulation) – Clinical Trials   

Under this agenda item, the WP will review the following sections in the order they 
appear below. The CION will provide a brief explanation of the rationale for each 
provision and Member States will then be invited to comment during the meeting:  

A. General principles (including minimal-intervention and low-intervention 
clinical trials) and authorisation procedures (including special 
authorisation procedures) 

o Chapter 9, Article 58 - Amendments to Regulation (EU) No 536/2014 



 
▪ Point 1 (a), (b)  

• Definitions 3, 3a 
▪ Point 2-8  

• Articles 3-9 
▪ Point 10-12 

• Articles 11-14a 
▪ Point 13  

• Articles 14b – 14d 
o Delegates should note that the Commission will 

provide a short overview of the experience to date 
with the COMBINE pilot together with discussions 
on Article 14c. 

▪ Point 23  
• Articles 25  

▪ Point 31 
• Article 41(5) 

▪ Point 27 
• Article 30(3) 

▪ Point 32 
• Article 48(a) 

▪ Point 34 
• Article 51(1) 

▪ Points 36 and 40 
• Article 57 and 76(3))  

 
The following definitions will be considered in conjunction with the relevant provisions: 

• Chapter 9, Article 58 - Amendments to Regulation (EU) No 536/2014 
o Point 1 (c) [in part],  

▪ Definitions 12,  
o Point 1 (f) [in part] 

▪ 36, 37, 44, 47 

 
The following amendments to Annex I of the CTR (as listed in Annex II of the Biotech 
Regulation) will also be considered in conjunction with the relevant provisions:  

• Annex I CTR 
o Part I 

▪ Point 5 (deletion) – moved to general principle at the start of Part II 
of the Annex 

▪ Point 9 Minimal intervention category justification requirement 
o Part II 

▪ Section S – new section regarding translations 
 






