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1210 Bruxelles
Division législation et contentieux
ius@fagg-afmps.be
+32 2 528 40 00

4. 2026/0134/BE - C10P - Pharmaceuticals



5. Royal decree amending the Royal Decree, of 9 October 2017, implementing the Law, of 7 May 2017, on
clinical trials of medicinal products for human use

6. Investigational medicinal products, unauthorised ancillary medicinal products and authorised ancillary
medicinal products subject to a modification that does not require a marketing authorisation

7. 
 

8. This draft royal decree makes the distribution of investigational medicinal products, unauthorised ancillary
medicinal products and authorised ancillary medicinal products subject to a modification that does not
require a marketing authorisation, used in the context of clinical trials, subject to an authorisation for
distributors established in Belgium. It regulates the conditions and procedures for obtaining and maintaining
the authorisation. The draft decree also establishes the rules to be followed by the distributor established in
Belgium or in another Member State. This notification follows the amendment of the draft submitted under
procedure TRIS 2025/0323/BE.

9. Regulate the distribution and distribution requirements for the medicinal products concerned.

10. References to basic texts: There are no basic texts

11. No

12. 

13. No 

14. No

15. No

16. 
TBT aspects: No  

SPS aspects: No 
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