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5. Extract of a draft bill amending the Law of 7 May 2017 on clinical trials of medicinal products for human
use.

6. To regulate the dispensing of investigational medicinal products and auxiliary medicinal products to those
taking part in clinical trials.

8. This draft bill will be revised so as to be included in a bill laying down various provisions. In order to
facilitate the analysis of the measures concerned and to respect the standstill period of the TRIS procedure.
We are already introducing the bill in its current form. This will be amended to be included in a broader
legislative bill.

9. The purpose of the bill is to regulate the dispensing of investigational medicinal products and auxiliary
medicinal products to those taking part in clinical trials, which has not thus far been regulated by the Law of
7 May 2017. Two ways of dispensing investigational medicinal products and auxiliary medicinal products are
thus possible: in-person delivery and remote delivery, via a delivery service. This latter possibility follows
developments in the organisation of clinical trials and is based on the principles of the recommendation
paper on decentralised elements in clinical trials by the HMA (Heads of Medicines Agencies) Clinical Trials
Coordination Group.

10. References to reference texts: there are no reference texts.

11. No

12.

13. No

14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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