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Does not open the delays - N'ouvre pas de délai - Kein Fristbeginn - Не се предвижда период на прекъсване -
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1. MSG 001 IND 2025 0156 FR EN 19-03-2025 FR NOTIF

2. France

3A. Ministères économiques et financiers
Direction générale des entreprises
SCIDE/SQUALPI - Pôle Normalisation et réglementation des produits
Bât. Sieyès -Teledoc 143
61, Bd Vincent Auriol
75703 PARIS Cedex 13

3B. Ministère du travail, de la santé et des solidarités
Direction générale de la santé
Sous-direction politique des produits de santé et qualité des pratiques et des soins (PP)
Bureau du médicament (PP2)
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4. 2025/0156/FR - C00P - PHARMACEUTICAL AND COSMETICS

5. Order adopted pursuant to Article L. 5121-1(4) of the Public Health Code laying down the specifications of cannabis-
based medicinal products and the therapeutic indications in which they will be used.

6. Cannabis-based medicinal products

7.

8. Taken at the proposal of the National Agency for the Safety of Medicines and Health Products (ANSM), this order takes
over the framework of the specifications for medicinal products as well as the indications of the experimentation.
It sets the scope of use of cannabis-based medicinal products to the five therapeutic indications of the experiment for
which efficacy and safety profile are presumed to be favourable on the basis of the available data.
It also lays down specifications for future cannabis-based medicinal products: characteristics, composition,
pharmaceutical form and quality control processes. The level of requirement is conformant in particular with the
expectations of the European Cannabis Flower Monograph.
It should be clarified that pharmaceutical forms such as dried flowers in their raw form are excluded to avoid confusion
between medicinal and recreational cannabis. However, authorisation for the use of flowering tops in fast-acting forms
packaged in tamper-proof, secured and non-refillable single-dose cartridges is permitted in order to ensure patients’
access to fast-acting pharmaceutical forms.

9. In France, experimentation with the medical use of cannabis was authorised pursuant to Article 43 of Act No.
2019-1446 of 24 December 2019 on the financing of social security for 2020. It was launched on 26 March 2021 and
ended on 31 December 2024.
In line with its continuity, France has wished to regulate the medical use of cannabis. However, medicinal products used
within this context are currently not eligible for the existing regulatory statuses. Indeed, the level of clinical evidence
does not correspond to the requirements of the marketing authorisation. For this reason, it is proposed to create an
appropriate temporary status for cannabis for medical use.
The proposed mechanism is proportionate. As during experiments, the prescription of a medicinal product based on
medical cannabis will be possible only in the absence of an available or suitable proprietary medicinal product,
guaranteeing the primacy of proprietary medicinal products with a marketing authorisation.
Furthermore, access to cannabis for medical use will be strictly restricted at the last line of treatment, on initial hospital
prescription in exhaustively defined clinical indications and situations for which effectiveness could be presumed by
ANSM.
In addition, these medicinal products will be subject to authorisation based in particular on a literature review for
toxicological, pharmacokinetic and pharmacodynamic data to replace the findings of preclinical and clinical trials.
Finally, to make the connection with this last point, our proposal is of a temporary nature because the authorisation is
limited to a period of five years.

10. References to reference texts: There are no reference texts
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14. No

15. No

16.
TBT aspects: No

SPS aspects: No
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