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2. France

3A. Ministère de l'économie, des finances et de la souveraineté industrielle et numérique
Direction générale des entreprises 
SCIDE/SQUALPI - Pôle Libre circulation des produits 
Bât. Sieyès -Teledoc 143
61, Bd Vincent Auriol
75703  PARIS Cedex 13
d9834;france@finances.gouv.fr

3B. Ministère de la santé, des familles, de l'autonomie et des personnes handicapées
Direction générale de la santé
Sous-direction politique des produits de santé et qualité des pratiques et des soins (PP)
Bureau du médicament (PP2)
14, Avenue Duquesne
75007 PARIS

4. 2025/0795/FR - C10P - Pharmaceuticals



5. Decree laying down various implementing measures for Law No 2025-199 of 28 February 2025 
on the financing of social security for 2025, related to addressing shortages of medicinal products.

6. Pharmaceutical products

7. 
 

8. The draft decree is issued pursuant to Article 75 of Law No 2025-199 of 28 February 2025 on social
security financing for 2025 (LFSS for 2025). 

It sets out, at regulatory level, a number of measures to combat shortages of medicinal products:

- the conditions under which the Director General (DG) of the French National Agency for Medicines and
Health Products Safety (ANSM) may authorise pharmaceutical companies temporarily to build up a lower
level of buffer stock for medicinal products of major therapeutic interest (MITM) that are out of stock or at risk
of being out of stock;
- the conditions for drawing up and updating plans for the management of shortages (SMPs);

It first specifies the conditions under which the Director General of the French National Agency for Medicines
and Health Products Safety (ANSM) may, in order to promote an appropriate and continuous supply to the
national market, authorise the marketing authorisation holder (MAH) or the pharmaceutical company
operating a MITM that is out of stock or at risk of being out of stock temporarily to build up a reduced level
buffer stock. 

It then defines the conditions for drawing up and updating SMPs, which were previously governed by a
model established by decision of the Director General of the ANSM. It also provides for the possibility for the
Director General of the ANSM to impose stricter requirements on SMPs for medicinal products that have
regularly been subject to risks of shortages or actual shortages over the past two years.

9. The draft decree forms part of the measures to combat medicinal product shortages with a view to
enabling better anticipation and management of such shortages, as well as ensuring continuity of patient
treatment. 

The Director General of the ANSM may now authorise, on an exceptional and temporary basis,
pharmaceutical companies to build up a buffer stock at a level lower than the level normally required for
medicinal products of major therapeutic interest (MITM) in cases of force majeure or in other exceptional
circumstances, duly justified by objective and sufficient evidence. This derogation from ordinary law is
intended to promote an adequate and continuous supply to the domestic market. This measure supplements
those relating to the creation of buffer stocks of medicinal products and in particular MITMs which had been
notified under notification No 2020/599/F.

To address the public health challenge posed by constraints in the supply of medicinal products, it is further
proposed to clarify the conditions for the preparation and updating of plans for the management of
shortages. These SMPs are developed for all MITMs in order to identify the risks of unavailability and



provide solutions with the aim of ensuring the continuity of treatment for the patients concerned. The decree
specifies the main elements expected in the SMPs, which have so far been laid down by decision of the
Director-General of the ANSM, and leaves it up to the Director-General of the ANSM to make these SMPs
subject to enhanced requirements, for medicinal products that are regularly in a situation of risk of shortages
or actual shortages. 

The introduction of such measures meets the real public health challenge and will enable the health agency
(ANSM) to manage shortages more efficiently and properly. The possibility of exemptions in exceptional
circumstances, such as force majeure, allows the principle of proportionality to be respected. The aim is to
ensure a continuous supply to patients, even in situations of severe supply pressure.

These enacting terms are also proportionate:

- The reduction in the level of the buffer stock level is authorised only on an exceptional and temporary basis,
at the request of the pharmaceutical company, for a maximum period of six months and renewable only if the
situation persists. Thus, the authorisation by the Director General of the ANSM to hold stock levels below
those required by common law will cease at the end of the six-month period. This arrangement is not
intended to reduce the storage requirement but to ensure the supply of medicinal products in specific
situations.

- The decree specifies the main elements expected from pharmaceutical laboratories in their plans for the
management of shortages. Until now, these elements were determined only by decision of the Director
General of the ANSM. The precision of the expectations in the law provides laboratories with greater
predictability and remains a guarantee of stability. The Agency’s Director-General may also impose stricter
requirements as regards the plans for the management of shortages for medicines that have been subject to
risks of shortages or actual shortages in the last two years. This measure helps to anticipate shortages of
medical products that are often in high demand. 
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