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2. France

3A. Ministéres économiques et financiers

Direction générale des entreprises

SCIDE/SQUALPI - Pdle Normalisation et réglementation des produits
Bat. Sieyes -Teledoc 143

61, Bd Vincent Auriol

75703 PARIS Cedex 13

3B. Ministére de la santé et de l'accés aux soins
Direction de la sécurité sociale

Sous-direction du financement du systéme de soins
Bureau des produits de santé - 1C

14, avenue Duquesne

75350 PARIS 07 SP

4. 2025/0544/FR - S00S - HEALTH, MEDICAL EQUIPMENT



5. Order on reconditioning pursuant to Article L5212-1-1 of the Public Health Code

6. Medical devices for individual use (pursuant to Article L5212-1-1 of the Public Health Code)

8. Pursuant to Article L5212-1-1 of the Public Health Code, this Order lays down the conditions to which
reconditioning operations are subject in order to ensure the quality and safety of use of the reconditioned
device. These conditions are established by a mandatory technical standard.

Decree No 2025-247 of 17 March 2025 on the reconditioning of certain medical devices defines the rules
guaranteeing the quality and safety of reconditioned medical devices after they have been put into service,
as well as the rules governing coverage by the French national health insurance scheme (national social
security system) and the traceability requirements for these products. This Decree was notified under the
2015/1535 procedure (2023/0135/F) on 24 March 2023.

As a reminder, Regulation (EU) 2017/745 of 5 April 2017 on medical devices does not harmonise rules
relating to the further making available on the market of medical devices after they have already been put
into service such as in the context of second-hand sales, as stated in recital 3.

9. The measure pursues a twofold general purpose for the product categories identified in the Order in
question:

- to avoid waste and premature obsolescence by extending the period of use of the medical devices
concerned, while ensuring their safe use by creating a technical standard for reconditioning, issued for a
period of 4 years by a certifying body accredited by the French Accreditation Committee or by another
national accreditation body referred to in Regulation (EC) No 765/2008 of the European Parliament and of
the Council of 9 July 2008, setting out the requirements for accreditation for reconditioning and with the
traceability of those devices in an information system called Registration relating to the official movement of
medical devices (ECO-DM) provided for in Article L165-1-8 of the Social Security Code;

- to allow the patients concerned greater access to these reconditioned devices — under all the required
health safety conditions — and to be reimbursed by health insurance with limited personal expenses.
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