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DECREE no. ... of...
relating to the restoration of certain medical devices to good working order 
NOR: SPRS ... D
Public concerned: operators and retail distributors of medical devices; National Agency for the Safety of Medicines and Health Products; regional health agencies; health insurance funds; Agency for information on hospitalisation; patients.
Object: definition of the rules guaranteeing the quality and safety of the use of medical devices restored to good working order, where appropriate covered by health insurance, and the traceability arrangements for these products.
Entry into force: the text shall enter into force on 1st July 2023.
Notice: the Decree lays down the procedures for regulating the activity of restoring to good working order of certain categories of medical devices for individual use. It also specifies the conditions for the implementation of a comprehensive register enabling the traceability of medical devices restored to good working order and the content of information collected within the information system called “Registration of the Official Circulation of Medical Devices”.
References: this Decree is adopted for the application of Article L. 5212-1-1 of the Public Health Code and Article L. 165-1-8 of the Social Security Code resulting from Article 39 of Law No 2019-1446 of 24 December 2019 on the financing of social security for 2020. The text and the provisions of the Social Security Code and the Public Health Code it creates or amends can be consulted, in their wording resulting from this amendment, on the Légifrance website (http://www.legifrance.gouv.fr). 
The Prime Minister,
On the report of the Minister of Health and Prevention, 
Having regard to Regulation (EU) 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC;
Having regard to Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices, amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and repealing Council Directives 90/385/EEC and 93/42/EEC, as amended by Regulation (EU) 2020/561 of the European Parliament and of the Council of 23 April 2020;
Having regard to Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services, and in particular Notification No 2023/XXX/F; 
Having regard to the Public Health Code, in particular Article L. 5212-1-1 thereof;
Having regard to the Social Security Code, in particular Article L. 165-1-8 thereof;
Having regard to the opinion of the French Committee for Occupational Accidents and Professional Illnesses (CAT/MP), dated XX;
Having regard to the opinion of the Agricultural Mutual Assistance Association dated XX; 
Having regard to the opinion of the National Health Insurance Fund dated  XX;
Having regard to the opinion of the National Social Health Insurance Funds Union dated XX;
Having regard to the opinion of the National Commission on Information Technology and Liberties dated XX;
Having heard the Council of State (social section),
HEREBY DECREES:
Article 1 
Chapter 2 of Title I of Book II of Part Five of the Public Health Code is hereby amended:
(1) In the second subparagraph of Article R. 5212-16, after the words: “Distributors of medical devices” shall be inserted the following words: “as well as the approved centres or professionals referred to in Article L. 5212-1-1”;
(2) The chapter is supplemented by a section 7 which reads as follows:
“ Section 7: Restoration to good working order 
“ Article R. 5212-44. - The restoration of a medical device to good working order within the meaning of Article L. 5212-1-1 corresponds to all maintenance and servicing operations carried out on that device for the purpose of a new distribution, in accordance with the manufacturer’s instructions provided for in the instruction manual, when it has already been put into service, with the exception of products refurbished within the meaning of Article 2(31) of Regulation (EU) 2017/745 of 5 April 2017. The restoration to good working order enables to restore the function of the device in accordance with the intended purpose indicated by the manufacturer, covered by the EC marking, without altering the performance, technical and functional characteristics, in particular as regards hygiene and safety. It enables to extend the duration of use of the medical device beyond the service life provided for by the EC marking, within the limit of a period fixed by order of the Ministers responsible for health and social security, if necessary according to the category of device concerned.
“ Article R. 5212-45. – I. - The list of medical devices for individual use which can be restored to good working order is laid down by order of the Ministers responsible for health and social security.
“ II. - The standard defining the conditions under which the restoration to good working order is carried out in order to guarantee the quality and safety of use of medical devices restored to good working order as defined in Article R. 5212-44 is laid down by order of the Ministers responsible for health and social security and industry.
“ Article R. 5212-46. - I. –  The centres or professionals are approved to carry out the restoration to good working order provided for in Article L. 5212-1-1 by issuing a certification attesting to the conformity of their practice with the requirements defined by the standard referred to in Article R. 5212-45. This approval is mandatory for carrying out any  activity related to restoration to good working order regardless of the operator. 
“ II. – The certification procedure is established and made public by order of the ministers responsible for health and social security. 
“ III. –  The application for certification shall be made by the centre or professional to a certifying body benefiting from an accreditation issued by the French Accreditation Committee or the national accreditation body of another Member State of the European Union, a member of the European Cooperation for Accreditation and having signed the multilateral mutual recognition agreements covering the certification in question.
“ IV. - The certifying bodies shall forward the certification decision to the applicant, the National Agency for the Safety of Medicines and Health Products, the Ministers responsible for Health and Social Security and the Director-General of the regional health agency with territorial competence for the place where that activity is carried out. 
“ V. - The certification is issued for a maximum period of four years renewable.
“ VI. – TheMinisters responsible for health and social security, the National Agency for the Safety of Medicinal Products and Health Products and the Director General of the Regional Health Agency or the Departmental Directorates for the Protection of Territorial Populations on the basis of the place where this activity of restoration to good working order is carried out can request a copy of the audit reports used for the certification drawn up by the certifying bodies. These bodies shall issue the report within one month of the request. 
“ VII. – TheMinisters responsible for health and social security publish on the website of the Ministry of Health the list of approved centres and professionals.
“ VIII. – The certifying bodies referred to in III may carry out a control audit at any time during the period mentioned in V in order to verify compliance with the requirements laid down in the standard provided for in Article R. 5212-45.
“ The National Agency for the Safety of Medicinal Products and Health Products, the Director-General of the Regional Health Agency or the Departmental Directorates for the Protection of Populations competent for the place where this activity of restoration to good working order is carried out and the Ministers responsible for health and social security may, when they are aware of any suspicion of non-compliance with the requirements laid down by the applicable standard, refer to the certifying body responsible for the certification in order to organise a control audit and, where appropriate, fix the maximum period within which such control is to be carried out.
“ IX. –  When a certifying body responsible for the certification becomes aware of or finds a failure by a centre or professional to comply with the requirements of the standard provided for in Article R. 5212-45, it shall inform the National Agency for the Safety of Medicines and Health Products, the Director General of the Regional Health Agency or the Departmental Directorates for the Protection of the Competent Populations on the basis of the place where this activity of restoration to good working order is carried out and the Ministers responsible for health and social security.
“ Any approved centre which, as part of a restoration to good working order, implements procedures which may call into question its compliance with the standard provided for in Article R. 5212-45 must be submitted without delay for a new certification or audit to ensure that corrective measures are implemented. 
“ The certifying body shall suspend or withdraw the certification of the centre or professional, if it no longer meets the criteria referred to in I.
“ X. - The certifying body informs the National Agency for the Safety of Medicines and Health Products, the Director-General of the competent regional health agency in respect of the place of exercise of this activity of restoration to good working order, the departmental directorates for the protection of populations and  the ministers responsible for health and social security, decisions to suspend or withdraw certification of the centres or professionals carrying out the activity of restoration to good working order. These decisions are published on the website of the Ministry of Health.”
Article 2 
Chapter 5 of Title VI of Book I of the Social Security Code (regulatory part: Decrees in the Council of State) is hereby amended:
(1) After (5) of Article R. 165-4, a (6) shall be inserted as follows:
“(6) Medical devices included in the list provided for in Article L. 5212-1-1 of the Public Health Code which are not declared as reusable in the CE marking.”;
(2) It is supplemented by a Section 21 worded as follows:
“ Section 21: Restoration to good working order 
Subsection 1: Distribution rules
“ Article 165-104. -  When the list referred to in Article L. 165-1 provides for the care of a medical device restored to good working order or which may be restored to good working order under the conditions laid down in Article L. 5212-1-1 of the Public Health Code and when the distribution rules referred to in the first subparagraph of Article L. 165-1 of this Code so specify, the retail distributor, in the context of the distribution of such a medical device, shall inform the patient of the possibility of having recourse to a device conforming to its prescription and restored to good working order and of the associated methods of acquisition and care.
“ Subsection 2: Patient commitment
“ Article R. 165-105. - When the care of a medical device is subject to the commitment made by the insured to return it in accordance with Article L.165-1-8 II, this commitment shall be made in accordance with the terms and conditions laid down by order of the Ministers responsible for health and social security. The commitment shall be recorded in a dematerialised manner in the ECO-DM register referred to in Article R. 165-106.
“ Subsection 3: Product identification
“ Article R. 165-106. – The order of the ministers responsible for health and social security referred to in Article L. 165-1-8 II may make the care of the products provided for in Article L. 165-1-8 subject to their identification in the information system known as “Registration of the Official Circulation of Medical Devices” or ECO-DM.
“ Article R. 165-107. – The identification referred to in Article R. 165-106 shall consist of the affixing to the product, by an authorised operator, of the unique device identifier (UDI) provided for in Article 27 of Regulation (EU) 2017/745 of 5 April 2017 on medical devices.  
 “ The application for affixing shall be made by the operator of the product before the first commissioning of the product.
“ The process of affixing the identifier must ensure the visibility and permanence of the identifier and its inalterability, excluding the case of voluntary degradation.
“ The registration of the identifier and product description characteristics in the ECO-DM system shall be carried out by the retail distributor at the time of the first commissioning. 
“ Article R. 165-108. – An authorised operator shall have a technical process enabling the identifier to be affixed to the product.
 “ The technical process used to identify products may be prescribed by order of the Ministers responsible for health and social security. 
“ Article R. 165-109. – Identification operators meeting the conditions of solvency, competence and reliability defined by order of the ministers responsible for health and social security may be authorised to carry out the identification referred to in Article R. 165-106. 
“ Provided that the conditions laid down in the first subparagraph are met, the approval granted to cycle identification operators pursuant to Article R. 1271-16 of the Transport Code shall constitute approval for the identification of products referred to in Article L. 165-1-8.
“ Approval shall be granted for a renewable period of one year, tacitly up to a maximum of 6 years.
“ Article R. 165-110. – The information system known as “Registration of the Official Circulation of Medical Devices” shall be implemented by the Agency in charge of information systems mentioned in Article R. 163-13-1. The Agency may use, for the management of this information system, a service provider acting as a subcontractor in accordance with Article 28 of Regulation (EU) 2016/679 of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data.
Subsection 4: Information held in the database 
“ Article R. 165-111. –  I. - The ECO-DM system shall consist of two modules for each product identifier concerned:
“1. A product module comprising:
“a) The commercial name of the product commissioned, its product reference and any information enabling the model of the product to be accurately identified and, where appropriate, the nature of the associated options;
“b) The code corresponding to the inclusion of the product on the list of products and services referred to in Article L. 165-1, which corresponds, for a product listed under generic description, to the code mentioned in Article L. 165-5-1;
 “c) The date of first commissioning upon distribution by a retail distributor of the product to a patient;  
“d) The date of each distribution of the product to any new patient and the name, SIRET number, AMELI number and address of the distributor concerned;
"e) The reference to the maintenance and repair operations carried out, in compliance with the standard provided for in Article R. 5212-45 II of the Public Health Code, on the product during its lifetime and the date, name, SIRET number and address of the company that carried them out;
“f) The mention of a restoration to good working order and the date, name, SIRET number and address of the company that carried out the operations related to the restoration to good working order;
“g) The status of the product in real time: assigned to a patient, stored, in the process of restoration to good working order, stored after the latter or destroyed. Except in case of assignment to a patient, the name, the SIRET number, the AMELI number and the address of the approved distributor, centre or professional concerned shall be specified.
“ The product module enables access to the history of the duration of use of the product containing the characteristics of the product and the various maintenance and repair operations carried out on the product since it was commissioned;
“2. A patient module containing the following personal data: 
“1. The patient’s surnames (family name and preferred name) and first names; 
 “2. The information necessary for contact with the patient: postal and e-mail addresses, telephone contact details.
 “ II. - The information included in each of the modules mentioned in I shall be transmitted, in a dematerialised manner, to the agency in charge of information systems referred to in Article R. 163-13-1 in accordance with Article L. 165-1-8 III, under conditions defined by order of the ministers responsible for health and social security.
 “ The information provided for in a to d of (1) of I shall be transmitted at the time of the first commissioning of the product by the retail distributor.
“ The information provided for in e and f of (1) of I shall be transmitted, at each of the events mentioned in these subparagraphs, by the retail distributor or the approved centre or professional carrying out the operations referred to.
“ The information provided for in g of (1) of I shall be updated by the retail distributor or the centre or professional approved at every distribution of the product to a patient, each time the product is returned by a patient under II of Article L. 165-1-8, each time the product is restored to good working order or destroyed.
“ The information provided for in (2) of I shall be transmitted by the retail distributor at each distribution of the product to a patient.”
Subsection 5: Access to the base
“ Article R. 165-112.-I. - Public institutions and bodies entrusted with a public service mission authorised to access the personal data of the patient module of the ECO-DM information system, to contact patients who have a product registered in this information system are as follows:
· Health insurance organisations;
· National Agency for the Safety of Medicines and Health Products;
· The agency in charge of information systems referred to in Article R. 163-13-1;  
· Regional health agencies.
“ II. - State services, public institutions and bodies entrusted with a public service mission authorised to access the data of the ECO-DM information system product module are as follows: 
(1) The Directorate for Research, Studies, Evaluation and Statistics;
(2) The Directorate-General for Health;
(3) The Directorate for Social Security;
(4) The Directorate-General of Social Cohesion;
(5) Health insurance organisations;
(6) The agency responsible for information systems referred to in Article R. 163-13-1 of the Social Security Code e;
(7) National Agency for the Safety of Medicines and Health Products;
(8) The National Solidarity Fund for Autonomy. 
“ III. - The personal data of the patient module of the ECO-DM information system shall be accessible by secure access to retail distributors for the sole purpose of contacting patients who have a product registered in the information system for which the last distribution was carried out by them.
“ IV. - The product module data of the ECO DM information system is accessible via secure access:
““(1) Centres or professionals approved for products for which they carry out operations related to maintenance, repair or restoration to good working order in accordance with Article R. 165-111 I (1)(e) and (f) or returned to it by a patient pursuant to Article L. 165-1-8 II;
“2. To retail distributors for products for which the last distribution was carried out by them and for products not assigned to a patient in accordance with (g) of (1) of I of Article R. 165-111.
“ V. - The rules for the secure management of the ECO-DM information system are established, after consulting the French Data Protection Authority, in accordance with the principles defined in Article L. 1470-5 of the Public Health Code.”
“ Article R. 165-113. - I. - Persons shall, at the time of delivery of the product, receive individually the information provided for in the provisions of a, c and e of (1) and a and b of (2) Article 13 of Regulation (EU) of 27 April 2016 referred to in Article R. 165-110.
“ II. - The rights of access and rectification, as well as the right to restriction, shall be exercised with the director of the agency in charge of the information systems referred to in Article R. 163-13-1, under the conditions laid down in Articles 15, 16 and 18 of Regulation (EU) of 27 April 2016 referred to in I.
“ In view of the public interest referred to in Article 17(3)(c) of the same Regulation, the right to object does not apply to the processing provided for in Article R. 165-112.”
Article 3 
I. - By way of derogation from Article R. 5212-46 of the Public Health Code as follows from the provisions of this Decree and for a maximum period of 18 months from its entry into force, centres and professionals wishing to carry out the restoration to good working order of medical devices for individual use appearing on the list mentioned in the first subparagraph of Article L. 5112-1-1 of the Public Health Code may be approved if they transmit to the Director General of the National Agency for the Safety of Medicines and Health Products their commitment that their practice is in accordance with the standard mentioned in Article R. 5212-45 of the same Code. 
The National Agency for the Safety of Medicines and Health Products informs the ministers responsible for health and social security. 
These ministers make public on the website of the Ministry of Health the list of approved centres and professionals. 
II. - By way of derogation from Article R. 165-108 and II of Article R. 165-111 of the Social Security Code as they result from this Decree, concerning the products mentioned in I of Article L. 165-1-8 of the same Code which were put into service and taken care of prior to the coming into force of this Decree, the first retail distributor who carries out an action, a restoration to good working order or to whom the product is returned by a patient in accordance with the (e) to (g) of I of Article R. 165-111 of the Social Security Code carries out:
· the application for an identification number from an authorised operator as defined in Article R. 165-108 of the Social Security Code if the product does not have the identifier provided for in Article 27 of Regulation (EU) of 5 April 2017 referred to above. In these cases, the format of the identifier is specified by order of the ministers responsible for health and social security; 
· registration in the ECO-DM information system and transmission of information to the agency in charge of the information systems referred to in Article R. 163-13-1 of the Social Security Code.
Article 4
The provisions of this Decree shall enter into force on 1st July 2023.
Article 5
The Minister for the Economy, Finance and Industrial and Digital Sovereignty, the Minister for Health and Prevention and the Minister Delegated to the Minister of the Economy, Finance and Industrial and Digital Sovereignty, responsible for public accounts, shall be responsible, each with regard to him, for the execution of this Decree, to be published in the Official Journal of the French Republic. 
Done on
By the Prime Minister:
The Minister for Health and Prevention,
François BRAUN
The Minister of the Economy, Finance, and Industrial and Digital Sovereignty,
Bruno LE MAIRE
The Minister Delegated to the Minister of the Economy, Finance and Industrial and Digital Sovereignty, responsible for public accounts,
Gabriel ATTAL
