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National policy on health technology

Health technology (medical device) national policy: Yes, and it is part of the National Health Program/Plan or Policy
Web site: http:/www.sante-sports.gouv.fr/les-dispositifs-medicaux.html

Language(s): Francais

MOH responsible for health technology policy implementation: Direction Générale de la Santé et Direction Générale de
I’Offre de Soins

Regulatory agency

Authority responsible for implementing and enforcing regulations in your country: Yes
Name of principal institution: Ministére du travail, de I'emploi et de la santé

Web site: http:/www.sante.gouv.fr/

Contact: Ms Emmanuelle BARSKY

Telephone number: (+33) 140564972

Email: emmanuelle.barsky@sante.gouv.fr

National health technology assessment unit
Unit/department: Haute Autorité de Santé

Web site: http:;/www.has-sante.fr

Contact: Jean-Patrick SALES

Email: jp.sales@has-sante.fr

National health technology management units
National health technology unit(s): Yes

DEVELOPMENT OF TECHNICAL SPECIFICATIONS FOR PROCUREMENT PROCESS:
Unit/department: —

Web site: —

Contact: —

E mail: —

OTHER: Conformité des dispositifs médicaux aux normes de sécurité sanitaire
Unit/department: AFSSAPS Agence francaise de sécurité sanitaire des produits de santé
Web site: http:/www.afssaps.fr

Contact: Jean-Claude GHISLAIN

Email: Jean-Claude.GHISLAIN@ansm.sante.fr

OTHER: —

Unit/department: —

Web site: —

Contact: —

Email: —

Medical device nomenclature system
Official nomenclature system for medical devices: Yes Type: Based on GMDN (Global Medical Device Nomenclature)
Use: For regulatory purposes

Nomenclature system name: — Web site: http:;/www.legifrance.gouv.fr/affichCode.do;jsessionid=3DA99E555FOAB933EOB91227
088DB46C.tpdjo04v_3?idSectionTA=LEGISCTAO00006190738&cidTexte=LEGITEXTOO0006072665&date Texte=20100330

Medical device incorporation
PROCUREMENT Medical device incorporation commentsh:

Policy or guideline: No -
Web site: —

National level procurement: No

Web site: —

DoNATIONS

Policy or guideline: No

Web site:—

TECHNICAL SPECIFICATIONS

Technical specifications to support procurement or donations: Yes
Web site: http://www.ameli.fr/professionnels-de-sante/fournisseurs-de-biens-

medicaux/exercer-au-quotidien/liste-des-produits-et-prestations-lpp/liste-des- 7 "; \, World Health
produits-et-prestations-lpp/consultation-et-telechargement-de-la-lpp.php \\’l I\ l‘} 0 izati
- NS¢ Urganization

http://www.who.int/medical_devices
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Inventory and maintenance
Type of inventories available: —
Comments: —

Medical equipment management unit: Yes

I National level = — ‘I Regional level = — ‘I Hospital level = —

Management software: —
Software and comments® —

Lists of medical devices

LisTs OF APPROVED MEDICAL DEVICES FOR PUBLIC PROCUREMENT OR REIMBURSEMENT:
Lists available: Yes

Unit: Ministére chargé de la santé et de la sécurité sociale

Web site: —

NATIONAL LISTS OF MEDICAL DEVICES FOR DIFFERENT TYPES OF HEALTHCARE FACILITIES
OR SPECIFIC PROCEDURES: Lists available: For different healthcare facilities and
specific procedures

Web site - facilities: http:/www.ameli.fr/professionnels-de-sante/fournisseurs-de-biens-
medicaux/exercer-au-quotidien/liste-des-produits-et-prestations-lpp/liste-des-produits-et-
prestations-lpp/consultation-et-telechargement-de-la-lpp.php

Lists comments®

La liste des dispositifs médicaux
et prestations pris en charge par
’'assurance maladie est accessible
a l'adresse suivante:http:/www.
ameli.fr/professionnels-de-sante/
fournisseurs-de-biens-medicaux/
exercer-au-quotidien/liste-des-
produits-et-prestations-lpp/liste-
des-produits-et-prestations-lpp/
consultation-et-telechargement-

Web site - procedures: — de-la-lpp.php

NATIONAL LIST FOR DISEASES AND SITUATIONS:

Lists available: No list available

Web site: —

Types: Comm(LJJl_nicabIe Non—commu_nicable Injuries Publ_ic he_alth

iseases diseases emergency situations

Healthcare facility Public sector Private sector Total |003885F',2'Pﬁ;i0n
Health post n/a n/a n/a n/a
Health centre n/a n/a n/a n/a
District hospital n/a n/a n/a n/a
Provincial hospital n/a n/a n/a n/a
Regional hospital n/a n/a n/a n/a
Medical equipment Public sector Private sector Total I,Oogggglg);gﬁlration
Magnetic Resonance Imaging 325 326 651 10.126
Computerized Tomography Scanner n/a n/a n/a n/a
Positron Emission Tomography Scanner n/a n/a n/a n/a
Nuclear medicine n/a n/a n/a n/a
Mammograph* n/a n/a n/a n/a

Linear accelerator n/a n/a n/a n/a
Telecobalt unit (Cobalt-60) n/a n/a n/a n/a
Radiotherapy n/a n/a n/a n/a

* Density per 1,000,000 females aged from 50-69 old.

Additional information and comments’;

Dans cette enquete, nous avons mentionnées la HAS et ’ANSM qui sont deux agences qui sont chargées:
HAS: Agence d’évaluation des dispositifs médicaux, ANSM : Agence nationale de sécurité du médicament qui est chargée

de la sécurité sanitaire des dispositifs médicaux

Contacts WHO representive:

FocAL POINT Name: —

Name: Geraldine Bonnin Email: —

Position title: Chargée de mission WHO health products focal point:
Department: Bureau internatoinal Santé et protection Name: —

sociale , Delegation aux affaires européennes et e

; ; L ; ) Email:

internationales, Ministere des Affaires sociales et de la

santé Telephone: —

Email: Geraldine. BONNIN@sante.gouv.fr
Telephone: (+33) 140 56 7152
Postal address: 14 avenue duquesne, 75350 Paris 07 SP

* UNPDasof | July 2012 2013 update) § \WHO 2012 data

a WHO 2012 data e WB20I3 (2014 update)
B WB 2014 classification n/a not applicable

Y WB 2013 data (2014 update)

\y"’@ World Health
&3 Organization

=

A The full text can be found at www.who.nt/medical_devices/countries/full_textxls — http://www.who.int/medical_devices
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