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Continuously monitored and updated

The Haute Autorité de Santé (HAS; National Health Authority) uses its Commission de la
Transparence {CT; Transparency Committee) to evaluate new drugs.
* The Comité Economigue des Produits de Santé (CEPS; Economic Committee for Healthcare
Products) conducts cost-effectiveness assessments and price-volume negaotiations, and it sets the
Tt i i ices of reimbursable outpatient drugs and some hospital-only medicines.
Pncmg and Reimbursement Overview . '?'rhe Commission EvaJuatl'r?;:aEcammIgue et de Santé Ppubrr'que‘{c EESP: Commission for Economic
(France) Evaluation and Public Health) is responsible for conducting health economic evaluations for drugs
that have an ASMR rating of I, Il, or Ill, or drugs that could have a significant impact on health
insurance spending, specifically when projected sales are greater than €20 million.

HEﬁ%ﬁ’l‘ﬁ *E% 1son for update Date Reason for update descri

B\ﬁ H%}i Hye Updated to include HAS Guideline: Early Access to B G ic t .
NELS ftent Update 2021-10-13 gﬁmmwmum (1D The Comité Economigue des Produits de Santé (CEPS; Economic Committee for Healthcare Products)
Updated to include HAS Guideline: Submission of an Q2.3.2 How is the price of a therapy determined?
T c = P— f Inclusi
Content Update [2021-09-09 [the Lists of Reimbursable Specialties provided A Branded therapies
the Social Security Code and A"t'de_'-- 5123-2 of the The Transparency Commission of HAS is responsible for evaluating the therapeutic benefit of medicinal
ICode], 20-|ul-202] (IDRAC 334863) in 03.1.1. products for which are requested:
Formatting Change  [2021-07-16 Nt;tﬂgn ificant change to report. Typo (repeated wor < Reimbursement
MNew [2021-07-09 F; * Approval for hospital and healthcare centres (Article L. 5123-2 of the CSP).
In December 2020, the Transparency Commission (CT) provided its "doctrine (IDRAC 323733)" (rev 1),
Q1 Healthcare System which is a working tool aimed at outlining the main elements and criteria taken into account by the CTin
its assessments and appraisals. This document focuses on:
Q1.1 Legal basis + Clarification of the factors determining the CAV score and extension of eligibility conditions for
- ] . jor CAV:
France offers citizens universal coverage at the point of care through a statutory healtt major LAV, . . ) )
system (Assurance Maladie, established in 1945), with the private sector providing mg ‘ ;ﬁ.ssessmertlof innovation and the management of uncertainty using surrogate endpoint
supplementary coverage. or example;
, . X . . . * Elements related to the predictability of CB and, in particular, an insufficient CB;
France’s healthcare system is governed by the following legislation and regulations: + Definition of a public health benefit and of the criteria used to assess it;

* Clarification on how guality-of-life data and real-life data are taking into account;
« Incorporation of the patient perspective.

The Transparency Commission does two assessments when a company submits a drug for

G ACRRSY 1| D= I b Econarmic Evaluaton af Producrs Dermaring ASMR o ASA.af Levels L1

(IDRAC 172520) . o reimbursement. First, the commission assigns the "Service Médical Rendu” (SMR) or drug's medical
/\d) 7 /- 7‘| Z 2 * Decree 2012-1033: Relating to Procedure for Monitoring Swormn Agents of Local d benefit using six criteria: efficacy; safety; expected position of the product in the treatment paradigm;
Health Insurance, 07-Sep-2012 {IDRAC 149811) severity of disease; whether the product is preventative, curative or treats the symptoms of disease; and
* Decree 2015-179: Laying Down the Procedures Applicable to the Management P public health impact. The SMR assessment determines whether a drug is reimbursed and the rate of
165-1-1 of the Code of Social Security, 16-Feb-2015 (IDRAC 208476) reimbursement.
+ Decree 2008-108: Implementation of the Article L. 5125-23-1 of the Public Healt
Feb-2008 (IDRAC B0129) i
*+ Decree no, 2020-1090 of 25-Aug-2020 on Various Measures regarding the Coverg | N Reimbursement
Products (IDRAC 317457) ating
* Law 2020-1576: Social Security Financing for the Year 2021, 14-Dec-2020 (IDRAJ Major medical benefit 100 %
. - - - - - : S = L .
2015 Sodial Security Finance Bill (Le Projet de Lol de Financement de |3 Securite. portant medical benefit 165 %6
(IDRAC 206493) Moderate medical benefit 30%
Q1.2 How is the healthcare system organized in this market? E:Sr;;ig':::cal benefk é;%
The French healthcare system is a Bismarckian statutory health insurance system wit L. . .
L H N N . After the SMR decision, the drug then proceeds to the second assessment, in which
certiralized system. Faniament {the National Assembly and the Senate} is responsible the commission gives an advice and defines the “Amélioration du Service Médical Rendu” (ASMR**) or
the product’s improvement of medical benefit by considering the benefit/risk ratio of the product in

0 C I a rivatem comparison with other products intended for the same purpose.

ASMR rating scale ranges
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Argentina, Australia, Austria, Belgium,

Colombia, Costa Rica, Crc¢
Union, Finland, France, G
Indonesia, Iraq, Ireland, |
Malaysia, Mexico, Morocc
Philippines. Poland. Porti

Brazil, Canada, Chile, China, Colombia,

France, Germany, India, Indonesia, Italy, Japan, Mexico, Netherlands, Philippines,
Poland, Saudi Arabia, South Africa, South Korea, Spain, Sweden, Switzerland,

Taiwan, Thailand, Turkey, USA, United Kingdom, Venezuela, Vietnam
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¥ Q1 Healthcare System

Q1.1 What is the
legal basis for the
healthcare system?

Q1.2 How is the
healthcare system
organized?

Q1.3 How is the RegUIatorv summary o Clarivate“
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technology
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similar program fo
assess therapies for
reimbursement or
price? Reason for update Date Reason for update description

S Eo IContent Update 2025-10-02 [This revision introduced the content of the summary.
S [This revision reorganized the content of the summary between
IC!:'s 1| \tNh_at%s th; [sections Qxxx and Qxxx/other RS to specify].
legal basis for the i
TR ST lContent Update 2025-08-18 The regulatory summary has been updated to add the following

reference documents with no impact to the content:
Q3.2 What competent
authorities are * Resolution CMED 2 (IDRAC 411429): Establishes the Medicinal
involved in drug Products Market Follow-up System (Sistema de

pricing in this Acompanhamento do Mercado de Medicamentos-SAMMED),

country? 23-Feb-2015 (Official Consolidated Version Up to Amendments
Q3.3 Launch price Brought by Resolution CM-CMED 2/2025 of 03-Jun-2025) in
section Q3.1;

+ Resolution CMED 3 (IDRAC 411430): Approves the Criteria for
Price Definition of Medicinal Products Regulated by ANVISA
and Quihiert tn CMFN'e Price Cantral 23-Fah-2018 (Offirial
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Pricing and Reimbursement System and Policy Overview

Algeria, Bulgaria, Costa Rica, Croatia, Czech Republic, Denmark, Egypt, Estonia, European
Union, Finland, Greece, Guatemala, Hong Kong, Hungary, Iraq, Ireland, Israel, Jordan,
Kenya, Latvia, Lebanon, Lithuania, Malaysia, Morocco, New Zealand, Nigeria, Norway,
Panama, Peru, Portugal, Romania, Serbia, Singapore, Slovakia, Slovenia, Tunisia, Ukraine,

United Arab Emirates
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