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Our healthcare system faces a number 
of challenges, such as universal access 
to treatment, health security and the 
provision of walk-in screening for 
age-related conditions and chronic 
diseases. 
Medical devices can be part of the 
response, although their rapid 
development raises certain concerns. 
In fact, it has brought about the 
emergence of new products that do 
not replace or improve upon existing 
devices, and increased expenditure 
and considerable excess costs for 
certain patients. 
There is therefore a need to reconcile 
the development of medical devices 
with a health benefit that are 
universally accessible for all with 
a health policy that both rewards 
research and innovation and keeps 
down costs for patients that cannot 
be met by public health insurance and 
top-up health insurance policies.
Medical devices provide a unique 
standpoint from which to consider 
the appropriateness of prescription 
and use, the training of healthcare 
professionals and the role of 
patients, and the tension between 
the dissemination of innovation, the 
financing of expenditure and the 
imperative of access to treatment. In 
this regard, the ESEC would like to see 
medical devices accorded the role they 
deserve in the national health strategy 
and in the Healthcare Bill.
This opinion is consistent with other 
work by the ESEC highlighting the need 
to increase the role of prevention in a 
primarily treatment-based healthcare 
system, to encourage a cross-cutting 
approach and coordination between 

healthcare professionals and to involve 
patients as actors in their own health. 
Medical devices have a full role to play 
in this process.
Without seeking to downplay the 
contribution of tried and tested 
devices that are already widely used, 
the ESEC has chosen to highlight 
those that are most innovative and 
that raise major questions in terms 
of development, ethics, financing, 
training of healthcare professionals 
and provision of information for 
patients. The Opinion explores the 
link between healthcare policy and the 
need to structure an industrial sector 
that is a creator of skilled employment. 
In an expanding global market, France 
has a negative trade balance, even 

though it possesses highly qualified 
scientists, creative start-ups, a high-
quality healthcare infrastructure, and 
expert healthcare professionals. 
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Medical devices cover a very wide field, ranging from common items 
such as  dressings,  to medical  imaging,  implantable devices and 
revolutionary technologies such as "artificial hearts". With the proliferation  
of networked devices, medical robotics and in vitro devices, the field of medical devices 
is growing in new ways.

THE DEVICES MARKET IN 
FIGURES

 Ê In 2013, the estimated 
value of the French 
medical devices market 
was  
€23 billion, and that of the 
pharmaceuticals market 
was  
€27 billion. 
 Ê In 2013, out of 800,000 
to 2,000,000 available 
products, 80,000 medical 
devices were refundable 
by the Public Health 
Insurance Scheme 
accounting for an out-
patient expenditure of 
€13.4 billion. €5.8 billion 
was refunded by the Social 
Security Fund and 7.6 
billion was met by top-up 
health insurance policies 
and by households. 



GUARANTEE THE QUALITY AND SAFETY OF MEDICAL DEVICES

 Ê Improve the traceability of medical devices 
• At the EU level, create a new classification system for medical devices(particularly by stepping up the 

requirement for prior clinical trials); 
• At the national level, make disclosure of medical records by healthcare professionals compulsory.
 ÊStep up the independent training of healthcare professionals 

 ÊStep up initiatives for providing information, training and support to patients  
by involving recipients and user and patient associations.

PROMOTE ACCESS TO EFFICIENT MEDICAL DEVICES  
WITH GENUINE ADDED VALUE FOR HEALTHCARE.

 ÊAdapt pricing and cost-bearing mechanisms for medical devices
• revise the procedure for inclusion on the list of refundable products and services (LPPR - Liste des produits et 

prestations remboursables)  
to focus on Improvement of Expected Service (ASA - Amélioration du service attendu);

• focus more on Improvement of Expected Service (ASA)  
in setting the level of refund granted to medical devices; 

• create an effective pricing strategy leading to greater transparency, better and more coordinated  
contributions by actors: medical-economic assessment by the Senior Health Authority (HAS - Haute autorité 
de Santé),  
oversight of specifications by the National Medicines and Health Products Safety Agency (ANSM - Agence 
nationale de sécurité du médicament et des produits de santé), and pricing of devices by the Economic 
Committee for Healthcare Products (CEPS - Comité économique des produits de santé).

 Ê Increase the effectiveness of treatment for patients:
• encourage correct prescription and provide support and  

assistance to patients for better adherence to treatment;
• reform hospital treatment. The cost of inpatient treatment that includes medical devices is covered by the 

all-inclusive standard inpatient treatment rate (GHS - Groupes homogènes de séjour). Certain innovative 
treatments are not included in this all-inclusive rate and are placed on a supplementary list. Since this list 
and the GHS are not regularly updated, these mechanisms are inflationary. The ESEC recommends that the 
financing of innovative inpatient treatments be reformulated and that on an interim basis, the length of 
time a treatment has been on the supplementary list be controlled. 

• document hospital discharges facilitated by the use of medical devices both quantitatively (municipality/
hospital financial flows) and qualitatively (living conditions). 

 ÊLimit the excess portion that patients are required to pay. 
• set an upper limit on sales prices more systematically;
• facilitate universal access to top-up health insurance schemes and link these  

with price-setting and cost-bearing procedures; 
• encourage leasing for short-term use.

RECONCILE THE BUILDING UP OF AN INDUSTRIAL SECTOR  
AND THE PROMOTION OF DEVICES WITH GENUINE ADDED VALUE IN HEALTHCARE

 ÊFacilitate access by small businesses to research and  
development platforms such as the BPI (Banque publique d’investissement)  
to conduct clinical trials and evaluations;

 ÊFoster links between academic research and technological applications. 
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