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Abstract - Medical devices are characterized notably by a wide heterogeneity (from tongue depressors to hip prostheses, and
from non-implantable to invasive devices), a short life cycle with recurrent incremental innovations (from 18 months to
5 years), and an operator-dependent nature. The objective of the current round table was to develop proposals and recom-
mendations concerning the prerequisites needed in order to meet the French health authorities expectations concerning
requests for post-approval studies for medical devices, required in cases where short and long-term consequences are unknown.
These studies, which are the responsibility of the manufacturer or the distributor of the medical device, are designed to confirm
the role of the medical device in the therapeutic management strategy in a real-life setting. There are currently approximately
150 post-approval studies underway, mainly concerning class III devices, and the majority face difficulties implementing the
study or meeting the study objectives. In light of this, the round table endeavored to clearly identify the conditions for imple-
mentation of post-approval studies specific to the characteristics of medical devices. Various areas of progress have been envi-
saged to improve the performance of these studies, and by consequence, the efficiency of reimbursement of medical devices
by the national health insurance. These include providing manufacturers with the opportunity to better anticipate post-approval
requirements, defining a study-specific primary objective, integrating a phase allowing dialogue between the manufacturer,
the health authorities and the scientific committee, and increasing awareness and training of health professionals on the impact
of post-approval clinical studies in terms of the reimbursement of medical devices by the national insurance.

Abbreviations: see end of article.
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Fig. 1. Processing of a medical device. Source: with courtesy of Directorate General for Healthcare Provision (DGOS).
DRG: disease related group; LPPR: products and services reimbursement list (/iste des produits et prestations remboursables); SAIASA: expected service
improvement of expected service (service attendu/amélioration du service attendu)

1. Background

In the French Public Health Code, a medical device is defined
as “any instrument, apparatus, material, equipment, or product
which is not of human origin, or other article used alone or in asso-
ciation, including accessories or software involved in its function-
ing, designed by the manufacture to be used in humans for medical
purposes and which does not achieve its purposes through pharma-
cologic, immunologic or metabolic activity, but the functioning of
which may be assisted by such a device”.!l

This definition encompasses thousands of products of highly
diverse origins in terms of their weight, size, and production costs,
but all of which fulfill the same purpose: prevent, diagnose, manage,
or minimize an injury, illness or handicap.

In order for amedical device adhering to the European Directive
2007/47/CE and conforming to the requirements of the French
Social Security Code to be made available to health professionals
and patients, companies are required to demonstrate, via quality
clinical data, the safety and benefit of their product. Following eval-
uation of this clinical data by the health authorities, the medical
device may receive CE marking for marketing in Europe. In France,
medical devices eligible for the product and services reimbursement
list (liste des produits en prestations remboursables, LPPR) are
reviewed by the National Commission of Evaluation of Medical
Devices and Health Technologies (Commission nationale d’évalu-
ation des dispositifs médicaux et des technologies de santé, CNED-
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iMTYS) of the National Health Authorities (Haute autorité de santé,
HAS) for eligibility for reimbursement by the national health insur-
ance (figure 1). Registration of a medical device brand name on the
LPPR is temporary and lasts a maximum of 5 years.

On the basis of the data presented, the CNEDiIMTS will con-
clude that either the device can provide adequate assistance meriting
possible reimbursement by the national health insurance, or is inad-
equate and registration on the LPPR will be refused. Nonetheless
in some cases, while the CNEDiIMTS may consider the device to
be of interest and as having a role to play in the therapeutic man-
agement strategy, uncertainty over the short or long-term conse-
quences of its implementation on patients’ health may still exist.
These uncertainties generally concern a number of parameters such
as efficacy or tolerance of the medical device in the clinical setting,
its long-term effects on the therapeutic management strategy, real-
life conditions of use, or its impact on the organization of care and
from a medico-economic perspective.m In the latter case, studies
are evaluated by the Commission for Economic Evaluation and Pub-
lic Health (Commission d’évaluation économique et de santé pub-
liqgue, CEESP) from the HAS.

For renewal of registration of a medical device on the LPPR,P!
post-approval studies may be required, as requested by the CNED-
IMTS, the CEESP, or the Economic Committee on Health Care
Products (Comité économique des produits de santé, CEPS). In this
case, the company has to complete these studies during the approved
registration period. New efficacy and safety data will be used to
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