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Health technology assessment (HTA) in France covers a variety of activities performed for
different customers (e.g., health professionals in the field and policy makers in
government) for the benefit of patients. To promote the improvement of quality in health
care, France has set up a series of distinct agencies that report to the Ministry of Health
but are also accountable to their other customers. We place particular emphasis on
ANAES (National Agency for Accreditation and Evaluation in Health) whose main remit is
HTA. We show how the diversity of HTA activities and their decentralization suggests tight
collaboration among all the different bodies which perform HTA or are closely involved
with HTA, and we provide examples of such collaboration.
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The French health-care system has been described as a “cen-
tralized Bismarckian system” offering a high level of cover-
age to virtually the entire population, and yet it is a system that
offers great freedom of choice to the individual patient. Pa-
tients can choose their doctor and their hospital/clinic. There
is no gatekeeping process for access to specialists. Not only
patients but also clinicians have freedom of choice in that
they can decide where they practice, how they practice, and
what they prescribe. Specialists can choose to work in the
hospital and/or ambulatory sector and yet always be part of
the state system. In brief, in the name of equity, the state of-
fers coverage; in the name of individual freedom, it leaves the
option of choice. The World Health Organization (WHO) has
rated the French health-care system as the best in the world
(22), although several criticisms have been voiced regarding
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this rating and how it was derived. The extensive access to
health care was an important criterion in the rating. France
devotes 9.5 percent of its gross national product to health,
one of the highest percentages in Europe. Social Security
Funds finance 75.5 percent of care, supplementary and com-
plementary insurance schemes approximately 12 percent, and
patients approximately 11 percent.

The present overview of health technology assessment
(HTA) in France will illustrate how this duality between
centralized/decentralized aspects—centripetal/centrifugal
forces—permeates the French health-care system. We shall
briefly describe the national approach to health care, list agen-
cies and organizations that have been set up to meet specific
needs, and explain how their independence reconciles
both public health demands and individual patient needs in
the field of HTA. The emphasis will be primarily on the
agency ANAES (Agence Nationale d’Accréditation et
d’Evaluation en Santé—formerly ANDEM), which was set
up specifically to perform HTA. We shall illustrate how the
variety of customers and types of HTA reflect a decentralized
system. The working methods, priority setting, and impact
of ANAES reports will be examined, and we conclude that,
while decentralization helps to meet different types of needs,
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it requires tight collaboration among agencies and other
institutions involved in HTA.

CENTRALIZATION WITHIN THE FRENCH
HEALTH-CARE SYSTEM

The state’s role is to safeguard public interest and improve the
health of the general population. It deals mainly with preven-
tion, surveillance, the fight against major diseases, education
of health professionals, and quality standards in health-care
facilities and pharmaceutical production. It exerts control
over the relationships between the institutions that finance
health care, health professionals and patients, and defines
the rules of health-care coverage. It regulates the inputs of
care available (staff, facilities, and equipment). It is also in
charge of planning. Each year, parliament defines health-care
objectives and the funds to be allocated. The Public Health
Committee (Haut Comité de santé publique) helps define
these objectives and prepares an annual report that is submit-
ted to the National Health Council (Conférence nationale de
Santé) and parliament. It is the Conférence nationale de Santé
that makes proposals with regard to priorities and directions in
health care. It is composed mainly of health-care profession-

Table 1. Main Agencies Reporting to the Health Directorate (DGS)

Established by law Main remits Specified evaluation activitiesa

Agence Française de Sécurité
Sanitaire des Produits de Santé
(AFSSAPS) (Formerly French
Drug Agency)

Law of July 1, 1998 Regulatory and monitoring activities
with regard to all health products
(evaluation, laboratory controls,
on-site inspections)

Scientific, medical and economic
evaluation of health products

Agence Nationale d’Accréditation
et d’Evaluation en Santé
(ANAES) (Formerly ANDEM
set up in 1990)

Statute of April 24,
1996

Evaluation; Hospital accreditation;
Codes and classification

Draft clinical practice guidelines;
Establish standards for practice
appraisal; Assess
non-pharmaceutical health-care
interventions (new equipment,
procedures, strategies, service
delivery)

Etablissement Français des Greffes
(EFG)

Law of January 18,
1994

Establish list of patients awaiting
transplants, manage allocation of
organs

Establish good clinical practices;
Advise on authorizations to
perform transplants

Etablissement Français du sang
(EFS)

Law of July 1, 1998
(Set up Jan 1,
2000)

Meet needs for blood products

Institut de Veille Sanitaire (INVS)
(Formerly Réseau national de
santé publique set up in 1992)

Law of July 1, 1998 Monitoring of population health
(epidemiologic investigations)

Evaluate risks; Draw up practice
guidelines and methodologic
guides for high-risk situations

Agence Française de Sécurité
Sanitaire des Aliments
(AFSSA)b

Law of July 1, 1998
Set up April 1,
1999

Evaluation of nutritional and health
risks of foods; Research activities

Institut de Radioprotection et de
Sûreté Nucléaire (IRSN)c

Decree of February
22, 2002

Research body providing expertise
but with no regulatory powers in
the field of radiation

Institut National de Prévention et
d’Education pour la Santé
(INPES)

Law of March 4,
2002

Disease prevention and health
promotion through education

Establish, validate and distribute
good practice standards,
educational tools and programs

a The information is taken from the Agencies’ Web sites.
b Reports also to the Ministry of Agriculture.
c Reports also to the Ministries of Defence, Environment, Research, and Industry.

als and representatives from health-care organizations and
from the regional health councils (Conférences régionales de
santé). The regional councils include local professionals and
also users. Their role is to determine health-care needs and
priorities at the local level.

The French health-care system falls under the jurisdic-
tion of two ministries—the Ministry of Social Affairs and the
Ministry of Health—and of three directorates in particular:
Social Security (DSS), Hospitals and Health Care Organisa-
tion (DHOS), and Health (DGS). The Ministry of Economy
and Finance, of course, intervenes as far as expenditure is
involved. These ministries operate a powerful top-down ap-
proach. A typical way of dealing with situations is to set
up public institutions with competence in specific areas; to
promulgate laws, decrees, and orders; and to issue internal
circulars. These institutions may be different types of legal
entities, such as agencies, committees, or nonprofit organi-
zations. The main ones reporting to the DGS are indicated in
Table 1, together with their principal remits as ordained by
law or ministerial decree. Many of these organizations were
created because of safety concerns; they oversee measures
regarding organ transplants, blood supply, food, and medical
goods and services. The agency most intimately involved in
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HTA, besides ANAES, is the French Health Products Safety
Agency, AFSSAPS (Agence Française de Sécurité Sanitaire
des Produits de Santé). Its main activity is the market autho-
rization process for pharmaceuticals.

HISTORICAL PERSPECTIVE ON
CENTRALIZATION/DECENTRALIZATION
OF HTA IN FRANCE

As in other countries, the percentage of gross domestic prod-
uct spent on health care rose rapidly in France from 1970
onward, leading to speculations about the cause of the in-
crease and attempts to curb it. However, all attempts by gov-
ernment to control costs by restricting access to care (13) had
limited impact or were not sanctioned politically. Approxi-
mately 85 percent of the population were not only covered
by national health insurance but also owned private medical
insurance policies, which increased policy holders’ choice
of services and did not encourage them to limit their con-
sumption. Given the situation, there were two ways forward
to bring about change.

The first was to encourage a centrifugal process of induc-
ing cultural and behavioral changes in health-care providers
by introducing the concept of evaluation in health care. Inde-
pendent evaluation initiatives had to be promoted, and health-
care professionals needed to acquire sound working methods
with which they could formulate their own proposals for im-
proving the quality of care (15). This led to the creation of
the National Agency for the Development of Medical Evalua-
tion (ANDEM) in 1990, and which in 1996 became ANAES.
ANDEM’s role was to set up “consensus conferences” on ma-
jor health issues and to promote evaluation among health-care
professionals by providing them with appropriate methods
and tools, as well as genuine examples of their application.
In 1993, within the framework of a constructive collabora-
tion with the US Agency for Health Care Policy and Re-
search (AHCPR), ANDEM started to produce clinical prac-
tice guidelines (14;20).

The second way forward was to set up a centralized pro-
cess of controlling supply. Currently, a health map establishes
the equipment and hospital beds required in each region of
France while regional quotas define the numbers of medi-
cal students who will be allowed to register in the univer-
sity medicine faculties. For instance, the geographical dis-
tribution of high-cost imaging equipment such as computed
tomography (CT) scanners or magnetic resonance imaging
(MRI) machines is strictly controlled by means of the health
map. Moreover, in such a controlled system, the usefulness
and cost-effectiveness of the equipment has to be assessed.
Is a CT scanner a worthwhile financial investment? In the
1970s, French hospitals, unwilling to wait for domestically
produced scanners from the Compagnie Générale de Radio-
logie (CGR), purchased their CT scanners abroad. Health
technology was accused of being the “culprit” behind es-
calating health costs, especially in the public sector (21). It

became increasingly obvious that policy makers needed ac-
cess to systematic factual evidence on equipment rather than
just relying on the opinion of experts. Thus, they turned to
ANDEM for comprehensive and up to date scientific and
technical information on which to base their decisions (8). In
1991, therefore, ANDEM developed a method for producing
HTA reports for policy makers based on a critical appraisal
of the literature and consultation with experts.

VARIETY OF HTA ACTIVITIES
AND CUSTOMERS

Thus, as it developed, HTA was offered to both health pro-
fessionals and policy makers. In fact, the very nature of HTA
explains that it can be useful to a broad range of customers.
HTA can be viewed not only in terms of its subject matter—
“equipment, devices, and drugs and the medical and surgical
procedures used in prevention, diagnosis, treatment, and re-
habilitation of disease as well as the organisational and supply
systems used in the delivery of health care” (5)—but its for-
mat and purpose. Is HTA an element of scientific debate, a
means of changing practices, a decision-making aid in the
public health arena, or even a step toward exerting market
control? Different customers require different types of report
for different topics and objectives.

Although both AFSSAPS and ANAES report to the
Health Directorate (DGS), the DGS is not their only, or even
most important, customer. The main activities of AFSSAPS
are evaluation, regulation, and monitoring, but its primary
customer is the patient, by means of pharmaceutical compa-
nies, which seek market approval for their products. AFSS-
APS holds the statutory power to authorize market approval
for drugs and can withdraw from use any medical devices
that are deemed to present a risk. On the other hand, ANAES
has an essentially advisory capacity. Its customers are the
national health insurance funds (financed by employees and
employers), academic societies, health-care institutions, and
professionals. For both agencies, these customers provide the
lion’s share of their funds. In fact, it is the very variety of ac-
tivities and customers that leads to decentralization.

An HTA topic can be dealt with in several ways, depend-
ing on progress in the field concerned. At different moments
in time, it can be viewed from different angles and com-
missioned by different customers. For instance, diagnosis of
osteoporosis can be thought of as an issue that primarily con-
cerns researchers (11). If scientific evidence is poor, it may
be viewed as a highly controversial topic that needs to be
debated publicly among health professionals during a con-
sensus conference (17). On the other hand, for some, it may
be a matter of public health that can be addressed in an HTA
report for policy makers (7). In time, sufficient information
and expertise may become available for a clinical guideline
to be drafted for health-care professionals (1). All these types
of assessment, excluding research, are addressed in France
by the same agency—ANAES.
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Some of the differences between these different types of
assessment (consensus conferences, HTA reports, and clini-
cal practice guidelines) are highlighted in Table 2.

Priorities for introducing clinical practice guidelines are
mostly determined by practitioners’ needs (bottom-up de-
mand), although policy makers may also identify issues for
which they would like to promote clinical guidelines. In all
cases, however, the content of a guideline remains the re-
sponsibility of the health professionals who prepared the
document (either on behalf of ANAES or as approved by
the agency). HTA reports are requested by policy makers who
may require a rapid answer to an urgent problem (top-down
demand). In 2002, 55 percent of requests to ANAES for HTA
reports came from the Ministry of Health (DGS and DHOS)
or from the Department of Social Security. The remainder,
which represent a substantial proportion (45 percent), were
from professional or academic societies (bottom-up demand).
These bodies required up to date reports on state-of-the-art
technology that highlight the need for a policy decision or
investment and that can be used to lobby policy makers.
For example, in 2000, ANAES was asked to evaluate vir-
tual colonoscopy, an emerging technology with a possible
impact on mass screening for colorectal cancer as, in theory
at least, it could replace traditional colonoscopy. The report
was not commissioned by the DGS but by the French Society
of Radiology and the Society of Digestive Endoscopy.

In drafting guidelines and HTA reports, ANAES supplies
the methods, know-how, and infrastructure. Panels of experts
provide professional expertise and hands-on knowledge of
the field. In some cases, ANAES approves well-prepared re-

ports from consensus conferences and guidelines from pro-
fessional societies. Its methodologic expertise is recognized
and valued by policy makers and health professionals alike.
However, the decisional aspects arising from ANAES’s work
fall upon the client groups who commissioned a report and
not ANAES itself. This advisory capacity on the sidelines is
reflected in one of the agency’s latest mandates. The DGS
wishes to introduce practice appraisals in France to reinforce
the work already done by ANAES in promoting improve-
ments in quality and clinical audit methods. The system ini-
tially will apply only to general practitioners and will op-
erate through self-assessment; participation is voluntary. It
is ANAES’s role to define the methodology for preparing
standards from existing guidelines, to approve those stan-
dards, and to train the “helper-doctors” (facilitators) who
will “teach” self-assessment. However, the regional medi-
cal unions will be responsible for implementing the practice
appraisal procedure. Similarly, in the context of the proposed
reform of the French classification (nomenclature) system for
fee-for-service medical and surgical procedures, ANAES’s
remit is to provide technical advice on the medical and surgi-
cal procedures to be included in the new list (see last column
in Table 2). The decision on whether to list a procedure and on
whether to reimburse fees remains with the HTA customers—
the national health insurance funds, the DSS, and the
DGS (16).

The relationship between providers and purchasers of
HTA in France, in relation to activity, is shown in Table 3
for several bodies funded, directly or indirectly, by the state.
This table is by no means exhaustive. The scope of HTA is

Table 2. Distinctions Between Different Types of Assessment: Consensus Conferences, Health Technology Assessment (HTA)
Reports, and Clinical Practice Guidelines

Consensus conference HTA report Clinical practice guideline Ad hoc assessment

Context Medical, social Medical, social, political,
financial

Medical National reform of codes
and classifications

Objective Obtain consensus Decision-aid in defining
policy

Good clinical practice Advice on whether to
include in list of
fee-for-service medical
and surgical procedures

Customers Academic societies;
Professionals; Public

Public policy makers;
Academic societies

Practicing health
professionals

National health insurance;
Ministry of Health

Type of topic Controversial topic New, emerging
technology; Public
health issue

Topic of wide clinical
relevance

Medical and surgical
procedures

Time-schedule Open Often urgent; Can require
rapid assessment (3-6
months)

Within annual program 500 during 2-years of
pilot testing

Method Literature review and
debate

Systematic review; Panel
of specialized
physicians and
technicians; Surveys of
practice

Systematic review;
Multidisciplinary panel
of experts and users;
Pilot testing

Systematic review; Expert
panel (vote); Postal
surveys of professionals
(vote)

Type of report Summary of debate on
specific questions

Analytical approach;
Cost-effectiveness;
Customer-oriented

Synthesizing approach
with clinical judgment

Short report with voted
results
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Table 3. Main State-Funded Health Technology Assessment (HTA) Activities: Who Assesses What for Whom in France

Activity Agency/body Customer

Drug evaluation Agence Française de Sécurité Sanitaire
des Produits de Santé (AFSSAPS)

Pharmaceutical industry

Assessment of medical devicesa Commission d’Evaluation des Produits
et des Prestations (for reimbursement
purposes only); AFSSAPS (regulatory
activity)

Medical device manufacturers

HTA: non-pharma health-care interventions
(new equipment, procedures, strategies,
service delivery)

Agence Nationale d’Accréditation et
d’Evaluation en Santé (ANAES)

Ministry of Health; National health
insurance funds; Professional societies

Hospital equipment Committee for the Evaluation and
Diffusion of Innovative
Technologies (CEDIT)

University hospitals in Paris area (AP-HP)

Medical & surgical procedures (codes and
classification reform)

ANAES National health insurance funds

Clinical practice guidelines ANAES Health professionals
Standards for practice appraisal (GPs) ANAES Regional medical unions
Research activities National Health Research Institute

(INSERM); National Center for
Scientific Research (CNRS); and
other research bodies involved
with health care

a EC-approval is given by several bodies of which the largest is G-MED.

vast, and many other organizations carry out some aspect of
HTA.

PROVIDERS OF HTA IN FRANCE

A brief description of the HTA activities of the organizations
listed in Table 3 is provided below.

AFSSAPS and the Commissions It Chairs

AFSSAPS is the French Health Products Safety Agency and,
as mentioned above, has regulatory powers. Its main mis-
sion is to evaluate drug dossiers before granting market-
ing approval. An economic evaluation is not part of this
approval process. Once approval is granted, the drugs are
reviewed by the “Commission de transparence,” which is
chaired by AFSSAPS but is not an integral part of the agency.
The drugs are ranked according to a multilevel grid from
“a major contribution” down to “no contribution” to health
care (ASMR, Amélioration du Service Médical Rendu). Eco-
nomic arguments, provided to the commission, may be taken
into account in establishing this ranking, especially for clin-
ically equivalent drugs, but no formal rules have been estab-
lished. Decisions are on a case-by-case basis. The commis-
sion’s decisions may then contribute to price determination
procedures.

AFSSAPS is also in charge of market monitoring, both
for drugs and medical devices. It decides whether certain
marketed devices need to be evaluated to either restrict use
or redefine indications and/or conditions of patient follow-up.
Several bodies in France have the authority to give EC ap-

proval to medical devices; the largest is G-MED. Evaluation
by these organizations focuses essentially on the product’s
characteristics, particularly on biocompatibility issues, and
not a great deal on its clinical relevance. However, quality
of manufacture and production processes cannot guarantee
safety of use. In fact, no organization systematically eval-
uates medical devices. Public hospitals are free to use any
EC-approved device, regardless of price, and the cost of the
device is included in the hospital’s overall budget. However,
manufacturers have to apply for an official reimbursement
price for a device to be used in private institutions. The Prod-
uct and Services Evaluation Commission, CEPP (Commis-
sion d’Evaluation des Produits et des Prestations), chaired by
AFSSAPS, assesses medical devices to be used in the private
sector before decisions are taken on reimbursement. Manu-
facturers now have to show that medical devices, like drugs,
improve medical provision on the basis of disease sever-
ity, safety and effectiveness, usefulness compared with other
therapies, and usefulness from a public health standpoint. The
CEPP sends its assessment to the commission in charge of
price determination. Price negotiations are based on the CEPP
report and information provided by the manufacturers. The
DGS can override a CEPP decision on financial grounds.

ANAES

As indicated in Table 3, ANAES meets the needs of a vari-
ety of customers. It is under DGS supervision and satisfies its
specific demands (centralization). Yet the preparation of clin-
ical practice guidelines, assessment criteria, and standards for
clinical practice in hospitals and ambulatory care, and HTA
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Table 4. Defining Priorities and the Annual Health Technology
Assessment Program at Agence Nationale d’Accréditation et
d’Evaluation en Santé (ANAES)

1. ANAES carries out a survey of customer needs by mail;
2. It analyses responses according to predefined criteria:

–is it a public health issue?
–what is the priority set by the customer?
–is there a high variability of practices?
–is it a common disease?
–what is the population concerned?
–are published data available?
–is this an emerging technique?
–what underlies the question?

3. Experts on the topic may be interviewed. A work-plan for a full
report, rapid assessment, or update is prepared;

4. The Scientific Council of ANAES selects topics using the
nominal group method with a two-step voting process. A key
criterion is whether the topic is a major public health issue;

5. The Administrative Board of ANAES (nominated
representatives of institutions, health-care organizations, and
health-care professionals) approves the program.

reports for academic societies are notably orientated toward
medical and allied professions, and toward patients (decen-
tralization).

We shall focus just on HTA reports in this discussion.
The annual program for these reports is defined after cus-
tomer consultation and ends with validation by ANAES’s
administrative board (Table 4).

Table 5. Technology Assessment Reports at Agence Nationale d’Accréditation et d’Evaluation en Santé (ANAES)

1998 1999 2000 2001 2002 (Partial program)

Cardiac pacemakers Stereotactic intracranial
radiosurgery

Virtual colonoscopy
and screening for
colorectal cancer

Strategy for screening for
Chlamydia Trachomatis

Screening for Type 2
diabetes

Neonatal screening
for hearing loss

Surgical treatment of
cataracts

Treatment of localized
prostate cancer

Teleradiology Deep brain stimulation
and Parkinson’s Disease

Screening for genetic
hemochromatosis

Bone densitometry
(update)

Implantable cardiac
defibrillators
(update)

Stroke imaging techniques Sentinel nodes and breast
cancer

Myocardiac laser–
Revascularization

Excimer laser treatment in
ophthalmology

On-line dialysis Surgical treatment of
urinary incontinence

Conformal radiotherapy

Low-field magnetic
resonance imaging
(MRI)

Surgical treatment of
groin hernia (incl.
laparoscopic surgery)

Isokinetics: Its role in
rehabilitation and
muscular function
assessment

Surgery and robotics Surgery for carotid
stenosis

Lumbar disc prosthesis
and arthrodesis

Obesity surgery Cardiotocography in
obstetrics

Treatments for nocturnal
enuresis

Treatments for ruptured
intracranial aneurysms

Ventricular assistance
devices

Exploration of lower limb
arteriopathy

Rhinogastroscopy

Coronary by-pass and
angioplasty

Treatments for
age-related macular
disease

European Directive 97/43:
indications for imaging
techniques

Breast cancer screening
(Update)

Digital mammography:
Diagnostic performance
and use in breast cancer
screening

Noninvasive imaging
techniques in carotid
exploration

European Directive 97/43:
indications for imaging
techniques

Surgical treatment of
carpal syndrome

Radiotherapy with
intensity modulation

Table 5 provides examples of reports published since
1999 and currently in preparation. Important topics are imag-
ing techniques, emerging techniques, and public health is-
sues. Imaging techniques make up a substantial part of
the program because of complaints from both health-care
professionals and patients about lack of access to equipment.
Medical devices are not evaluated per se but in terms of
their usefulness within a treatment strategy and overall pa-
tient management, or as part and parcel of a comprehensive
public health approach to general medical and surgical care
that includes prevention and mass screening.

Currently, ANAES’s HTA program comprises two major
types of assessment: (i) evidence-based assessment of widely
used technologies and of technologies on the verge of being
disseminated. ANAES defines the relevance and conditions
of use of these technologies. The procedure for the prepara-
tion of a standard HTA report is given in Table 6. Although
most reports are based on an evidence-based appraisal of the
literature, ANAES is introducing other methods such as ex-
pert panels when data are limited, and modeling methods for
comparing public health strategies in clinical and economic
terms. (ii) Rapid assessment of emerging technologies with
a short half-life, fast-developing technologies, and emerging
public health issues. ANAES advises on the correct position-
ing of emerging technologies and, as of last year, produces
experimental “milestone HTA reports” (23). When the scope
of the question relating to the technology under study is highly
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Table 6. Procedure for Preparing a Standard Health Technology Assessment Report at Agence Nationale d’Accréditation et
d’Evaluation en Santé (ANAES)

1. Automated and manual searches of the literature (technical, clinical, economic data) are carried out;
2. Articles are selected according to established criteria (evidence-based approach);
3. A working group is set up (approximately 12 experts from the public and private sectors who use, or may use, the technology). They

validate the hypothesis under study and provide field expertise;
4. A medically qualified and a health economics project leader critically appraise the literature and prepare a draft report (technical aspects,

clinical effectiveness and, if possible, cost-effectiveness);
5. The scope and content of the draft report are discussed by the working group (usually over 3 meetings); amendments are made;
6. Reviewers from a variety of backgrounds comment on the amended draft report; justified criticisms are taken into account;
7. The report is approved after the inclusion of changes proposed by the Scientific Council of ANAES;
8. The full report is published and posted on the ANAES Web site (www.anaes.fr); a 4-page summary is sent out; press conferences are

convened; articles may be published in specialty journals.

focused and when good use can be made of available high-
quality reviews or reports from other sources, the time taken
to produce an HTA report can be reduced from 12 to less than
6 months.

CEDIT

Hospitals need HTA reports on the equipment they wish to
purchase. The CEDIT (Committee for the Evaluation and Dif-
fusion of Innovative Technologies), in operation since 1982,
is a hospital-based committee that advises AP-HP hospitals
(Assistance Publique–Hôpitaux de Paris; AP-HP is a group
of fifty university hospitals in the Paris area) on the diffu-
sion of diagnostic and therapeutic technical innovations (3;4).
CEDIT has a pragmatic rather than systematic approach to
technology assessment. Any medical or administrative staff
member of AP-HP can seek CEDIT’s advice. The heads of
medical departments will want the benefits of a new technol-
ogy to be recognized, whereas administrative staff will seek
advice on a new investment at hospital or institutional level.
As CEDIT is the only hospital-based unit involved in HTA,
its reports may also be passed on to other hospitals. They
may be used by the Ministry of Health to promote national
awareness on specific issues.

INSERM and CNRS

INSERM (the National Health Research Institute) and CNRS
(National Centre for Scientific Research) are two of the main
state-funded bodies that perform scientific and technologic
research in France. Both report to the Ministry of Research,
but INSERM also reports to the Ministry of Health.

INSERM produces systematic reviews of biomedical re-
search data that rely on the “collective expertise” of sev-
eral of their research teams working in the fields of biology,
medicine, and health. The aim is to translate scientific data
into relevant and pragmatic information on an issue that is
defined by the customer and INSERM. Reports summarize
the latest scientific innovations, the points raised by experts
working for or consulted by INSERM, and end with com-
ments and recommendations designed to enlighten the cus-
tomer on research questions to be addressed. Reports are of-

ten made public but can remain confidential at the customer’s
request. Examples of reports are to be found on INSERM’s
Web site (www.inserm.fr). Some are published as scientific
articles (6).

CNRS comprises over 1,000 research units, of which
85 percent are in partnership with other research organiza-
tions or with institutions of higher education. Research units
evaluate public policies—for instance, health economy—and
CNRS staff as well as staff from INSERM and universities
collaborate within these units. They address topics such as
the relevance of economic evaluation in defining health pol-
icy, the medical and economic evaluation of health networks,
and the diffusion of technologic innovations.

The above bodies impact on decision making at the
“macro” (national) or “meso” (regional/local) levels and on
practices at the “micro” (individual) level. For example,
AFSSAPS, ANAES and INSERM have important roles at
the micro level (impact on professional practice) and macro
level (public health decisions), whereas CEDIT plays a more
significant role at the meso level. However, these distinctions
are far from absolute.

IMPACT OF HTA REPORTS

Assessments that are part of a regulatory process have, by
their very nature, an impact on decisions and outcomes. Drug
files produced by the pharmaceutical industry to gain market
approval and their assessment by drug agencies impact di-
rectly on the availability of new drugs. The situation is fairly
similar for medical devices. Self-assessments of quality of
practice produced by French hospitals and their evaluation
by ANAES determines whether ANAES will accredit these
hospitals. However, ANAES’s HTA reports are different in
nature. They are either informative overviews on state-of-
the-art technologies to be used by stakeholders (such as aca-
demic societies) to influence decisions or they are advisory
reports to be used by the authorities (e.g., government bod-
ies, national insurance funds) as decision aids. They advise
on research to be done (clinical and economic) and on re-
source requirements (type of health-care organization, equip-
ment, resources, and staff training), but they have no formal
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status. Those who commission the reports have no obliga-
tion to accept, discuss, or even take into account the advice
given. For the authorities, many considerations, other than
the HTA report, influence decisions; these include budgets,
social acceptability, and political priorities. Thus, the impact
of ANAES’s consensus conferences (10;19), guidelines (9)
and HTA reports depends entirely on implementation by the
customer. Of course, the report will be all the more persua-
sive the higher the quality of the assessment method and the
more appropriate and attractive the format.

The following examples illustrate some of the different
types of impact an HTA report can have:

� In 1998, ANAES advised against mass screening for hemochro-
matosis. (This advice was later supported by international
consensus). This is a typical example of a decision for not doing
something because of lack of evidence. Because nothing changed
(the screening was not set up), it is difficult to argue that the
report had any impact. Had the conclusion of the report been
different, would something have been done? The report will be
updated when new scientific evidence becomes available. In the
meantime, ANAES is setting up a work program for assessing the
expectations and preferences of patients with hemochromatosis.
The conclusion of the 1998 report may need to be changed in light
of the new information that arises from this exercise.

� In 1999, ANAES considered that the two linear accelerators avail-
able for stereotactic intracranial surgery were not adequately com-
pared and recommended clinical research in centres where the two
processes were available. Such a clinical research protocol is about
to be implemented, but it is difficult to judge how far the report
influenced this decision.

� In 1999, ANAES recommended breast cancer screening for all
women between 50 and 74 years of age. A mass screening pro-
gram was officially introduced in 2002. However, the usefulness
of such screening has been queried recently in a widely publi-
cized paper (18), prompting the DGS to ask ANAES whether it
still upheld its conclusions. After a critical analysis of the pub-
lished paper and other data that highlighted several contradictory
conclusions, ANAES confirmed its opinion that screening should
be implemented. In this case, the request for confirmation of the
original recommendation links the DGS’s final decision to the
HTA assessment. A second example of a request for confirmation
concerns a negative decision. Two years after ANAES advised
against implementing mass screening for prostate cancer, a com-
mittee set up by the DGS to make proposals on cancer policy
requested confirmation of this recommendation. The 2001 report
on the comparative efficacy of treatments for local prostate cancer
reaffirmed the original conclusions advising against mass screen-
ing. These two examples indicate that HTA reports may impact on
major public health decisions. However, how these reports were
taken into account by the authorities and what would have hap-
pened if they had not confirmed an earlier decision is not known.

Decisions are, of course, also taken without the sup-
port of HTA reports—as was the decision to perform neona-
tal screening for cystic fibrosis. This raises the question of
whether specific criteria determine the need for an HTA re-

port for decision making. Does a general perception of the
volume and quality of available scientific information deter-
mine whether or not a request is made? Do highly conflicting
opinions on a topic prompt requests? The answers to these
questions are not known.

RELATIONSHIPS BETWEEN
THE PROVIDERS OF HTA

A rather intricate and complex pattern of provider/purchaser
relationships has emerged over time. The following are ex-
amples of the interfaces between spheres of competence.

� In theory, but this is not always confirmed, the closest interfaces are
those within an agency because of geographical proximity. HTA
activities in one area can benefit from the expertise of colleagues
in other areas. For instance, at ANAES, staff who draft clinical
practice guidelines can consult their colleagues who prepare in-
house HTA reports; staff who produce standards for appraisals can
consult colleagues who produce guidelines upon which the stan-
dards are based; those who develop methods and tools for quality
assessment and improvement in the ambulatory sector can consult
with colleagues working for the hospital sector (12). Coordination
ensures greater relevance, exhaustiveness, and consistency.

� AFSSAPS may use ANAES’s HTA reports, which often high-
light problems of medical follow-up, to decide whether marketed
devices need re-evaluation to either restrict their use, or redefine
indications and/or conditions of patient follow-up (e.g., the report
on stent-grafts for endovascular repair).

� For a particular medical device, CEDIT provides purchasers
within the Paris network of public hospitals (AP-HP) with in-
formation on comparative efficacy and safety, and with published
medico-economic data and a financial analysis, and evaluates the
impact of device use on work organization in AP-HP hospitals.
ANAES also provides information on the comparative efficacy
and safety of medical devices and on published medico-economic
data. It analyzes care pathways and suggests operator training re-
quirements and further clinical studies. It also addresses alterna-
tives to hospital treatment (ambulatory care) and economic impact
outside the hospital sector. Ethical issues may be similar in and
out of hospitals, but because the social perspective is different, the
conclusions may differ. AFSSAPS defines instructions for use in
relation to proven efficacy and safety (as established by CEDIT
and/or ANAES), and carries out monitoring activities.

� ANAES regularly invites one or more members of AFSSAPS’s
staff to their working group meetings on care pathways involv-
ing a medical device or drug that already has been reviewed by
AFSSAPS.

Clearly, these manifold interfaces raise the question of
whether the existence of several discrete bodies performing
HTA is beneficial or detrimental. Is there too much duplica-
tion or are there too many gaps? In answering these questions,
at least two fundamental points must be considered. First, al-
though each body may have its own sphere of competence,
none can ignore the overall complexity of an issue (e.g.,
device safety, efficacy, distribution, availability; operator
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training and opinion; legal, economic, ethical, and social
issues) and, therefore, must interface with other bodies.
Second, the most useful solutions often arise from a con-
frontation of opinions rather than from a “we know” attitude.
Expert panels convened by the agencies cannot agree on all
points. This is to be expected—their data sources (published
literature, manufacturers’ data, etc.) and working methods
are not the same, nor are their objectives. Although this sit-
uation may lead to some duplication, it is clear that viewing
any object (e.g., a medical device) from more than one an-
gle (confrontation of expert opinions) often best reveals the
multidimensional structure of the object.

NEED FOR FURTHER COLLABORATION

Fields of competence may overlap but also leave gaps in
assessment. The numbers of technologies to be assessed and
aspects to be covered are such that gaps are inevitable. Tighter
collaboration is needed among HTA providers in at least four
sectors: (i) public hospitals. At present, no agency systemat-
ically evaluates the pros and cons of new classes of medical
devices for public hospitals. (ii) Early links should be es-
tablished with clinical research. In France, publicly funded
medical research is carried out mostly by INSERM but also
by other bodies (e.g., CNRS). In March 2002, the Ministry of
Health asked ANAES to review scientific and technologic ad-
vances in order to include major, emerging topics and needs
for updates in their annual work program. A method to iden-
tify new technologies that could have a major impact on pub-
lic health is currently in preparation. Links with bodies car-
rying out clinical and technologic research are essential at
the “horizon-scanning” stage. Links with clinical research
are also required at the feedback stage when HTA reports
have found that crucial clinical trials that would guarantee
reasonable levels of safety and quality of care are missing
and need to be performed. At present, such clinical research
is sometimes carried out or prompted by experts taking part
in the ANAES working groups. (iii) Links with patients and
patient groups need to be reinforced, because the ultimate
customer of HTA is the patient. At ANAES, patients’ repre-
sentatives chosen by the Ministry of Health sit on the admin-
istrative board and scientific council and take part in some
working groups. However, no single individual can enlighten
any board or working group on the complexities of patients’
rights, information needs, preferences, and quality of life. We
need to develop ad hoc scientific methods to obtain overviews
of patients’ expectations and preferences and also to provide
health-care professionals with information (e.g., guidelines)
of such clarity that their substance can be easily relayed to
patients. Patient education is a vital step toward improving
public health. Patients have access to an increasing amount
of information of variable quality and, in view of the strong
pressure exerted by patients on policy makers by means of the
media (i.e., popular press, television, etc.), it is crucial that up
to date information be provided to patients, that science and

expert opinion be distinguished from hype, and that patients’
opinions be consulted. There are currently much stronger
links between patient groups and public research bodies (for
instance in the funding of genetic research on orphan dis-
eases) than between patients groups and agencies doing HTA.
(iv) Links might also be desirable with those bodies that are
empowered by policy makers to implement the recommenda-
tions of an HTA report. This means tighter informal links not
only with bodies performing clinical research, but also with
national, regional, or local bodies involved in the implemen-
tation of recommendations on conditions of technology use
and training requirements. The ARH (Angences Régionales
d’Hospitalisation), responsible for reorganizing the regional
hospitals network (public and private), have recently been
empowered to approve certain heavy equipment purchases
(e.g., CT-scanners, MRI equipment) and will require HTA
reports.

CONCLUSIONS

An assessment of how to make the best use of high-tech in-
novations, whether established, new, or emerging, is part of
a more general concern to offer customers—that is patients,
health professionals, manufacturers, and policy makers—the
best information and advice. The challenge for policy mak-
ers is to find the right balance between providing access to
innovative medical technologies and, at the same time, guar-
anteeing quality of care, without at any point forgetting cost-
effectiveness.

There are several points to be addressed. It is clear that
clinical evaluation often lags behind technologic progress
(2). To reduce the gap, continuous evaluation is necessary
but is also difficult to achieve. In our view, a better option is
the early evaluation of new technologies to identify the lines
along which they are likely to develop. Moreover, mere tech-
nical expertise is not enough. A broader view is necessary.
HTA cannot be separated from the settings in which the tech-
nology is or will be used (where it is used, by whom, and for
which conditions). Institutions performing HTA have to have
access to a wide variety of viewpoints (developers, manufac-
turers, users, and the public). The variety of HTA activities
and multiplicity of customers also necessitate strong collabo-
ration within and between agencies and different bodies deal-
ing with HTA. Furthermore, providing health professionals
with validated methods and tools to evaluate and improve
quality is likely to enhance their acceptance of HTA and the
conclusions that are derived. Finally, in HTA, technical ex-
pertise and consensus among health professionals go hand in
hand; one cannot replace the other.
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