Health Care
Technology

OVERVIEW OF FRANCE

rance is an industrialized country with a large agricultural

sector. Its population in 1991 totaled 57 million. Accord-

ing to the Constitution of 1958, Franceis organized as a

parliamentary democratic republic. Separation of legida-
tive and executive powers, multiplicity of political parties, and re-
spect for the Constitution and the Human Rights Declaration are
the guaranties of democracy.

The French Constitution refers to health as a fundamental
right. According to this document, France guarantees to every-
one, “especially to the child, the mother and the aging worker,”
health protection.

Government and Political Structure

The main French powers are the President de la Re'publique,
the Parliament, the government (Conseil des Ministres), and the
Prime Minister. The President, who serves as the head of the
French state, represents the French nation. He is also the chief of
foreign policy and the commander in chief of the French army.
The President is el ected through universal franchise (all citizens
vote) for seven years and can be reel ected.

The French Parliament is divided into two chambers: the Se'nat
and the Assemblee Nationale. Senators are elected by elected
members of local assemblies for nine years. Members of the As-
semblee Nationale, called deputes, are elected through universal
franchise for five years.

The Conseil des Ministres executes the laws passed by the Par-
liament. The Prime Minister is the leader of the government; he is
nominated by the President. The government is responsible to the
Parliament for its policy and programs.

INn France

by Caroline Weill
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Metropolitan France is divided geographicaly
into 95 departments (departments) including
four overseas departments. Under the authority of
prefects, the departments administer the local ser-
vices of most of the ministries. The departments
are grouped in 22 regions, whose prefectural au-
thorities are responsible for implementing the
government’s regional economic development
policy. A total of 37,000 local administrative units
(communes) have wide powers for managing ma
jor public services, including health services.

The 1982 and 1983 Decentralization Acts were
intended to confer greater decisionmaking powers
on the lower echelons of local government; gener-
a policymaking was to remain the responsibility
of the central government. These acts distinguish
between two types of authorities in each adminis-
trative unit: the appointed representatives of the
central government and the elected representa-
tives of the local communities. The former are the
prefets (prefects), of whom one grade has respon-
sibility for the departmental level and another for
the regional level.

The elected representatives of the local com-
munities (communes) are headed by the president
of the assembly, an elected local representative.
The elected councils are the Conseils Municipaux
for the towns, the Conseils Generaux for the de-
partments (i.e., severa towns), and the Conseils
Regionaux for the regions (grouping several de-
partments).

The Decentralization Acts transferred to local
elected authorities various functions formerly per-
formed by the central government. Each commu-
nity is fully responsible for its functions, for
which it raises taxes, and each acts freely without
control from other communities. Generally, the
localities are responsible for public services; the
departements are in charge of social aid, health,
and welfare; and the regions carry out economic
responsihilities, including planning.

Departmental councils are in charge of mater-
nal and child health, immunization activities, and
medical assistance for the uninsured. These coun-
cils can issue regulations for the services and resi-
dential establishments they supervise. Communal

health services, under the authority of each town’s
mayor, comprise the Communal Hygiene Service
and community health centers and dispensaries
that carry out primary local health care activities
and preventive work.

The central government, through its regional
directorates and coordinated by the regional pre-
fects, establishes and implements rules for public
hygiene. The central government is also directly
in charge of policies concerning mental illness,
drug addiction, and alcoholism. It establishes reg-
ulations for social welfare and health insurance,
controls the finances and activities of public hos-
pitals, and isin charge of health planning.

Population Characteristics
and Health Status

In 1991, 27 percent of the French population was
under 20 years of age and 14 percent was over 65
years. The crude birth rate—which has been de-
creasing over the past 20 years—was 13.3 per
1,000 inhabitants in 1991 (31).

Since 1980, life expectancy at birth has contin-
ued to improve, reaching 77 years in 1991 (for fe-
males, 81.1 years, for maes, 73 years). Infant
mortality decreased from 10.1 deaths per 1,000
births in 1980 to 7.3 per 1,000 in 1991. The death
rate (standardized) for the entire population fell to
9.2 per 100,000 in 1991, compared with 10.0 in
1985 and 10.6 in 1970.

Five mgjor categories of causes of death ac-
count for more than 80 percent of all deaths in
France: diseases of the circulatory system (37 per-
cent), cancer (24 percent), injuries and poisoning
(9 percent), diseases of the digestive system (6
percent) and respiratory diseases (6.5 percent)
(31). In France, mortality differentials among
males indifferent social strata exceed the differen-
tials between men and women (31 ). The catego-
ries of people most likely to die prematurely are
(in decreasing order): manual workers, skilled
workers, service personnel, and unskilled work-
ers. The same general relationship is apparent in
mortality differentials among females but is less
marked. Mortality and morbidity aso differ



among geographical regions; rates are generaly
higher in the northern and eastern regions of
France.

The incidence of infectious diseases (e.g.teta-
nus, diphtheria, poliomyelitis, and tuberculosis)
is verylow. AIDS,on the otherhand, has become a
very serious problem in France, which has the
third-highest incidence and the highest prevalence
in Europe. There were 3584 new cases in 1991
(0.32 per 100,000), and a total of 18,508 cases reg-
istered. Disabilities among the elderly are becom-
ing more and more serious problems, given the
increase in the number of people who are more
than 80 years old.

Certain behavioral factors cause health prob-
lems (31 ). Smoking rates, for instance, increased
for some time but have now stabilized. A 1991 law
strongly limited propaganda and advertising for
tobacco and has prohibited smoking in public
areas. Fat consumption has increased, but alcohol
consumption (still very high in France) has de-
creased from 16.2 liters per person in 1983 to 12
litersin 1990. Alcohol-related mortality rates are
significant: the estimated number of deaths due to
cirrhosis and alcoholic psychoses was 14,000 in
1992 and” another 14,000 deaths are attributed to
cancers of the respiratory and digestive systems.
Alcohol-related accidents are estimated at rough-
ly 21 per 100,000 people, more than twice the rate
in the United Kingdom.

THE FRENCH HEALTH CARE SYSTEM

The hedlth care system in France combines free-
dom of medical practice with nationwide social
security. Every employed person or student, indi-
viduals on welfare or retired, and both French citi-
zens and foreign residents benefit from the
system, in which participation is compulsory.
Health care is provided by a range of institutions,
both public and private, and patients have free ac-
cess to any physician. Patients' expenses are paid
directly either to the hospital or to the practitioner
by the socia security insurance system, or they are
paid by the patient and then refunded.

Universal availability of hedth care is guaran-
teed largely by the national health insurance sys-
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tem. In addition, the Social Aid Scheme provides
benefits for individuals not enjoying full social se-
curit y coverage (i.e., people who have been unem-
ployed more than one year and who cannot benefit
from a parent’s coverage). This corresponded to
390,000 persons in 1986, and 550,000 persons (1
percent of the total population) in 1992,

That said, the funding of health-related ex-
penses is a chronic social policy problem in
France. The principle of providing a high standard
of care for the entire population, set against a
background of rising costs and, more recently, de-
creasing income (due to increasing unemploy-
ment), is causing a financial gap that the
government is struggling to close. Health-related
expenditures rose from 6.1 percent of Gross Do-
mestic Product (GDP) in 1970 to 8.9 percent in
1991. More than 75 percent of health expenses are
covered by public-sector mechanisms; the re-
mainder is covered by private individuals or com-
plementary private insurance schemes.

General Administration

In the field of health care and welfare, treatment
continues to be a central government responsibil-
ity. Accommodating the elderly and the handi-
capped is now the responsibility of the
departments (4). Public and private treatment faci-
lities are opened, expanded, or merged on the ba-
sis of aplanning tool known as the “health map”
(carte sanitaire), drawn up by the Ministry of
Health in accordance with a 1970 law (modified in
1991). For the major disciplines of medicine, sur-
gery, and gynecology and obstetrics, this map is
based on alist of health care facilities by region
and, within the regions, by “health sector.” Using
requirements expressed in terms of bed-to-popu-
lation or equipment-to-population ratios, the map
guantifies the needed numbers of beds and of
equipment considered costly (or “heavy”) relative
to calculated theoretical levels.

The 1991 revision of the law transferred to the
regional representatives of the central government
the main responsibility for the health care facility
panning process. (This planning process and the
definition of "needs’ are discussed in more detail
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below.) The process does not concern private of-
fice-based practice; physicians may establish
practices wherever they choose.

In each department, public hospitals and pri-
vate facilities operating within the public sector
are administered by the Departmental Directorate
for Health and Welfare (Direction Departemen-
tale des Affaires Sanitaires et Sociales) under the
authority of the prefect. The elected president of
each departmental council supervises the day-to-
day administration of the Departmental Director-
ate for Health and Welfare. At the next level, the
prefect for the region supervises the Regional Di-
rectorate of Health and Welfare, which has respon-
sibility for (among other things) regional health
and welfare planning, inspection and manage-
ment audits of facilities, and regional investment

policy.

The Hospital System

The hospital system is composed of public hospi-
tals as well as commercia and nonprofit private
hospitals. The public and nonprofit private insti-
tutions participate in the Public Hospital Service
and operate for the general welfare of the popula
tion. Through this service, al patients are ac-
cepted into public hospitals at all times (27).
Public hospital management is undertaken by
both elected local authorities and the Ministry of
Health. Public hospitals are run by a board of di-
rectors chaired by the mayor; members include
representatives of local communities, Sickness
Fund, and medical and nonmedical staff.

The Ministry of Health is responsible for the
administrative and budgetary supervision of all
hospitals. The Ministry’s departmental represen-
tative must concur with every decision of the
board of every public hospital. This is, under-
standably, a source of constant tension between
local and national views. Public hospitals are gen-
erally hospital centers comprising treatment units
(e.g., medical, surgical, obstetric), “medium-
stay” centers for patients needing convalescent
care, curative care units (e.g., spas, addiction cen-
ters), centers for rehabilitation or treatment of

mental illness, and long-term medical centers for
elderly people who can no longer live indepen-
dently.

Public hospitals are legally classified in terms
of the size of the populations they serve and the
types of services they provide. The main catego-
ries are general hospital centers, specialized hos-
pital centers, regiona (teaching) hospital centers,
specialized psychiatric hospital centers, cancer
treatment centers, medium-stay centers (for con-
valescence therapy and rehabilitation), long-stay
centers, and local hospitals, where local private
physicians have access to beds for their own pa-
tients or may treat them there. Regional hospital
centers (27 percent of al public hospital beds)
provide regional coverage and undergraduate
teaching and bring together a large proportion of
specialist care and medical services.

Public hospitals are funded by a lump sum
grant from the central government determined in
agreement with the Social Security bodies under
the supervision of the state (see the section on
Coverage of Health Expenses). But the Social Se-
curity entities and not the state provide most of the
financing for hospitals by covering the costs of
their insured. In addition, a hospital may, for itsin-
vestments, receive grants from the state or from a
local community, and it may takeout financial and
bank loans.

Private hospitals play a mgjor role in the heath
care system and account for one-third of all hospi-
tal care in France. Some are commercial, others
nonprofit. Private hospitals are particularly im-
portant in certain fields, such as obstetrics and
digestive surgery. Physicians in such settings usu-
ally work as private practitioners and are paid by
patients on a fee-for-service basis. Like public fa-
cilities, private hospitals are controlled by the
health map.

Since 1980, the number of hospital beds and
stays has decreased, and the rate of admissions has
slowed. Present policies favor development of the
long-stay and medium-stay sectors and a reduc-
tion in the short-stay sector. The total number of



beds is still considered too high (247,813 in 1991,
two-thirds of which were in the public sector).
Physicians practicing in public hospitals are
paid a salary, but to a certain extent they can carry
on part-time private practices outside a hospital.

Other Medical Services

Most doctors practicing in communities provide
their services on a private basis, as do dentists,
ophthalmologists, pharmacists, and allied health
professionals (e.g., nurses, physiotherapists, pe-
diatricians, hearing-aid specialists). Some, how-
ever, are employed by the health insurance
system, friendly societies, or officia authori-
ties—for instance, health centers whose main
function is to provide health care for people on
low incomes. A large network of public and non-
profit private establishments operate facilities of-
fering specific services, such as special services
for mothers and children.

Health Care Professionals
Between 1981 and 1992, the number of physi-
cians in France increased dramatically, from
108,000 to 155,896 (259 per 100,000 population)
with a disproportionate increase in the number of
specialists. In 1992, specialists accounted for 49
percent of all physicians, compared with 39 per-
cent in 1981. Physicians in private practice repre-
sent 80 percent of the total. Since 1985, to limit the
number of physicians, the number of students ad-
mitted to medical schools has regularly decreased
(going from 8,500 in 1970 to 3,500 in 1993). Nev-
ertheless, the total number of practicing physi-
ciansin France will increase until the year 2010.
Restrictions on medical practice are not
straightforward under the French system. Even if
some of therising costs of health care may be re-
lated to an excess of medical activity, some young
physicians now experience difficulties in seeing
enough patients to make a living. In 1991 a report
of INSERM (Institut National de la Sante' de la
Recherche Me'dicale, the French equivaent of the
U.S. National Institutes of Health) to the Minister
of Health suggested that some medical practitio-
ners might receive complementary training to be-
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come epidemiologists, lawyers, economists,
statisticians, or prevention officers in a renovated
prevention system. This idea has not, however,
been put into action on a large scale.

The number of nurses also increased, from
246,000 to 294,000 between 1979 and 1986, with
a trend toward private-sector employment. A high
turnover rate in nursing stems from increasing dis-
satisfaction with jobs, position, status, and in-
come (especially in the public sector).

Health care personnel are unevenly distributed
geographically, with a disproportionate represen-
tation of medical and alied professions in private
practice in the south of France and the Paris re-
gion. Regiona differences are greater in the most
specialized professions.

Payment for Health Care

Health costs totaled more than 573.4 hillion francs
in 1991, representing an average of 10,000 francs
($USL,800) per capita and 8.9 percent of the Gross
National Product (GNP). France leads the Euro-
pean Economic Community in its health ex-
penses, which have risen 7 percent annualy in
recent years (see table 1- 1). Nearly 97 percent of
this total is spent on medical goods and services; 3
percent is spent on preventive medicine (e.g., in-
dustrial medicine, school health services, mother-
and-child protection).

Hospital care and treatment account for almost
half of the total expenditure, office practitioners
for 30 percent, and medical supplies (e.g., drugs,
spectacles, orthopedic appliances) for 20 percent.
Finaly, costs are concentrated on a relatively
small number of people: 10 percent of al patients
account for 75 percent of total expenditures.

The Social Security System

Most of France's health care expenditures are paid
for through a system of compulsory health insur-
ance within the nation’s general social security
scheme. Health insurance is funded by contribu-
tions of both employers and employees. The sys-
tem is directly managed (under State supervision)
by employers and trade union representatives.
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Contributions are calculated as a percentage of
employees salaries and cover the health care ex-
penses of any member of that individual’s family.
In July 1992 the percentages paid by the employer
and the employee were 12.8 percent and 6.8 per-
cent, respectively, of the employee’s salary. Typi-
cally the Parliament has not been involved in
payments for health care. Nevertheless, in 1990a
small percentage (3 percent) of the employee's
contribution (the contribution sociale ge'ne'rali-
s&e, or CSG) was added to the salary-based con-
tribution. The CSG, being a tax voted by the
Parliament, gives the Parliament the right to dis-
cuss health and socia security issues.

Since 1988 the Nationa Sickness Fund (Caisse
Nationale d’ Assurance Maladie des Travailleurs
Salarie's, CNAMTS), has covered 73.4 percent of
all insured persons health expenses. In the event
of hospitalization, whether public or private, the
fund reimburses the hospital directly on behalf of
the insured.

When consulting a doctor, however, each pa
tient must generally pay the fees and then obtain
reimbursement from the National Sickness Fund.
The patient himself is responsible for about 25
percent of the total and is reimbursed for the rest
according to atariff fixed by agreement between
the CNAMTS and the doctors professional
associations. The cost of prescription drugs aso is
reimbursed to the patient.

An increasing number of physicians (18 per-
cent in 1985, 28 percent in 1990) have been a-
lowed by the agreement to charge more than the
tariff (de'passement), and a few (3 percent) with
high qualifications have chosen to practice out-
side the agreement. The latter can charge what
they want, and the reimbursement is close to noth-
ing: however, the patient may receive a partia re-
fund from private insurance. Confronted with a
notable increase in the number of physicians
choosing to overcharge, the government decided
in March 1990 to “freeze” the number of physi-
cians able to do so. After negotiation, this decision
was accepted by the physicians’ representatives.

The costs for which the insured remains per-
sonally liable (i.e., the ticket mode'ateur) can be
covered by a private insurance scheme or by a

nonprofit organization directly managed by its
members who traditionally play an important role
in this regard. These organizations are usualy
structured to cover individuals in certain jobs or
professions.

The Socia Aid Scheme is organized by local
authorities to meet the needs of people of inade-
quate means. It can either act in lieu of Social Se-
curity or complement the latter’s benefits. The
role of Social Aid isnow greatly reduced.

Price Setting

Prices for ambulatory care are determined by a
governmental decree after negotiations between
the National Sickness Fund and the national trade
union of physicians. Price setting is based on alist
of medical procedures. The private practitioner
must give the patient a file to be sent to the Nation-
a Sickness Fund in order to claim reimbursement.
To protect medical confidentiality, medical proce-
dures are not registered individually but expressed
through “key letters’ (C for a consultation, Z for
radiology, B for biology, K for surgery, etc.) com-
bined with a coefficient; the key letter corresponds
to a certain price, and the coefficient is a multipli-
er. The key letter is unrelated to any diagnosis. Un-
fortunately, one consequence of this system is that
it is difficult to ascertain what medical practices
are actually performed on aroutine basis; they can
be classified only in aggregate (e.g., several pro-
cedures have the same “290" code).

More than 4,000 procedures are classified un-
der 50 key letters. The list is not frequently or reg-
ularly modified, so the valuation of the procedures
is approximate and usually does not represent real
costs. New technologies are classified through
“assimilation” to older, comparable procedures;
which may lead to some highly profitable technol-
ogies and other highly under-reimbursed ones.
Updating this list appears to be quite difficult be-
cause of the multiple and contradictory goalsin-
volved (e.g., health benefits, cost containment,
support of the medica industry). The seeming im-
possibility of updating the list has been one of the
most evident limits of French health policy since
the beginning of the 1980s.



Private physicians' activities and prescriptions
account for 50 percent of total hedth care expendi-
tures. The annual growth rate of private office
practice in France was 8.5 percent in 1989 and 7.2
percent in 1990, in contrast with 6.8 percent from
1980 to 1988. Because physicians are paid on a
fee-for-service basis and prices are set by alegal
tariff, it is clear that physicians must increase their
activity in order to increase their personal income;
moreover, overal activity increases as a result of
an increase in the number of physicians. A law
passed in January 1993 was aimed at allowing a
negotiated limitation of this increase. This law de-
fined the principle of an annua financial goal for
the profession as a whole (enveloppe)-which,
according to the law, is to be based on “national
medical references’ of practice, taking in to ac-
count several factors (e.g., general population
characteristics, the state of medical technology,
the knowledge base in epidemiology, and the state
of medical supplies). The law stresses the respon-
sibility of the National Sickness Fund for the con-
trol of rising heath costs.

The annual agreement signed at the end of 1993
between the National Sickness Fund and the pri-
vate office practitioners' trade unions included
several important clauses, including the use of
treatment protocols, based on fully assessed
scientific literature as rules of practice for private
office practitioners. During the summer of 1993,
the medical board of the National Sickness Fund
devised such rules for 80 well-documented condi-
tions. These drafts were reviewed by experts nom-
inated by the physicians' unions, and by the
Agency for the Development of Medical Evalua-
tion (ANDEM). These protocols will be used to
evaluate statistically the activity of practitioners.
Practitioners who treat more than 20 percent of
their patients not in accordance with the protocols
risk financial pendlties.

To implement these rules, physicians will have
to report (anonymously) details of their activities.
A new database will be created in two steps: first,
prescriptions will be registered openly; later, the
database will include diagnosis-related prescrip-
tionsin private office practice. A medical record
(carnet de liaison) will be established for each pa
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tient by general practitioners. This file will be-
come the center of a medical information network,
and all patients will carry a summary of their med-
ical records that they will have to show every time
they see a doctor in order to be reimbursed. (Every
physician attending a patient as well as the medi-
ca board of the National Sickness Fund will be al-
lowed to review the patient’ s medical record.) At
first, only patients over 70 will be involved in this
reform.

Until 1985, hospitals were reimbursed by the
National Sickness Fund on a fee-for-service basis.
For each day spent by a patient in a hospital bed,
the hospital received an amount that was to cover
the average cost for a given medical speciaty. Asa
result, the hospital’s income was automatically
adjusted for expenses. This method had danger-
ous inflationary consequences. Since 1984, anew
payment system has been established by the gov-
ernment (initially for the public sector only) based
on an annual global grant for each hospital defined
by the Ministry of Health and allocated to each
public hospital every year for the following year.

The basis for each hospital’ s budget has been,
for year 1 (i.e., 1985), the level of itsincome for
year O; thus, at the start, the most efficient hospi-
tals were penalized. Every year the budget of a
given hospital may increase after a negotiation be-
tween the hospital, local Social Security represen-
tatives, and state representatives. The budget
reflects the hospital’s activity at the end of the fis-
cal year plus an amount of money determined
through the application of a “national rate of ac-
ceptable increase in expenses’ established by the
government after overall prices and wagesin the
industry are reviewed.

Each hospital’s annual budget is then submitted
by the director in accordance with government
rules and either approved or rejected by the board
of directors (athough rejection is of no particular
consequence if the government representative—
the prefect—approves it). One-twelfth of this a-
location is paid to the hospital each month by a
“lead fund” (caisse-pivot), usualy the local
branch of the National Sickness Fund. Financial
reparation is made to the different funds involved.
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Since 1991 this procedure of payment has been
extended to the private hospitals. Every year, a
“national quantitative goal” is determined accord-
ing to national agreement; it expresses a level of
activity not to be exceeded during the following
year. In 1992, a maximum, agreed-upon level of
expenses was negotiated as well with representa-
tives of laboratory physicians; negotiations are
ongoing with representatives of radiologists.

Pharmaceutical prices are set by the govern-
ment after extensive negotiations with representa-
tives of the industry (Syndicat National de
I’ Industrie Pharmaceutique, or SNIP). A genera
agreement with SNIP is followed by specific con-
tracts with each firm or laboratory. The negoti-
ations focus on several goals, including
rationalization of the use of drugs in France
(which is considered too high), cost containment,
and protection of the French pharmaceutical in-
dustry, which is highly competitive (with 80,000
employees and annual sales of 90 billion francs).

Financing the introduction of new technologies
in hospitals is differently regulated for private and
public hospitals. For private hospitals a specific
procedure called the interministerial tariff for
health devices (Tarif interministe'riel des presta-
tions sanitaires, or TIPS) determines the condi-
tions under which hospitals may be reimbursed
following the acquisition of medical equipment or
drugs for individual care. This procedure, based
on alist of prices, is implemented by the Ministry
of Health with input from other officialsin other
ministries involved in the setting of prices. Public
Hospitals, in contrast, invest in heeded equipment
and drugs by using requests for proposals (when
the amount is over 100,000 francs).

If the equipment to be procured is subject to
premarketing approval, the hospital must go
through this procedure in order to be reimbursed.
In any case, three other conditions must be ful-
filled: 1) registration with the pricing list (nomen-
clature), 2) conformity to legal manufacturing
standards, and 3) an existing set fee for the medi-
cal procedure involved. For certain equipment
considered especially costly or of nationwide in-
terest, advance purchasing authorization by the
Ministry of Health is also required (see below).

CONTROLLING HEALTH CARE
TECHNOLOGY

The regulation of health care technology in France
is different with respect to pharmaceuticals and
equipment or devices. The regulation of pharma-
ceuticals is based on a time-tested, pre-marketing
approval approach designed to assess the safety
and efficacy of drugs. The regulation of equip-
ment entails approval of the location of services
and pre-market approval of the equipment itself—
two distinct processes. Since 1970, placement of
services have been decided by a planning system
for hospital beds and major equipment that is
aimed largely at guaranteeing equal coverage
across the country. The pre-market approval pro-
cedure, which was reinforced in the 1980s, re-
mains wesk.

Regulation of Pharmaceuticals

Control of pharmaceuticals is based on a proce-
dure of “authorization to market” (autorisation de
mise sur le marche', or AMM). Created in 1972,
the AMM procedure controls verification of the
therapeutic value of pharmaceutica products and
their correct use. The companies bear the major re-
sponsibility for testing products for efficacy and
safety in fulfillment of the authorization require-
ments. Until 1992, the AMM process was admin-
istered by the Ministry of Health; the minister
himself signed each AMM after reading the find-
ings of the Commission de 1'AMM. After the
AMM is signed, cost-effectiveness is considered
(along with conditions for placing a drug on the
pricing list for reimbursement) by another com-
mittee, the Commission de la Transparence.
Since 1980, surveillance of adverse effects of
pharmaceuticals has been part of drug regulation.
Physicians and pharmacists are supposed to report
any unexpected and harmful effects of medica-
tions to a network of “pharmaco-vigilance” cen-
ters. Warnings and even the withdrawa of a
medication by the Ministry of Health can ensue af-
ter advice from the National Pharmaco-Vigilance
Commission. Up to now, however, only a few
drugs have been reported to this Commission.



Despite some red tape, the system for assessing
medication has been considered a model system.
Recently, several experts have pointed out that
there are insufficient funds and staff for imple-
menting the AMM procedure. To solve this prob-
lem, in 1992 the government decided to create a
new body, the Agency for Medicine (1' Agence du
medicament), an independent agency financed by
grants from the government and industry oversee
the AMM procedure. The agency may also receive
private funding. The Agency of Medicine has a
staff of 320 experts, one-third of whom are physi-
cians and chemists. During its first year, this
agency dealt with more than 1,000 authorization
requests. Its board of directors includes, together
with Ministry of Health representatives, individu-
as from the Ministries of Research, Industry, and
Finance and from Socia Security, along with
seven experts (including a representative of indus-
try).

The agency’s director, not the Minister of
Health, signs the AMM for drugs. It is expected
that this new procedure, which involves all the
players, will be more consensual. One of its main
gods is to define the ways and means of its coop-
eration with the European agency created by the
European Union in London.

Pre-Marketing Approval Process
The pre-marketing approval process (homologa-
tion) aims at assuring safety for patients as well as
machinery operators and at assessing new
technologies' technical and clinical efficacy (25).
(Efficiency prospects, comparisons, or cost evau-
ations are not part of this procedure.) A manufac-
turer applies for pre-marketing approval by
submitting results of tests carried out by one of the
official laboratories listed by the Ministry of
Health, as well as clinical trials. The procedure
takes six months on average. Until 1990, the pre-
marketing approval process affected only public
hospitals. Like private clinics, private hospitals
were free to buy any equipment of their choosing.
Since the decree of October 1990, manufactur-
ers have been held responsible for the marketing
of any new technology. As a consequence. pre-
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marketing approval is now required for both pub-
lic and private medical practice. Only about 70
technologies have in fact been governed by this
procedure to date. These are listed on an official
decree as “technologies implying arisk for the pa-
tient or for the user of the machine.”

A National Pre-Marketing Approval Commis-
sion advises the Ministry of Health. The 30
members of this commission include 12 represen-
tatives from the concerned ministries (e.g.,
Health, Industry, International Trade, Defense,
Consumer Interests, Research) representatives
from Social Security, nine representatives of
stakeholders (e.g., representatives of public and
private hospital associations, industry, insurance
companies), and nine individuals personally nom-
inated by the Minister of Health.

Extension of the pre-marketing approval pro-
cess to private hospitals and local practitioners,
combined with the temporary consequences of in-
ternal administrative organization, has caused
dramatic delays in the system. The National Com-
mission as well as the bureau in charge of the pro-
cess at the Ministry of Health appeared initially
unable to handle the volume of requests, even
though less than 10 percent of al technologies
were governed by the process. The logistics re-
main problematic, and manufacturers complain
about the costs and delays involved.

Post-Marketing Quality Control

Since July 1986 a post-marketing procedure has
been established for medical equipment, aimed at
observing the conditions of use and modification
of equipment in order to detect any risk, incidents,
or accidents and, ultimately, to minimize risks.
Users of approved equipment must fill out a form
when taking possession of the equipment and
whenever an incident occurs or may be foreseen.
Inquiries are then held when incidents are re-
ported, with various possible consequences: can-
celing approval of the equipment either
temporarily or permanently; definition of new
directions for use, modification of norms, setting
up of new trias, etc.
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Although theoretically significant, the system
is of little practical use. Only about 50 forms were
completed in the first year and even fewer thereaf-
ter. In 1991 only 19 forms went through the entire
procedure, and half were rejected by the National
Commission.

19 Health Care Planning

As noted earlier, the French health care planning
system, based on a national health map, was setup
in 1970 (4,28). The system was modified by the
1991 law on hospitalization to consider the quali-
tative aspects of medical services. In every region
the health map quantifies equipment and beds re-
quired in the future, as evaluated by “need in-
dexes.” In addition, the “regional scheme of
health organization” (SROSS), which is defined
through an extensive negotiation process, is estab-
lished in every region and qualitatively describe
various common goals for health care and health
equipment supply.

Definition of needs is technically very com-
plex. The definition of needs for beds and heavy
equipment is the technical base for health care
mapping; until 1991, this was the task of the Min-
istry of Health (though it involved groups of ex-
perts at different levels). In its conception, this
procedure aimed at stimulating the reorganization
and equal distribution of health care facilities and
services. It was intended to guarantee the avail-
ability of resources for al geographic areas and
population groups during a period when facilities
were being built and technological innovation was
strong.

National bed-to-population ratios for medi-
cine, surgery, and obstetrics, as well as equip-
ment-to-population  ratios for some heavy
equipment listed in a national decree, were estab-
lished as reference points (mostly guided by exist-
ing capacities in 1973). A reference health map
was then drawn that described desirable health
care facilities for the entire territory. The docu-
ment was finalized in 1977 and revised once (in
1980).

In each health sector, the calculation of a needs
index makes it possible to ascertain whether

health care facilities are adequate. When the needs
index shows an excess in existing local capacity,
creation of a new facility is deemed legally impos-
sible.

This process has suffered from a lack of exper-
tise and funding. The reference ratios have re-
mained inexact, having taken little account of
epidemiologic, demographic, and local character-
istics. In the case of diagnostic equipment, such as
computed tomography (CT) scanners or magnetic
resonance imaging (MRI) equipment, establish-
ing an appropriate reference ratio based on objec-
tive assessments or data has been especidly
difficult. The temptation to politicize the pro-
cess---either by alowing perceived “needs’ to
drive the purchase of new equipment or by in-
creasing the size of the population considered in
the equipment-to-population ratio in order to re-
strict equipment capacities—has apparently been
a problem. Although the system was designed to
guarantee equitable health care across the entire
population, other criteria—such as the balance be-
tween the public and private sectors, competition
with other countries, industrial motivations, or
cost containment—have entered into the picture.
Moreover, the intended universality of the ap-
proach did not in fact come to pass, as authoriza-
tion processes differed with respect to requests by
public versus private hospitals.

Ultimately, it became clear that most of the
health sectors were overequipped and that the
health map system was operating strictly as a
quantitative limitation tool. Not only increases in
the number of hospital beds but also the restruc-
turing and reorganizing of existing facilities be-
came impossible. As a result, the law was revised
to allow a more evolutionary approach. In 1991
the health map was extended to cover every
technology and setting necessary to meet the pop-
ulation needs. For example, same-day care (e.g.,
at-home hospitalization and ambulatory surgery),
costly medical activities, and other activities *of
special importance to public health are now cov-
ered by the health map. Moreover, the authoriza-
tion process is now the same for private and public
hospitals. The list of activities and procedures



governed under the agreement system (hence re-
quiring a specific governmental license) includes
the following:

= implementation of services (e.g., opening of
new departments as well as extensions, reorga-
nizations, or conversions) in one of the basic
disciplines, including medicine, surgery, ob-
stetrics, psychiatry, rehabilitation or convales-
cence care, and long-term care;

= heavy equipment, including extra-corporeal
heart-lung machines, hyperbaric chambers, he-
modialysis apparatus, blood product separa-
tors, centrifuges, cyclotron, nuclear medical
devices, CT scanners, digitalized angiography,
MRI, radioactive monitoring, lithotripsy, and
imaging networks; and

= magjor care, including organ and bone-marrow
transplants, bum treatment, cardiac surgery,
neurosurgery, emergency care and trauma cen-
ters, intensive care, radiotherapy, nuclear medi-
cine treatment for cancer, neonatal centers,
chronic renal failure treatment, reproduction
treatment and research centers, and rehabilita-
tion.

The law requires that the Ministry of Health de-
termine national goals for the health system as
well as national need indexes for each program
and each piece of equipment or group of activities,
after being advised by a national committee
(Comite' National del’ Orgunisution Sanitaire et
Sociale). This committee has 40 members, includ-
ing representatives of the Ministry of Health, two
Congressmen, one representative from each type
of local assembly, and representatives of the dif-
ferent Social Security funds, public and private
hospital unions, various unions of physicians, pa-
tients, and health professionals’ unions.

Regiona mapping is undertaken by regional
authorities for each of the 247 “health zones’
(which are different from the administrative re-
gions), and SROSS (health and social organiza-
tion scheme) is designed prospectively for every
zone. (Zones are intended to be internaly co-
herent with regard to medical facilities, economic
and socia activities. geography. transportation fa-
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cilities, and cultural traits.) Regional committees
of representatives work as advisers to the regional
directorates; members are comparable to those of
the national committee at the regional level. Ac-
cording to the law, the SROSS and health map are
designed to fulfill the needs of the population
while taking into consideration local disease pat-
terns, demographic trends, improvements in med-
ical technology, and present available supply.

The 1991 law concerning the authorization pro-
cess has six main characteristics:

= unification of processes for the private and pub-
lic sectors,

= compatibility of individual authorizations with
the goals of the SROSS;
requests for authorization must include a com-
mitment from the applicant regarding the level
of activity involved and future costs to insur-
ance funds;

= permits are given for alimited period of time,
and can be revoked;

= regular assessmentsfor all permits; and

n permitting by the regiona prefect, with the ex-
ception of permits for certain equipment and
health care facilities listed by specia decree, in-
cluding extracorporeal heart-lung machines,
centrifuges, cyclotrons, nuclear diagnostic
equipment, MRI, organ and bone marrow
transplants, treatment for serious bums, cardiac
surgery, neurosurgery, nuclear treatment for
cancer, and reproduction treatment centers.

Permits are issued by the local representative of
the government for a period of five years or less.
Renewal is subject to the same conditions, includ-
ing that of evaluation. If fully used by the govern-
ment, this mechanism might have important
consequences for future technology assessment—
because evaluation is involved at every stage of
the planning process—and for genera health care
regulation in France. The system remains quite
new, however. It is too early to evauate the future
impact of the 1991 law, athough it is obvious that
a magjor attempt to rationalize the health care sys-
tem and to make it more responsive to the needs of
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the population has been launched, and an impor-
tant negotiation process has begun at local levels.

HEALTH CARE TECHNOLOGY
ASSESSMENT

Concerns about the quality of health care began
appearing in France in the 1970s (21,32). At the
same time, efficiency issues became central for
the health care financing system due to increases
in health care costs. The deficiency of medical
technology assessment was stressed by the Minis-
ter of Health in 1983. At that time, only the direc-
tor of the Hospitals of Paris benefited from the
advice of a proper, permanent group of experts
(the CEDIT) with respect to purchasing and siting
new technologies. To plan, set tariffs, and perform
quaity control responsibilities, neither the Minis-
try of Health nor the CNAMTS had any means of
evaluating medical practice or medical tech-
nology; thus, decisionmaking relied mainly on
negotiations or arbitrary evaluations. A leading
university physician was commissioned by the
Minister of Health to investigate ways of imple-
menting a system that would allow for the devel-
opment of medical technology assessment at the
national level. His 1985 report recommended the
creation of a multipartner, financially self-suffi-
cient foundation to hold consensus conferences.
The report was accepted, and a contract was
signed by all the partners for the creation of this
foundation. Unfortunately, a change of mgjority in
the Parliament occurred, and the project was can-
celed by the new government. Nevertheless, in
1987 the government set up an institution called
the National Committee for Medical Evaluation
in Health Care. This committee involved leading
personalities and oflicial representatives of the
health care system, but had neither a budget nor an
official schedule. Its task was mainly to discuss
ethical issues and methods of evaluation in health
care and to develop priorities.

In 1989, after the return of a socialist majority
in the Parliament, a leader of the continuing medi-
cal education association was commissioned by
the Minister of Health to undertake another study.
His report involved most of the expertsin the field

of medical technology assessment. It led to the
creating a national agency to launch medical
technology evaluation as a national project.

The emphasis on technology assessment must
be placed in the wider context of the French gov-
ernment’s concern about a lack of evaluation of
public programs in general during atime of eco-
nomic difficulties. The need to assess public poli-
cies and programs was indicated by severd
reports as a much-needed goal. Specific bodies,
including a National Evaluation Committee
(Comite' National de I'Evaluation) and a Scientif-
ic Board (Conseil Scientifique de I’ Evaluation),
were created close to the Prime Minister, and
some grants were allocated for starting evaluation
projects. (Fifteen projects have been financed by
the National Evaluation Committee, none of them
dealing with health policy.)

This concern about evaluating public programs

reached its zenith in 1990, when reform of the law
on hospitalization was discussed by the Parlia-
ment. The new 1991 law finally included not less
than 14 articles treating evaluation as a major
theme—thus lending medical technology evalua-
tion the status of alegal requirement for every hos-
pital manager and for every health care
professional.

This entirely new situation is to be realized
through a new set of norms and practices in the
health care system. Yet this field must be created,
as the law has expressed regquirements and goals
but has not defined ways and means. The concept
of evaluation itself remains undefined and health
professionals recognize the need for expert help.
Expertise and training are in major demand. Pro-
fessional training and seminars offered through
the National School of Public Health, university
courses, use of private experts, and cooperation
with public researchers for specific evaluation
programs are all growing. The years to come will
show if this approach has been successful in build-
ing greater expertise into the decisionmaking pro-
Cess.

In 1994, the main bodies involved in health
care technology assessments are as follows:



1. the Department of Evaluation of the Hospitals
of Paris, which includes the CEDIT, the oldest
and the most experienced French technology
assessment program, and a new bureau in
charge of evaluation of health care;

2. ANDEM, a recently created national agency fi-
nanced equally by the Ministry of Health and
the Nationa Sickness Fund, in charge of devel-
oping medical technology evaluation in
France, building adequate methods, assessing
medical practice, and training students and
practitioners;, and

3. agroup of institutions inside the Ministry of
Health or close to it at the national or local lev-
€l, created by the 1991 law to use the concepts
and tools of evaluation as away of regulating
health care.

9 Committee for Evaluation and Diffusion
of Medical Technology (CEDIT)

CEDIT is part of the Department of Evaluation of
the Hospitals of Paris, which also includes a new
bureau in charge of evaluation of health care. CE-
DIT was established in 1982 as an advisory board
for the Genera Director, mainly to help the Direc-
tor buy and site new and costly medical technolo-
gies.

The General Director, the president of the Med-
ical Council, and any chief physician of a clinica
department or hospital director may ask CEDIT to
investigate implementation of a new technology.
The staff will study the case and present its con-
clusions to the scientific board, which will make
recommendations to the Genera Director regard-
ing diffusion, placement, financing, and assess-
ment of the technology.

The staff of the committee includes 10 experts
from various disciplines. Also involved are physi-
cians trained in economics, a hospital manager,
and an engineer. The Scientific Board has 18
members, half are top physicians, and the other
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half represent hospital managers of the Hospitals
of Paris.

Methods of assessment include synthesis of
relevant medical literature, consultation with ex-
perts, and economic evauations. Roughly 50
technologies have been investigated by CEDIT
the past 10 years (see appendix table 4-1).

In 1991, CEDIT became a branch of the new
Department of Health Care Evaluation of the Hos-
pitals of Paris. The other branch of this department
is dedicated to the evaluation of health care. Its
first missions have included:

= conceiving follow-up tools for topics selected
as indicators of malfunction (e.g., waiting time
in emergency care departments or for outpa
tient care; drug delivery; surveillance of falls of
patients; surveillance of nosocomia infec-
tions; followup of complaints, etc.);

= launching multicenter studies on the quality of
health care; and

= cooperating on evaluations of the management
of planned and integrated care.

The department also has built a network of
medical practitioners speciaizing in medical
evaluation. An assessment of its activities will be
carried out after three years.

Agency for the Development of Medical
Evaluation (ANDEM)

Generaly speaking, ANDEM is in charge of lead-
ing any program of technology and health care as-
sessment with an impact on public health (with the
exception of pharmaceuticals). ANDEM was es-
tablished by law in 1989 as a nonprofit, indepen-
dent association with the following goals:

- to develop internal projects in technology as-
sessment,

+ to validate the methods and means of external
projects,

+ to disseminate the results of assessments, in
cooperation with concerned professionals,
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TABLE 4-1: Guidelines Issued by CEDIT

Year Topic

1990 * Implantable insulin pumps
Cochlear implants

» Treatment with intravenous polyvalent immunoglobulins
+ Treatment of prostatic adenoma by hypothermia

1991 + Stereotaxic radiotherapy with gamma rays

+ High-resolution digitalization of angiographic images and reducing use of film
+ The digital system for transmission of digital images

1992 Endovascular treatment of intracranial aneurysms by platinum microcoils
Measuring the attenuation of ultrasound by bone

* Novacor Phase Il

* Chronographic diagnosis of endotoxinemia

1993 + Ventriculocysternostomy under endoscopic control
+ High-speed rotational coronary angioplasty (Rotablator)
» The treatment of tremors by thalamic stimulation

+ Extracorporeal photochemotherapy
* Endovascular hepatic echography
+ Digital echography

* Minitransplants of bone marrow

» Applications of the Charpak wire chamber in radiology

SOURCE C Weill, 1994

.to build a resource center of documentation on
French and foreign assessments,

.to build a network of assessment specialists,

.to develop a proper curriculum for the training
of medical evaluation specidlists, and

.to measure the impact of specific assessments
on health professionals and laypeople.

ANDEM is assisted by a scientific council and
is supervised by a board of directors. Its budget,
originaly $US1.5 million in 1990, was raised to
$5US million in 1992. (Funds come equally from
the Ministry of Health and the CNAMTS.) The
agency has afull-time staff of 24 people, mostly
physicians, who work with the help of many
scientific experts and health professionals. The
board of directors (whose chairperson is a civil
servant) comprises representatives of the minis-
tries of Health, Education, Research, and Agricul-
ture. Other members are appointed from the
CNAMTS, the National Insurance Fund for non-
salaried physicians, and the complementary insur-
ance Fund. The National Committee for Medical
Evaluation is also represented. Scientific council

members (18 in total) are commissioned by the
Minister of Health and are nominated personally
on the basis of their expertise.

Topics for assessment may be suggested to AN-
DEM by the board of directors, the scientific
council, or any other partner or professional
group. Selecting and launching an assessment re-
quires the consultation of the scientific council
and the board of directors. ANDEM has produced
syntheses of scientific knowledge on various
technologies and a booklet on the methodology of
consensus conferences. Its resource center for
documentation has become very efficient. Many
expert teams are working in parallel on diverse
fields and topics. A network is being built that
connects private office practitionersinterested in
medical evaluation. This network develops meth-
ods and research studies in collaboration with uni-
versity experts. A guide to the methodology of
technology assessment is being prepared for pub-
lication.

The topics and technologies studied by AN-
DEM are shown in table 4-2.



TABLE 4-2: Topics and Technologies Studied

by ANDEM

Year Topic

1990/91 * Prevention of hepatitis C
» Heat treatment of prostatic adenoma
» Osteodensitometry

* Screening blood with p24 antigen to
reduce transfusion-related AIDS

1992 » Pre-operative routine testing
* Bone marrow transplants
+ Blood transfusions
+ Lasers in ophthalmology
» Vascular angioplasty
» Dental implants
» Fetal telemonitoring
1993 + Oral Implants
* Bone marrow transplants

» Endoluminal revascularization of
lower limb arteries

= Digestive echoendoscopy
* Gynecologic laparoscopy

SOURCE C Weill, 1994

Consensus conferences have always been a ma-
jor ANDEM concern. A 1985 attempt to create a
federal foundation to promote a national program
of consensus conferences was unsuccessful. Nev-
ertheless, the concept of such conferences quickly
created interest among various specialist societies
and public health professionals. Many such con-
ferences have been held in France with many dif-
ferent sponsors, such as scientific associations,
the National Sickness Fund, the Complementary
Insurance Fund, hospital physicians, and so forth.
“Consensus conferences’ came to refer to any
grouping of experts expressing a common point of
view, regardless of their methodologies. This re-
sulted in some confusion between scientific con-
sensus based on a proper methodol ogy and other
types of consensus. Taking as one of its priorities
the need for clearer definitions and guidelines, in
its first year ANDEM published a guidebook used
for validating consensus conferences. It has also
helped organize (and has assisted financially) a
limited number of conferences each year, selected
by the scientific council. ANDEM participates by
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collecting scientific references, defining mgjor is-
sues or questions referred to the consensus panel,
disseminating recommendations, and assessing
relevant medical practices and the impacts of con-
ferences. It can also work as an advisor, or review
various methodological aspects of the process. In
1991, 1992, and 1993, ANDEM was involved in
eight consensus conferences, and it has alowed its
name to be used in connection with eight others
(see table 4-3).

In paralel, ANDEM, together with concerned
professionals, has begun working on developing
clinical practice guidelines. So far, three have
been completed. At the beginning of 1994, the
ANDEM was asked by CNAMTS and the Minis-
try of Health to validate the “medical references’
in the context of the national agreement with pri-
vate practitioners representatives—a task as-
sumed by the organization's scientific board.

The 1991 Law on Hospitalization

The new law is based on the need for evaluation,
respect for patients' rights, and the concept of uni-
versal health care. Evaluation, an important yet
undefined concept, has become through this law a
leading channel for health care regulation, mana-
gement, and planning in France. New institu-
tions have been set up to implement evaluation
methods in health care management at various
levels: regional evaluation committees and an
evaluation bureau in the Department of Hospital-
ization of the Ministry of Health.

Regional Committees for Medical Evacuation
of Hospitals (CREMES)

The 1991 law requires all public and private hos-
pitals, “in order to deliver quality care,” to evalu-
ate its activity. This mandate includes evaluation
of medical practices, hospital management, nurs-
ing care, and “any activity aiming at providing pa-
tients with total care particularly in order to
guarantee its quality and efficiency.”

This new requirement is monitored at the ad-
ministrative regional level. The CREMES estab-
lished by law as methodological resources, advise
local authorities on:
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TABLE 4-3: Consensus Conferences: ANDEM

Year Topic

Direct involvement of ANDEM

1991 * Medicalizing the menopause
» Urinary lithasis. therapeutic

strategies
1992 * Monitoring the extension of

non-small-cell bronchial cancer
» Prophylaxis of endocardial infections
1993 * Diagnosis, prognosis, treatment and
surveillance of polyglobulinemia
+ Indications for hepatic transplant
+ Use of red blood cells to

compensate for blood loss during
adult surgery

1994 » Long-term therapeutic strategies for
schizophrenia
Methodology endorsed by ANDEM
1991 * Stopping mechanical ventilation in
the adult patient
* Dealing with infertility For whom?
How? For what results?
+ Selective digestive decontamination
during resuscitation
1992 * Evaluation of adult ventricular
function at the sick bed
+ Digestive cleaning during severe
intoxication
1993 * Sedation and resucitation, concept
and practice

* Sexually transmissible disease in the
woman, the mother, and the child

s Predicting outcome in ICU patients

SOURCE C Weill, 1994

medical and technical implications of the plan-
ning process;

- methods and results of medical evaluations of
hospital management, technologies, and prac-
tices in health care; and

= “any guestion concerning medical evaluation
and databases run by public and private hospi-
tals”

These committees have not been set up as per-
manent organizations. They do not have autono-
mous agendas, permanent staff, or means of
operating routinely. According to the law,

CREMES intervene only if requested by the pre-
fect or the hospitals; they are not supposed to de-
velop independent projects. Thus, their efficacy in
disseminating proper technology assessment
methodologies is unpredictable.

Each CREME comprises 11 members nomi-
nated by the local government representative (i.e.,
the prefect) “according to their expertise in the
field of medical evaluation and technology assess-
ment.” CREME members must include two hos-
pital practitioners (one of them from a university
hospital), one physician from a private clinic, one
matron, one public hospital director, one biomedi-
cal engineer, and two other individuals commis-
sioned in consultation with ANDEM. CREMEsS
are not legally coordinated at the national level
(although such coordination could in theory be
provided by the Ministry of Health to bring about
coherence in methods and projects). A Nationa
College of Experts has, however, been set up for
national issues concerning health care evalua-
tions. In this context, the law has given a more of-
ficial role to ANDEM, which has a legal mandate
to validate evauation methods in the planning
process.

ANDEM is thus the methodological support of
the entire system, but its tasks are huge, and it is
hard to predict if and how this system will actualy
work. Asit stands, each CREME istrying to find
its own way toward fulfilling an imprecise mis-
sion; no specific resources, human or financial,
have been dedicated to this task. Moreover,
CREME members are typically local representa-
tives rather than experts in evaluation. Their activ-
ity appears to be legally dependent on other local
institutions, as the CREMESs have to be asked by
these groups to work with them.

Evaluation Bureau of the

Department of Hospitals

To implement the 1991 law, a new bureau was
created as part of the Branch of Planning of the
Ministry of Health under the Hospitals Depart-
ment. This bureau has a large assignment but lim-
ited staff, with one public health physician as a
permanent member of the team. The bureau isin



charge of defining “adequate and acceptable
methods® for the following:

evaluating health care organizations policies
with reference to public health goals (to be de-
fined by the National Committee of Public
Health in concert with the Minister);

assessing the health care system performance
prior to planning at various levels: local, re-
gional, inter-regional, and national;

. stimulating the hospitals to set up programs for
quality assurance with the help of assessment
specidlists (partly through the definition of
guidelines).

In June 1993 another bureau dedicated to health
care evaluation was created in the Ministry of
Health under the general director of Public Health.
This bureau is in charge of defining the goals of a
policy of evaluation of medical practice. The staff
is now working on developing its first projects.

Other Activities

With the new law, awide field of activity has
now opened for experts. Severa groups including
researchers, clinical physicians, medical-school
public heath departments, and private consul-
tants compete for evaluation markets.

The Researchers

INSERM, the French national research institute
specializing in biomedical and public health re-
search, established in 1990 a special (but tempo-
rary) multidisciplinary committee to undertake
research in health care prevention and evauation.
This committee may provide grants and contracts,
using research funding or with the financial sup-
port of the National Sickness Fund. Epidemiolo-
gists, economists, and social scientists are
involved more than ever before in evaluation proj-
ects. A new research unit dedicated to health care
economics has been created in Paris and another
unit that evaluates innovation and technologies
has been created in Marseille. The National
School of Public Health, until now dedicated chie-
fly to management and legal topics, has begun de-
veloping research  activities in  hospita
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management and economics, and the quality of
health care assessment.

Physicians

The French Society for Evaluation in Hedlth Care
and Technology Assessment (SOFESTEC) was
created in 1986 as a French version of the Intern-
ational Society for Quality Assurance. Its main
goal isto gather expertsin the field from various
ingtitutions to disseminate the methods and re-
sults of both French and foreign assessments.

Private Consultants

A number of private consulting companies (espe-
ciadly audit firms) have “applied physicians’
trained in economics, statistics, or informatics and
have set up specialized departments for health
care and hospital management evacuation. They
establish databases, audit hospitals, and report on
medical projects for establishments made legd by
the 1991 law.

Two consulting firms are of specia interest: the
Centre National de I'Equipement Hospitalier
(CNEH) and SANESCO. CNEH was until 1990a
semi-public organization with governmental du-
ties in the field of medical informatics and
technology assessment. It has now become an in-
dependent, private association whose main clients
are the Ministry of Health and public hospitals.
SANESCO was created in 1989 by the former di-
rector of the Hospitalization Department of the
Ministry of Health. Its activities cover technology
assessment, databases, auditing, and prospective
studies. SANESCO also handles logistics for con-
sensus conferences run by the main complementa-
ry insurance Fund (Mutualite Francaise).

The Departments of Public Health
of the Medical Schools

Departments in various universities are now
creating courses in evaluation. More physicians
are now trained in such subjects as informatics,
statistics, and economics, and they are obtaining
postgraduate degrees in health care evaluation. At
the same time, hospital informatics and statistics
departments have started developing quality-of-
care assessment projects in connection with clini-
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cians. It appears that the level of expertise in
evaluation methods will increase rapidly in the
health care system.

CNAMTS Medical Board

The medical officers of the National Sickness
Fund (CNAMTS) are now working to change
traditionally control-oriented activities and to de-
velop evaluation projects based on the construc-
tion of a medico-economic database. In 1992 the
medical board of CNAMTS carried out a huge
survey of obstetrics; future possible projects in-
clude a comprehensive study of anesthesia. In
September 1993 CNAMTS started working on
the establishment of reference protocols (refe-

TREATMENTS FOR CORONARY

ARTERY DISEASE

A national survey carried out by the National So-
ciety of Cardiologists, published in 1991, aong
with areport to the Ministry of Health by the Gen-
eral Inspectorate of Social Affairs (Inspection G'e-
ne'rale des Affaires Sociales or IGAS) in 1988,
provide an assessment of the diffusion of coronary
artery bypass grafting (CABG), percutaneous
transluminal coronary angioplasty (PTCA), and
other methods (20). Some of the data, especially
in the IGAS report, are now as old as 1986, and
only some can be updated using the 1990 census
of the Ministry of Health. Anew survey by the Na-
tional Society of Cardiologists and a CNAMTS
study were carried out in 1992 and 1993, respec-
tively. These studies are part of the negotiation
process for new pricing of cardiology procedures,
however, and their results are not available to
the public.

Case studies'

rences me'dicales) in the context of the annual
agreement with physicians' representatives. This
project includes reviews of published scientific
literature and negotiations with medical represen-
tatives.

It is not easy to evauate the future develop-
ments and impacts of this type of activity for
CNAMTS. This body has been extensively criti-
cized in the past for its preference for control rath-
er than evaluation methods. Considering the
importance of this group of public health physi-
cians in the management of health care in France,
it will be very interesting to seeiif it can adapt to
new conditions.

PTCA was introduced into France in 1978, but
not fully developed until after 1983, when the
guided coaxia system was introduced. PTCA dif-
fused first in teaching hospitals and then mostly in
the private sector, which now appears very active,
despite general dissatisfaction with rate of pay-
ment for PTCA. Media coverage was consider-
able, and patients immediately demanded this
technique-as they still do.

The 1988 IGAS report noted the following:

The treatment of coronary artery diseases has
benefited greatly due to the improvement of
drug treatments, of heart-lung machines, of im-
provements in surgica strategies and, above all,
of the introduction of PTCA. Treatment using
beta-blockers and calcium inhibitors has now
been improved and is better mastered. Intensive
care through the veins alows for a better re-
sponse from the patient. Emergency revascula-
rization surgery in the different stages of

'The case studies, with the exception of the one on neonatal intensive care, are based on previously published literature. As a result, some
of the information may be outdated. More recent data were unavailable when this report was prepared.



unstable angina does not exist any more. Now,
surgery is in most cases postponed for scheduled
surgery, and takes advantage of the possibility of
using a membrane oxygenator for extracorpora
blood circulation. ... before, coronary investiga-
tions were restricted by the fear of possible inci-
dents with no other possible conclusion than
surgery. Today, PTCA offers a possible treat-
ment to patients over 70, chronicaly ill patients,
or younger adults with an early diagnosis of cor-
onary stenosis.

As a result, the patient population for PTCA
has increased dramatically, including older and
sicker patients. In addition, coronary artery sur-
gery rates have increased, as has the mortality rate
after bypass surgery (from 1.5 to 2 percent in 1970
to 4-6 percent in 1987). The existing studies show
that the development of PTCA in particular has
led to more angiographic investigations and to
major qualitative changes in cardiac surgery.
Thus, rather than substitution of a new procedure
for an old one, cardiac surgery has been extended
(33).

A Ministry of Health census established that in
1990, there were 73 authorized cardiac surgery
units, 49 in public hospitals and 24 in private clin-
ics. The growth in these units is significant; there
were 44 unitsin 1979 and 63 in 1987. In 1990, the
total number of centers performing PTCA was es-
timated at 145 and included 55 private centers,
which revealed a number of PTCA centers outside
cardiovascular surgery units. Hospitals in the
south, southwest, and Paris regions are over-
equipped, whereas those in the west and north ap-
pear underequipped.

In 1986, 27,000 cardiac surgeries were per-
formed; of these, 24,334 involved extracorporal
blood circulation (EBC) and about half of these
(1 1,675) were coronary artery surgeries. In 1990,
according to the Ministry of Heath census,
32,702 EBC procedures were performed, an in-
crease of 30 percent.

According to the Society of Cardiologists,
about 20,000 PTCAS were carried out in France in
1990, and 30,000 were performed in 1991. Half
were carried out in the private sector. The proce-
dure is now available to al potential patients. ap-
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parently with no waiting list in most regions.
PTCA has replaced conventional bypass surgery
in about half of al cases, but the expansion of in-
dications for the conventional procedure has led to
the general extension of cardiac surgery.

The indications for PTCA have expanded since
1980. Coronary artery dilatation was initially re-
stricted to single, noncalcified proximal lesions
but is now performed in multiarterial lesions, arte-
rial bifurcations, tandem or distal stenoses, and
stenotic bypasses. PTCA aso may be offered by
some operators for the elderly or children, but
there is no complete consensus in France on these
patients.

Today, PTCA is considered established; vari-
ous techniques are available, the “ gold standard”
being the balloon. PTCA with the balloon is a per-
fected technique, involving tools considered com-
pletely reliable. After five years, the results for
single-lesions PTCA are the same as those for
conventiona surgery.

Concerns with the Technology

A high restenosis rate with PTCA remains a prob-
lem. Researchers are now investigating the possi-
bility of finding drugs to treat cell proliferation.
They are also working to develop intercoronary
support springs, rotary probes to dislodge athero-
ma plague, and laser treatment (2).

In 1987, according to IGAS, eight out of 56 sur-
veyed centers had performed more than 30 percent
of the total PTCAS in France. More recently, a
higher level of dissemination has been observed in
smaller centers and in institutions with no in-
house cardiovascular surgery, which has been
considered problematic. This points up the fact
that as the technique is devel oped, the concept of
“surgical cover” has become followed lessrig idly.

Government Policy

Cardiac surgery units are subject to authorization
by the Ministry of Health, whose policy implies
that every university hospital must have one such
department. Moreover, EBC machines are consid-
ered heavy equipment requiring ministerial au-
thorization.
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The needs index for cardiac surgery identifies
the need as one department for every 850,000 in-
habitants. However, PTCA is freely diffused, with
no government license or specific price setting. In
particular, there has been no administrative re-
quirement or control to limit PTCA to, or close to,
cardiac surgery units. Setting globa policy vis-a-
vis cardiac surgery is not straightforward. Today,
the pricing of PTCA appears problematic; provid-
ers believe that the actual price does not take in ac-
count the real cost of the procedure. Negotiations
between cardiol ogists and the Ministry of Health
have been difficult during atime when cost con-
tainment receives top priority.

MEDICAL IMAGING (CT AND MRI)

Regulation

Acquisition of CT and MRI scanners, which are
classified as heavy equipment, is dependent en-
tirely on authorization from the Ministry of Health
or its local representatives. Need for these devices
is evaluated on the basis of an equipment-to-popu-
lation ratio; if there appears to be no need in a giv-
en area, then no hospital in that area, either public
or private, can buy such equipment.

Under the 1991 law, the need for CT scannersis
evaluated locally, whereas for MRI scanners, it is
evaluated nationally (24)—probably because of
the high cost of MRI, which means that gover-
nment financial support is required to purchase
MRI equipment. Many experts have stressed that
this situation will pose a major obstacle in the
event that a particular region seeks to develop a
coherent policy for medical imaging.

There are no data on the numbers of CT and
MRI scanners in place in France, but only on
the numbers authorized, which may not reflect the
actual situation. For example, the purchase of
a scanner may have been authorized, yet for some
reason the purchase was never made. It also is
possible (even though this would be hard to prove)
that some machines that should be replaced by
a new, approved one are being kept in use by
hospitals.

Needs for and Distribution of CT
and MRI Scanners

According to the first needs index for CT scan-
ners, one machine was needed for every million
inhabitants. At that time, the ratio was 1:250,000
in the United States and 1:450,000 in West Ger-
many. A modified needs index was published in
1981 adlowing one machine per 600,000 to
900,000 inhabitants.

Between 1976 and 1981 the main goal of the
Ministry of Health was to delay the introduction
of foreign CT scanners in France. In fact, the Com -
pagnie Francaise de Radiologie (CRG) was
working on a prototype French CT scanner. In
1976 and 1977 CRG distributed two cranial scan-
ners, but the company underestimated the demand
for CT scanners. The French total body scanner
was ready for marketing only in 1981, which is
when the needs index was modified allowing
more equipment (15).

The distribution of CT scanners accelerated
through annual public programs after 1984, in-
cluding subsidies from the government to public
hospitals for their purchase. By 1987a new needs
index allowed one machine for every 140,000 to
250,000 inhabitants. By 1992, the authorized ratio
was 1: 122,000. Since the introduction of CT scan-
ning technology in France in 1976, 476 licenses
have been granted: 63 percent to public hospitals,
9 percent to nonprofit hospitals, and 28 percent to
private for-profit clinics. As aresult, France has
now attained the population to machine ratio of
other European countries.

The nationa (authorized) stock of MRI equip-
ment in 1989 was of one for every 850,000 inhab-
itants, which represented the sixth-highest density
among the industrialized countries. Sixty-six new
imagers were authorized between 1983 and 1989,
74 percent to the public sector. This shows an ac-
celerating trend, confirmed by the current number
of authorizations (103, or one MRI for an average
population of 564,000 inhabitants).

Since 1984, CT scanning has become accessi-
ble to the entire French population without wait-
ing. Every teaching hospital has been equipped



with MRI. Remaining disparities among regions
reflect no more than existing disparities in the
numbers of hospital beds and of other equipment
in the different regions. The Centre and Pays de la
Loire regions have been for along time the least
equipped with regard to CT scanners. one ma-
chine for every 188,000 people in the Centre re-
gion and one for every 225,000 in the Pays de
Loire. For MRI, the Centre region has one ma
chine for every 2,264,000 inhabitants; Picardie
has one machine for every 1,740,000. Conversely,
the Ile de France, Provence-Alpes-Cote-d’ Azur,
and Midi-Pyrenees regions are the best equipped
in terms of MRI and CT scanners, as well as all
other facilities. These are aso the regions where
the equipment rates at private, for-profit facilities
are the highest.

The private for-profit sector’s equipment rates
(for CT and MRI scanners) appeared after 1986 to
be somewhat higher than this sector’s level of hos-
pital beds. Indeed, 70 percent of the licenses given
after 1986 for CT scanners and 42 percent of those
for MRI were for facilities in the private for-profit
sector. Recently, traditional private x-ray centers
have begun to transform into autonomous diag-
nostic centers. This may now be the case for one-
guarter of those centers that own CT scanners.

The private sector can take advantage of easier
loan conditions (private hospitals do not have to
wait for government agreement ) as well as the fee-
for-service pricing system, which alows for
quicker profitability. Generaly, the greater flexi-
bility of the private sector has become evident
since the 1980s, especially regarding adoption of
new technology. Moreover, after 10 years of cost
containment, the public sector suffers from an in-
creasing lack of skilled medical imaging profes-
sionals.

Concerns with the Technologies
Even if knowledge of medical imaging activity re-
mains incomplete, most experts feel that use of
imaging is excessive in France (16). According to
the Ministry of Hedlth, in the mid- 1980s the pri-
vate for-profit sector performed 8.500 scans per
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year, as opposed to 4,350 yearly in the public sec-
tor. According to the INSERM survey, the private
sector in the Provence-Alpes-Cote d’ Azur region
performs more than 10,000 scans per year. A
CNAMTS survey of one day of imaging activity
has shown that the private sector, which owns 28
percent of al CT scanners in France, performs
33.5 percent of the procedures. (The reimburse-
ment rate for the procedure was considered too
profitable and was revised downward.)

Medical imaging activity in the public sector
has also increased greatly over the past decade. At
facilities of the Hospitals of Paris, the total num-
ber of radiological procedures (key letter Z) in-
creased 13.7 percent between 1982 and 1988,
while payments for these services increased 21
percent. Use of each Hospitals of Paris scanner in-
creased 18.5 percent per year between 1985 and
1988; at the same time the number of machines in-
creased from 10 to 17. Some experts have raised
the possibility of inappropriate use.

New need indexes published in February 1993
greatly increased the alowable number of CT
scanners and MRI in France. After years of restric-
tion (due mostly to the cost containment priority),
this step was taken after intensive negotiations
among the Ministry of Health, CNAMTS, equip-
ment makers, and hospitals. The date of the deci-
sion, very close to the elections of May 1993, can
be interpreted as a sign that political rather than
health goals were key.

For CT scanners, the new need index autho-
rizes one machine per 110,000 persons in each
health sector, plus one machine for every 1,500
university hospital acute beds. As a result, 72 new
CT scanners could be purchased in the years to
come, thereby alowing under-equipped regions
to reach the levels of the others (which, with the
saturated needs index, cannot acquire any new
equipment).

Ten regions are now fully equipped for MRI,
but others are waiting for machines. The February
1993 needs index authorizes one MRI for every
600,000 inhabitants, which would allow 18 new
imagers.
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Government Policy

The policy of the Ministry of Health concerning
CT scanners and MRI has been characterized by a
desire for arather slow diffusion for several rea-
sons. 1) the technical complexity of defining
needs for diagnostic equipment; 2) the long-range
cost implications; and 3) the duration of the learn-
ing curve. The desire to promote French industry
was involved, too, in choices to distribute CT
scanners between 1976 and 1981. The rather slow
equipping of French hospitals was harshly criti-
cized by professionals and the media. Waiting lists
in France were very long, and the more fortunate
patients were for atime sent to foreign hospitals,
especialy in Belgium or Switzerland. It was
seemingly very difficult for France to maintain a
level of equipment that was notably inferior to the
level of its nearest European neighborsven if at
that time the French government could legitimate-
ly deem the technology not yet fully assessed. In-
deed, this situation illustrates one of the limits of
an independent national approach to the diffusion
of medical technology. Although currently the
number and distribution of CT scanners is consid-
ered quantitatively satisfactory and possibly over-
used, medical professionals emphasize that the
quality of the French equipment maybe poor and
en route to obsolescence.

LAPAROSCOPIC SURGERY

The leading role of French physicians in the mgjor
innovative field of coelioscopy (laparoscopy) is
well known in scientific and clinical communi-
ties, and is a source of national pride (33). The first
pelvic coelioscopy was attempted in 1943 by Dr.
Raoul Palmer in Paris. In 1973, Professor Bruhat
of the teaching hospital of Clermont-Ferrand car-
ried out the first treatment of an abscess of the fal-
lopian tubes through a coelioscope. The same
year, Bruhat performed the first coelioscopy for
the treatment of an extra-uterine (ectopic) preg-
nancy. The first treatment of an ovarian cyst was
published by Bruhat in 1976.

In 1980 the first appendectomy using a laparo-
scope was carried out successfully in Germany.
The “French first” was performed in Lyon in 1983

in the private Clinique de la Sauvegarde. In 1981
Professor Bruhat was the first to attempt use of a
laser in coelioscopic gynecological surgery.

Arthroscopy, a technique imported to France in
1969 remained unusual for many years and was
carried out only by rheumatologists. Orthopedic
surgeons gradually adopted the technique from
1980 on, and it became widely available (especial-
ly in the private sector) after 1986. In 1987, a
French doctor carried out the first cholecystecto-
my through a laparoscope, and the first hyperse-
lective vagotomy for duodenal ulceration was
carried out by Professor Dubois at the Clinique de
la Porte de Choisy in Parisin 1989.

Coelioscopy in Gynecology
The diffusion of this technique was stimulated by
Professor Bruhat and his medical team at the
teaching hospital of Clermont-Ferrand (17,19).
Numerous international symposia were held
there, as was the World Congress of Gynecologi-
cal Coelioscopy in 1989. Clermont-Ferrand took
the lead as a training center, with the creation of a
European certificate and an international training
center for endoscopic surgery. According to the
equipment manufacturers, virtually al public and
private gynecologists, whether or not they are sur-
geons, are now equipped with endoscopes. Forty
percent are said to undertake surgical laparoscopy.
Gynecological laparoscopic surgery was stu-
died between January 1987 and December 1991
by seven leading French centers (30). The 17,521
procedures followed fall into three categories of
celioscopy:

1. “traditional coelioscopy,” which includes the
current indications. diagnostic; and “minor la-
paroscopic surgery” such as minor adhesio-
lyses, destruction of first-stage endometriosis,
biopsies and treatment of ovarian cysts, tubal
sterilization, and reproduction treatment;

2. "major laparoscopic surgery,” which includes
procedures that have become “classical:” major
adhesiolyses, destruction of ovarian cysts, and
treatment of extra-uterine pregnancy; and

3. "advanced laparoscopic surgery,” which de-
fines a field of new procedures. including hys-



terectomy, myomectomy, ovariectomy, treat-
ment of prolapsus, cure of incontinence, and
pelvic and para-pelvic ganglion curettage.
(This is the field of “research and future possi-
bility for practice.”)

Activity inlaparoscopic surgery has increased
in the seven centers studied; 52.5 percent of the
17,521 procedures studied were performedduring
the three first years of thesurvey, and 47.5 percent
during the last two years. Advanced surgery ac-
counts for most of this increase,comprising | per-
cent of the indications in 1989 and 10 percent in
December 1991. The rate of incidents leading to
an emergency laparotomy was 3.25 per thousand
(1.7 for diagnostic procedures and 5.3 for sur-
gery). One death occurred during the five years of
the survey.

No administrative obstacle has either hindered
or promoted dissemination of the technique,
which has taken place in departments aready
equipped for diagnostic coelioscopy. There has
been no specific reimbursement rate for perform-
ing a coelioscopy rather than classical surgery; the
financial scaling incorporates no incentive to
carry out one procedure over another.

According to the experts, a small proportion of
coelioscopic surgery may be performed in ambu-
latory care facilities, but there are many obstacles
with respect to the internal organization of hospi-
tals, and CNAMTS as well as the Ministry of
Health appear to be reluctant to endorse this prac-
tice. They fear that it would result in more proce-
dures with possibly debatable indications and
increasing costs, rather than leading to a substitu-
tion of practice.

In the past, gynecological laparoscopic surgery
faced strong hostility from cancer treatment cen-
ters and from many academics. The method was
denigrated as a “blind” procedure that could not
provide gynecologists with a proper pelvic and
histological assessment. Recently, however, coe-
lioscopic surgery in gynecology has become quite
fashionable. More surgeons came to this tech-
nique after the diffusion of the laparoscopic chole-
cystectomy technique. French gynecology is
therefore entering a new learning phase that, ac-
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cording to observers, may result in increased sur-
gical risk (although no figures are available to
support this observation).

L aparoscopic surgery in gynecology is afield
of ongoing diffusion. Its indications are increas-
ing, and there is strong acceptance by patients.
With “advanced laparoscopic surgery,” a new area
has now opened, following the developments of
digestive laparoscopic surgery. This has fueled a
need for risk-benefit evaluations.

Digestive Laparoscopic Surgery

This technology (6,33) has been strikingly quick
to spread and has also been the subject of a major
media campaign. (Some media have even called
for'’ the end of surgery.”) The American Journal of
Surgery has called the spread of this technique the
“second French revolution” (9). Interestingly, la-
paroscopic surgery did not appear first in universi-
ty hospitals but in two private clinics in Paris (11).

According to digestive surgeons, laparoscopic
cholecystectomy is a consumer-driven technolo-
gy; some patients are now refusing the classical
invasive procedure. The competition between
digestive surgeons and gastro-enterologists has
also played an important role: digestive surgeons
may regain some of the patients who are drawn to-
ward physicians because of new drug therapies
and, to a certain extent, lithotripsy.

Laparoscopic appendectomy was first per-
formed in France in 1983. Although this proce-
dureis considered efficient, its diffusion remains
rather slow. The classical procedure is considered
satisfactory by both surgeons and patients.

A 1992 unpublished survey exhaustively de-
scribed the practice of laparoscopic digestive sur-
gery (6). Two-thirds of the relevant facilitiesin the
public sector and three-quarters in the private sec-
tor now perform laparoscopic surgery. The Hospi-
tals of Paris appeared to be dlightly behind; in
public hospitals, diffusion of the technique ap-
pears greater in university hospitals than in others.
Diffusion occurred particularly early in private
for-profit hospitals, and the smallest of these were
the pioneers; nevertheless, only 55 percent per-
formed coelioscopies by the end of 1992. The
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public sector reached the same level of activity as
the private sector in late 1989. The public sector
nonetheless proved less dynamic, and the lead
continues to be held by the private sector.

In January 1992 laparoscopic surgery in the
public sector accounted for 53 percent of the total
number of cholecystectomies, with a higher con-
centration in the university hospitals compared to
other public hospitals. A tendency to expand re-
ferrals toward treatment of asymptomatic stones
was noticeable. (In December 1991, a European
consensus conference stated that cholecystectomy
is not justified in the absence of specific symp-
toms.)

By the end 1992, 79 percent of the digestive
surgeons in public hospitals had performed |apa-
roscopic surgery; in one-quarter of the depart-
ments, residents could be trained on a routine
basis. Thirty-two percent of the nonuniversity and
46 percent of the university ones were involved in
some trial or register. Seven ongoing studies were
registered by the survey.

In university hospitals, 35 percent of the de-
partments perform laparoscopic appendectomy;
46 percent treat perforating ulcers; 32 percent treat
hiatal hernias; 27 percent perform abdominal va-
gotomy; and 23 percent perform colectomies (at
least once).

Concerns with the Technology

For hospitals, the diffusion of laparoscopic sur-
gery creates significant problems because of new
working conditions (6,33). Patients’ stay in the in-
tensive care unitsis shorter, but the entire stay is
more costly because it involves more procedures.
The large patient turnover creates a burdensome
task for the personnel. Moreover, the equipment is
delicate and carries high maintenance costs. Final-
ly, defining indications, evaluating procedura
risks, and training operating personnel are magjor
challenges with this technology.

The economic advantages of the technology for
French society at large are linked to the simplicity
of post-operative sequelae, the reduction in hospi-
talization time, and the more rapid recovery of ac-
tivity experienced by patients. However, these

benefits are arguably more theoretical than real.
There has been a noticeable increase in tests prior
to actual operations, especidly in the areas of cho-
langiography and ultrasound endoscopy, which
are especially invasive and costly. The widening
of the indications for cholecystectomy is also a
source of increased costs.

Since 1990, laparoscopic cholecystectomies
have been registered by the French Society of
Digestive Surgery. Of 1,200 procedures reported
during one year by 67 surgeons, the figures show
that 8 percent of patients had peri-operative cho-
langiographies, 8 percent had laparotomies, 6 per-
cent had post-operative complications, 2 percent
had early re operations, and 0.1 percent died (14).
As in gynecology, the method has been diffused
freely without administrative controls or pricing
processes. There were no financial limits, either,
as the endoscope is moderately priced, and can be
easily borrowed by digestive surgeons from gy-
necol ogists (or even from manufacturers). More-
over, the equipment has not been subject to
pre-marketing approval. In less than two years, la-
paroscopic cholecystectomy has become a stan-
dard technique. Nevertheless, concerns have been
raised about the quality of the training of surgeons
performing coelioscopies; many surgeons learn
while actually performing the operation.

In 1993 CNAMTS asked ANDEM to study the
risk-benefit ratios of coelioscopy, both in gy-
necology and in digestive surgery, to help define
proper pricing for the procedures. This assessment
is ongoing.

TREATMENTS FOR END-STAGE
RENAL DISEASE (ESRD)
Since 1990, a national register has been main-
tained by the National Society of Nephrology with
the support of the Ministry of Health. This register
extended to all of France for the first time in 1991,
and comprises more than 20,000 patients treated
either by dialysis or by rena transplant. Of the 240
existing facilities that provide the treatment, 210
have reported information on their patients.
Fifty-nine percent of ESRD patients are mae
and 41 percent are female. Thirty-two percent of



the patients were living with a functional trans-
plant, 56 percent had been treated by he modialysis
at a center or by auto dialysis, 7 percent by hemo-
dialysis at home, and 6 percent by peritonea dia-
ysis. Nearly 40 percent of all patients are retirees;
20 percent are disabled, 20 percent are jobless and
on welfare, 8 percent have full-time jobs, and 4
percent have part-time work. Statistics indicate an
aging population in this program.

The prevalence of patients treated for chronic
renal failure at the end of 1991 was 355 per million
inhabitants; 46 new patients per million inhabit-
ants were treated for the first time. Glomerulo-
nephritis now represents 25 percent of all of
ESRD; rena polycystic disease, 10 percent; and
diabetic renal disease, 7 percent.

“Chronic nephropathy and the pure primitive
nephropathic syndrome” as well as “post-trans-
plant surveillance” are on the list of ailments said
to be “long-term afflictions’ for which care is 100
percent reimbursed by the National Sickness
Fund. Moreover, a sick individual can benefit
from state welfare revenues if his or her physical
status leaves him or her unemployable.

Renal Dialysis

The first French renal experiments date from Sep-
tember 1960. These first trial experiments took
place in high-technology hospitals. The first ex-
perimentsin at-home dialysis were carried out in
1967 in Lyon. The placement and maintenance of
patients in their homes proved more difficult;
thus, at the beginning of the 1980s, auto-dialysis
was devel oped for autonomous patients aided by
nurses. As at home, with this technigue patients
are responsible for maintaining their own personal
material. This formula rapidly developed, and the
number of patients quickly increased from 760 in
1985 to 2,374 in 1990 (10,34). In 1991 around
4,300 new patients (77 per million inhabitants)
were cared for using the entire gamut of available
techniques; about half were treated outside of
centers.

Renal dialysis equipment requires authoriza-
tion from the Ministry of Health. Theoretical
needs were established in 1984 at 40 to 45 stations

Chapter 4 Health Care Technology in France 1127

per million inhabitants. However, the rules have
never clearly fixed actual limits on the zones of the
health map, nor has dialysis outside a center been
considered. Also not considered is the technical
evolution of handling patients (e.g., the wider dif-
fusion of renal transplants due to the use of cyclos-
porine). In the technical arena, moreover, nothing
determines the working rules of the public sector
nor of dialysis outside the established centers. As
aresult, the rules today appear to be singularly ob-
solete, making any attempt at global policy ineffi-
cient. Experts are calling for their modification.

The current state of dialysis in centers is virtu-
aly unknown. No precise inventory has been
made of this practice or of patientsin residence; an
official census exists only for public establish-
ments. In 1989 there were 116 public centers at
which 937,770 dialysis sessions took place (for
6,011 full-time patients). The situation in the pri-
vate sector is even less well known. The number
of patients using private establishments is around
9,000 ( 10,34).

Renal Transplant

Rena transplants were successfully performed in
France in 1951; ayear later, the first renal trans-
plant involving aliving donor was performed at
Necker Hospital in Paris (5,7). French doctors
continued to be pioneers in this domain: a success-
ful transplant operation was performed on identi-
cal twins in 1955, and attempts made with related
nontwin donors multiplied until 1970. Trans-
plants were then practiced by means of initia
grafting, with organs taken from subjects in a state
of brain death; between 1970 and 1986, approxi-
mately 13,000 renal grafts were performed. By
1980, France was fifth in Europe with regard to
the number of grafts accomplished, having
slowed somewhat in its advances with this
technology.

As of 1984, the use of the immunosuppressive
drug cyclosporine (undertaken in France as early
as 1981 and diffused by 1984 to al clinical re-
search teams) prompted considerable progress.
Increased activity and interest were supported by
specificaly y defined concessions provided by pub-
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lic budgetary alocations for transplants (as of
1986). Surgery and followup care benefits of 100
percent were provided by the Sickness Fund.
Studies have established the cost of this surgery in
France at between $US3,515 and $US3,630, and
the cost of the followup care for an individual be-
tween $USB, 150 and $US9,000, depending on the
hospital and region (28).

Between 1977 and 1983, the number of medi-
co-surgical groups practicing transplants (for al
organs) remained at about 35 teams. However, af-
ter the diffusion of cyclosporine and the allocation
of public funding, this number rose. There were
44 teams in 1984 and 104 in 1988. Simultaneous-
ly, the steadily improving rise in the numbers of
grafts performed was remarkable within every
category of transplant. Between 1984 and 1988,
1,808 rena transplants were performed.

To match donors and recipients, French trans-
plant surgeons have created an interesting orga
nization (13). France Transplant is a nonprofit
association founded in 1969 to:

) Develop the deduced organs by their number
and quality; [promote] the use of al those avail-
able; promote and coordinate the extraction of
multiple organs; 2) . . . perfect the necessary skill
of extraction of al the various organs; [and] 3) Or-
ganize the distribution of the organs according to
ethical and scientific norms, as well as the modes
of distribution proper to each organ on the local,
regional and national level.

This association cooperates with teams receiv-
ing authorization to perform transplants as well as
with histocompatibility laboratories. The associa-
tion functions in a decentralized manner in seven
regions, each of which has a coordinator who in-
forms both professionals and the public at large of
the need for organs and designates local coordina-
tors.

The power of France Transplant remains, how-
ever, limited. When an organ is removed from a
subject in a state of brain death, only one kidney is
furnished to the association; the other is assigned
to the team that has removed it. France Trans-
plant, unlike UNOS (its American equivalent),
does not have the legal right to claim the second
kidney. Moreover, some teams have felt that the

system has favored the magjor Parisian teams. This
has led to discord between the medical groups and
to the creation of regional independent associa-
tions (Paris-Transplant and Rhone-Mediterra -
nean Transplant).

The rate of renal transplants remained at about
35 per million inhabitants from 1989 to 1991.
Waiting lists are lengthening; an estimated 4,886
patients were waiting in 1991. (Average waiting
time is estimated at three years.) Long waiting
lists are the result of severa factors, including re-
duced numbers of transplantable organs because
of areduction in road accident traumas; a seeming
recent reluctance on the part of the French people
with regard to donating organs; and more restric-
tive ethical rules resulting from various donation
scandals reported by the press.

Erythropoietin (EPO)

No French company produces EPO, which first
became available in France in January 1989. After
its introduction, public authorities, considering
EPO too costly, sought to restrain its use (the
annual cost per dialyzed individual is as high as
the minimum legal income). Nephrologists pro-
tested publicly, as did those doing transplants; and
the public authorities ended up overturning pre-
vious restrictions.

According to the national register of chronic re-
nal failure, EPO was used at the end of 1991 in 38
percent of patients treated by hemodialysisin cen-
ters or by autodialysis. There are important re-
giona variations, with more than 45 percent of
patients benefiting from EPO in Ile de France and
Aquitaine, as opposed to 16 percent in Rhone-
Alps. EPO seems to be markedly less frequently
used for patients having peritoneal dialysis (only
22 percent).

Government Policy

The Ministry of Health is responsible for guaran-
teeing the equity and general balance of the sys-
tem, using legal requirements and conditional
financial support to accomplish those ends (26).
By 1986, confronting an increase in transplant ac-
tivity and rising costs, the Ministry took excep-



tional administrative steps to coordinate diffusion
of transplant activity throughout the country. That
year, a ministerial instruction defined (for certain
categories of grafts) national, quantified objec-
tives as well as a methodology for their imple-
mentation. Each transplant unit was to define a
medical goal that integrated an analysis of the cur-
rent situation, a definition of therapeutic protocol,
and the modes of evaluation to be put into prac-
tice. By 1987, a quantitative “balance sheet” and
annua financial scheduling were required from
each transplant unit.

Although newly formed teams were in theory
free to undertake transplants, only the pilot centers
or some of the more “encouraged” centers (i.e., the
alo-graft centers) could benefit from public fund-
ing (14 renal grafting centers benefited). The pilot
centers were selected by the Ministry of Health
from among the oldest and most prestigious trans-
plant teams. Their role is now to set norms of prac-
tice that can be transferred to the other centers,
which must compete in order to improve their
practice and become pilot centers themselves (as
determined by the Ministry of Health).

As of 1988, organ transplants, in both the pub-
lic and the private sector were subject to ministeri-
a authorization; any hospital unit that had not
begun a program of organ grafting as of this date
could not begin without authorization.

In 1992, reform of the system of organ and tis-
sue transplants was initiated. Its aims were ration-
alization, published guidelines, and security. The
Comite de Transparence was formed by alega or-
der in 1992 to develop requirements for different
associations in the field, to counsel the Minister of
Health, and to identify al cases of malfunction.
The committee chairperson is a state counselor
(civil servant), not a specialized doctor.

Active transplant units (fixed at 40 for renal
units) are defined by a 1992 health map, and
health norms are established for the centers, which
are now required to declare any organizations in-
volved in imports, conservation, and transforma-
tion of organs and tissues and to guarantee the
highest quality of technical and human know-
how. Reports from the general inspectorate and
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the committee cover the scheduling of transplant
activity as well as financial guidelines (e.g., set-
ting of payment rates and payment of costs).

NEONATAL INTENSIVE CARE

Little information exists on neonatal intensive
care in France as it relates to demographic, equip-
ment-related, or technological issues, despite the
fact that Neonatal Intensive Care Units (NICU) re-
quire a Ministerial license. Neonatology itself
does not exist in France as a formal specialty, but
pediatricians who specialize in neonatology are
grouped together in a Neonatal Study Group
(Groupe d'EtudesNkonatales, or GEN). Informa-
tion in this case study derives from private inter-
views with two leaders in the field and from GEN.

In the lle de France region, GEN uses its unpub-
lished census on various neonatal services to orga-
nize summer shifts of services on a permanent
basis. Thus, the GEN figures give an accurate as-
sessment of the number of beds and unitsin the
Paris area. In the permanent summer-shift orga-
nization, GEN accounts for 196 bedsin 15 units.
Only three hospitals have wards exclusively for
neonatology. There is one unit in a private hospi-
tal. Most of the beds arein NICUS, but some are
part of general pediatrics.

Most units are costly in terms of both equip-
ment and personnel. The situation has become
more tense recently, particularly in relation to
problems with nursing personnel, which has
meant that beds are unavailable at certain times of
the year, and experts feel that the situation may
worsen in the near future. The NICU population is
now growing as a result of severa factors (mostly
connected with improvements in the technolo-

gies):

.increases in bhirth rates of radically premature
infants (delivery between 33 and 37 weeks)
whose survival was previously impossible;

.the consequences of medical interventions in
procreation, which lead to an increase in multi-
ple pregnancies (3 percent triple pregnancies
after medical intervention) and ultimately to
very low birthweight premature infants;
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.the consequences of prenatal diagnosis, leading
to therapeutic in utero care and continued care
in NICUS; and

.complications in pregnancy (e.g., low feta
growth) leading to fetal problems during birth,
and neonatal emergencies of term infants who
are systematically placed under surveillance
and quasi-systematically resuscitated.

Concerns with the Technology

Experts emphasize a great disparity in the ways
and means of neonatal services as well asin medi-
cal and nursing staffs. The high level of technical
skill, heavy equipment, and burden of care for the
nursing staff in NICUS implies that such units
should be restricted to university hospitals and
carefully assessed by ministeria authorities. Lack
of proper beds for NICUS in university hospitals,
combined with the lack of specific qualifications
for personnel, has meant that new wards are being
created in general hospitals (the smallest with
only three or four beds). Even though GEN ex-
perts find these small unitsinsufficient to satisfy
safety criteria and lacking in specialized services
with the proper environment, technology, and
staff, they cannot be closed.

According to GEN experts, the main problem
of the NICUS (other than the absolute lack of beds)
islinked to nursing jobs. NICU nursing is very de-
manding and not socially rewarding. Nurses
working in the NICUS do not receive career or
salary advantages or professional recognition.
These units must expend increasing energy on
maintaining their nursing personnel, and they ro-
tate shifts excessively.

In May 1991 one expert submitted to the Prime
Minister a report on French problems in bioethics.
One chapter and several appendixes of that report
discuss the question of neonatal intensive care.
The report underlines questionable areas as well
as positive aspects of neonatal resuscitation, and it
raises severa ethical questions (23). On the posi-
tive side, the report points out that France has a
strong tradition of organizing speciaized services
for newborn infant care. Such services are closely
coordinated with centers for prenatal diagnosis,

which can thus anticipate and prepare to receive
newborns with problems. However, on the nega-
tive side, France’ sinfant mortality rateis 7.3 per
1,000, which places it eleventh in the world.
Moreover, athough the frequency of premature
births in France has been diminishing (from 7 per-
cent in 1981 to 5 percent in 1991), therate is not
negligible. The rate of highly premature births
(i.e., delivery after less than 33 weeks) is 0.7 per-
cent of the births, or 5,000 per year, which raises
immense problems for locdlities treating these in-
fants.

Ethical questions concern, on the one hand, the
problem of resuscitating newborns, and on the
other, the harvesting of organs from brain-dead in-
fants for transplantation. The decision to abstain
from therapy or to pursue resuscitation lies mostly
with physicians rather than parents. Proponents of
resuscitation feel that newborns must be systemat-
ically resuscitated if this is possible—a position
that has been a focus of criticism, particularly be-
cause the criteria used for deciding on whether to
resuscitate vary with different proponents.

Demand for grafts from newborns-heart and
lungs in particular-has been increasing, and both
harvesting of organs and transplantation require
NICU services. If ababy is dive, it is theoreticaly
and ethically possible to extract bone marrow for
transplantation to a sibling, but only with the con-
sent of parents and of three doctors not involved in
the operation. Remova of an organ from a de-
ceased child (covered by the Cavaillet Law of
1976) is subject to parental consent as well as that
of the recipient. Above al, the law calls for doc-
tors to take al precautionary measures for the
benefit of the recipient.

Extracorporeal Blood Circulation

The French technique of extracorporeal blood cir-
culation and artificial lungs in newborns was first
undertaken in 1987. The American technique (ex-
tracorporeal membrane oxygenation, or ECMO),
which requires two nurses per patient, appeared
overly burdensome, and the hospital that first used
the technology therefore developed a less invasive
technique: the AREC, a “veino-venous’ tech-



nique permitting the ward to perform AREC with
three units for 14 beds using only five nurses (8).
An association known as GRAREC was created to
ensure the dissemination of this particular tech-
nique in France and Europe (3). Five centers now
function in France: two in Paris (one with three
machines and one with one machine); one in Line
with one machine: one center and one machine in
Dijon; and two machines in Marseille.

AREC is not subject to specific regulations, re-
imbursement rates, or analytical accounting. As a
technology within neonatology, AREC receives
financing from relevant administrations (e.g., the
CEDIT in Paris) as a technological innovation. At
present al the French centers use the AREC tech-
nique rather than ECMO. This technique is con-
nected to the use of a French invention, a pump
developed by Rhone-Poulenc, readapted, and
now produced by other, smaller companies.

Around 200 French newborns with an esti-
mated 80 percent risk of mortality have been
placed on AREC: the average duration of treat-
ment isfive days. A followup of results over two
years demonstrates that 86 percent of the infants
are norma. A freguent complication can be intra-
crania hemorrhaging due to heparin (1 2).

The AREC technique is less invasive than
ECMO. It uses only the jugular vein and does not
suppress natural circulation inside the lungs. It
also permits much less intensive surveillance. The
expense compared to that of maintaining an aver-
age patient in an intensive care unit is estimated to
beslightly lower. An estimate of potential need for
this technique was made by CEDIT and GRAREC
(held to be 40 cases annually in the Paris region, or
about 200 overall in France).

AREC is not considered by all French neo-
natologists to be a priority but rather one technolo-
gy among others. Currently, GEN gives most of
its attention to the ethical issues of neonatal inten-
sive care, to problems of the burden of care in the
units, and especially to the status and position of
NICU nurses.

SCREENING FOR BREAST CANCER

In 1982, early screening for breast cancer by mam-
mography was virtually nonexistent in France.
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Mammographies were exclusively a diagnostic
activity undertaken after the appearance of a
symptom or as a surveillance practice. Between
1982 and 1988, the use of mammography in-
creased rapidly (there were 650 machines in 1982
and about 1,700 in 1988), and the field underwent
a veritable explosion—from 350,000 to nearly
1,890,000 annual tests (about 90 percent of which
were done by the private sector) (22).

In 1988, 60 percent of mammography were
medically prescribed for the purpose of early
detection, but outside organized screening pro-
grams, and a considerable number of mammo-
grams still are done outside of formal programs.

In recent years, about 1.15 million exams have
been done annually. Unfortunately, the percentage
of the population screened is only around 8 per-
cent of women aged 45 to 54 and 10 percent for
those between 55 and 64-age ranges for which
epidemiologic studies show that screening is the
most beneficial. A structured national system of
early detection thus appears necessary.

Government Policy

In 1988 the Ministry of Health entrusted the Na-
tional Sickness Fund with the responsibility of
setting up and evaluating programs of prevention
and health education. A new financial tool was
founded for the promotion of this mission, with a
specific fund (Fends National de Prevention, d’ E-
ducation et d'Inforrnation Sanitaires, or FNPEIS)
managed by CNAMTS. Programs to be funded
are selected by the CNAMTS board of directors
and annually approved by the Minister of Health
(1,29). Some of these grants were dedicated in
1989 to the organization and evaluation of depart-
mental campaigns to reinforce screening for
breast and colorectal cancer in several research de'-
partements.

Programs for breast cancer screening have only
lately seen the light in France. In 1988, before fi-
nancial action from FNPEIS, eight structured pro-
grams were being set up and eight others were
well established. These programs are character-
ized by enormous diversity within the institution-
a and financial framework. reflecting the
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organization provided for by the 1983 Law of De-
centralization that gives responsibility for cancer
screening and for post-treatment surveillance to
the departments. In conformity with the law, the
screening program provided for and supported by
FNPEIS was organized by departments; local hos-
pitals and local Sickness Funds did not take the
lead but were associated as full partners. A total of
48.5 million francs ($US8 million) or 5 percent of
the FNPEIS budget was dedicated to cancer
screening in 1990. The Ministry of Health inter-
venes principaly to give a technical endorsement
to provide the legal basis for disbursing funds, and
it participates in program followups.

The CNAMTS prevention program is aimed at
women 50 to 69 years old. The strategy is based on
sensitizing practitioners; advertising campaigns;
drafting contracts with radiologists responsible
for examining mammograms; creating contracts
with a center for “secondary x-ray readings;” mak-
ing contacts with local partners (e.g., departmen-
tal leagues for the fight against cancer); and
developing mailing lists.

CHAPTER SUMMARY
Compared with the situation at the beginning of
the 1980s (18), the assessment of health care
technology in France has achieved the status of a
major concern. The 1991 law made extensive use
of the concept of evaluation, associated with no-
tions of quality, management, planning, and cost-
effectiveness assessment. For decades, French ex-
perts have stressed the lack of basic studies of the
decisionmaking process. It is striking that now le-
gal requirements, specific ingtitutions, and public
grants dedicated to evaluation exist at every level
of the health care system and the government.
Public health care managers are learning how
to deal with the new requirements, which are
based on a demand for greater expertise as well as
improved communication and cooperation among
the different actors. Nevertheless, needs for con-
sensus and guidelines on medical strategies as
well as for primary data on diagnosis-related med-

Women are invited to be screened in a letter
from the local Health Insurance Fund. After the x-
ray is completed, the fee is directly paid by the lo-
cal fund to the radiologist ($US40 per
examination), so that the service is free to the pa-
tient. The radiologist sends the results to a center
for secondary x-ray readings.

Financing is budgeted by size of the popula-
tions targeted by each department, which means
(for breast cancer exams) that about 2 million
francs are alocated for every 50,000 people. The
cost of the entire program is estimated at 234 mil-
lion francs per year, around 100 million francs less
than the estimated cost of the actual (predomi-
nantly spontaneous) exams conducted in France
(22).

This program still is defined as “experimental,”
and a“medical, social and economic” evaluation
isrequired to change its status. In 1992, 20 or so
departments were receiving financing for screen-
ing; mass screening, however, has not yet been
carried out.

ical activities and prescriptions remain the stum-
bling block. This is not news to the experts, but it
seems to be widely publicized and accepted
now—in particular by physicians, which makes a
great difference.

Experts feel that medical representatives (if not
the entire medical community) have now become
less reluctant to accept the concept of medical
technology evaluation. Many groups of profes-
sionals have for some years been involved in con-
SEensuUS Processes or in assessments of some sort.
However, the main change derives from the fact
that physicians representatives have negotiated
contracts with the Ministry of Health and the Na-
tional Sickness Fund that involve medical evalua-
tions and medical guidelines stipulating possible
sanctions for physicians who infringe these
rules—a situation that would have seemed impos-
sible 10 years ago.



It isthusfair to say that the need for cost con-
tainment (because of the dramatic increase in
health care costs), rather than objective interest in
improving health care quality, has played the ma-
jor role in pushing technology assessment in
health care into the spotlight. Successive Minis-
ters of Health, calling for reduced health care
expenses, have promoted the concept of “medical-
ized management of health care,” which implies
that improvement of quality and cost containment
can go hand in hand. The public at large is how
well informed about this concept. Moreover, the
possihility of drastic changesin the health insur-
ance and welfare system is also generally grasped.
The medical community thus cannot remain out-
side this national debate. Evaluation in health care
is beginning to be viewed by every professional
involved as the key to a stronger position at thein-
evitable negotiating table.

It must be said too that this now familiar techni-
cal debate took center stage at the very moment
when important national debates were occurring
in France about medical ethics and about gover-
nmental and physicians responsibilities in ensur-
ing health care security and quality after the recent
tainted blood scandal (which led four top physi-
cians and administrators to court and two to jail).
The responsihilities of experts, medical advisors,
practitioners, industry, and the government have
been publicly and dramatically discussed. It is
hard to forecast the historical consequences of
these events, yet it is possible to speculate that the
blood scandal may have opened a new era in
which experts, journalists, and the courts might
play an increased role.

As for the experts, it has been widely noted (es-
pecially during the blood scandal) that their
knowledge has not played and generally does not
play (as far as health policy is concerned) the role
it should. Lack of expertise has been pointed out
for many years by different observers of public
health policy. Proposing solutions to this problem
was one of the goals of successive missions on the
development of medical evaluation in the 1980s.
One of the consequences of the blood scandal has
been to drive the government itself toward a better
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understanding of the need for expertise to assist
the Ministry of Health. Money and positions have
become available, and a number of new experts
have now started to work in various teams close to
the Ministry of Health.

As for the various media, they had mostly (until
the 1990s) intervened to praise and promote medi-
cal innovation and had frequently promoted tech-
nologies that were not yet fully assessed.
Journalists are now appearing in a different role,
as protectors of patients against the high risks of
medical technology and poor quality health care.
Apart from the transfusion issue, other medical
and health care issues have been highlighted by
the press (e.g., the unequa and generally poor sit-
uation of emergency care).

As for judges and the courts, in 1993 three
high-profile scientists and administrators were
charged for bearing responsibility for the occur-
rence of 25 cases of Creuzfeld-Jacob disease
among children treated by extractive growth hor-
mone. This decision was publicized as a new
blood scandal—an attempt by the press (and oth-
ers) to go beyond the limits of the transfusion
issue and to find a new and perhaps more demand-
ing definition of medical and governmental
responsibilities in the diffusion of medical inno-
vations. This new attitude will probably have im-
portant consequences for the future of clinica
research and the management of innovation.

Above dl, the government now appears to con-
sider cost containment its top priority. The re-
forms of the 1980s and the 1991 law strengthened
the quality control processes for medica equip-
ment and health care; now the focus at the central
governmental level is on costs.

Compared to the 1970s and the 1980s, the
French health care system is going through a cri-
sis. The longstanding balance among the powers
and parties involved (physicians, industry, Sick-
ness Funds, government, courts, patients, and
press) has become unstable. Quality of care and
excessively rising costs have become open, ur-
gent, and nationwide concerns, and technology
assessment one of the key tools for addressing the
problem.
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10. Dixsaut, G., “ Situation du Traitement del’In-
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