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Abstract

Thisreview of hedlth care regulatory systems, commissioned by USAID, providesthe
Government of Egypt with information to support its own internal development of similar
functions. The information was compiled using research results from existing documentation
and telephone interviews with appropriate personnel.

Thisreport analytically and comparatively reviewsinternational models and
experiencesin the development and implementation of health care regulations. The study
commences with an introduction to the concept of health care regulations, and then describes
the most universally common approaches for putting them into practice: licensing,
accreditation, and certification. Depending on the country and its economic and political
structures, different governmenta and voluntary regulations over health services have evolved.
Traditionally, in most countries, official licensure of health personnel has been the favored
approach. Various other forms of control have, however, been applied to other health
resources.

The regulatory systems of four countries -- the United States, Canada, the United
Kingdom, and Australia -- were selected for more comprehensive study due to their highly
developed regulatory structures as well astheir histories as model programs upon which
systemsin several other countries were based. The U.S. model, for example, directly
influenced the systems in Canada and Australia. Several specific functions of these systems
are examined, including health care facility regulation; health personnel credentialing;
pharmaceuticals, and health care technology.

The report concludes that, based on the experiences of the countries studied, interest
in health care regulation islikely to increase worldwide. Without political commitment and
feasible institutional capabilities (e.g., ministries of health and regulatory agencies) in place,
efforts to regulate any country’s health sector will likely fail. Additionally, controlling quality
of carerequiresthe integration of providers. Successful implementation of health care
regulations often depends upon several specific factors, including a country’s ability to
recognize and assess market-based changes in the health care structure; the evolution of local
medical care standards; and the context of regulation in the country’s current political
environment.
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Preface

The Government of Egypt (GOE) Ministry of Health and Population (MOHP) is
embarking on a health sector reform endeavor, the need for which has been acknowledged by
both local circles and international agencies. In support of these efforts, the United States
Agency for International Development (USAID) has devel oped a Health Sector Program
Assistance focusing on five major reform areas: (1) rationalizing curative care; (2) attaining an
appropriate balance between the MOHP's various roles as a regulator, financier, and provider of
health services; (3) expanding socia insurance in afinancially viable manner; (4) promaoting
improvementsin the quality of health care; and (5) devel oping appropriate policies to meet the
health sector's manpower needs.

Given the importance of health care regulation in ensuring acceptable quality servicesto
all population groups, especially under limited resource settings, it is anticipated that the
systematic expansion of the MOHP's role as aregulator of health care and the overall
restructuring of health sector regulation in Egypt would be emphasized under the health policy
reform.

Against this background, this regulatory review was commissioned by USAID to draw
on international experiencesin regulating medical care and provide the GOE with information
to support the generation of amenu of regulatory functions feasible and relevant for the
Egyptian setting. The status of health care regulation in different countries was researched
through an extensive literature search, combined with telephone interviews with international
development experts. The review report was constructed in four parts. Section 1 introduces the
concept of regulation in health care. In Section 2, we tour regions of the world to show how
different countries perform the various regulatory functions and the varying degrees of
difference. Section 3 provides a closer look at the regulation of the most important health system
factors: facilities, personnel, pharmaceuticals, and technology. Country models included the
United States, Canada, the United Kingdom, and Australia, and others. The report ends with
lessons learned from the international experiencein health care regulation and offers
recommendations to ensure successful implementation of regulatory systems (Section 4).
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Executive Summary

Health care regulation is defined as any socia action exerting an influence, directly or
indirectly, on the behavior and functioning of health care personnel and/or organizations. This
report reviewed international models and patterns of health care regulation both analytically and
comparatively.

In Section 1, the concept of health care regulation is introduced and the methods of
licensing, accreditation, and certification are presented as the most common approaches to
regulation of the quality of care. Although the terms “licensing,” “accreditation,” and
“certification” are commonly used interchangeably, in a health care context, these quality
assurance methodologies refer to very specific programs with sometimes subtle yet very
important differences. Licensing serves as a screen to keep facilities or personnel without
minimum qualifications or structure from delivering any medical services. Accreditation and
certification are public “ seals of approval” of the technical practices delivered by health care
facilities or personnel, respectively, based on rational criteria or standards.

Section 2 discusses political economy patterns of various world regions and their
different impacts on regulatory function performance. In all countries and in avariety of ways,
governmental and voluntary regulation over health services exists. While official licensure of
health personnd has been the fundamental approach in most countries, various forms of
regulation or control have been applied increasingly to other kinds of health resources.
Regulation of the day-to-day performance of health servicesis extended through diverse
methods of surveillance or teamwork patterns for organizing health care ddivery. Worldwide,
where the financing of health careis collectivized (e.g., viasocial insurance schemes) and a
large, underregulated private sector exists, pressures mount for greater regulation to control both
the costs and quality of services.

Section 3 takes a closer look at health care regulation in selected countries, including
the United States, Canada, the United Kingdom, and Australia. These countries were chosen
because they have devel oped more comprehensive regulatory systems than other countries.
Regulatory functions examined include:

1 Health care facility regulation, where country reviews showed that accreditation
provides a case study in the international propagation of ideas and models in the health
care policy arena. The U.S. modd of accreditation directly shaped the systemsin
Canada and Australia and indirectly influenced developmentsin Britain. In each case,
however, adoption of the model involved adapting it to national circumstances. The
result isthat, despite common ancestry, there are revealing differences aswell as
similaritiesin the systemsin the four countries studied. Moreover, there is convergence
between them in the way they are revising their approaches and standards: all
accreditation systems are devising or considering outcome indicators which more
directly measure the quality of care provided than do the traditional review of processes
and inputs. The focusis also shifting increasingly towards ng quality in terms of
the experience of those receiving care. Striking differences emerge in other respects,
however, particularly when we compare the United States and Britain. In the case of
the U.S,, the Joint Commission has become a quasi-regulatory body, and accreditation -
- though theoretically voluntary -- is the key to unlocking access to public funds and, as
such, has become virtually indistinguishable from government regulation. In contrast,
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accreditation in Britain is still predominantly an exercise in sef-improvement and can
be seen as an offspring of the quality movement rather than an instrument of public
policy. Canada and Australia are somewhere in between. In neither case has
accreditation become a condition for the receipt of public finance; but in both cases,
thereis-- in contrast to Britain -- anational body using national standards to accredit
hospital activities.

2. Health personnel credentialing involves accreditation of educational programs,
licensure of personnel by a government agency, and personnd certification and
recertification by the profession. Reviews revealed marked variability between countries
in both policies and procedures, despite broadly similar goals:

a Accreditation of medical educational programsin both the U.S. and Canadaisa
voluntary self-regulation process, conducted by peer groups of educators and
members of the profession, in contrast to regulation of educational institutions
as agovernmental activity through national medical councilsinthe U.K. and
Austrdia

a Inthe U.K. and Australia, national medical councils control primary
certification indirectly through the process of accrediting the medical school
curriculum. The medical school isresponsible for student assessment and
standard setting. In the U.S. and Canada, medical schools have less authority in
this regard, with national examinations playing amajor role in primary
certification. The former approach has potential advantages in terms of
flexibility, but disadvantages in terms of the quality of the locally produced
assessment procedures.

a In the area of specialty certification, there is more common ground, yet till
more significant differences. Again, it isinteresting to contrast the situation in
the U.K., Australia, and Canada with that in the United States. In the former,
responsibility lies with the nationally based colleges, which are both the
certifying body and professional organization for the specialty. In the latter,
assessment is undertaken by national boards, and is the sole responsihility of
these organi zations.

3. Pharmaceuticals is an area where the international experience has shown -- as compared
to other factors of health production -- that considerable government involvement
occursin most countries. The extent of involvement, of course, varies with traditions of
those governments, their legisative histories, political environments, cultural and
religious values, and economic and technological resources, which tend to either
enhance or detract from the authority accorded to public regulatory bodies. Evenin the
U.S. free market economy, the pharmaceutical sector -- through the Food and Drug
Administration (FDA) -- is paradoxically rigorously controlled. The FDA model for
regulation of the safety and efficacy of drugs provides another example of an
international propagation of ideas and models copied by many other countries,
including the U.K., Australia, Canada, France, Germany, and the Netherlands. Global
trends also show that national drug policies have extended beyond technical and clinical
aspects of pharmaceuticalsto economic and social aspects, including concepts of social
justice in drug distribution and careful alocation of resources for pharmaceutical
expenditure. Depending on the country’ s political economy, regulation is exercised in
varying degrees on the production and/or distribution and marketing of drugs. The
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overall situation is one of tight regulation of both production and distribution in North
America; more control over distribution than production in western Europe; and
centralized yet ineffective controls over either production or distribution in Eastern
Europe and the developing world.

4, Health care technology has become an increasingly visible issue in many countries,
primarily because of the rising costs of health care and the need to weigh costs and
benefits of any investment carefully. The international review of patterns of health care
technology management shows that an increasing number of industrialized countries
have devel oped active programs during the past two decades. Technology control
practices varied widely in the countries studied. For planning purposes, France uses
"health maps" that provide overviews of the diffusion and utilization of technologies.
The U.K., Canada, and Australia, under their national health care systems, develop
policies to manage new and existing technologies in concert with their "global” or
“prospective budgeting.” Technology control practicesin the U.S. are limited to
assessments of the merits and costs of new technologies. Health care systems with a
limited policy structure for technology management, such asthat of the U.S,, do littlein
the way of implementing technology assessment findings, however. In contrast, systems
with centralized public management and collectivized financing tend to have greater
demonstrabl e links between technology assessment and technology management.
Country experiences showed that national and regional policymaking must be
complemented by actions at the operational level of clinical medicine, so asto ensure
the efficacy and cost-effectiveness of technology adoption and use. With the exception
of the U.S.,, such actions are just beginning in most of the countries studied.

In Section 4, we conclude that, based on the experiences of the countries examined in
this report, emphasis on health care regulation is likely to grow worldwide. Though provider
regulation started as an instrument of professional self-education and institutional self-
improvement, in most countries, it is becoming a quasi-governmental instrument for holding
both professional providers and institutions accountable for product quality and cost. Moreover,
growing global trends for separating financing from provision and for encouraging provider
multiplicity in the health sector will aggravate the need for regulation. With thisrealization, the
report concludes by presenting the lessons learned from the international experience in health
care regulation and offering a menu of regulatory options which can support countries
embarking on areform in their choice of regulatory functions feasible and relevant for their
settings.

The experience of many countries in implementing health care regulatory systems
shows that, without political commitment and reasonable ingtitutional capacitiesin ministries of
health, public regulatory agencies, and professional associations, efforts to regulate the health
sector are not likely to succeed. Additionally, without the integration of providers, government
programs to control quality of caretend to fail. State regulation can be wasteful because
regulatory programs are traditionally very expensive to implement and sustain. In general,
successful implementation of a health care regulatory system tends to be dependent on its ability
to:

Recognize any market-based changes in the structure of health care;

Consider the evolution of standards of medical carein its setting;

Be cognizant of the context of regulations in the current political environment;
Draw upon the best possible scientific research regarding development of tools
and methods for measurement and improvement of quality of care; and

> > > >
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a Prioritize and address the key quality problemsthat may arise in the future.
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1.0

Introduction to Health Care
Regulations

In abroad sense, health care regulation can be defined as "any socia action exerting an
influence, directly or indirectly, on the behavior and functioning of health care personnel and/or
organizations." Regulatory systems protect the public by countering market failures, bringing
efficienciesto areas in which the market has been retarded, or correcting the market’ s emphasis
on asingle dimension, such as cost. Some regulatory roles may have an economic focus to
address provider monopolies, combat scarcity of certain necessary services such as primary care,
or curb wasteful service utilization in insurance arrangements. A more socially oriented set of
regulatory roles can improve equity and access through geographic redistribution and anti-
discrimination statutes, or protect the public by controlling the quality of the health services they
receive.

Licensing, accreditation, and certification are the most commonly practiced approaches
to regulation of the quality of health care. Although these three terms are often used
interchangeably, in a health care context, these methodol ogies refer to very specific regulatory
approaches with sometimes subtle yet very important differences. Licensing prevents entities
(i.e., facilities or personnel) which lack minimum qualifications or structure from delivering
medical services. Accreditation and certification are public “ seals of approval” of the technical
practices of health care facilities and personnel, respectively, based on rational criteria. As
public recognitions, accreditation and certification increase patients' ability to judge the level of
technical quality of aprovider. In requiring compliance with awell-devel oped set of quality
standards, the processes of accreditation and certification not only judge technical performance,
but provide facilities and caregivers with important information on practices that improve the
delivered care. Exhibit 1-1 compares the three methods in terms of areas of coverage, targets,
results, and implementation. The following definitions further delineate the differences between
the three processes:

a Licensing isthe process by which legal permission is granted by a competent authority,
usualy public, to anindividual or organization to engage in a practice, occupation, or
activity otherwise unlawful (e.g., alicense to practice medicine and surgery). A license
is usualy granted on the basis of examination and/or proof of education rather than on
measurement of actual performance. A licenseis usually permanent, but may be
conditional on annual payment of afee, proof of continuing education, or proof of
competence. Grounds for revocation of alicense include incompetence, commission of
acrime (whether or not related to the licensed practice), or moral turpitude.

a Certification isthe procedure and action by which a duly authorized body evaluates and
recognizes (certifies) an individual as meeting predetermined requirements, such as
standards. Certification programs are generally non-governmental and do not exclude
the uncertified from practice, as do licensure programs. While licensure is meant to
establish the minimum competence required to protect the public health, safety, and
welfare, certification enables the public to identify those practitioners who have met a
standard of training and experience set above the level required for licensure.

1.0 Introduction to Health Care Regulation



Licensing, Accreditation and Certification: Major Characteristics

Exhibit 1-1

Licensing Certification Accreditation
Applied to Health care facilities Health care personnel Health care facilities or
Health care personnel educational institutions
Granting body |Government agency Peer organization, Peer organization,
government agency, government agency,
payor organization, or mix |payor organization, or
mix
Required for  |Entry into practice Professional status and Professional status and
possibly reimbursement possibly
reimbursement
Purpose Restricts entry into field |Recognized qualification to [Public assurance of
to personnel or facilities |practice at higher level desired level of quality
meeting minimum of care
standards
Duration Permanent Permanent or fixed term Fixed term
Type of Minimum quality Qualifications (education  |Optimal quality:
standards “Structure” and experience) “Structure,” “Process,”
Minimum qualifications and “Outcome”
(education)
Indicates high |No Yes Yes
quality
Performance  |No Sometimes Yes
based
Administration |Simple Moderate Complex
Renewa Automatic Continuing education Complete reinspection
Possible exam Possible exam
2 Technical Report No. 11: International Compar ative Review of Health Care Regulatory Systems



a Accreditation isthe formal process by which an authorized body assesses and
recognizes an organization, program, or group as complying with requirements, such as
standards or criteria. For example, accreditation by the Joint Commission on
Accreditation of Healthcare Organizations (JCAHO) in the United Statesisa
determination that an eligible health care organization complies with applicable
standards. Certification is essentially synonymous with accreditation, except that
certification is often applied to individuals (such as certifying a medical specialist),
whereas accreditation is applied to ingtitutions or programs (such as accrediting a
hospital or medical education program).

Although most countries have some form of licensing for health care providers and
facilities, many of these programs are poorly administered, or even ignored, particularly in the
case of government-owned facilities. There are far fewer countries that have programsin
accreditation or certification. Fortunately, with advancesin quality assurance technologies and
the increasing importance of private sector providers around the world, these programs are
under serious consideration in many places.

1.0 Introduction to Health Care Regulation






2.0

The International Scene in Health
Care Regulation

Political ideologies and economic levels are major determinants of health care systems
worldwide. This section examines the influence of political economy on the way hedlth careis
regulated in the various regions of the world. Governmental and voluntary regulatory influences
on both the training and authorization to practice of health manpower are studied, followed by
an examination of health care facilities regulation and performance monitoring under various
international health care systems.

2.1

Regulation of Health Personnel

Policies for regulation of health manpower vary among different countries and different
types of health personnel. They encompass licensing of practitioners, specialty certification, and
accreditation of educational institutions or programs.

In the United States, the health system is characterized by a predominantly private
financing of health care through commercial insurance corporations, although public financing
of careto the elderly and poor is maintained through federal “Medicare’ and “Medicaid” health
insurance programs. Though the U.S. system was conceptually envisioned in the free enterprise
ideology, as the system matured, insurers increasingly imposed controls and constraints on the
performance of providers, thus affecting costs and quality of services. The government, mainly
through its Medicare program, has much influence on the way the U.S. health sector functions,
however. The result isthat the U.S. health system can be described as a predominantly private
yet heavily regulated industry.

Regulation of health manpower in the U.S. is characterized by the critical role of non-
governmental agencies. Even in areas where a governmental roleis observed, state authorities
usually transcend federal involvement. Thisresultsin significant variation in personnel
regulation practices amongst the 50 states.

Until the beginning of the twentieth century, American universities and medical schools
were essentially free from any regulation. Later, state authorities started requiring their own
medical examinations for licensure, a practice that is relatively uncommon around the world. -
Over time, reciprocity grew among the statesin recognition of each other’s licensees, thus
permitting mobility of doctors among states. Aswill be further discussed in Section 3.0, the
non-governmental National Board of Medical Examiners was later formed as a voluntary body
administering the United States Medical Licensing Examination (USMLE), which standardized
licensure standards nationwide.

Medical specialties have also been subject to only non-governmental regulation in the
United States. More than 24 specialty boards, which establish criteriafor training aswell asfor
formal examinations, are currently responsible for certifying specialty and subspecialty
competence. Although nationwide in operation and impact, the board certification regulatory
program is not affiliated with the government. It is recognized by many government programs,
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such as Medicare, for participation and payment purposes, however, and by most hospitals for
staff appointments.

Most other health science disciplines followed the model of medicine in their state
licensure requirements, with only afew noteworthy variations that further demonstrate the U.S.
interstate differences. Dentistry, for example, has a statutory rather than a purely voluntary basis
for specialty statusin several states. Registration of trained nurses requires aformal examination
in every state, but a national federation has established a uniform exam resulting in reciprocity
in recognition of registered nurses' (RN) qualifications among the 50 states. Examinationsin
pharmacy are also required in all states, and in many jurisdictionsrelicensureis periodically
required on the basis of a minimum record of continuing education. Licensure of laboratory
technicians is mandatory in some states, where the candidate must pass an examination and
have credentials from an approved school. In other states, the laboratory technologist or
technician may offer to prospective employers voluntary certification by the American Society
of Clinical Pathologists. Hospital administration is afield subject to state licensurein only afew
states. But nursing home administration is the first field that, by national law, requires state
licensure.

Neither state nor federal governments have arolein approving or accrediting
professional training programsin the U.S., accomplished instead by private societies and
professional associations. The roles of the American Medical Association and Association of
American Medical Collegesin accrediting medical schoolswill be discussed in Section 3.0. The
same approval is carried out by the American Pharmaceutical Association with respect to
schools of pharmacy, the National League of Nursing regarding professional nursing schools,
and so on. Government intervention appears only in the role of the federal U.S. Office of
Education in approving the private associations responsible for accrediting medical education
institutions.

In western Europe, financing of health care is mainly governmental, through social
insurance schemes that have mostly achieved universal coverage. Y e, asin the U.S., much of
the provision of health services remainsin private hands, with avariety of measures applied by
the government to control quality and costs. Adapted version of these systems appear in Japan,
Australia, and New Zealand, where social insurance makes access to care universal or nearly so,
but where the private sector still predominates ambulatory care.

Though health manpower regulation in western Europe employs the basic methods of
licensing, certification, and educational accreditation, the diversity of patterns of regulationis
too great to permit anything but afew examples. In general, greater control is exercised by
national governments over educational programs, and as a result, the establishment of
gualifications for engaging in various forms of health servicesisusually much simpler thanin
the United States. Proof of graduation from a government-approved training program usually
grants the legal right to engage in the profession anywhere in the country. For example, in
Sweden or Norway, where all the medical schools are approved by the national Ministry of
Education, a medical graduate need only present his credentials to the health authorities in the
Ministry of Social Affairsfor registration. In France and Germany, where basic government
controls apply aso to the educational institutions, no further examination is required of medical
graduates and registration with provincial (not national) health authorities is a matter of
formality. Similar policies are followed in Belgium and Holland.

Aswill be discussed in Section 3.0, Great Britain differs dightly; it requires approval of
its medical schools and examinations by the voluntary General Medical Council (GMC), even
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though al the educational institutions are also approved and supervised by the Ministry of
Education. In addition, there are the voluntary specialized examinations of the Fellowships of
the Royal Colleges, which mark additional status and competence.

Specialty certification varies among European countries, although it is mostly the
responsibility of professional bodies. Norway’s national medical association maintains a
committee that regulates specialty training requirements and administers certification
examinations. In Belgium, an especially rigorous sequence of training is required and approved
in advance by its national medical association. In addition, specialty status must be registered
with a government authority if the doctor is to be entitled to payments from the socia insurance
program at the higher specialist rates. In France, specialists are registered with the Ministry of
National Education after completing appropriate training and passing certification examinations
given by the several specialty societies.

Generally speaking, procedures for licensure or registration of nurses, pharmacists, and
other health personnel follow the model of physiciansin each country. There may be dight
modificationsin certain fields, as in Norway, where the maintenance of nurse registration
records is delegated by the government to the voluntary nursing association.

In Eastern Europe and the former Soviet Union, where both financing and delivery of
care was available through public ingtitutions, private medical practice gradually declined. Most
health service responsibility isin the hands of governments and central ministries of health, with
ahierarchy of branches operating at provincial and district levels. The regulatory capability of
these ministries, however, remains very limited.

This health system model was pioneered in the former Soviet Union and has been
emulated, with various modifications, in China and Eastern Europe, in adaptation to local
circumstances. In Poland, for example, astrong private sector still existsin rural areas. Inthe
Czech Republic, university hospitals are independent from the ministry of health. In China,
great emphasisis put on community participation.

Most Eastern European countries require no licensing examinations by a government
authority beyond completion of specified educational programs. Health education institutions
are mostly controlled by the national health rather than educational authorities. Professional
societies are active primarily in the field of post-graduate or continuing education.

Most developing countries started by emulating the socialist model of a predominantly
governmental health system inefficiently run by ministries of health. They also maintained a
rapidly growing “laissez-faire’ private medical sector that the government largely failed to
regulate. Many countries, however, initiated social insurance schemes and tried to expand
coverage, but were severely restrained by their budgets. Most of these social insurance systems,
as are those of the Middle East and Latin America, are financed by obligatory payroll
contributions (paid by the employer or shared with the employee), with the service delivery
system owned and operated by a social insurance organization. These delivery systems have
problems similar to those of the government-owned and operated delivery system, but have
more assured levels of funding.

Asin Eastern Europe, the role of government in developing countriesis greater but less
efficient, and the role of the professional bodies is weaker than in North America and western
Europe. Regigtration of physicians with the ministry of health follows automatically from
completion of prescribed courses of training, and no additional licensing examinationis
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reguired. Within the Ministry of Health in Colombia, for example, thereis a Council of
Professional Practice, which registers all physicians and other health personnel who have
completed training from a school recognized by the Ministry of Education. Physicians must also
show proof of aone-year internship in ahospital, plus a second year of service in a public health
post or rural facility. Many Latin American countries require the latter form of service asan
approach to solving the problem of rural doctor shortage. Nurses and allied health personnel are
registered in substantially the same way as physicians.

Beyond these proforma registrations, physicians, dentists, and others engaged in
individual practice must join a professional society for purposes of ethical control over their
behavior. These societies may also engage in bargaining with government agencies on rates of
payment for services, or they may establish parallel non-government bodies for such purposes.

2.2

Regulation of Health Facilities

Due to the importance of hospitalsin total health service delivery, standards for hospital
construction and operation have been emphasized by most al government authorities. The
application of these controls varies with the overall political ideology of the countries.

In the United States, there were few public standards for hospital construction until the
federal law to subsidize such projects was passed in 1947. As a condition for federal grants,
each state was required to enact a hospital licensure law. Under these laws, all hospitals were
periodically inspected with respect to physical standards, laboratory facilities, kitchen sanitation,
fire safety, radiological hazard protection, and related matters. Enforcement of these laws was
weak, however, since the staffing of the state inspection authorities (usually the state
Department of Health) was generally meager. Moreover, most state laws stressed standards
connected with the hospital's physical features and demanded little in the way of standards for
the staff. Compensating for this deficiency, the Joint Commission on Accreditation of Hospitals
(JCAH) was established as a non-governmental body representing several professional associa-
tions.

Until about 1960, any hospital could be built or enlarged aslong as it met state
licensure requirements. As bed-population ratios increased, along with expansion of voluntary
insurance for hospitalization, New Y ork was the first state to enact alaw in 1961 requiring that
any construction providing new hospital beds had not only to meet the licensure standards, but
also to satisfy the state government that there was a social need for the additional beds. Such
"certificate of need" |laws were soon passed by many other states. In 1974, a national law was
enacted (i.e., the Nationa Health Planning and Resource Devel opment Act), requiring that
every state must have such legidlation controlling the hospital bed supply aswell as quality
standards.

Similarly, after the federal-provincial hospital insurance program was enacted in
Canada, provinces soon realized that any new beds constructed would quickly become filled
with patients whose care was paid for by the entire population under the socia insurance
system. The provincia governments accordingly started exercising control over all new hospital
construction or enlargement, requiring that there be proven a definite need for any additional
beds. Moreover, some provinces, faced with spiraling hospital costs, were ordered to close
certain small hospitalsto limit bed availability.

8 Technical Report No. 11: International Compar ative Review of Health Care Regulatory Systems



Hospital construction in western Europe has generally been subject to more government
controls, although the levels of public authority differ. Voluntary accreditation bodies play
minimal roles. In the British and French systems, standards for both construction and operation
of hospitals are promulgated by the ministries of health at the national level, although they are
monitored by regional or provincial authorities. In Great Britain, where the majority of hospitals
are actually owned and controlled by the central government, exercise of this authority is not
difficult. In France, where the government sponsors a large portion of hospital beds, the
implementation of standards, although theoretically universal, is not so perfect for the non-
governmental minority. The French Ministry of Health was, until afew years ago, using the
system of Health Mapping (Carte Sanitaire) to plan the diffusion and geographic distribution of
government hospitals and other provider organizations.

Constraints over the number of beds or bed-population ratios of hospitalsin western
Europe are less than those in North America. With salaried hospital doctors, problems of over-
hospitalization and its serious cost burdens have not been strongly felt. Asaresult, any local
community or, in some countries, any voluntary group has been free to build hospitals, aslong
asthey met technical standards of licensing. The high cost of construction necessary to meet
such standards acted as an inherent constraint.

In Japan, however, where open staff hospitals and fee remuneration of doctors for
inpatient care prevail, the national government exercises control over all new hospital
construction or enlargement, requiring that there be proven a definite need for any additional
beds.

Hospital construction in the formerly socialist Eastern Europe, being entirely
governmental, presents no special problems of regulation. Depending on the degree of
centralization of authority, hospitals are simply built according to the plans of the national or
local government bodies. In the highly centralized modd of the former Soviet Union, the
national Ministry of Health in Moscow planned all construction and approved projects for the
local level, since the operating costs eventually must be met from the national health budget, a
process that eventually led to overbuilding of hospitals.

In the more decentralized model of China, the provincial authorities make their own
hospital or health center construction decisions, but they may obtain advice on technical
standards, if they wish, from the central health ministries. In general, the need for hospital beds
has been so great and the economic resources to build them so limited that controls over quality
standards and bed supply have been very limited. Many of the national ministries of health
maintain technical officesto prepare architectural plans for hospitals and health centers of
various sizes, along with rosters of appropriate equipment. These offices are concerned with any
facilities constructed by the ministry itself (or by aministry of public works) and they may offer
adviceto private and charitable hospitals.

In most developing countries, afew social security agencies have similar architectural
design offices, but disciplinary controls are rarely exercised if a non-government body
establishes a private hospital that does not meet central government standards. The concept is
that almost any sort of hospital in countries desperately short of bedsis usually better than none.

2.3

Regulation of Health Provider Performance

2.0 Thelnternational Scenein Health Care Regulation



After the licensure of personnel and approval of health facilities, there are many further
forms of regulation that can ensure effective performance within a health care system. These are
sometimes built into the delivery patterns, such as the discipline implicit in the closed-staff
salaried doctor model of hospital organization in Europe, compared with the open-staff model
with numerous private visiting doctors in the United States. In addition, regulatory influences
are exercised by payment agencies, professional societies, or judicial systems.

The U.S. free market economic approach to medical care hasled to along-term
escalation of costs, with the rate of inflation increasing rapidly over the past 30 years. Largely in
response to this and also due to concerns about the quality of care, various payment agencies
have applied increasing controls over providers. Thus, with fee-for-service payments being used
in most government programs of medical care for the poor and ederly (Medicaid and
Medicare), many states require prior authorization by a government medical consultant before
elective surgical procedures are paid. Other government programs, such as those for
rehabilitation of disabled workers, may stipulate that only board-certified specialists may
participate and get reimbursed. Within the Medicare program, in which costs have risen very
rapidly, the federal government has been compelled to introduce more and more regulatory
congtraints. Rules for determining "usual and customary" fees have become increasingly
restrictive, and legal actions have been taken against doctors suspected of submitting fraudulent
claims. In 1973, amendments to the federal law required establishment of Professional Standard
Review Organizations (PSROs) to exercise peer review over all Medicare and Medicaid
payment claims for hospital services. Voluntary health insurance programs also review payment
claimswith afocus on potential abuses, such as excessive diagnostic tests or surgical procedures
of dubious value. Under the present “managed care’ movement, even further controls are being
imposed, with managed care organizations imposing utilization review (screening and approval)
for hospital admissions, surgical interventions, long hospital stays, and referral to specialists.

Professional societies of physicians, dentists, nurses, and others theoretically promote
professional ethics of their members. In the United States, nevertheless, it has been very rare for
such societies to discipline any of their members, except for the most egregious behavior, such
asthat associated with drug addiction, alcoholism, or frankly illegal actions.

Another indirect channel of regulation of provider performance is the right of the
patient to take legal action against his doctor or health provider for injuries suffered due to
negligence. In the U.S., malpractice lawsuits have become increasingly frequent in recent years.
The reasons reflect the sophistication of patients, aggressiveness of lawyers, high costs of
medical care (often not covered by insurance), and tendency of insurance companies covering
the doctor to settle claims of even dubious merit rather than run the risk of court litigation. In
any event, the rate and amounts of malpractice awards and out-of-court financial settlements
have risen so much that the personal liability insurance carried by nearly al American
physicians has become extremely costly, with premiums especially high for surgeons and
anesthesiologists.

Another aspect of provider regulation present in the highly private delivery systemin
the U.S. is anti-trust or anti-monopoly regulation, whereby the U.S. Justice Department
sometimes takes legal action to try to prevent hospitals from merging and creating monopoly
power over the availahility of certain technologies and fees for services.

Annex C summarizes the various patterns for regulation of health care providersin the
United States, whether centralized (i.e., federal-level) or decentralized (i.e., state-level).
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Under the predominant social insurance settings in western Europe, cost containment
measures and regulations to prevent unnecessary care are somewhat rigorous. The British
general practitioner (GP) pattern with its capitation payment, for example, usesasimple
approach whereby the government sets a maximum number of patients allowable on any GP list.
The German sickness funds conduct computerized reviews of each doctor's practice habits, as
measured by such criteria as the number of drug prescriptions, office visits, and laboratory tests
per case; or the rates of certain surgical procedures; and so on. These measurements are
compared with those of other doctors in the same specialty, and highly deviant individuals are
identified. Such identification is a screening step, to be followed by a detailed audit of the indi-
vidual doctor's work. If this reveals unjustified services, the doctor may be reimbursed for only a
fraction of his claims, and. in serious instances, be ruled out of participation in the social
insurance program entirely.

Not al European health insurance systems are asrigorousin their regulatory practices.
Belgium and Japan are examples of countries where the private medical profession has great
political power. Doctors have successfully resisted aimost all efforts of the insurance system to
control their behavior. In these countries, the social insurance program is regarded essentialy as
afinancing mechanism that cannot challenge the performance of any licensed physician.

Professional societiesin most European countries generaly fall into two types: the
association concerned with technical development and continuing education; and the body
concerned with negotiations regarding economic matters with government or social insurance
organi zations and with monitoring the ethical behavior of its members. In addition, there are
also various societies in the medical speciaties. In nursing, pharmaceutical, and other health
professions, the two roles are sometimes played by committees or divisions of one national
association.

For many reasons, legal actions for malpractice against doctors, hospitals, or other
health services providers are rare in Europe. Most prominent among the causesis probably the
national health insurance legidation, under which any medical costs due to malpractice are
covered, along with other health care costs. The more disciplined medical staff organization
within hospitals, as compared with that in the United States, may also reduce poor performance.
Thelega systems concerning torts generally differ: contingency fees for lawyers are either
prohibited or considered unethical, and jury trials are not used in civil (non-criminal) actions.
Private insurance companies are not commonly used for carrying malpractice liability insurance;
instead, medical associations often operate protective organizations to which all their members
contribute premiums. Whenever the doctor's behavior has been considered reasonable, heis
vigorously defended, rather than having afinancial settlement offered to avoid litigation. Asa
result, malpractice insurance premiums paid by doctorsin Great Britain and Australiaare a
fraction of thosein the U.S.

In Eastern European and former Soviet countries, the entire delivery systemisthe
principal regulator of the quality of medical care. Salaries paid to personnel and the
responsibilities assigned to them are based on rewards for competence and seniority.
Correspondingly, performance regarded as poor by organizational |eadership may result in
failure to advance, or even demotion. Payment schemes for health personnel influence
performance by giving incentives for diligent work; the judgment of merit, however, depends on
internal supervision rather than preset standards.

2.0 Thelnternational Scenein Health Care Regulation



In addition, in many former Soviet countries, a system called “ medical-economic
standards’ is used to regulate provider performance. This system imposes financial penalties on
provider personnel for deviation from practice norms set for each diagnosis and subdiagnosis.

Exhibit 2-1

Summary of Measuresfor Regulation of Health Care Providers

Health System Inputs Health System Operations
Hedlth Facilities
Facility licensure Health Provider Performance
Approval of facility construction and/or Facility Accreditation
expansion
e.g., Certificate of Need programs, Professional Standards Review
Health System Agencies, Antitrust Law Organizations

Peer Review Organizations

Health Personnel Clinical Practice Guiddlines
Personnel licensure Outcomes Analysis
Specialty Certification and Penalties, fines, and sanctions
Recertification

In Eastern Europe, the role of professional associations outside the sphere of continuing
medical education is primarily to mediate grievances of personnel and represent their members
in salary negotiations. Medical specialty societies in countries such as Poland play arolein
monitoring performance in their respective fields through committees that periodically visit
hospitals and polyclinics to monitor the quality of care and provide ratings that influence
promotions. In addition, these committees may be consulted on problems at a particular facility
where the local medical director needs advice. Judicia redress through the courts plays little
part in the regulation of health care performance in socialist settings. A patient with cause for
dissatisfaction can bring his complaint to the attention of the program supervisor.

In developing countries, doctors are often salaried rather than paid by fees or capitation,
so that the scheme of remuneration as such is not relied on for regulation of performance.
Rather, it isthe organizational dynamics within the delivery system -- supervision, consultation,
meritorious promotion -- that influence the behavior of health care providers. Asfar as purely
private professional practice is concerned, regulation is virtually non-existent after professional
licensure or registration. Similarly, the professional societies do little if anything to discipline
practitioners in developing countries. The role of the societiesis again to continue medical
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education and negotiation with government and social insurance bodies on economic issues. In a
sense, the diligence of medical and other societies in protecting patients against mal practice of
health providers varies with the sophistication of the general population about medicine, which
tends to be quite weak in most of the developing world. For the same reason, legal redress for
patient grievances is seldom sought in the developing countries. Grievance procedures
sometimes operate in socia security medical care systems, although these generally concern
problems of accessihility (e.g., along waiting time before seeing the doctor) rather than medical
performance.

2.0 Thelnternational Scenein Health Care Regulation
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3.0

Health Care Regulation in Selected
Countries

3.1

3.1.1

Regulation of Health Care Facilities

Today, thereis agrowing global interest in regulation of hospitals and other health care
facilities, both by international institutions such as the World Health Organization (WHO), and
by an increasing number of industrialized and developing countries. Thisinterest mirrors wider
worldwide concern about promoting quality of care and an increased emphasis on accountability
to the public, both as consumers and taxpayers.

Theregulation of hospital construction in different parts of the world was discussed in
Section 2. In Section 3, we focus on the regulation of hospital operation and quality of care
through the methods of health facility licensure and accreditation. The development and status
of such systemsin a number of countriesis presented.

Health Facility Licensure

Licensing is the process of judging a health care facility or provider against a set of
standards that specify the minimum structure that must be present in order for the facility to
operate. Licensing standards specify the equipment, staff, and physical facilities that are
absolutely essential for delivering medical care. If the facility meets these minimum standards, it
is granted a license, which represents the government's permission for the facility to be open and
provide care to patients. A facility that lacks any of these minimum requirements cannot provide
safe or effective patient care and is not allowed to remain open.

As opposed to
accreditation, which is
voluntary and mostly
administered by non-

governmental bodies, .
? . Inspection
licensing of health care Standards Define Confirms Government

Exhibit 3-1
Licensing Principle

fac' I Itles iS mandaory and Minimum Presence of Grants Permission
. Structure Minimum to Begin Services
government imposed. Resources
The idea behind

licensing is the recognition
that there are levels of quality
below which patient care should be prohibited. Aslicensing is defined as the absolute minimum
level of quality, licensing standards are written to define the resources that must be present for
the hospital to safely and effectively treat patients. The goal of licensing is not to define
desirable quality, but to define the minimum level of capability.

3.0 Health Care Regulation in Selected Countries
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Standards for licensing of health care facilities vary from one country to another,
according to development status. The following licensing standards were developed for the
Republic of Kyrgyzstan to represent the absol ute minimum structure that must be present for
any hospital in any country to deliver care to patients.

A hospital is defined as “alocation where persons suffering physical or mental ailments
are provided medicine, surgery, or other forms of therapy for a continuous period of 24 hours or
longer.” Any hospital must have:

a A licensed physician who is responsible for ensuring that each patient is diagnosed as to
the nature of his or her ailment and receives either effective therapy to aleviate the
malady, or palliative care in cases where effective therapy is not available;

a Nursing care whenever there are patients at the facility;

a Beds, each occupied by asingleindividual, except in extreme situations of need where
beds may be shared by more than one person, although at no time may more than one
person occupy a bed when such sharing would result in an adverse medical outcome for
any of the persons,

a Sufficient sanitary facilities to prevent the spread of communicable disease;

N Potable drinking water;

a Food service providing meals appropriate to patient needs, adequate kitchen facilities,
or arrangements where food is provided to patients by outside sources or contractors;

a Transport, or regular and reliable access to transport;

a A working telephone line;

a Compliance with public health and environmental standards;

a The minimum set of medical equipment and surgery instruments required by existing
norms; and

N Linens, bed supplies, and other "hotel" service necessities, in addition to medical
equipment.

The majority of governments worldwide have much more sophisticated measures for
licensing of their health care facilities which exceed these minimum standards.
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Exhibit 3-2
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3.1.2

3.1.2.1

Health Facility Accreditation

When setting standards for health care facilities, questions of who should define these
standards and how they should be monitored must be addressed. In response, two models have
been developed. Thefirst could be called regulatory, or public-regulation, where the state takes
direct responsihility for setting standards and inspecting health care facilities and certification is
acondition for continuing to operate and for receiving public funds. The second isthe
accreditation, or self-regulation, moddl, where an independent agency both defines and monitors
the standards of those institutions that voluntarily choose to participate in the scheme.

Accreditation is the process of evaluating health facilities according to a set of standards
that describe the structures and processes directly contributing to desirable patient outcomes.
These standards provide guidance on achieving the highest level of care quality possible, given
available resources. When a hospital meets or exceeds the structure, process, and outcome

standards of the care delivery system, it earns the honor of accreditation.

The Evolution of Health Facility Accreditation

The earliest attempt to set and monitor standards for health care organizations was
initiated in the United Statesin 1917 through the Hospital Standardization Program, which later
evolved into the JCAHO. The JCAHO isviewed to be amode of self-regulation by the health
careindustry, but it assumed a public regulatory role in response to changes brought about by
the introduction of Medicare and Medicaid. Today, the majority of health facility accreditation
systems worldwide are in large part based on the self-regulation model, with some features of

the state regulatory model incorporated to
varying degrees.

Theway hedlth facility accreditation is
conducted worldwide has also evolved in an
attempt to move from “ standards monitoring”
towards “ continuous quality management” or
“total quality management.” The notion of
standards implies fixed points in the definition
of quality -- points which may, from timeto
time, be revised and upgraded, but nevertheless
provide clear-cut criteriaand well-defined
targets. The notion of quality, asinterpreted in
the total quality management approach, implies
acontinual process of self-examination, and a
never-ending search for improvement without a
fixed destination. Setting standards is seen as
an exercise in public accountability to patients
and taxpayers for the achievement of a
particular level of care. The concept of quality
as something in acontinual state of evolutionis

Exhibit 3-3

Accreditation Principle

Standards Define
Optimal Performance
Given Existing
Resources

Survey Evaluates
Facility Operations
and Provides
Recommendations for
Improvement

Facility is Awarded
Accreditation

now being incorporated in many accreditation models worldwide.

Accreditation Body
Determines if Facility
Has Earned
Accreditation Honor

Over the past few years, accreditation evolved from asking whether the facility has the
capability for producing quality care, to asking whether the facility provides quality care. There
are two eementsin this new approach to facility accreditation. Thefirst isthe move from
defining quality in terms of inputs (e.g., physical plant, organizational structure) and processes

18 Technical Report No. 11: International Compar ative Review of Health Care Regulatory Systems



3.1.2.2

3.1.2.3

(e.g., policies and plans for the ddlivery of care) to outcomes. The second is the increased
emphasis on the ways whereby the hospital itself can assess the quality of careit provides.

International Models in Health Facility Accreditation

Although successful accreditation programs have been completely established in only a
few countries (U.S., Canada, Australia, and New Zealand), recent experience suggests that
hospital standards can be produced in devel oping countries if the standards reflect the actual
conditions found in local hospitals. Presently, there are efforts under way to develop and
implement hospital accreditation programsin approximately 15 additional countries worldwide.
The approach taken in these countries has been to make arealistic appraisal of local conditions,
especialy of available resources, and develop hospital standards that reflect alevel of care that
can be achieved, given environmental realities.

For Annex A, the current stage of development of all accreditation systems worldwide
was researched through interviews with expertsin international development and an extensive
literature search. Evident from thislist isthe fact that many systems are in the devel opmental
stage. Implicit in thelist isthe driving force of private medical practice on the development of
accreditation systems. As private practices and private hospitals begin to account for larger
shares of acountry’s health care delivery system, concerns over maintaining or establishing
guality monitoring mechanisms increase.

The developmental stage is often prolonged in nascent accreditation systems because of
the necessity to establish a body charged with carrying out the survey and accreditation process.
At the same time, standards must be created that are appropriate to local conditions. In the early
spread of accreditation systems, standards were created from scratch, as the only model readily
available was that of the JCAHO in the U.S. Although providing a good overall model for the
design of standards, U.S. standards were not appropriate for countries with fewer economic
resources. Asworld experience with accreditation increases, available models for standards and
lessons learned from accreditation structure devel opment made the process less difficult for
moderate income countries.

The accreditation model asit has developed in the Anglophone countries -- the U.S,,
Canada, Australia, and the U.K. -- was chosen for a more detailed review for two reasons. First,
these models are all derived from the U.S. model, and therefore form afamily group. Second,
no other country has devel oped awhole hospital accreditation system to the same extent asthe
Anglophone group. Further information on the structure of the health systems in these four
countriesis presented in Annex B.

The United States

Accreditation in the United States is the product of an initiative taken by the medical
profession. In 1917, the American College of Surgeons established the Hospital Standardization
Program. The intent was to ensure “that those institutions having the highest ideals may have
proper recognition before the profession and the public, and that those of inferior standards
should be stimulated to raise the quality of their care.”

The Hospital Standardization Program, as originally conceived, was one of the means
by which the U.S. medical dlite asserted its claim to control the system. The five original
standards indicate that the program represented an assertion of medical autonomy against the
trustees and administrators who had dominated the hospital scene in the past. Three of the
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standards were concerned with the organization of the medica staff, and were intended to
ensure that the medical staff should collectively determine the rules, regulations, and policies
affecting the “ professional work of the hospital.” These standards also enforced staff power to
exclude physicians who were not considered to be adequately qualified or competent. A fourth
standard dealt with medical records, while the fifth sought to ensure that the technical resources
required for the practice of medicine -- i.e., the appropriate diagnostic and therapeutic facilities -
- were available.

Over time, the number of hospitals submitting themselves to the accreditation process
increased. By 1950, more than half the hospitalsin the U.S. were involved. The program
became too expensive for the American College of Surgeonsto carry on itsown. Asaresult, the
JCAH -- re-named the JCAHO in 1988 -- was born. As before, the medical profession
dominated the JCAH, athough the American Hospital Association also secured representation.
Until 1993, the Board of Commissioners was composed of 24 members nominated by the
American Medical Association, American College of Surgeons, American Dental Association,
American Hospitals Association, and one consumer representative. In 1993, the JCAHO added
four more seats to its member board, three for public members and one for nursing.

In essence, the JCAHO wasiinitiated as amodel of self-regulation by the health care
industry. It has been forced, however, to adapt to the changes brought about in the 1960s by the
introduction of Medicare and Medicaid, which made hospitals dependent on revenue from tax-
financed patients. Reimbursement for the treatment of Medicare patients became dependent on
whether hospitals met federal standards, enforced by the states. The JCAH headed off the
development of afederal inspectorate whereby accredited hospitals were given what was termed
“deemed status,” i.e., they were deemed to have met the conditions necessary for reimbursement
from Medicare and Medicaid. States could allow hospitals exemption from their own regulatory
processes if they received the imprimatur of the JCAH.

In principle, then, the JCAH maintained the twin-defining characteristics of a self-
regulation system. The processes of defining and monitoring standards remain independent, and
participation by health service organizationsis voluntary. The use of JCAH accreditation in
government decision making, however, caused it to become part of the public system. Federa
and state regulations were drafted to follow many JCAH standards. Some of the standards
regarding safety issues have been tightened up in response to pressure from the federal
bureaucracy. In practice, the principles of government and self-regulation have been blurred.

Until the mid-80s, JCAH efforts defined standards more precisaly and in greater detail.
Theresult was a proliferation of standards -- some 2,200 in all -- and ever-increasing complexity
in the process of scoring and assessing them in an attempt to increase objectivity. But starting
with the 1986 Agenda for Change, the JCAH started re-envisioning its role from facility
standards monitoring to the broader promotion of continual facility self-advancement, thus
embracing the paradigm of continuous quality improvement. Accordingly, the JCAHO
embarked on an ambitious and expensive program for developing clinical outcome indicators,
while concurrently reducing and simplifying input and process standards. The 1994
Accreditation Manual marks a significant step in this direction, reversing the trend towards
ever-increasing complexity of previous decades. The manual aso signals amove away from
defining standards in terms of specific services or departments and adopting a more cross-
cutting, thematic approach, testing the functioning of the hospital as awhole.

Although hospitals are not compelled to seek JCAHO accreditation, they now have a
very strong incentive to do so, and 80 percent participate (the main exceptions are small rura
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hospitals). Even though there are a number of small accreditation systems developing in the
wake of the JCAHO, it has remained the market |eader in health care organization accreditation
inthe U.S.

Nevertheless, the JCAHO is criticized inside and outside the U.S. on two major issues.
Thefirst istheir reluctance to refuse accreditation to a hospital because of the damaging
financial consequences that may result from such a decision, especialy when such adecision
may force the closure of acommunity's only hospital. It isalso criticized for being too
bureaucratic and imposing an excessive burden of paperwork on those being accredited.

Canada

The Canadian system is the most direct offspring of the U.S. system, and was actually
part of it. Canadian members sat on the board of the JCAH, but with the advent of the Canadian
Health Service, it was believed that Canada required a purely Canadian system of accreditation.
In 1958, the Canadian Council on Hospital Accreditation (renamed the Canadian Council on
Health Facilities Accreditation in 1988) was founded. Like the JCAHO, it is an autonomous,
independent body, although its composition is significantly different: the nominees of the
medical profession account for less than half the membership of the board and there is more
representation for the nursing profession. Unlike the JCAHO, it had official recognition from
the start, receiving its letter patent from the Secretary of State. It isthe sole authority to accredit
hospitals in Canada, including not only general hospitals, but also long-term, mental health, and
rehabilitation facilities.

The Canadian Council's history, like that of the JCAHO, is one of steady expansion. By
the end of the 1980s, it was accrediting around 1,300 facilities. It also graded the results of its
accreditation visits, although it used a different approach, ranging from non-accreditation to a
four-year accreditation, with four intermediate awards. It also engages in a continual process of
standards revision. In 1990, a marked shift in the standards occurred, which reduced the number
of questions and indicated a move towards outcomes rather than inputs and processes.

Since there is no Canadian equivalent to the financial incentivesto meet Medicare
standards, the Council’s emphasisis on organizational education and self-development. The
client for accreditation in Canadaisthe individual health care provider. The accreditation
process is designed to act as a yardstick by which health care organizations can measure their
own performance against national standards. The Canadian Council has permitted some moves
towards regulation, however, at least for training purposes, in that it is arequirement for
hospitals wishing to train medical interns and other health professionals.

As compared to the American model, the Canadian system is less bureaucratic and
legalistic. The accreditation documentation is much less complex. There is much less emphasis
on trying to reduce the discretion of surveyors by elaborate scoring systems. The Canadian
system is also much nearer to a professional peer review model than the American original.

Australia
The Australian Council on Hospitals Standards (subsequently renamed the Australian

Council on Health Care Standards) was launched in 1974 in Victoria, subsequently extending
its servicesto other states.
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The Australian Council was the product of along campaign by the Australian Medical
Association (AMA) and the Australian Hospital Association (AHA). The influence of the U.S.
JCAHO modé in shaping this initiative was widdly acknowledged. Asin the United States, the
medical profession dominates the membership, although nurses, allied health professionals, and
consumers are also represented, albeit sparsaly. Like its North American counterparts, the
Australian Council has adapted its accreditation processes over the years. Two developments, in
particular, are significant. First, the Australian Council puts much emphasis on reviewing the
quality assurance activities of the facilities being accredited, as part of its emphasis on pro-
moting continuing improvement in the quality of care delivered. Second, like the JCAHO, the
Australian Council, in cooperation with the medical colleges, has been developing a set of
clinical outcome indicators, the first of which were used in accreditation reviews during 1993.

3.1.2.6 Britain

Britain's system for regulating the private sector of health care is one whereby hospitals
and nursing homes must be registered with and quality inspected by the health authorities.
Within the National Health Service (NHS), however, there was remarkably little interest in
guality and standards until the 1980s. The general assumption seemed to be that the NHS's
system of hierarchic control over the nation's hospitals made concern about quality and
standards redundant.

As aresult of the separation between purchasers and providers introduced by the 1991
NHS reforms, the interest in standards began to devel op before the dismantling of the system of
hierarchic control. In contrast to the experience of the other countries reviewed, the changes
were not driven by the medical profession, which has remained very much on the sidelines.
Changes have not led to the creation of a single dominant accreditation body. Instead, there has
been a stumbling, halting progress towards accreditation, in which a number of competing
actors have taken part.

The only true whole hospital accreditation systemin the U.K. at present operates within
one Regiona Health Authority (southwestern) and is directed only at small and community
hospitals. This was derived from the Canadian model, has explicit standards, uses health service
practitioners as surveyors, and awards a pass or fail. The standards focus only on organizational
processes and make no attempt to incorporate clinical standards.

A partial accreditation system was devel oped by the King Edward's Hospital Fund for
London, an independent foundation whose mission is to improve the quality of management in
the NHS. This scheme evolved from an interest in the experience of other countries with
accreditation in the early 1980s, when it sent a multi-disciplinary team to study the JCAHO.
JCAHO standards were implemented in two pilot hospitals. Later, the Fund established what is
now known as the King's Fund Organizational Audit Scheme, whose design was based upon
that of Australia. Although the scheme incorporates advice from the medical profession and
colleges, is not dominated by them. Asin Canada and Australia, but only more so, the original
emphasis was on self-improvement, and on professional peers learning from each other during
the surveying process. This was reflected in the fact that the King's Fund audit did not award a
graded outcome following the visits of its surveying teams, but ssmply reported its findings and
recommendations to the hospital concerned. Thiswill soon change, however, as the Fund moves
toward graded outcomes and becomes a fully fledged accreditation system. Asthe name of the
scheme suggests, organizational process isthe main focus of the standards and surveys. Unlike
the U.S., Canada, and Australia, there has been no attempt to integrate a clinical audit into the
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standard setting process. Clinical audits, although much stressed in the 1991 reforms, remain an
entirely separate activity. There has been no attempt, as yet, to introduce outcome indicators.

Some NHS health authorities, both at the district and regional levels, are developing
their own standards and accreditation systems, either for ingtitutions as awhole or for particular
sarvices like nursing. Professional services, such as pathology, are also developing accreditation
systems. In addition, some hospitals are accrediting themselves, using a national system
designed for all service industries which surveys the effectiveness with which participating
institutions maintain the standards they set for themselves. The private sector of health careis
also pushing for an accreditation system, which it sees as an advantage in the competition for
contracts in the NHS sinternal market, as well as a potentially superior aternative to public
regulation.

The future of accreditation in Britain is, therefore, not clear. The Department of Health
has so far adopted a neutral stance. Conceivably, the King's Fund organizational audit scheme
may evolve into the kind of dominating accreditation body that characterizes the other
Anglophone countries. Alternatively, Britain may develop arather different, more pluralistic
model of accreditation, with avariety of organizations defining and monitoring standards and a
national body responsible for accrediting the accreditors. The direction of change will, however,
largely depend on the view taken by the Department of Health and others regarding the
purposes of accreditation and the balance struck between seeing accreditation as the instrument
of self-improvement and atool for ensuring the achievement of national standards.

In summary, the U.S. model of accreditation has directly shaped the systemsin Canada
and Australiaand indirectly influenced developmentsin Britain. But, in each case, adoption of
the model involved adapting it to national circumstances, so that, despite the common ancestry,
each system in the countries studied revealed differences as well as similarities.

3.2

3.2.1

Regulation of Health Care Personnel

Regulation or credentialing of health manpower takes three forms -- accreditation of
educational programs, certification of personnd by the profession, and licensure by a
government agency.

Accreditation, licensure, and certification of health personnel have developed
independently of one another to meet pragmatic functional and social needs. Based upon this
historic pattern of evolution, the structure of these evaluative systems today interlock with each
other. Licensure and certification are both dependent upon graduation from accredited
programs. Governmental practice acts that establish licensing procedures usually contain
educational requirements. Professional associations, too, usualy require that the applicant
satisfy certain educational qualificationsto be certified. Key members of the profession often
serve simultaneously on both accrediting teams and licensure boards.

In this section, we introduce the various methods of health personnd credentialing and

examine the experience of the Anglophone countries (i.e., U.S., Canada, U.K., and Australia) in
this respect.

Accreditation of Medical Education Institutions

3.0 Health Care Regulation in Selected Countries
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Accreditation is the regulatory process whereby an external association or agency grants
public recognition to a school, ingtitute, college, university, or specialized program of study
having met certain preset criteria or standards as determined through initial and periodic
evaluations.

The purposes of accrediting educational institutions are many and varied, some of

which include:

a Establishing criteriafor professional certification and licensure;

a Assisting prospective students in identifying acceptable programs;

a Creating goals for self-improvement and stimulating higher standards among
institutions; and

a Helping to identify institutions and programs for the investment of public and private

funds and providing bases for determining eligibility for governmental assistance.

In general, there are two types of accreditation applicable to medical education
institutions: institutional and specialized. Institutional accreditation applies to the total
institution and indicates that the institution as awholeis achieving its own validated and
specified objectives in a satisfactory manner. Specialized program accreditation protects the
public against professional incompetence resulting from failure of medical education and
training to meet accreditation criteria. Due to the differing emphases of the two types,
accreditation of the institution as awhole by the institutional accrediting associations should not
be interpreted as being equivalent to specialized accreditation of each of the several parts or
programs of an ingtitution. Institutional accreditation does not validate a specialized programin
the same manner and to the same extent as specialized accreditation. For example, ingtitutional
accreditation of a college or university does not imply that each specific curriculum and/or
department, such as dental hygiene or physical therapy, is accredited. Specialized accreditation,
however, usualy requires that the program be housed in an institution that has been accredited.

The accrediting procedure usually follows five basic steps:

a The accrediting agency, in collaboration with professional groups and
educational institutions, establishes standards.
b. Theinstitution or program desiring accreditation prepares a self-evaluation

study that provides aframework for measuring its performance against the
standards established by the accrediting agency.

C. A team selected by the accrediting agency visits the institution program to
determine first-hand if the applicant meets the established standards.
d. Upon being satisfied through the information obtained from the self-evaluation

and the site visit that the applicant meets its standards, the accrediting agency
lists the ingtitution or program in an official publication with other similarly
accredited institutions or programs.

e The accrediting agency periodically reevaluates the ingtitutions or programs that
it lists to ascertain that the standards are till being met.

3.2.2 Licensure of Health Personnel

Licensure is the process by which a government agency grants permission to medical
practitioners to engage in a given profession or occupation by certifying that those licensed have
attained the minimal degree of competency necessary to ensure that the public health, safety,
and welfare will be reasonably protected.
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3.2.3

The nature of licensing statutes can be classified as compulsory, where only persons
holding a license are permitted to practice medicine (unlicensed persons are prohibited from
working in the field); or voluntary, where only persons holding alicense are authorized to use a
particular title or official designation (unlicensed persons are not prohibited from working in the
field, but they may not use the protected title).

Over the past years, the tendency in licensing has been to move towards a mandatory
licensing act away from voluntary statutes. Medical practice legidation istypical of the
compulsory licensing statute. Most countries have enacted such restrictive legidation,
embodying the principle that no person may practice the profession of medicine unless he has
complied with certain conditions and then applied for and received alicense. Typical of the
voluntary statutes are the laws providing for the optional licensing of practical nurseswho are
then awarded the title “registered” or “licensed” nurse. The desire to protect the public through
higher standards for nursing care has led the nursing associations to strive for a compul sory
licensing system in many countries. Licensure involves such activities as:

a Examination of applicants credentials to determine whether their education, experience,
and moral fitness meet statutory or administrative requirements;

a Inspection of schoolsto determine whether training programs meet requisite standards;

a Administration of examinationsto test the academic and practical qualifications of
medical graduates against preset standards;

a Granting of licenses on the basis of reciprocity or endorsement to applicants from other
states or foreign countries;

a Issuance of regulations establishing professional standards of practice; and
a Investigation of charges of violation of standards established by statute and regulation;

suspension or revocation of violators' licenses; and restoration of licenses after a period
of suspension or further investigation.

Certification of Health Personnel

Certification or registration is the process whereby a non-governmental agency or
professional association grants recognition to a medical practitioner who has met certain
predetermined qualifications specified by that agency or association. Such qualifications may
include graduation from an accredited or approved program; acceptable performance on a
qualifying examination or series of examinations,; and/or completion of a given amount of work
experience.

Associations set minimum certification requirements for beginning workers that, in
effect, attempt to prevent employment of uncertified persons. The certification processis helpful
to the potential employer, asit eliminates the necessity of having to judge the educational and
experience background of each worker subjectively. In addition, the prestige attached to
certification makes the worker fedl heisthe best qualified to do the work in hisfield, which
should result in a professional attitude and efforts to improve his competence.
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Whether the professional association can control the quality of performance of its
members once certified is open to question. It would seem desirable to have renewal of
registration or recertification contingent upon the demonstration of maintained competency.

3.2.4 Recertification of Health Personnel

Recertification is the process by which a professional body testifies intermittently to the
competence of its members, either with or without a period of formal retraining. Since a
certificate issued to a practitioner cannot be easily withdrawn, recertification requires instituting
atime-limited certification practice in the system from the beginning. Relicensure, however, is
the means by which a government or employing agency grants permission to the practitioner
whose original license to practice has lapsed or was suspended to continue or recommence
practice.

Recertification can be contingent on meeting certain requirements, some of which may
include:

a Continuing professional experience, e.g., documenting a certain number of hours of
professional practice per year;

a Assessment of competence, e.g., undergoing periodic tests of clinical knowledge,
clinical judgement, or surgical skill;

N Assessment of performance, e.g., assessment of a doctor's authenticated medical records
of cases seen over acertain period to evaluate his mode of practice; or

N Assessment of clinical outcomes.

The body that issued the original certificate is responsible for recertification. The
structure of the body varies across countries, and, to alesser extent, across specialties within a
country. The body responsible for recertification should also assume responsibility for
organizing activities that assist its members in maintaining competency for recertification.

Maintenance of professional competence can be through positive strategies that focus
on maintenance of competence or negative strategies that focus on identification of
incompetence, or on both. These approaches are also referred to as the “ Theory of Bad Apples’
and “Theory of Continuous Improvement.” Positive maintenance strategies focus on
encouraging continuous improvement by the average practitioner, rather than identifying and
dealing with outliers, e.g., promulgation of practice guiddines, provision of continuing
education activities, and support of quality assurance activities. Negative maintenance
strategies involve withdrawing certification because of major deficienciesin professional
performance or withholding recertification because of failure to pass arecertification
examination. Most credentialing agencies worldwide have the power to use such negative
strategies, even if they exerciseit infrequently.

Approaches to recertification vary in the extent to which these two purposes are served
among different countries, and among certifying bodies within a given country. Evidence from
country experiences shows that adopting either of the two extremes exclusively has not been
effective. An effective strategy for recertification should focus primarily on maintaining the
competence of all practitioners, yet incorporate a system of identifying the minority who were
not maintaining competence.
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International experience also shows that a participant-centered approach to
recertification, one that values the intrinsic motivation of the practitioner to maintain
competence over the external mativation provided by reward or threat, is most successful.

International Models in Health Personnel Credentialing
The United States and Canada

Physician credentialing in both the U.S. and Canada consists of three components:
accreditation, licensure, and specidty certification.

a. Accreditation. Accreditation of undergraduate medical educational programsin both the
U.S. and Canadafollowsidentical guidelines, thus establishing one standard for medical
education in North America. In contrast to other countries where regulation of educational
institutionsis a government activity, accreditation of medical education programs in these
countriesis avoluntary self-regulation process conducted by peer groups of educators and
members of the profession as represented by ajoint accreditation committee of the national
medical college association and national medical association. Graduate education inthe U.S. is
overseen by residency review committees and councils of the American Medical Association. In
Canada, it isthe responsibility of two organizations, the Roya College of Physicians and
Surgeons of Canada and the College of Family Physicians of Canada.

Unlike most other countries, there is no ministry of education or other centralized
authority to control educational institutions. The states, and in many cases counties and cities,
assume varying degrees of control but permit ingtitutions of higher education to operate with
considerable autonomy. As a consequence, ingtitutions vary widely in the character and quality
of their programs. Private educational associations of regional or national scope have
established criteriato evaluate institutions or programs, with the intent of determining whether
they are operating at basic levels of quality. The U.S. Office of Education, asthe party
responsible for determining digibility of federal aid to educational ingtitutions, establishes alist
of nationally recognized accrediting agencies that are considered areliable authority in
determining the quality of training offered by educational institutions. Only accredited or pre-
accredited institutions (institutions showing evidence of working towards accredited status) are
gigibleto receivefederal aidinthe U.S.

b. Licensing. To practice, a physician in North Americamust obtain alicense. The license
itself isunrestricted, i.e., adoctor may practicein any field and use thetitle of “specialist” upon
merely holding avalid license. Individual states or provinces have the legal authority to license
practitioners (and other health care professionals), and generally coordinate their activities
through voluntary membership of national associations (the Federation of State Medical Boards
inthe U.S. and Federation of Provincial Medical Licensing Associationsin Canada).
Requirements for licensure typicaly include:

N Graduation from an accredited U.S. or Canadian medical school, or a specia
certification process for graduates from medical schools not in North America
(administered by the Educational Commission on Foreign Medical Graduatesin the
U.S. and by the Medical Council of Canadain Canada);

a A period of supervised graduate education in an approved internship or residency
program, often lasting one year; and
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N Passing a national examination: in the U.S,, the USMLE and in Canada, the Medical
Council of Canada Licensure Examination.

Generally, there isreciprocity of licensure among states within the U.S. and the
provinces of Canada. Reciprocity between the two countries is more complicated and depends
on the state and province involved. At the present time, the license is awarded for life so long as
the practitioner performs according to certain codes of conduct. Periodic recredentialing,
however, is till being debated in both countries.

C. Certification. The desire on the part of some practitioners to establish their credentials
as specialists prompted them to develop avoluntary certification process based on meeting well-
defined standards. Unlike licensure, certification is not required by law. Specialty board
certification is sought by most current medical school graduates in both the U.S. and Canada,
although there is no professional or legal requirement for amedical practitioner to obtain it.
Hospitals, however, may require specialty board certification as a prerequisite for obtaining
certain privileges.

As practitioners began to voluntarily limit their practice to a specific area of medicine,
they formed specialty societies and boards and developed formal training programs. In the U.S.
in 1991, there were 23 specialty boards that certified doctorsin various specialties and
subspecialties. They coordinate their activities through the American Board of Medical
Specidties (ABMS), which also oversees the establishment of additional specialties and/or
subspecialties.

In Canada, licensure is under the auspices of the provincial councils. Specialty
certification functions are under those of the two national certifying bodies. the Roya College
of Physicians and Surgeons of Canada and the College of Family Physicians of Canada. The
former certifies 43 specialties and subspecialties and recognizes another 9 subspecialties by way
of accreditation without certification.

d. Recertification. Inthe U.S., voluntary recertification and time-limited certification has
been established by members of the maturing specialty boards. When established in 1969, the
American Board of Family Practice instituted time-limited certification requiring subsequent,
time-limited recertification. The American Board of Internal Medicine (ABIM) gave itsfirst
recertification examination in 1974 on avoluntary basis. By 1991, 16 of the 24 specialty boards
had either instituted or had plans to ingtitute time-limited certification and recertification. More
than 23 states in the U.S. currently require the completion of specific amounts of continuing
medical education (CME) for recertification.

Although the issue of recertification has long been the subject of discussion in Canadian
professional circles, compulsory recertification is not currently required. The two national
certifying bodies -- the College of Family Physicians of Canada (CFPC) and the Royal College
of Physicians and Surgeons of Canada (RCPSC) -- have, in collaboration with nine national
specialty societies, established a pilot competence maintenance program in 1990. The program
features voluntary enrollment, documentation of CME activities, and confidential summaries of
aggregate clinical outcomes. The CFPC a so has a maintenance of certification program, in
which al certificants are required to participate every five years. Members are also required to
meet the College’ s CME credit requirements on an annual basis. This maintenance of
certification program is not an examination, but a self-learning program to assist the certificant
in reviewing current knowledge of the primary care literature. Participation in the program,
rather than achieving a minimum score, is required to maintain status as a certificant.
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Standards for initia certification and recertification are often different in both the U.S.
and Canada. Boards are generally reluctant to fail large numbers of the older candidates, and
consequently lower test standards.

The U.K. and Australia

a. Accreditation. The British system of medical education was transported to Australiain
colonial days, and close similarities exist between the two. In the early nineteenth century,
increasing concernsin the U.K. about the unregulated system of medical practice led the British
government to pass the Medical Act of 1859 establishing the GMC, which regulated entry to the
profession by forming amedical register including only physicians with approved qualifications.
To do this, the GMC determined what the doctor needed to know and what training was
necessary. It set guiddines for the curriculum of the medical schools, whether they were
university-based or hospital-based (then the common pattern in London). In addition, the GMC
was given the right to inspect examinations. Thus, a process developed whereby standards and
external supervision were imposed for all aspects of education. This same processisin
operation today in the U.K. and aimost identical processes have evolved in Australia. It isonly
recently that the Australian Medical Council (AMC) has been established to take over therole
of the GMC.

b. Licensing. Registration (licensure) in the U.K. is still aGMC function, available only to
those who have graduated from an accredited ingtitution. In Australia, registration isthe
function of state (or territory) medical boards, which make decisions about the qualifications of
applicants seeking licensing. Those whose credentials are not accepted must pass an
examination, now conducted by the AMC.

C. Certification. There are two main categories of strategies used by Royal Colleges of
Physiciansin the U.K. and Australiato maintain professional standards for medical specialists:
entry strategies and maintenance strategies.

Entry strategies ensure the competence of new members of amedical specialty. In
addition to being involved in accreditation of hospital training programs and provision of
postgraduate courses, Royal Colleges areinvolved in certification of medical graduates, first as
members (an interim qualification) and then as Fellows of the college.

In addition, most colleges employ maintenance strategies to maintain high standards of
sarvice by those already admitted to the professional group, including:

a Setting and promulgating ethical and technical standards of professional practice;
a Informing Fellows of continuing education and other professional development

activities (such as quality assurance programs);

a Providing professional development activities,
a Accrediting professional development activities offered by other providers; and
a Withdrawing Fellowship or certification from Fellows who fail to meet standards.
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d. Recertification. In Australia, the issue of recertification of medical practitioners has
surfaced several times, but no uniformity existsin the practices of the various bodies responsible
for continuing medical education. Only one of the specidist colleges, the Roya Australian
College of Obstetricians and Gynecologists (RACOG) incorporated in its constitution a system
of mandatory recertification since it was founded in 1978. The system is dependent on the
accumulation of aminimum number of ‘cognate points for participation in CME activities. The
Royal Australian College of General Practitioners, while not insisting on mandatory
recertification, expects its membersto participate in professional development activities and
indirectly contributesto are-registration scheme of the federal government. Severa other
colleges are in the process of actively developing their recertification schemes. All areto be
based on participation in CME, but aso include elements of audit and peer review.

3.3

Regulation of Pharmaceuticals

Over the past three decades, there has been considerable progress in regulating the
pharmaceutical field, and a trend towards broader public roles with regard to marketed drugs.
Until the 1950s, governments were mainly concerned with the quality control of drugs and their
compliance with specifications, and with methods for the analysis of the active components.
Controlled clinical trials for measuring the efficacy of drugs were developed and regulatory
authoritieswereinvolved in clinical pharmacological evaluation of drugs. In the early 1970s, the
socioeconomic aspects of pharmaceuticals gained importance because of the growing
pharmaceutical expenditure in many countries. Governments became involved inissues such as
the overprescribing and overconsumption of drugs and reasonable costs for pharmaceutical
products. At theinternational level, there was a search for ways and means of making the most
necessary drugs accessible to larger segments of the world population, whose purchasing power
was low. Thus, national drug policies moved from technical and clinical aspects of
pharmaceuticals to economic and social aspects, including concepts of social justicein drug
distribution and careful allocation of resources for pharmaceutical expenditure.

The regulatory arrangementsinstituted by national governments vary in form and
substance in relation to the traditions of those governments, their legidative histories, political
traditions, and economic and technological resources. Cultural factors, including local
traditions, the degree of acceptance of folk remedies, religious beliefs, and marketing practice,
enhance or detract from the authority accorded to public regulatory bodies. In addition, a variety
of local palitical issues affect the public regulation of pharmaceuticals.

Depending on their individual circumstances, different countries have chosen regulatory
models and structures that incorporate different functions. Most countries established some kind
of drug control administration or agency for the purposes of enforcing their regulatory policy. In
some countries, the functions of such an administration or regulatory authority are financed
through the imposition of feesfor registration or licensing of pharmaceutical products and the
licensing of premises. As compared to other e ements of the health care system, pharmaceuticals
isusually an area of heavy government involvement. Regulation can be exercised at every stage,
from research and devel opment to manufacturing, marketing, distribution, and consumption.
Regulatory bodies can:

a Determine which drugs are to be manufactured or imported, especially by the public
sector, through adopting essential drug policies and import restrictions;
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a Decide whether or not a proposed medication meets safety, quality, and efficacy
standards based on data from laboratory studies and clinical tests on animals and

humans;
a Exercise surveillance over production processes;
a Limit distribution systems by licensing pharmacies, determining which health personnel

are authorized to handle drugs, and specifying their qualifications;

a Control how patients obtain medications by enforcing prescription requirements for
dispensing of medications, and restricting the use of particular medications to selected
medical conditions (thus limiting discretion of prescribing professionals);

a Establish standards for advertising aswell as for printed inserts in packages so asto
prevent false claims or drugs of unproven efficacy or safety;

a Require monitoring processes for reporting instances of adverse effects, and require
producers to take drugs off the market;

a Specify prices, insurance coverage, and reimbursement methods, especially in relation
to systemsthat cover all or some of the cost of drugs either through government subsidy
or reimbursement; and

a Impose sanctionsin the event of failure to conform with any provisions of aregulatory
act.

Due to particular significance to devel oping countries, some of these regulatory
functions are further discussed here:

a Approval of pharmaceutical products. Safety, quality, and efficacy are the
internationally accepted prerequisites for the approval for sale of a pharmaceutical
product. Asfor the number of drugsto be marketed, regulatory agencies, prepaid
insurance systems, and hospitals in many developing and developed countries have
argued for limiting the number of drugs and pharmaceutical products that can be
prescribed, mainly for cost-containment purposes. The decision to limit the number of
pharmaceutical products requires a balance between several sometimes conflicting
objectives, the most important of which isto establish a drug supply system that both
satisfies the health needs of the community and responds to the health needs of the
individual .

The overwhelming increase in pharmaceutical products available internationally led
many countries, especially those with resource limitations, to screen those productsin
view of their specific health needs and national priorities. Optimal use of limited
financial resources dictated that priority should be given to the availability of drugs that
are of proven efficacy and acceptable safety, and satisfy the health needs of the mgjority
of the population. Thus, the concept of essential drugs lists, linking drug priorities with
health priorities, was adopted by many countries so as to achieve the widest possible
coverage of the population with the most suitable drugs for prevention and treatment of
the most prevalent health conditions. The adoption of an essential drug list does not
preclude the provision to supply any approved pharmaceutical product excluded from
the list to meet exceptional medical needs. Selection of essential drugsaso impliesa
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continuing process, taking into account financial resources and changing priorities for
public health action and epidemiological conditions aswell as progressin
pharmacological and pharmaceutical knowledge.

Drug registration and licensing. The process for approval of pharmaceutical products,
known as registration or licensing, involves a series of different but complementary
procedures. In a comprehensive drug registration system, adequate data on
pharmaceutical, pharmacological, toxicological, therapeutic, and clinical investigations
is provided to the regulatory agency for evaluation by its technically qualified staff.
Countries that do not have the professional staff to evaluate and handle such documen-
tation frequently seek technical advice from WHO and/or other countries with more
advanced regulatory agencies. Authorities in some countries publish summary
assessments of specific drugs and brief explanations of their reasons for rejecting
applications for pharmaceutical product approval.

Price Controls. Control of drug pricesis practiced in some countries with varying
success. One approach is to develop regulations setting maximum drug prices. Another
isto place drugs within the framework of general price regulation. A third isto make
the price of adrug part of the registration requirement, taking into account, for example,
the therapeutic importance of the drug, price of equivalent preparationsin the country,
and price of the same preparation in other countries. In some countries, sale prices are
controlled by regulations governing social welfare reimbursement. An important factor
in considering controlling the price of drug isthe social and political orientation of the
country; this also influences the decision as to whether control should apply to the
public sector only or also include the private sector. In some cases, control might be
exercised only over essential drugs. Prices vary from one country to ancther for reasons
that sometimes make realistic comparisons difficult. A better appreciation of the
circumstances in which drugs are supplied and improved data on cost factors related to,
for example, the costs of raw materials, research and devel opment, manufacturing, and
promotion, would make realistic comparisons more feasible.

Regulations on Prescribing and Dispensing. As part of a national drug policy and to
meet the objective of health for al, it is necessary to formulate and/or review

legidation, rules, regulations, and professional codes that relate to the prescribing and
dispensing of drugs. The development of primary health carein many countries requires
that special attention be given to the role of village health workers. In some countries,
the gap between manpower needs and availability made it necessary to allow for some
degree of flexibility in legidation and codes which may or may not have compromised
the objective of safe and rational drug use.

One possible instrument for regulation of pharmaceuticalsis the decision by regulatory
agencies to make a particular drug available to consumers over the counter (OTC) or
reguire a prescription from alicensed professional for its dispensing. The choiceis
usually one of balancing two competing risks. Allowing self-prescription by consumers
who do not have medical training risks gross errors of diagnosis and possibly
endangering health consequences, in addition to the cost consequences of
overprescription and overconsumption. Requiring the intervention of a skilled
professional, however, risks that the patient does not receive the appropriate, potentially
life-saving, drug at al. In addition, with medical personnel in very short supply in many
parts of the developing world, the real cost (including travel time and expense) of
visiting licensed medical facilities can be prohibitively high. The trade-offs between
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these competing risks need to be carefully evaluated in relation to each country
situation.

International Models in Regulation of Pharmaceuticals

Manufacture and distribution of pharmaceutical products are probably more dependent
on the country's overall economic system than any other aspect of the health services. Thus, in
an essentialy capitalist economy, even when the ddlivery of all health care haslargely come
under the control of government, as in the British NHS, the production and sale of drugs remain
mainly aresponsibility of private commerce.

In the U.S., pharmaceuticals are manufactured by private corporations that are widely
advertised to both physicians and the general population, and they are sold by private
pharmacists (small merchants or corporate chains of drug stores). To guard against drugs of
unproven safety or efficacy or false claimsin labeling or advertising, Congress and many state
legidatures have enacted increasingly restrictive legidation. Asaresult, today the U.S,, through
thefederal FDA, paradoxically has more rigorous controls over drug marketing than many
other countriesin which the general health care system is more government controlled. A
manufacturer must present the FDA with rigorous proof of a new product's safety as well asits
efficacy beforeit may be distributed. Thereis also careful surveillance of advertising claims.
Nevertheless, the freedom of hundreds of manufacturers to produce and sell their products,
usually under patented brand names, resultsin a bewildering array of tens of thousands of drugs.
To cope with the confusion caused by this plethora of products and discourage the prescription
of high-cost pharmaceuticals by their subscribing providers, many organized health care
programs (e.g., managed care organizations) issued formularies or defined lists of drugs, often
under the generic rather than the brand name, to be financed by them. Other products may be
used only at the patient's personal expense. In addition, many (if not all) statesrequire
pharmaciesto offer cheaper generic equivalent drugs to consumers when physicians prescribe
branded products.

Social insurance programs in western Europe, which usually cover prescribed drugs,
have led to more controls over the distribution of pharmaceutical products, yet few controls over
manufacturing. In countries where few drugs are domestically manufactured, such as Norway,
the legal controls over production are relatively limited. Even in Germany, where many drugs
are manufactured domestically, the tests mandated for drug safety are only dightly more strict.
The marketing of drugs in the western European countries, however, is subject to many
congtraints. Ministries of health, usually with the advice of expert committees of medical
practitioners and pharmacologists, often issue a periodically updated list of compounds that may
be legally imported or sold. In Great Britain, the number of marketable drugsis controlled by a
recommended list of products covered under the NHS; drugs not on this list and prescribed by
the doctor must be paid for by the patient personally, unless the doctor can specifically justify its
usein aparticular case. The Belgian social insurance program requires some cost-sharing by the
patient for all prescriptions.

Pharmacies come under greater control in several western European systems than in the
U.S. There are also controls over the establishment of new pharmacies. In Norway, pharmacies
are inspected periodicaly by the central government to ensure their compliance with defined
standards. In Belgium, an unusual law places responsibility on the dispensing pharmacist for ill
effects from any prescription. As aresult, to protect both their members and the general
population, the Belgian Association of Pharmacists has long operated its own elaborate drug-
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testing program, over and above the controls imposed on manufacturers by the Belgian Ministry
of Health.

In Eastern Europe and former Soviet countries, the number of drugs readily availableis
generaly limited and controls are built into the planning of pharmaceutical production by
ministries of health. In recent years, Russia has temporarily accepted the U.S. FDA approvals
for drugs imported from the West until it could set up its own system for evaluating the safety
and efficacy of pharmaceuticals.

In the Peopl€e's Republic of China, although the manufacture of allopathic drugsis
planned and carried out by the Ministry of Health, herbal drugs of traditional Chinese medicine
arefredy produced in every local area.

In most developing countries, drug controls are relatively weak. A large percentage of
modern drugs isimported. Even if assembly or packaging is done in the country, the required
raw chemical compounds are mostly imported. Once a company has been authorized to open a
pharmaceutical plant, thereis little government surveillance over its operation. Likewise, most
drugs are readily dispensed by a pharmacy with or without a prescription. There may be
limitations on the sale of certain narcotics, but even these are seldom enforced. Moreover, in
many developing countries, many drugs escape the regular pharmacy system and are sold
informally in market stalls by itinerant peddiers or street hawkers. The ability to regulate these
sdllers often isweak. In Bangladesh in 1984, there were estimated to be 15,000 pharmacies and
less than 50 pharmaceutical inspectors.

In organized programs, such as the health centers of a ministry of health or polyclinics
of asocial security program, the drugs dispensed usually come from central depots, and their
distribution is therefore more controlled. With respect to the remedies sold or administered by
traditional healersin developing countries, there are virtually no attempts at government
contrals.

3.4

Regulation of Medical Technology

Adoption and utilization of health care technology in different countriesisinfluenced
by many factors, including the perception and experience of health and disease, cultural
responses to technology, the nature of the medical profession, industrial information and
promotion, financial resources, and regulatory policies.

Despite patent protection and multinational conglomeration in production, demand for
technological advances has been sufficient to sustain a very rapid pace of introduction of new
products in the medical industry. Furthermore, rapid communication and the globalization of
markets has meant that the range of technologies available in a given country islikely to be
similar to that in another country, at least within the devel oped world. Incentives for adoption of
anew technology include the benefits accruing to patients (decreased mortality or morbidity,
increased quality of life); providers (market advantage to given physicians or facility, more
efficient provision of services); and societies (economic development and national pride focused
on goods perceived to be high-tech).

Today, most countries are confronting increasing demand from an aging population for
increasingly costly technologies, and grappling with inappropriate use of technology,
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unnecessary care, and rising costs. The pressure for reform has been increasing around the
globe, and regulation of medical technology has become increasingly relevant in addressing
issues of resource alocation and cost/benefit analysis.

Attempts to regulate technology can be made at national or regional levels, or both. As
discussed later, these may include control of the acquisition and/or utilization of technology,
and, in some cases, an assessment of its merits.

Regulation of Technology Acquisition. In countries such as Canada and the U.K., where
some form of central or system-level budgeting (i.e., global budget) and expenditure
management exist, incentives for technology acquisition are managed within the overall policy
framework designed to optimize health care spending. To date, the greatest successin regulation
of technology acquisition occurred in countries with single-payer or linked multiple-payer
financing and involved the shaping of policy decisions on the adoption and diffusion of
resource-intensive technologies. Less costly technologies and those requiring minimal in-
frastructure investment have generally diffused unimpeded by regulation.

Regulation of Technology Utilization. Mechanisms for regulating technology utilization
vary widely. The evidence supports the theoretical expectation that fee-for-service
reimbursement of providers creates incentives for technology use. For example, in France,
magnetic resonance imaging (MRI) equipment diffused more rapidly in private hospitalsthan in
public ones, apparently encouraged by opportunities for fee-for-service reimbursement in the
private sector. Similar experiences in other countries have fostered attempts to shift the basis of
reimbursement from fee-for-service remuneration of practitioners and facilities to various forms
of capitation, global budgets, and salaries for practitioners.

Technology Assessment: |n some devel oped countries, health care technology
assessment has devel oped primarily to aid policymaking. In cases such as the U.S., however,
outcomes rarely trandated into regulations and policies. In other countries asthe U.K., France,
and Sweden, where fixed and prospective budgets have led to limitations on risesin health care
expenditures and forced choices between competing aternatives, one of the main emphases of
the assessment programs isto aid such choices and support the policy process.

The overall international situation of technology regulation shows that the practiceis
only seen in developed countries, and even there, it is till starting out. Government-funded
health systems in Canada, Australia, and Europe are increasingly attempting to investigate the
return on their expenditures in terms of improved health outcomes and, in some cases, cost
savings. Both national and regional programs have been established. The first was the
Australian National Health Technology Advisory Panel (NHTAP), established in 1982.
Countries that have established or designated national programsto become involved in health
care technology include Sweden (1987), France (1990), the United Kingdom (1990), and
Canada (1990). Regional or provincial programs also have been established in Quebec (1988).
A description of the system in some of these countries follows.

The United States

The U.S. health care system reflects the free market of its economy -- thereis no fixed
budget and no limit on expendituresin the loosely structured matrix of largely private sector
health industry components. Mainly because of the inaccessibility of adequate health care for a
segment of the population, and because the enormous cost of care threatens financial ruin for
many more people, the first major reform of the system was debated in Congress for most of
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1994, though in the end, no legislation was passed. One focus of the debate on spending has
been the problem of excessive use of expensive medical technology and the need for some
control, which generally islacking in the existing system.

Health care technology assessment is arelatively new field in the United States. Its
beginning may be traced to the establishment of a health program in the Congressional Office of
Technology Assessment (OTA) in 1975. Thefirst report to describe assessments of specific
technologies was published by the U.S. National Research Council in 1975. Subsequent OTA
reports described methods of technology assessment and illustrated how they might be applied
to avariety of technologies. The U.S. does not have a dedicated national agency for health care
technology assessment. Without a national focus, health care technology assessment activities
are conducted by numerous public and private organizations. It is aso practiced by the
government, insurers, medical societies, hospitals, and other groups for their own purposes,
mostly in the form of “ cost-effectiveness analyses’ to help them decide which technologies to
pursue. At the national policy level, however, few opportunities for health care technology
assessment exist.

In the absence of aframework for national or regional technology regulation, attention
has been paid more to the operational level of administration and clinical practice, through
attemptsto control utilization, rather than to the adoption of the technology. Inthe U.S,, insurers
have invested heavily in systems to review technology utilization and set various guidelines and
procedures to regulate the use of technology by providers. Many of these guidelines focus on
reimbursement, such asinsurers declining to cover experimental therapies. Again, the U.S. has
not supported these efforts with national or regional policymaking. In this environment,
incentives for the use of certain technologies seem likely to overwhelm the mechanisms for use
management, leading to overuse in some cases and underuse in others. In the long term, effec-
tive technology management requires attention to both system and practice levels.

Canada

In Canada, all citizens are insured for health services. Health careis aprovincia
responsibility. The federa roleislimited to health care financing, health protection including
regulation of pharmaceuticals, and environmental health. The health care system represents a
balance among government direction, consumer choice, and provider autonomy. Canada has
largely controlled the costs of health care by funding and management mechanisms, the most
important of which isthe “global budget formula’ used to fund hospitals. In 1988, the
provincial government of Quebec established the first Canadian body dedicated to technology
assessment. Since then, a national coordinating office and several other provincial bodies have
developed. The work of these and other evaluation efforts has had a growing influence on
technology management decisions, particularly those dealing with procurement of
capital-intensive technologies. Expanding this influence into the realm of technology use,
especialy for low-cost, high-volume technologies, remains a challenge.

The United Kingdom

The U.K. NHS is based on the principle that everyone is entitled to any kind of medical
treatment for any condition, free of charge. The NHS is funded primarily from general tax
revenues. The health serviceis presently in the middle of a profound change in philosophy and
practice. Health authorities have been given specific responsibility for identifying their
population’s health needs and using public money to buy services under a specific contract so as
to meet those needs. Resources are allocated for hospital services as part of aglobal budget to
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purchasers, who then contract with hospitals. A global budget or expenditure limit ties limits on
premiums and, indirectly, ties provider payment rates to a national health care budget,
controlling costs. These limited NHS budgets have controlled expenditures for health care,
through a variety of mechanisms, including regulation of technology acquisition.

Health care technology assessment has recently developed in the U.K. During the past
decade, policymakers have focused on the concepts of appropriateness, effectiveness, and cost-
benefit analysis. A new R&D strategy in the NHS is emphasizing technology assessment as an
aid to choice and management of technology. The increased necessity for making choices and
increasing availahility of results from health care technology assessment seem to indicate that
such research will have a growing impact on health care and its management.

Australia

The health care system in Australiaiis pluralistic, complex, and only loosely organized.
The Commonwealth government is primarily concerned with funding programs and the
development of broad policies. The introduction and diffusion of health care technologiesin
Australiais determined by a complex interaction of market forces, public funding, and
regulation. Again, asin Canada and the U.K., the use of global budgetsis the main mechanism
whereby acquisition of health technology is controlled in Australia.

Australia became involved in health care technology assessment in 1982. In 1990,
activities were reorganized and the Australian Health Technology Advisory Committee
(AHTAC) was formed at the national level. Despite limited funding, Australia has had some
significant successes in informing policymakers through appropriately targeted, well-timed
technology assessments.

France

The French health care system combines freedom of medical practice with nationwide
social security. The system is centrally regulated with specific attention to technology. Prices
and budgets are also regulated. Despite these controls, concerns about quality of care began to
appear in France in the 1970s. At the same time, increasing costs became an issue. Health care
technology regulation has been under discussion as part of the solution to these problems since
the early 1980s, but little was done until 1989, when a national Agency for Health Technology
Assessment was established to develop and coordinate health care technology regulation.

Therapid evolution of the introduction and diffusion of health technologies required
updated information regarding the real state of its diffusion and utilization. The information
allowed policymakers to reshape health care policies regarding the provision of both resources
and management. With this purpose, the Agency for Health Technology Assessment was
established as part of the national health maps, aregister of health technology equipment placed
in hospitals and other medical facilities. Thisregister is an information system to support health
technology assessment. Variables collected include brand, model, year of purchase, year of
functioning, and data of the center in which it is placed. To collect and update the information, a
guestionnaire is mailed to the health care centers. With this updated database, trends and
changes in the purchase of new technologiesis available, aswell as elaborate maps of the
geographic distribution of this equipment. Moreover, the register indicates the diffusion of the
equipment according to its coverage (public or private) and type of the health care center
(hospital or ambulatory).
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In all countries studied, increasing health expenditures was the main incentive for
attempts at regulation of technology acquisition and utilization. In most countries that have
established formal programsfor health care technology regulation, however, regulation was
found to strongly affect some technologies, but not others. For the most part, physicians and
hospitals retain considerable autonomy despite formal national or regional policies. Most
decisions concerning diffusion are made in the purchasing departments of hospitals and in the
clinics and practices of physicians.

34.1 Regulation of Medical Technology Safety

In the United States, regulation of medical technology safety has always been enforced
by the federal FDA. In 1990, a Safe Medical Devices Act and subsequent FDA regulations
provided anew dimension in the regulation of health care technology safety. The FDA now has
the power to require many health care facilities to investigate, document, and report serious
eventsrelated to all medical devices, from ventricular assist devices to catheters and sutures.
The FDA also has the power to require facilitiesto track certain devices from receipt, through
patient use to disposal. Lack of compliance can carry civil and criminal penalties, affect liability
and risk management, and influence accreditation.

In Canada, equipment safety is also ensured by government regulation. Medical device
problems are detected by the Health Protection Branch (HPB) of Health and Welfare Canada,
which studies the frequency and safety priority of problemsin medical devices. The Medica
Devices Notification Database contains all notifications for newly marketed medical devicesin
Canada, and the Reporting System keeps record of all submitted problem reports and
manufacturer recalls along with their designated safety priority status. When an important saf ety
hazard is associated with amedical device as determined from information submitted to HPB,
an Alert-Medical Devices may be issued to inform hospitals and health care professionals of the
problem.

38 Technical Report No. 11: International Compar ative Review of Health Care Regulatory Systems



4.0

Conclusions and Recommendations

Theinternational experience in health care regulation provides models and ideas that
can assist any country embarking on the development of aregulatory system, and support its
decision regarding the menu of regulatory options that is appropriate and relevant to its
conditions.

Through our comparative review of international health care regulatory models, we
learned that in all types of countries and in avariety of ways, governmental and voluntary
regulation over health services exists. While official licensure of health personnel has been the
fundamental approach, various forms of regulation or control have been applied increasingly to
other kinds of health resources, such as facilities, equipment, and drugs. Regulation of the day-
to-day performance of health servicesis extended through diverse methods of surveillance or
teamwork patterns for organizing health care delivery. Asthe financing of health care by the
whole population becomes more collectivized worldwide and the role of the private sector
expands, pressure mounts for greater regulation to control both costs and quality of services.

A study of international trends in health care facility regulation revealed that
accreditation provides a case study in the international propagation of ideas and modelsin the
health care policy arena. The U.S. model of accreditation directly shaped the systemsin Canada
and Australia and indirectly influenced developments in Britain. In each case, however, adop-
tion of the model involved adapting it to national circumstances. Moreover, the strong contrast
between the U.S. and Britain has significant implications for the design of accreditation
systems. In the case of the U.S.,, the medical profession not only played the leading role in
creating the JCAHO, but continued to be highly influential in its subsequent evolution. The
sameistrue of Canadaand Australia. The British medical profession, though consulted, has
always been peripheral to the development of hospital accreditation, resulting in alack of
clinical measures in this system. Countries embarking on hospital accreditation system
development must weigh the pros and cons of medical dominance carefully. Because
accreditation systems are seeking to incorporate indicators of clinical quality, the collaboration
of the medical profession in ensuring the credibility and acceptance of such measuresis
essential. This certainly has been the assumption of the various initiativesin the U.S., Canada,
and Australia. Accreditation achievesitsfull potential when it is designed and implemented as
an interactive process and the accrediting organization works with the provider seeking
accreditation to identify needs and methods to improve performance.

The study of issues of health personnel credentialing from an international perspective
illustrated marked variability between countries in both policies and procedures, despite broadly
similar goals. Much of what occursin practice is determined more by traditionally and
historically based practices than by the rational use of approaches and methods chosen for their
proven value. Similar reasons have determined the nature and function of the official bodies
responsible for certification. The overall pictureis one where entry requirementsinto the
profession (primary certification) and subsequently into a specialty (secondary certification) are
strong and rigorous. The same cannot be said of recertification, where policies and procedures
are lesswell developed in most countries. There is an ambivalence about the purpose of
recertification, with the profession concerned more with personal devel opment and maintenance
of standards, and the government and community, from whom the stimulus for recertification
may be arising, concerned more about decertifying those who are incompetent.
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Worldwide, primary certification is either through a process of medical school curricula
accreditation by national medical councils (asin the U.K.) or through national licensing
examinations (asin the U.S.). The former approach has potential advantages in terms of
flexibility, but disadvantages in terms of the quality of the locally produced assessment
procedures. In addition, the lack of common procedures in the case of regionally based
certification, causes difficultiesin the acceptance of qualifications between states or provinces
of one country.

Differencesin specialty certification and recertification practices reflect not only
historical precedents, but also cultural, political, and social differences, both past and present.
Medical educators and measurement specialists may agree on desirable approaches to
assessment, but these may not be acceptable in a particular country or institution for avariety of
reasons. Good examples of this variation are seen in the area of recertification. Inthe U.K.,
Australia, and Canada, the approach to recertification is predominantly through maintenance of
competence, using participation in CME and other professional development activities asthe
criteria of achievement. Inthe U.S,, the trend is strongly in the direction of recertification by
demonstration of competence based on formal examinations and audit of practice and patient
outcomes.

Compared to other health sector resources, pharmaceuticals is an area of heavy
government involvement in most countries. Depending on the country’ s political economy,
regulation is exercised on the production and/or the distribution and marketing of drugsto
varying degrees. Evenin the U.S. free market, extensive regulation of the safety and efficacy of
drugsis exercised through the FDA, amodel that was copied by other countries, including the
U.K., Australia, Canada, France, Germany and the Netherlands. Globally, effective national
drug policies had to extend beyond technical and clinical aspects of pharmaceuticalsto
economic and social aspects, including concepts of social justice in drug distribution and careful
allocation of resources for pharmaceutical expenditure.

Countries with national systems of health care (e.g., Canada, Australiaand the U.K.)
have attempted to develop policies to manage new and existing technologiesin concert with
global or prospective budgeting. One element of these paliciesis the development of technology
assessment and its linkage to policy decisions. The potentia of technology assessment is
realized only with effective links to technology policy and management. National and regional
policymaking must be complemented by actions at the operational level of clinical medicineto
ensure the efficacy and cost-effectiveness of technology adoption and use. With the exception
of the U.S.,, such actions are only beginning in most of the countries studied.

The experience of the countries examined in this report demonstrates that emphasis on
health care regulation islikely to grow worldwide. Although it started as an instrument of
professional self-education and institutional self-improvement, it now is becoming a quasi-
regulatory instrument for holding both professional providers and ingtitutions to account for the
quality of their products. In aworld where consumers are becoming more educated, where
information is needed to make choices about the purchase of health care, and where public
agencies are expected to guarantee public safety and the best use of public funds, regulation
both from within the profession and by external agenciesis likely to flourish. Factors identified
as prerequisites for successful implementation of a health care regulatory system include:

a The choice of aregulatory model should be in harmony with the overall political
economy of the country. Country experiences show that the appropriateness of a
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regulatory practice to aparticular country setting is a major determinant of its successful
implementation.

Learning and copying the experiences of other countries and then adapting to local
circumstances proved to be a useful approach for countries embarking on health care
regulatory reforms. For example, the U.S. model of accreditation directly shaped the
systemsin Canada and Australia and indirectly influenced developmentsin Britain. But
in each case, adoption of the modd involved adapting it to national circumstances. The
same could be said about the FDA model for regulation of the safety and efficacy of
pharmaceuticals and medical devices.

The benefits of regulation must outweigh its costs. Unless effective in accomplishing its
objectives, state regulation can be awasteful intervention, not only because it represents
needless interference, but also because regulatory programs are often very expensive to
implement and sustain. The U.S. provides an illustrative example in this respect where
compliance costs for safety, environmental and health regulations have reached $1,000
per household.

Regulation should be designed to operate at both policy and operational levels. National
and regional policymaking is critical in controlling national health care expenditures.
Actions at the operational level of clinical medicine are necessary to control quality of
care.

Both positive and negative regulatory measures are needed. A balanced blend of
positive strategies, focusing on ensuring compliance and encouraging improvement, and
negative strategies, focusing on identification and punishment of non-compliance, is
necessary for enforcement of regulation.

Itisclear that political commitment is aprimary requirement for reforming the health
care regulatory policy. If thiscommitment islacking, a national policy cannot be
formulated or, above all, implemented. This review, however, has also shown that in
many countries, even when commitment was present, there were many other obstacles:
internal political pressures, lack of resources, lack of infrastructure, and lack of
institutional capacity.

Involvement of members of the medical professionis crucial. Some country experiences
show that the non-responsiveness of regulation in medical care was due, at least in part,
to its being viewed as external, and resulted in hostility between regulators and those
regulated.

Regulatory agencies at the central and provincial levels should seek public input in
addressing health care regulatory reforms. Public input has frequently lessened legal
challenges to the reform by industry and individuals.

Cooperation and coordination between various regulatory agencies should be
encouraged. Failure of government agencies to coordinate with each other in
implementing regulatory policies can result in redundancy, conflicts, excessive costs,
and regulatory failures.

Finally, for a health care regulatory system to achieve its goals, it should:
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Recognize market-based changes in the structure of health care;

Take into account the evolution in standards of medical carein its setting;

Be cognizant of the context of regulation in the present political environment;
Draw upon the best scientific research on development of tools and methods for
measurement and improvement of quality of care and containment of costs; and
Prioritize and address the key health sector problemsthat may arise in the
future.
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Exhibit 4-1

Summary of Health Care Regulatory Policy Options

Area Method of Regulation Application Target Description Country
Health Care Facility licensing Operation of anew |Minimum facility |Allows only facilities meeting minimum quality | Universal
Facilities facility structure and safety standards to operate

Certificate of need (CON) |New facility Community need |Ensures that any new facility construction is| U.S.
programs construction or for the service; based on alocal social need
expansion resource alocation
Health Maps (Carte Health planning and |Efficient Plans the diffusion and geographic distribution | France
Sanitaire) distribution of distribution of of government hospitals and other provider
health facilities health facilities organizations
Health system agencies New facility Rationalization of |Reviews hospital expansion and modernization | U.S.
(HSASs) construction or capital investment |plans to determine their digibility for capita
expansion reimbursement from the federal government
Anti-trust regulation Relationship Priceand quality  |Safeguards against provider monopolies and | U.S.
between providers  |of services enhances competition
(e.g., mergers,
acquisitions)
Facility accreditation Facility structure Quality of services |Evaluates hedth facilities according to| U.S., Canada,
and performance “standards’ for optimal structures and processes| Australia, and
New Zedand
Health Care Licensing Minimum Quality of services |Restricts entry into medica practice to| Universa
Personnel qualifications personnel meeting minimum qualifications
Primary and specialty Specialized Quality of services |Recognizes higher or more specialized levels of | Most
certification competence professional competence countries
Recertification Maintained Quality of services |Ensures maintained professional competence | U.S. and
competence Canada
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Area Method of Regulation Application Target Description Country
Practice guidelines & Clinical practice Quality of services |Assists physicians in  decisons about| U.S.
outcomes research appropriate hedth care for specific clinica

circumstances
Professional Standard Utilizationreview  |Quality of Establishes norms for various procedures and | U.S.
Review Organizations sarvices; applies them to individual cases of hospital use
(PSROs) cost of care (e.g., length of stay) so as to identify deterring
practitioners
Peer Review Organizations |Utilization review  |Quality of As PSROs, but nationwide and centralized in| U.S.
(PROs) sarvices; nature
cost of care
Fines, penalties, and Provider Varied Punishes provider personnel and organizations| Universal
sanctions compliance with for faulty behavior or non-compliance to
regulation regulations
Health Care Technology assessment Technology Cost of care; Weighs costs and benefits of a proposed new | U.S. and
Technology investment resource alocation [technology West Europe
decisions
Health Maps Technology Cost of care; Provides updated information regarding the| Franceand
adoption resource alocation [diffusion and utilization of technology Spain
National health technology |Technology Cost of care; Acts as a specialized body for new technology | Australiaand
agencied/advisory panels  |adoption resource alocation |review and approval others
Inclusion in global budgets |Technology Cost of care; Sets an expenditure limit that ties premiums| Canada, U.K.,
adoption resource allocation |and provider payment rates to national health| Australia, and
budget, and therefore controls costs others
Medical technology/ Technology Safety and efficacy |Requires health facilities to investigate, | U.S., Canada,
equipment safety acts monitoring of equipment document, and report serious events related to | and others

al medica devices
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Area Method of Regulation Application Target Description Country
Pharmaceuticals Control of advertisingand |Drug information Consumer safety | Protects consumers against false claims and | Many
labeling dissemination against drugs of unproven efficacy or safety countries
Drug testing/quality Production of drugs |Consumer safety | Ensures safety and efficacy of new drugs Most
controls countries
Requirement of a Distribution of Consumer safety; | Prohibits dispensing of medications without the| U.S. and
prescription drugs consumption of orders of a qualified professional, therefore| West Europe
drugs prevents self-medication
Basic or essentia drug lists [Approval of drugs;, |Consumption of Limits distribution of drugs by government| Many
distribution of drugs; costs of care |providers, or reimbursement for drugs by | developing &
drugs insurers to only those with proven efficacy and | developed
safety and addressing national health priorities| countries
Price controls Price of drugs Economic access  |Ensures affordability of drugs by low-income| Many
groups developing
countries
Import restrictions Production of drugs |Protection of Prohibits importation of certain pharmaceutical | Developing
domestic products that are manufactured domestically and centrally
pharmaceutical controlled
industries economies
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Country Accred. Body Status Standards Primary Uses

USA JCAHO Fully functioning Structure, process, and outcomes; -- Reimbursement under federal Medicare
Peer Organizations moving away from reliance on structure and most insurance; used in making
NCQA Voluntary (but and process and towards increased use purchasing decisions by employers when
Peer org and payors required for many of outcomes considering health plans

reimbursements)

Canada Canadian Counsel on Fully functioning Process Outcomes system based on Accreditation required by Roya College
Health Services Clinical Care Groups. Moving towards of Physicians and Surgeons for teaching
Accreditation Voluntary increased use of final outcome indicator institutions; increasing peer and
Peer organizations with monitoring -- in process of developing consumer demand for accreditation
federal and provincia national set of indicators
observers

Australia Australian Council on Fully functioning Structure and process; developing Not formally required by govt or payers;
Hospital Sandards (ACHS) clinical indicators in a move towards University of New South Wales study
Peer organization Voluntary outcomes monitoring demonstrated numerous tangible

benefits in the form of improved
operations

New Zealand Pilot Sudy Coordinating Functioning Structure and process Not formally required

Committee
Voluntary
Russia Oblast (region) Health Fully Functioning in Various, but al based on Medical Participation in health insurance and

Departments Some Oblasts Economic Standards, a multi-layered other reimbursement schemes; dual
(particularly in retrospective review of al patient system used for both quality assurance
Government Siberia); not yet records according to fixed treatment and financial reimbursement and
national in scope; protocols performance incentives
several different
versions of system are
used by various
Oblasts
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Country Accred. Body Status Standards Primary Uses
Latin America N/A Regiona effort with Compact set of structure and process Not formally required
the Pan-American standards for acute care hospitals
Health Organization to
develop hospital
standards
Egypt Cost Recovery for Health Hospital standards Comprehensive structure and process Adherence to standards was to be
Project (not actual developed for the use standards following 1980 JCAHO model | required for participation in Cost
accreditation system) of hospitals converted Recovery for Health Project; excellent
to a cost-recovery potential for Egypt to institute national
basis accreditation system with minimal
additiona effort
Poland Government peer hybrid In the process of pilot | Structure and process standards (pre- Not formally required
testing standards; 1994 JCAHO model)
accreditation system
not yet functional
Czech Republic Government peer hybrid Pilot testing standards | Structure and process standards (pre- May be required for higher
1994 JCAHO model) reimbursement level under health
financing reform
Romania Government peer hybrid Pilot testing standards | Structure and process standards (pre- Not required
1994 JCAHO model)
Hungary Government organization Currently developing Structure and process standards (pre- Not required
standards 1994 JCAHO model)
Saudi Arabia Peer organization Pilot testing standards | Structure and process standards (pre- Not required
1994 JCAHO model)
Ukraine National Ministry of Hedlth Standards and Modification of Kyrgyzstan standards of | Accreditation being considered as
Regional health authorities accreditation system structure, process, and outcomes requirement for reimbursement under
being pilot-tested on a new insurance plans
regional basis
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Sandardization Program

hospital s participate

improvements

Country Accred. Body Status Standards Primary Uses
Pakistan Peer-Government Hybrid Accreditation system Minimalist structural standards based on | Accreditation system intended to bring
Accreditation organization development on hold Latin American model government and private facilitiesto
due to government --not yet developed same level of quality
change
Kyrgyzstan National Ministry of Hedlth Standards and Locally devel oped structure, process, Required for reimbursement for health
accreditation system and outcomes monitoring standards care delivered under national health
being tested on a financing reform
regional basis as part Targeted outcomes review will result in
of health financing significant cost savings over Medical
reform Economic Standards
Spain Catalonia State Government | Not yet national in Structure and process Accreditation required in order to
scope contract with Social Security System
for insurance reimbursement
Korea Korean Hospital 200 out of 600 acute Primarily limited to structural Accreditation required for facility to

participate in intern and resident

Peer Organization program
(Korean Hospital Voluntary Present program is leading to the
Association) development of amore comprehensive
accreditation system

United Kingdom Kings Fund Organizational | 47 Hospitals (KFOA) Borrowed standards from other national Not presently formally required
Audit (KFOA) Hedth systems May be required by national health
Services Research Indtitution | 24 Hospitals service and/or other purchasersin the
Southwestern Hospital (SWHAP) near future
Accreditation Program
(SWHAP) Voluntary

Netherlands Government Unknown Structure and process Required for reimbursement under

Sickness Fund Act
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Annex B: Health Care Systems in the Anglophone

Countries
United States Canada United Kingdom Australia
Health Care Multiple private payors  |Public financing by federal |The NHSfundshealth  |Multiple payerswith
Financing (>1,500 commercial & provincia governments, |care through regiona mix of private and
insurance company) with provincia and district authorities  |public insurers
administration
Medicare/Medicaid Recent purchaser- Shared state-federal
public financing Universal insurance provider reforms jurisdiction
coverage
Some paralld private
Legal prohibition of sector insurance and
paralld private sector private practice
activity
Physician Fee-for-service practice  |Generally fee-for-service  |Capitation paymentsto |Fee-for-service,
Reimbur sement practice GPs although “national”

Increased amount of

fee schedule appears

Formularies for managed
care programs

Formularies for publicly
funded programs

Price regulation through
Patent Medicines Review
Board

managed care Incentives for non-urban Fund-holding GPs to cover most
practice purchase care from physicians
trusts and other health
services
IDrug Regulation FDA FDA Mode FDA Mode FDA Modd

[Equipment and
T echnology
IRegulation

CON programs

Global budgets

Deviceregistration

Global budgets

Global budgets
National centersfor
highly specialized
technologies

CON programs
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Annex C:  Regulation of Health Care Provider
Performance in the United States

The evolution of health care regulation in the United Statesillustrates arich variety of
approaches that were utilized to influence and regulate providers and control costs of care. It
began in the 1970s, with decentralized programs to regulate provider behavior through Health
Systems Agencies and CON programs. Health care regulation grew more centralized in the
1980s, as federal policymakers expanded their influence on service quality through PROs and
medical practice guidelines. Quality regulation increased the heavy micromanagement that
providers face in the United States, while budgetary regulation still falls short of the fiscal
macromanagement that other Western nations use. The various regulatory tools are defined as

follows:

Decentralized Regulatory Functions

Centralized Regulatory Functions

PSROs

PROs

HSAs

Practice guidelines & outcomes research

CON programs

Anti-trust regulation

a PSROs establish norms and standards for various diagnostic procedures and apply them
to individual cases of hospital use (mainly lengths of stay under Medicare and
Medicaid) in hopes of identifying and deterring outlying physicians. This processis
what isusually referred to as utilization reviews.

a PROs are the nationwide and centralized replacement of PSROs.

a The HSAs are regional planning bodies subject to federal rules and regulations but
governed by large multi-interest boards of consumers whose duty isto review hospital
expansion and modernization plans to determine their eligibility for capital
reimbursement from Medicaid and Medicare.

a CON programs review hospital plans to expand, modernize, and buy equipment; and
issues approvals based on the merits of each case, inquiring whether each proposed

project was required by the community.

a Anti-trust regulation isintended to prevent monopolies and modify relationships
between providersto increase competition. It does so by inhibiting collaborative efforts
between institutions in the health care market that might be considered competitors. A
number of statues form the basis of the antitrust law, the most important of which focus
on prohibiting contracts or conspiracies between providers that restrain free trade,
preventing of monopolies, and regulating mergers between large providers.

a Practice guidelines are systematically developed statements to assist practitionersin
decisions about appropriate health care for specific clinical circumstances. They are
intended to improve the quality, appropriateness, and effectiveness of care. While
particular guidelines may be challenged on the grounds that they are not

Annex C: Regulation of Health Care Provider Performancein the United States
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comprehensive, there is evidence that they can influence clinical decision-makingina
way that has improved outcomes and, in some cases, reduced costs.
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