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INTRODUCTION

Health care systems in many developed countries face rising costs,
the problems posed by rising expectations on the part of consumers and pro-
viders, and increasing demands for the quality of medical practice to be
evaluated. A central question is whether it is possible to reach a consensus
among health care professionals, consumers, and funding agencies (such
as governments or insurance agencies) on the range and type of care to
be.provided. Although most health care systems operate with certain struc-
tural guidelines (e.g. in hospital building, medical education, licensing, staff-
ing, equipment, and safety), guidelines for treatment are more contentious
since they may be thought to infringe clinical freedom.

To discuss this question a Workshop on the Cost-Effectiveness of Rec-
ommending Standard Patterns of Long-Term Care was held in Munich from
1 to 4 December 1980. The Workshop reviewed European and North Amer-
ican experience with such guidelines in the field of chronic degenerative
disease, paying special attention to their impact on the cost and effective-
ness of the care provided. The Workshop was preceded by a study phase in
which multidisciplinary teams were set up in most of the participating countries
to review the situation. The teams were then visited by Mr M.F. Drummond
and Dr S.0. Isacsson, consultants from the WHO Regional Office for Europe,
who discussed the aims of the Workshop and the guidelines from each country.

The Workshop was sponsored by the Federal Republic of Germany,
which hosted the meeting in Munich. Dr F. Unz, Programme Director, Ger-
man Aviation and Aerospace Research Institute, assisted in the study and
the Institute for Medical Informatics and Health Services Research of the
GSF Research Centre (MEDIS), Munich, helped with the organization of
the Workshop.

Guidelines for long-term care, especially care for patients with can-
cer, cardiovascular diseases, diabetes, theumatic diseases, and mental health
problems, exist in most of the participating countries. As a rule they were
recommended by governments, health professional groups, insurance agen-
cies, or combinations of these. They include planning norms or policies,
clinical “best practice”, educational standards, environmental health standards,
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and process guidelines of the type found in model medical care programmes.
They are either advisory or obligatory, and they inevitably reflect the in-
terests of the groups proposing them and the purpose for which they were
devised.

The questions examined by the Workshop were:

— How do guidelines link up with the overall organization of health care in
the various countries?

— Does it matter who recommends the guidelines?

— Should guidelines be aimed primarily at prevention, diagnosis, treat-
ment, rehabilitation, or at all phases of care?

— Should gu1de11nes be aimed at particular dlseases"

~— How should guidelines be implemented; should 1ncent1ves be offered or
sanctions imposed?

- — Should consumer groups be involved in the derivation of guidelines?

— What research in association with guidelines is needed into the effec-
-tiveness and costs of alternative patterns of care?

— By what criteria should guidelines be evaluated"

— How effective are gu1dehnes in encouraglng more efﬁc1ent health care
_practices? : .

— Is aspecial body needed w1th responmblhty for coordlnatmg the devel-
opment, implementation, and evaluatlon of guldehnes for the dehvery
of health care?

- Can guidelines be of use in the education and training of health care
professionals?

~ Do guidelines represent an unnecessary infringement on clinical freedom
or do they, on the contrary, create new possibilities fori 1mprov1ng the
quahty of care and the use of health care resources"

EXISTING GUIDELINES IN LONG-TERM CARE

What constitutes a guideline?

" In this report the term “guideline” is taken to mean a recommendation
made explicit by central or local authorities or by associations of health care
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professionals. A wide variety of guidelines were found to exist. These cover,
inter alia:

— the type of health care system (whether publicly or privately provided);
— the system of health service planning;

— the system of medical education and licensing of professionals;

— schemes for accreditation of hospital and other facilities;

— arrangements for local or consumer participation in health care;

— methods of commissioning medical and health service research;

— cost containment measures (such as cash limits on government expend-
iture or insurance company reimbursement limits).

The guidelines of greater interest to the Workshop were those concerned
with health care practice itself, consisting of:

(@) Policy documents issued by central or local government. An exam-
ple of such a guideline from the United Kingdom was presented at the Work-
shop (I). It sets out the principles upon which services should be provided,
reviews the nature and level of services existing at the time of publication, and
specifies the improvements that should take place.

(b) Model medical care programmes. Examples of such programmes,
which originate mainly from Scandinavia, were presented from Finland and
Sweden. The object of such programmes is to bring about more rational and
purposeful care by stimulating groups of professionals to undertake a wide-
" ranging review of the nature of the disease in question and the facilities and
processes required to tackle it.

(c) Methodological letters. These are essentially circulars dealing with
aspects of treatment methods issued by national institutes in the eastern
European countries. They contain recommendations on standard patterns of
diagnosis, treatment, and care and aim at developing the medically most effec-
tive standards that are also economically acceptable. From time to time they
reconsider topics in the light of the latest developments in medical sciences.

(d) Audit and peer review schemes. The use of medical audit and of
professional standards review organizations (PSROs) as a way of ensuring high
clinical standards was discussed. The emphasis in this approach is on develop-
ing a system of retrospective review (usually by medical peers) of the operation
of institutions and medical practitioners, rather than on deriving standards of
operation per se.



(e} Physician protocols or algorithms. These are advisory schemes of
practice (frequently concerned with diagnosis) for use predominantly by ju-
nior physicians or non-medical staff, and are common in a number of coun-
tries. They are sometimes associated with innovations in medical records and
some evidence (particularly from the USA) suggests that the performance of
junior medical staff is improved when algorithms are used.

(f) Recommended resource lists. These consist mainly of lists of rec-
ommended medicines or information to practitioners concerning medicines
with differing costs. The same notion has also been applied to medical equip-
ment and technology. Advice on the use of medicines is common in many
countries and an example from the United Kingdom is the British national
formulary.

These are examples of the kinds of guidelines considered at the Workshop.
Many more, not necessarily corresponding to these types, are outlined later in
this chapter.

What do guidelines contain?

-Judgements about patterns or types of care can be made in terms of the
structure (or inputs) used to provide care, the processes (or activities) carried
out in providing care, and the outcomes (or results) obtained. Judgements of
structure are usually concerned with the range and type of facilities available,
the grades of manpower required, and the training of that manpower. Judge-
ments of process ‘are typically concerned with the type of diagnostic, treat-
ment, and rehabilitation procedures carried out, the order in which they are
carried out, and the indications (usually clinical) adopted as prerequisites for
particular courses of action. Judgements of outcome relate to the objectives
of the care being given. In the clinical sphere it may be clinical results such as
case fatality rates, recurrence rates, and complications. In the planning sphere
it may be accessibility of care and more general client satisfaction.

Most of the guidelines discussed at the Workshop make recommendations
about structure or process. Some, such as medical care programmes, discuss a
comprehensive range of recommendations dealing with both structure and pro-
cess. Obviously a comprehensive assessment of a health care programme or
treatment requires the study of the interrelationship between all three ele-
ments, as indicated schematically below.

Treatment
process -

Inputs -——-> ‘

——;—) Outcome




However, it is important to note that guidelines dealing with structure alone
are not necessarily inappropriate. It may well be that seemingly rigid struc-
tural guidelines have been derived from some detailed analysis of the inter-
relationship between particular inputs, the prevailing processes, and outcomes.
A structural guideline to place a warning device on a piece of medical equip-
ment may be based on knowledge of the effect on outcomes that such a device
might have, given the safety procedures currently in operation.

Who develops guidelines and for what purpose?

The source of guidelines differs from country to country, but profes-
sional groups themselves are very prominent in their development. In some
countries the government has encouraged the professions’ interest, perhaps by
making available the resources to produce and distribute the guidelines. Some
governments have decided to keep a low profile; for example, in Finland the
National Board of Health, in initiating the medical care programmes, ap-
proached the Finnish Hospital League for help in order “to avoid any author-
itative labelling of the project”. Occasionally, as in Israel and Yugoslavia, fund-
ing agencies such as sick funds have taken an interest, but even in those coun-
tries it is largely the professions that have an interest in guidelines. It is per-
haps worth noting, however, that although the definition of guidelines given
earlier refers to explicit recommendations, there are many implicit guidelines
operating in all countries. In one sense every health practitioner follows his
own set of informal guidelines and occasionally attempts to pass them on to
others through publication of details of his practice, research, and experience.
Medical textbooks might also be considered as consisting of sets of guidelines
for care.

Given the strong professional involvement in the development of guide-
lines, it is not surprising that their main purpose is to improve or maintain the
quality of care. This may sometimes be at odds with cost-effectiveness, the
main element of the impact of guidelines under consideration at the Work-
shop. However, although quality of care is the main objective, many of the
originators of guidelines recognize that the search for higher quality has its
limits because of resource constraints. For example, in Hungary the aim of
methodological letters is to develop those medically most effective standards
which are economically also acceptable. Similarly, the objectives of medical
care programmes in Finland are:

— to standardize medical practice;
to improve cooperation between institutions;
to increase the safety of patients;

|

to give aid for the education of medical care personnel;

— to act as a tool for improving cooperation between different groups of
personnel and to clarify the division of labour between them.



In addition, it is stressed that the care programmes should be constructed
in principle within the limits of existing resources. A similar principle under-
lies the development of medical care programmes in Sweden. o

In the USA three uses for clinical algorithms or protocols have been
put forward: : - e .

(@) as guides to non-physician providers, pérticularly physician assistants;

(b) as the basis of quality assurance programmes; they ‘can be used
to check whether information has been collected, tests carried out,
referrals made, and treatment provided in an appropriate way; and

(c) as a representative of cost-effective care and as a standard for the
efficient use of medical resources. :

In the USA, too, the PSRO programme considered below is charged with
reviewing the medical necessity, quality, and appropriateness of care. Qual-
ity is defined as “the meeting of professionally recognized standards of care”,
and appropriateness as “the possibility that services could not be provided
at a lower cost in an alternative setting”. ‘

Do guidelines have to be followed?

A fairly prevalent view at the Workshop was that not only are guide-
lines usually advisory rather than obligatory, but that they are also to be in-
terpreted flexibly in the light of local circumstances. This is the main rea-
son for adopting the generic term “guidelines” in- this report rather than
“standard patterns of care”. For, example, the Canadian series of guide-
lines state in their introduction that: : S

The Guidelines should not be'r'egairdé'd as rigid standards. Their application may
vary throughout Canada and it is the prerogative of each province to accept, mod-
ify or reject the Guidelines according to provincial priorities. :

_ The guidelines produced in Scandinavia reflect what the Finnish report
calls “the traditions in the country, in which formal independence and individ-
ualism are highly valued qualities”. Both the Finnish and Swedish guidelines
place much emphasis on problems of implementation and the need for local
involvement. ‘

However, the extent to which guidelines, advisory or obligatory, are fol-
lowed rigidly is uncertain. A monitoring system such as the PSRO in the USA
can in principle operate with flexibility and sensitivity to local problems. On
the other hand, despite assurances in other countries that guidelines are for
guidance only, they may in fact be followed more rigidly than the originators
intend. Hence the importance of implementation.
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Link between guidelines and the health care system as a whole

One of the conclusions of the Workshop was that, because of the great
differences in the ways in which health care is organized in different coun-
tries, it is difficult to make many recommendations in respect of-guide-
lines; a particular recommendation might be appropriate in one country but
not in another. The main aim was therefore to pool experience from the
various countries in order to identify key factors that all concerned with
guidelines should consider.

It emerged from the discussions that within particular countries there
is a failure to consider how guidelines might fit into the organization of
health care as a whole. For example, a government may propose guidelines
for, say, improvements in care for a neglected group, yet not provide the
money to enable the aims to be achieved, e.g. by ear-marking development
funds expressly so that the guidelines could be followed. Alternatively,
a group of professionals may develop guidelines whose resource require-
ments could never be met. Or a government may encourage professionals
to develop guidelines yet not exploit the opportunity to incorporate them
in an existing system of health care provision. So, in the USA, the Govern-
ment may encourage the development of guidelines for health care prac-
tice by professional groups (such as the National Institutes of Health Con-
sensus Development Programme), yet these may not be explicitly used in
the accreditation of hospitals or in hospital or physician reimbursement
schemes.

This does not occur only in the USA. In many countries the link be-
tween the production of guidelines and, say, health care planning is ten-
uous. In the United Kingdom clear priorities for health care have been laid
down by the Government, but there is very little suggestion that the fund-
ing of health authorities should be directly or exclusively linked to the
extent to which the priorities are adhered to. In Finland the Government
subsidizes local authorities to the extent of between 39% and 70% and this
gives the central authorities an opportunity to guide the system towards
rational goals such as a proper balance between hospital and ambulatory
care. However, in both Finland and the United Kingdom there is a tradition
of devolution of decision-making and responsibility, and negotiations with
the local or regional authorities, as in discussions of plans submitted by
lower tiers of organization, take the place of orders transmitted from above.
Therefore, from the point of view of using guidelines to bring about more
cost-effectiveness in health care practice, other planning and budgetary
arrangements are often seen as alternatives to guidelines. It was mentioned
from time to time during the discussions that to control costs it was nec-
essary to exercise budgetary restraint. It may be that such action should
more appropriately be viewed as complementary to guidelines.



A taxonomy of existing guidelines in the participating countries -

- There are many ways in which existing guidelines can be classified. How-
ever, because of the variations in the details given by each country a few ¢ri-
teria only have been adopted: the broad disease group to which they refer; the
country of origin; the group or groups recommending them; and whether they
consider elements of structure, process, or outcome.. o :

Origin

Disease
{or disease Country of Remarks
group) . guidelines.
Cancer France Céli\cer Institute - * Manly treatment protocols?
Gustave Roussy :
Federal Republic Professional associations Different cancer sites?-?
of Germany ' ' .
Hungary National Institute, - Cancer of uterine cervix
Ministry of Health ~ (screeningy
Netherlands Professional groups Acute lymphocytic leukaemia
o ' . in children, diagnosis and
- : treatment?
Yugoslavia Professtonal groups Breast cancer?
Cardiovascular Finland Ministry of Health and Sbci}:l Stroke, all phases of care?
diseases Affairs, National Board of * oo
Health, Hospital League, -
+ professional groups : )
Hungary' . National-Institute of Cardi- Comprehensive community
ology, Ministry of Health control of cardiovascular
B disease?
Israel. « Professional groups and Hypertension?
Sick Fund ' }
Poland Institute of Occupational Cardiovascular care in the in-
' S Medicine and other sources dustrial health services?-?
Sweden The National Board of Health Hypertension, medical car
and Welfare, the Swedish programme?-? -
Institute for Planning and - '
Rationalization.of the -
" Health Services (SPRI),
. professional groups- -
. Diabetes Canada_ Departinér}l of National - Diabetic Care Unit”
mellitus L Health and Welfare .
Hungary National Institute, Ministry Diabetes disbenséry“"’
- of Health - ‘ S
Israel Professional groups All phases of care?-?
Sweden "National Board of Pro- All phases of care, medical .
' o . fessional Groups care programme ' L
Yugoslavia _ Professional groups + Al phases of care” .
Rheumatoid Federal Republic Professional groups .- - Rheumatic diseases (under
diseases of Germany : B preparation)-?
- Yugoslavia . Professional groups Rheumatic diseases?
Mental Czechoslovakia ., Ministry of Health Gerontopsychiatric
<disorders - - ' S project?-?
" United K ingdom " Secretary of State for Social .’ Better services for mentally..

@ Muainly process-oriented.

» Structure-oriented *

Services

ill and handicapped? »



Other guidelines presented but not included in the table were:

— Guidelines for hypertension, drug treatment, and cancer (Czechos-
lovakia);

— Medical care programme for fracture of the neck of the femur (Finland);
— Hereditary blood diseases (France);
— Chronic obstructive lung diseases (Israel).

In Canada the Department of National Health and Welfare regularly issues
guidelines which are both structure- and process-oriented. Information about
these guidelines is given in the publication Information Bulletin, Standards.
The contents of one of these Bulletins are given below (Information Bulletin,
Standards, March 1980).

I  Special focus: electrocardiography

II Guidelines and standards for private practice

III Hospital and laboratory guidelines and standards
"IV Guidelines and standards for community services

' Catalogues of guidelines and standards

VI Journal references

VII "Addresses where guidelines may be obtained

-In the USA guidelines exist on primary health care and are supposed to be
of special value for people other than physicians. The National Institute of
Health Consensus Development Conferences are special types that will be
discussed later in connexion with the PSRO programme.

SOME EXAMPLES OF EXISTING GUIDELINES

Most of the guidelines discussed in this report are process-oriented. They
may be rich in details or merely provide a few updated recommendations. The
following examples of guidelines will give an idea of their different aspects.

Guidelines for the management of patients with obstructive lung disease
in Israel

~ In the past few years there have been a number of experiments conducted
in Israel to provide standards of medical care for specific disease entities. The
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source of most of these standards is professional groups. The National Sick
Fund and the Ministry of Health have also issued shorter versions of guidelines,
and these originate from the National Sick Fund. ’ ‘

The patient should be seen at regular intervals.

1. Smoking. Should be prohibited, includin'g'presence of the patient
in places where smoking is allowed. - : o ‘

2. Humidity. Water is the best expectorant and patients'should be en-
couraged to drink at least three litres a day. In case of cardiac insufficiency the
patient’s weight should be monitored daily. ' C

3. Bronchodilator drugs.

(@) Inhalation up to eight times a day (ventolin), two inspirations
each time. It is important to teach the proper use of inhalators.

(b) Theophylline-based drugs may be prescribed, either short- or
long-acting. It is important to give a sufficient dosage (e.g. two tablets of
" glyphylline, three to four times daily), since smaller doses are ineffective.

Pay attention:

(@) Avoid drugs containing ephedrine ”sincex théy may cause car-
diac excitability. o '

(b) There is no justification for using aminophylline suppositories.

(¢) Add steroid conjipbnénts" only if necessary to the inhalations in
addition to ventolin. ) . ;

4. Infection control. Respiratory infections are common in such pa-
tients and should be promptly treated. Increase in quantity, density, and
change in colour of expectorate, usually accompanied by dyspnoea, fatigue,
or fever, usually indicates an acute bacterial infection. Patients usually re-
spond well to treatment with ampicillin, tetracycline, or erythomycin for
10-14 days.

Patients should be given influenza vaccination yearly.

-5.  Cardiac insufficiency. In case of oedema or hepatomegaly diuretics
should be used. Digitalis should be used with caution since arrhythmias are
common in severe chronic obstructive lung disease. '

Oral corticosteroids should not be used routinely. They are useful when
given for short periods during an acute episode of spastic bronchitis. They
should then be given in high dose for about one to two weeks (1 mg/kg/day
of prednisone). ‘ o Ce ‘
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Pay attention: Sedatives, tranquillizers, hypnotic drugs, antitussives, and
narcotics (such as Valium and codeine) should be avoided since they may in-
crease respiratory insufficiency by depressing the respiratory centre and the
cough reflex.

6. Postural drainage. Drainage and vibration of the chest by a trained
family member or a physiotherapist are highly helpful in draining the expec-
torate. Correct procedure is important. Bronchodilator inhalation prior to
postural drainage will improve results.

7. Diaphragmatic breathing should be taught. The patients should exer-
cise breathing against closed lips while exercising his abdominal muscles.

8. General physical exercises and occupational therapy should be
encouraged.

These guidelines on the management of patients with obstructive lung
disease are intended to help primary care teams in their work and are not in-
tended to be rigid standards.

A medical care programme for hypertension in Sweden

Some 500.000 people in Sweden have high blood pressure. The medical
care authorities in Skaraborg County have, in cooperation with the Swedish
Planning and Rationalization Institute for the Health Services (SPRI), devel-
oped a medical care programme to combat high blood pressure. The idea of
such a programme took shape gradually among health professionals in the
county. Local studies on the prevalence and treatment of hypertension in
some of the municipalities gradually led to an increasing interest in establishing
a collective programme. From the start the programme was planned for only
a certain number of the municipalities in the county. The main reason for
limiting the scope of the programme was that other development work being
carried out under the auspices of the public health unit indicated the advisabil-
ity of gradual implementation. The need for continuous evaluation was also
clear from the start. Since hypertension is mainly handied on an outpatient
basis, the intention at first was to implement the programme entirely within
primary care. However, it was established, on the basis of discussions, that a
medical care programme for hypertension was a matter of concern in both
primary care and hospitals. Internal medicine departments would be able to
assist by special investigations, treatment of complex cases, training, and follow-
up. Assistance was also recruited from the regional hospital (the Sahlgrenska
Hospital in Gothenburg), where the head of the hypertension clinic was al-
ready involved in a hypertension care programme.
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With support from the SPRI and the Skaraborg County Council, the chief
public health officer, the chief cardiologist, and the head of the hypertension
clinic at the regional hospital undertook to develop a medical care programme.
The programme was to be implemented in 6 of the 16 municipalities, which
contain about half of the county’s population of 260000 inhabitants. A
large-scale effort was begun to establish the new care programme throughout
the municipalities and at the hospitals concerned. All personnel at health
centres were informed and information was also disseminated to representatives
of occupational health services as well as to private practitioners. Representa-
tives of the district medical care officers and nurses participated in the formu-
lation of different parts of the programme. The guiding principle was to work
with and not. for the persons who would be involved in and implement the
care programme. The programme was also glven approval at the regional
hospital and university level.. .

After being circulated for comments the programme was ready in final
form six months later and was then adopted by the County Medical Care
Board. This decision was considered important in ensuring that the programme
would be implemented,

The programme is based on recommendatlons by the SPRI and the
National Board of Health and Welfare. It begins with the epidemiological back-
ground and the social consequences of the disease. It was emphasized that it
should be regarded as a trial programme and it was limited to'6 of the county’s
16 municipalities on a trial basis.

" Hypertension is defined and its epidemiology described in this particular
medical care programme. It covers techniques for blood pressure measurement,
criteria for follow-up and diagnostic investigations — the medical history,
physical examination, electrocardiography, laboratory tests, heart and lung
X-rays, urography and renography, and annual check-ups. It contains indica-
tions for the initiation of antihypertensive therapy, information to the
patient, drug treatment alternatives, therapy for unresponsive hypertension,
other therapeutic measures, subsequent check-ups, objectives of treatment,
choice of the type and level of medical care, organization of local and central
hypertension units, structure, definition of work duties, personnel premises,
and work routines.

Diagnosis and treatment are described in detail with recommendatlons,
for example, of types and doses of preparations. This is followed by a descrip-
tion of the medical care organization. A central hypertension unit has been
created for the county, consisting of the chief public health officer, the chief
cardiologist at the central hospital’s department of medicine, a district medical
officer, a physician with independent medical responsibility from one of the
hospital departments of medicine in the county, and two nurses, one from a
hospital department of medicine and one from a medical care centre.

The central hypertension unit is responsible for, among other things,
continuous revision of the care programme, basic and further training of
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personnel, coordination of hypertension care, and the continuous collection of
data from various units. Central hypertension clinics for referrals are estab-
lished at the departments of medicine of the hospitals at the primary level of
the municipalities. Hypertension clinics are also estabhshed at each medical
care centre within the six municipalities.

The work of detection and follow-up of hypertens1on cases is handled by -
a nurse, the diagnostic and therapeutic work by a physician. The programme is
based heavily on nurse-centred care with the goal of optimizing care, mini-
mizing the load on the physician, increasing the responsibility of the nurse, and
permitting good follow-up and evaluation.

The implementation of the programme is in stages. The first stage was from
1977 to 1978, when the quality of the care given to already known hyper-
tension patients was to be improved. During this period, known but untreated
hypertensives were traced and care improved. At the same time, an intensive
training and information programme was implemented. During the second
stage (1979-1981), an attempt was made to trace as yet undetected hyper-
tensives. This is done by taking the blood pressure of all persons aged 40-69
years who visit outpatient clinics, regardless of the reason for consultation.
During the third stage (1982-1983), the hypertensives detected during the
second stage will be provided with continued treatment. The third stage aims
at as complete a survey of hypertension throughout the trial area as possible.

The programme covers some 140 000 people, of whom roughly 45 000 are
in the target age group 40-69 years. The other half of the county serves as a
control area for the evaluation of the programme, the supply of health services
in both areas being similar. Study of a sample of 8% (8 000) of all the people
in the county aged 25-75 years revealed no major differences in health status
or in the prevalence of hypertension or hypertension-related disease.

Evaluation

_ Great emphasis has been placed on the evaluation of this rather large-
scale medical care programme. A preliminary estimation of the number of
hypertensives requiring care in the age group 40-69 years has established the
number at around 11 000, of whom about half live within the area of the
programme and the other half in the control area. The evaluation is aimed at
answering the following questions:

1.  Is it possible to implement the care programme as proposed
(feasibility)?

2. Is the programme effective in preventing complications of high blood
pressure?

. 3. Is the programme defensible from the humanitarian point of view
(i.e., does it réduce suffering resulting from death and disease, and does this
reduction of suffering outweigh any harmful effects of the programme)?
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4. Is the programme defensible from an economical point of view (i.e.,
do economic gains resulting from reduced srckness and death outweigh the
costs of the programme)?

Various data are used to evaluate the programme. Corhpari‘sons will be
made between the six municipalities included in the programme and other
municipalities in the county.

Feasibility of the programme,

The feasibility of the programme is evaluated by the use of standardized
records for the first visit and the annual check-up and also by continuous dis-
cussions and interviews with the health personnel’ involved in the programme.
Much of this information is collected when people from the central hyper-
tension unit visit the different mumclpahtles by regular telephone contact,
and in connexion with regular educational activities. From baseline findings in
a cross-sectional study of 8000 randomly selected individuals 25-75 years old
carried out a few months before the programme started, the observed number
of hypertensives, as compared with expected number, can be monitored in
each of the six municipalities in the programme area. The annual check-up for
hypertensives automatically gives information on the decrease in blood pressure
in the population observed. So far no comparisons have been made with data
from the communities in the control area of the county. )

For the programme area it is possible already to observe an improvement
in the quality of care and a great increase in the number of observed hyper-
tensives included in the programme. In this area there is a marked decrease in
the blood-pressure level for people with hypertension.

Nurses seem to appreciate their new role of frontline responsibility for
their hypertensive patients and they also seem to carry out this duty better
than physicians did in the previous organization. However, in some of the
municipalities there is less 1nterest m the programme because of attrtudes
among physicians.

The patients included in the programme have been interviewed on the1r
opinion of care before and after implementation of the programme. They seem
to appreciate the care received through the programme more than conventional
care and are especially satisfied with the continuity of care. For example, pa-
tients are actually recalled for regular check-ups by their respective nurses.

A more detailed evaluation of feasibility is being prepared and will be
carried out by additional procedures and more structured 1nterv1ews for the
health personnel involved as well as for the patients.

Medical effectiveness

The effectiveness of\ the medical care programme will be established
through a comparison of mortality and morbidity rates in the programme and

—
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the control area, using special registration forms for myocardial infarction
and stroke and ICD death certificates for total mortality and cause-specific
mortality covering the whole population in the county. Statistical analy-
sis predicts the possibility of observing significant differences between the
programme area and the control area in relation to the variables used in
the measurement of medical effectiveness within a period of six to seven
years from the start of the programme.

Quality of life

The question of quality as opposed to length of life is extremely im-
portant in the evaluation of health programmes. For people with hyper-
tension diagnosis and treatment may bring both positive and negative changes
in the quality of life. The diagnosis of hypertension may well make an in-
dividual anxious and worried about the future. He may start avoiding situ-
ations thought to increase the blood pressure, lose interest in work, re-
duce physical activity, avoid sexual activity, and so forth. The medical
treatment and the regular check-ups for several years will probably make
the patient aware of having a disease, which may decrease his feeling of
wellbeing. Changes in attitudes may also occur. For example, the patient
may have regarded his work or family as the most important part of his
life, but after learning that he has hypertension he may become increasing-
ly concerned about his health. Most antihypertensive drugs, which should
be taken for the rest of life, have side effects that may reduce the qual-
ity of life.

Detection, treatment, and follow-up of hypertension may also improve
the quality of life. Regular check-ups may be appreciated and contact with
the medical care system may result in an increased interest in a healthy
lifestyle; better dietary and drinking habits, less smoking, and an improved
physical and mental condition lead to greater wellbeing. The diagnosis of
hypertension probably has different meaning for different people. For
somebody experiencing symptoms the diagnosis may be a relief from anxiety
about its cause; for most hypertensives, however, since hypertension is
rarely accompanied by symptoms, it means an awareness of illness.

In the programme, evaluation will include an analysis of the possible ef-
fects on the quality of life through interviews of patients in the programme
area. These interviews will be both structured and unstructured and in-
clude some quantitative variables such as the number of days of sick leave
before and after the detection of hypertension.

Preliminary investigations so far — by means of an instrument for the
measurement of quality of life developed by the WHO laboratory for stress
research in Stockholm — show no evidence of a decrease in the quality of
life following the detection or treatment of hypertension.
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Economic appraisal -
The economic evaluation of the medical care programme for hypertension

may be illustrated as in the following scheme, where as many relevant input

and output variables as possible need to be identified and as far as possibie
also quantified and assessed:

A
I
| .
{
!
R Hypertension care
Resource inputs > - nypertensian : . Qutcome >
In programme area
. - .

[ — cost consequences due
— cost of the : to changes in:
health oate ) + — morbidity
organization T — quality of life
— patient’s _— mortality
sacrifices

Resource inputs " Hypertension care i Outcome
in control -ea | )

The total input of resources for the care of hypertensives is of less interest
in this evaluation since the questlon is not of the “all or nothing” type but
rather “a little more or a little less”. The evaluation focuses on the two differ-
ent ways of administering care for hypertensives: conventional care and struc-
tured care according to explicit professional standards, i.e., the medical care
programme. The following items constitute a reasonable bas1s for comparison
of the resource inputs in the control and programme area:

— blood pressure measuremeﬁt}(personﬂel time);
— diagnostic procedufes (personnel' time, laboratory and X-ray costs);
' — follow-up (personnel time); '
— information (personnel time,, production of brochures, etc.);
— treatment: ‘ '

— cost of drugs;
— cost of other forms of treatment

— cost of ofﬁce premlses materlals, etc "
1nd1rect costs

— time spent by the patient (expressed in hours).
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- A questionnaire that was prepared covering most of these data includes
the following different fractions of patient time that may serve as indicators
of the organizational changes induced by the medical care programme:

— time from booking appointment to day for visit;

— time from departure from home or place of work to arrival at the clinic;
— total time at clinic (with physician and nurse);

— time from departure from clinic to arrival home or at place of work;

— total time for visit to clinic.

- Evaluation in economic terms of the outcome of the programme as com-
pared with that of conventional care has to rely on medical evaluation of
changes in mortality and morbidity from stroke and myocardial infarction.
The different types of resource input for stroke or myocardial infarction are:

. hospital care (emergency care);
— care for chronic disease;
— rehabilitation;
— home care;
— technical aids;
— social assistance (home nursing);
— disability pensions;

" — sick leave.

It is not possible to give economic expression to all the possible conse-
quences of stroke or myocardial infarction. The economic evaluation of the
programme should, however, aim at clarifying the total marginal resource re-
quirements and the subsequent effects of efforts to prevent early death and
different stages of myocardial infarction and stroke. This means that not only
the sacrifices made by the health care organization but also those made by the
patients and their relatives should be taken into account as far as possible.

From the preliminary results of the economic assessment of the pro-
gramme there are no significant differences between the control area and the
programme area as to the overall cost for treating hypertensives. A more de-
tailed analysis being undertaken will reveal specific differences, if any.

The medical care programme for hypertension is an example of a model
health care programme implemented in half of a county in Sweden. Almost all
the physicians in the county are salaried. The health service system is socialized -
and the guidelines are implemented in the routine work of the health service
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system, i.e., mainly in primary health care. The results from the evaluation of
this programme may provide an -answer to several questions regarding cost-
effectiveness and quality of care using quite detailed guidelines. This example
also shows that guidelines, called medical care programmes, can be developed
in countries like Finland and Sweden with a decentralized socialized health
service system.

Standardization of cardiovascular.care in Poland - .

In many socialist countries national institutes are responsible under the
ministry of health for working out standard patterns to control diseases, rec-
ommending the most suitable methods for diagnosis, treatment, and care. For
the standardization of cardiovascular care in the Polish Industrial Health Ser-
vices (IHS) two types of standards dre employed: organizational (mainly struc-
tural) and medical (mainly process-oriented). Structural standards are import-
ant within the Industrial Health Services. They have a general character but
may also relate to specific diseases or health risks — the example here is cardio-
vascular disease, with special reference to coronary heart disease. The structural
standards include: .

— principles for the operation of the basic IHS unit providing medical care
to patients and workers; :

— principles governing the subordination of basic IHS units to the system;
— principles of cooperation between basic IHS units and industrial plants;
— principles for conducting prophylactic examinations;

— principles of medical cooperation within the framework of the health
care system;

— principles for identifying and taking care of high-risk groups. Detailed

- standards on the health care of high-risk groups, not enforceable by
law, set out in addition principles for keeping a high- -risk group docu-
mentation register. They call for:

(@) records of active care as well as medlcal records
() technical details for the register;

(¢) aspecial record of active care; and

) obhgatory appomtment for a next. vmt

The medical principles for achlevmg active medical care of high-risk
groups for circulatory diseases link active medical care with the total system
of health care of the working population. The medical standards 1a1d down for
coronary heart disease are as follows:
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Diagnosis -

Physical examination — characteristic retrosternal pain connected with
effort or emotional state (a feeling of fear).

Accessory examinations:
obligatory — ECG, serum glutamic-oxaloacetic transaminase, leuko-
cytosis, erythrocyte sedimentation;
suggested — level of cholesterol and lipids (especially g-lipoprotein).

Interpretation of results of accessory examinations. Elevation of the ST
segment and an inverted T wave are evidence of past myocardial infarction or
myocardial ischaemia. A normal ECG does not, however, exclude coronary
disease, especially during a painless period.

Indications for hospitalization or specialist consultation in case of diag-
nostic difficulties — not stated.

Principles of differentiation — not stated.

Comments on difficulties of diagnosis. Special concern should be given to
men over 40 years of age. Doubtful cases should be analysed in those groups
where longer productive activity allows for extra benefits.

Active health care of high-risk groups

Indications for including a patient in a high-risk group. Chronic coronary
disease needs active medical care.

Special recommendations for active medical care:
patients with ECG changes indicating disturbances of coronary circu-
lation should be included in the high-risk group even if they do not
complain of iliness.

Treatment

Drug treatment: antilipemic agents affecting lipid metabolism, vasodila-
tors, and sedatives. If diabetes or hypertension is concomitant, drug treat-
ment of those diseases is necessary.

Psychotherapeutic and informative procedures: the treatment starts
by explaining to the patient how he can prevent pain and further disorders
by avoiding negative psychic stimuli; he should stop smoking; he should
limit his activities and rest in the open air; and, if overweight, he should
observe proper habits of nutrition and dietary restraints.

Other procedures include sanatorium treatment to remove the patient
from harmful factors in his work and home environment, and rest in the open
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air in healthy climatic conditions. Patients should not be sent to sanatoria far
from their home or in the mountains.

Main problems in treatment — not stated. -
Work ability

Contraindicated are heavy wofk, severe physical effort, heat stress,rheavy
protective clothing, and all jobs where acute pain or syncope may cause an
acmdent (e.g. ajob as truck drlver)

Recommended is light, quiet work w1th moderate phys1ca1 effort.

Control of work ability. When, in spite of proper work conditions, rest,
work breaks, and drug treatment, retrosternal pain and ECG changes grow
worse, the patient is not able to do permanent work and must be considered
as disabled.

Monitoring

Frequency. Monitoring should be considered for each individual patient;
depending on the severity of his condition, the frequency of pain, and the
effectiveness of care; it is obligatory after sanatorium treatment.

Inquiry into symptoms — physical examination.

Scope of accessory examinations — ECG, periodic examination of the
levels of serum cholesterol, lipids, and B-lipoproteins; in the case of obesity
and diabetes that run in the patient’s family, the glucose tolerance curve
should be analysed after a dose of glucose.

National Institutes of Health consensus development conferences screening
for breast cancer ‘

The National Institutes of Health consensus development programme is a
formal process of assessment that serves as an essential step before new tech-
nical knowledge enters general use. The process focuses primarily on clinically
relevant research, with a view to putting important findings to use in health
care or regulation. It assesses research into efficacy and safety and, as appro-
priate, the ethical, legal, and cost implications as well. The method of assess-
ment is by a public hearing at which all the pertinent viewpoints are heard.
The record of the meeting includes a summary of the recommendations and
conclusions and is disseminated to research and practising health workers and
the public. The summaries also include dlffenng views, in order to present the
whole picture.

- The following descrlbes the process -in more detail for breast cancer
screening. : :
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In 1973-74 demonstration projects were initiated at 29 locations around
the country under the auspices of the National Cancer Institute and the Ameri-
can Cancer Society. Their purpose was to demonstrate the feasibility of
periodic screening of large numbers of women for breast cancer, using the

_clinical history, physical examination, mammography, and thermography. .
‘Following the inception of this programme, however, questions were raised
about the possible risks of ionizing radiation from mammography.

In October 1975 the National Cancer Institute established three study
groups to lead investigations into various aspects of these issues, by the analysis
of data generated by a randomized control study conducted by the Health In-
surance Plan (HIP) of Greater New York, which began in 1963. One group
examined the benefits of screening; a second considered and estimated radi-
ation risks; and a third re-examined the pathology of cancers. Subsequently —
in January 1977 — a working group was charged with rev1ew1ng in depth the
findings of the demonstration projects.

In September 1977 the National Institutes of Health and its National
Cancer- Institute sponsored the first consensus development conference on
mass breast cancer screening, including mammography. A panel of scientists,
practitioners, lawyers, ethicists, and consumers was asked to produce a list of
.conclusions and recommendations about breast cancer screening, including
mammography.

The panel reviewed the reports of the four study groups mentioned above,
and heard testimony from interested professionals, associations, demonstration
project directors, and members of the public. Throughout its deliberations the
panel repeatedly emphasized the distinction between mammography used for
diagnosis — the value of which was not in question — and mammographic
screening to detect possible disease in women who have no symptoms or physi-

_cal findings whatsoever.

The following summarizes some of the findings of the panel, a number of
which were later adopted by the National Cancer Institute.

The data from the HIP study indicate that periodic breast cancer screening
can decrease the number of deaths due to breast cancer by about 40% in
women over 50 years of age, but thus far show no decrease in breast cancer
‘mortality attributable to screening women below the age of 50. The benefit of
the screening programme rests on the use of physical examination and mam-
mography in combination.

Neither physical examination nor techniques such as thermography
or ultrasound are known to have harmful effects upon the body. The use
of mammography, however, is associated with the risk of radiation expo-
sure; and breast tissue is particularly susceptible to radiation damage. Cur-
rent evidence suggests that risk increases linearly with increasing dose. It
is estimated that every rad of exposure raises a woman’s risk of breast cancer
by about 1%. This puts a limit on the adwsablhty of repeated screening
of the same population.
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‘New diagnostic screening techniques are needed. The panel recom-
mended greater emphasis ‘on research with non-invasive techniques such
as thermography, ultrasound, and. biological markers, and-recommended
that thermography be discontinued as a routine part of the screening dem-
onstration programme. The panel deplored the lack of clear-cut data on
the efficacy and the risk-benefit ratio of screening for womenunder 50,
but did not come to an agreement about the feamblhty and logistics of
randomized clinical trials to resolve such issues.

 The panel recommended that the programme’s informed consent form
indicate the radiation dosage to be delivered to the patient and that all infor-
-mation gained through the programme be disclosed to the person screened as
well as to her physician, so that they are able to discuss the proposed procedure.

The panel recommended that the histology of any lesion smaller than one
centimetre in diameter, or any papillary or intraductal proliferation originally
interpreted as malignant, should be reviewed by at least two pathologlsts prior
to definitive therapy.

Any new experimental study should take into cons1derat10n a variety of
issues, e.g. its justification from a cost-benefit point of view, the informed
consent process, the way in which research subjects are selected, and the de-
velopment of guidelines for the compensation of individual participants who
are injured in the course of the study. Furthermore, more women, both pro-
fessional and consumer representatives, should be: mcluded in the design and
planning of any future studies.

The panel recommended that screening using mammography and physical

examination in .combination should be continued for those women 50 years
and older who are currently enrolled. Regardless of the location for mam-
mographic screening, upper limits should be set on radiation exposure consist-
ent with the best current data. Women subjected to mammography should ask
for such information and be urged to. mamtaln their own personal exposure
records. ‘
The panel found no convincing justification for routine mammographic
screening for women under the age of 50. This does not imply, however, that
physical examination and breast self-examination are not 1mportant for women
of any age.

- The panel recommended that routine mammography for women aged
40-49 should be restricted to those with a personal history of breast cancer
or whose mothers or sisters have a history of breast cancer.

Mammographic screening of women below the age of 40 should be limited
to women with a personal history of breast cancer.

A large number of other consensus development conferences were later
held on subjects ranging from the surgical treatment of obese patients to the
avoidability of insect stings. The Office for Medical Applications of Research
was formally established in October 1978 in order to aid and coordinate the
efforts of the constituent institutes in the process of consensus development
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and to help translate the scientific results of research and development into
information that can be used effectively in the practice of medicine and public
health.

In addition, a National Center for Health Care Technology was created
within the Department of Health, Education, and Welfare. The Center’s role.
is to undertake and support comprehensive technology assessments taking into
account the safety, effectiveness, cost-effectiveness, and the social, ethical, and
economic impact of health care technologies. The Congressional Office of
Technology Assessment collaborates in collecting and disseminating informa-
tion about various technologies.

In addition, standards have been widely used in the review and certifi-
cation of hospitals in the USA. They have been linked to guarantee. high
quality in Medicaid (health care for the poor) and Medicare (health care for
the old) programmes. The main programme for setting health care standards
and reviewing performance is conducted by the Professional Standards Review
Organizations (PSROs).

Professional Standards Review Orgamzatlons

The PSRO programme was established by federal - leglslatlon in 1972
to ensure that health care provided to patients under Medicaid and Medicare
met appropriate standards in terms of the need and level of care. A PSRO
is -essentially a group of local physicians operating under contract with the
Government to help ensure that institutional health services provided to
beneficiaries of government insurance programmes are necessary and appro-
priate. Since nursing homes were included under Medicare and Medicaid,
they also became part of the PSRO programme. While it is also concerned
with quality control, it is clear that the major purpose of the PSRO programme
is to eliminate unnecessary services, cut waste, and thereby reduce costs. Of
particular concern are the costs associated with surgery and hospitalization,
and most PSRO efforts have been directed toward reducing these. In general
the programme is charged with reviewing the necessity, quality, and appro-
priateness of care. Quality is defined as the meeting of professionally recognized
standards of care, and appropriateness as the possibility that services could
not be provided at a lower cost in an alternative setting.

Study of PSROs in long-term care

In recognition of the special problems involved in the review of long-term |
care services, the Federal Government in 1976 funded 15 demonstration pro-
jects in which PSROs were to review the care provided for patients in long-term
care facilities. In 1978 the Rand Corporation began a study of ten of these
PSROs to determine whether they were achieving their objectives and,
generally, to assess the usefulness of long-term care standards and review.
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This study representsthe most coiprehensive assessment in the United States
of the standard-setting and review process for long-term care facilities.

The demonstration projects were located in vastly different areas — rural,
suburban, and urban — and ‘went about their assignments in very different
ways. This, of course, complicated the study, in addition to the lack of useful
baseline data, the freedom each PSRO had to determine its own objectives,and
other such differences. To help develop a framework for evaluating the ten
PSROs, a series of questions was developed, questions that were central to the
research project but are important to the review of standards of long-term care
in general. They cover the relative emphasis that should be given in the review
to particular kinds of patient — new admissions, long-stay patients, various
diagnostic groups, etc. What should the review of-a long-term care facility
focus on and what should it achieve? What, in fact, are the appropriate out-
comes for long-term care and what kinds of indicator can be developed for
them? Are nursing home mortality rates and discharge rates, for example, indi-
cators of quality of care? What about drug regimens or perhaps functional
measures such as patient happiness and satisfaction? 7

In regard to standards for outcomes, the researchers felt that it wasnot
possible to use acute care experience in establishing criteria for long-term care;
for one thing, diagnosis-based criterid are of limited utility because of multiple
diagnoses. Should criteria ‘be based on health problem clusters (e.g. skin
problems or sight problems) or on: fusnictional status (e.g. ambulation, self-
care, or mental orientation)?- How does the PSRO dévelop criteria for such
psychosocial problems as loneliness or depress10n thch may be a by-product
of admission to a nursing home? -~ -

“Other questions had to do with-the level of care and ‘with costs Should
standards of care reflect norms of. practice (even when they are quite low) or
the ideal?-How much should the PSRO be concerned about whether high
standards inflate costs or. even reduce. the quality of life by driving out
of business small family-operated facilities that may not be able to meet:
the standards? In addressing. all these difficult questions the researchers
felt that PSROs need to consider expanding the review group beyond phys-
icians. to include nurses, phys1otheraplsts social workers pharmac1sts and
administrators.

There were also questlons about data co]]ectlon What are the best sources
of information for the PSRO to use in its review — staff interviews, clinical re-
cords, patient interviews, or other sources? To what extent should the staff of
the facility assist with data collection and what effect is it likely to have on the
vahdlty and rehabﬂlty of the data" How complex should the data be‘? '

F mdmgs

Desplte the methodologlcal problems the study, conducted through a
materials review, site visits, cross-site comparisons and analytic processes,
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produced valid and important findings. The findings are highly detailed and as
such difficult to summarize. However, those that appear most important are
summarized below.

. 1. Explicit standards that can be used to determine the appropriate level
of care before the admission of patients were generally not developed by the
ten demonstration programmes. Some beginnings were made, however, and
several of the PSROs were able, through a pre-admission review, to identify
patients who could have remained in the community if community resources
were available. With regard to this, the study recommends that work be:done
towards developing a “reliable mstrument for determmmg need for nursing
home placement and level of care” :

2. A programme of pre-admission review using explicit criteria is much
more desirable than review after admission because it is less expensive and less
disruptive to the patient. “There is some evidence that an aggressive pre-
admission review program can reduce nursing home days under Medicare —
by . 20%.” However, it was also clear that patients denied admission will
require and receive services from other sources.

3. For continued stay review (a review of patients at regular inter-
vals to determine whether the care and length of stay is appropriate), ex-
plicit standards have not yet been developed and are needed. It did appear,
however, that a number of nursing home patients were receiving inappro-
priate levels of care. For example, in one area the PSRO found that 25%
of the chronic disease hospital population did not require this level of care
and that three quarters of those placed at the skilled level in nursing homes
should not have been.

4. The review process identified many deficiencies in the quality of nurs-
ing home care. The researchers concluded that many quality-of-care problems
can be detected through a review of the medical records. They also found,
however, that the great majority of personnel working in long-term care facil-
ities felt that reviews to determine quality are best done through direct patient
interviews. Here again the study found that the standards used were not ad-
equate and “continued work is necessary to develop explicit criteria for

- quality. Particularly in the psychosocial sphere, criteria are rudimentary and
need extensive work”. The study suggests that the need to develop standards
and criteria is common to all the areas studied and that work on this should be
done at national rather than local level. Such criteria could then be made
available to individual PSROs to be modified as appropriate. The study also
pointed out that “at a number of sites, a problem developed because of the
lack of norms for the care of the nursing home patient. In the absence of
these norms, standard setting and standard enforcing become difficult”.
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5. Data collection was often a problem and “the reliability of data
collection on measures such as functional status cannot be assumed™. .~

6. The cost of the long-term care review varied considerably between
sites because of differences in definitions, data collection, cost allocations —
the review activities themselves. Until there is greater standardization of
these processes, no useful cost estimates can be made.

7. The PSROs were not. able to follow up their recommendations
to assess the degree to which they were -adopted and brought about posi-
tive changes. As a result, most of the “evidence” presented to demonstrate
that they had some effect was anecdotal. ‘ - : ‘

In general, the study concluded that “the experiences of 10 demonstra-
tion projects in long-term care give cause for some optimism about the
potential for the PSRO in long-term care review. Despite the problems in
demonstrating impact' . . -. - innovative programs were developed, quality of
care problems were identified . ... The potential of the PSRO to affect
quality of care seems great. In summary, . . . review programs in long-term
care, as exemplified by the 10 demonstration projects, can serve an import-
ant function ensuring that the large sums of public money spent on nursing
homes are purchasing better care than is currently the case. We expect, how-
ever, that PSRO activity in long-term care review will not bring about dramatic
reductions in the total public dollars expended in nursing homes, although it
should ensure more appropriate expenditures. The PSROs show great promise
in the difficult task of further defining and monitoring the quality of nursing
home care and ensurmg that nursing home residents receive both- humane and
technically sound care.’

In its own assessment of the use of standards in its accredltatlon pro-
gramme, the Joint Commission on Accreditation of Hospitals indicates
that a number of positive changes have taken place. These include a shift
in emphasis from custodial care to active treatment, a greater regard for
the rights of patients, improvement in the quality of clinical staff, a de-
cline in the length of stay .of patients, and an increase in the number and
variety of vocational, educational, and rehabilitation programmes for patients.

It is clear from the work done so far that the principal vehicle through
which standards are implemented and enforced is the survey team. The expert-
ise and composition of such a team are extremely important, as well as
the availability. of training for the team members. Competent people are
too frequently not available and the training is inadequate. For example,
the Rand study found that there was difficulty in “engaging physicians in
criteria development and in vigorous application of peer review around
quality issues”. The extent to which highly trained and competent pro-
fessionals are willing .to participate in the process of developing standards
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and monitoring their effectiveness will have a major impact on any procedures
to review the quality and cost of long-term care.

. The PSRO programme is one possible way of evaluating the implementa-
tion of guidelines within the health service system.

Guidelines on cancer control in the Federal Republic of Germany and
the Netherlands

Much attention has been devoted to the control of cancer, and many
countries have produced guidelines on prevention, screening, diagnosis,
treatment, and follow-up. Both in the Federal Republic of Germany and
in the Netherlands professional groups are engaged in producing guide-
lines to help improve the quality of care within a health service system
where most physicians work on a fee-for-service basis.

‘In the Federal Republic of Germany comprehensive concepts and re-
search programmes have been developed, models tested, and laws passed
with the aim of setting up standards for the improvement of (1) interdis-
ciplinary collaboration and (2) centralized management of patients with
cancer: Standards for improving early detection of cancer with a legislat-
ive basis have been implemented, and preventive medical examinations
have been introduced. Every woman over 30 and every man over 45 has
the opportunity to undergo an annual medical examination. The standards
prescribed so far aim at early diagnosis in women of cancer of the cervix
-and uterus (cytological examination) and of the breast (palpation, inspec-
tion), and in men of deep-seated carcinomas of the rectum and prostate gland
by digital examination. Standards are also set for follow-up when suspicion
‘appears to be well founded.

So far there are no binding regulations for standardized (interdisciplinary)
cancer treatment. In recent years guidelines on treatment have been established
by the German Society of Surgery for 17 types of organic tumour. Preliminary
therapeutic standards have also been put forward by the German Society of
Gynaecology. So far all these recommendations have been based on inter-
disciplinary discussions and/or compromises. None of the standards has been
reliably and scientifically substantiated and verified by reproducible results.

For cancer follow-up care there are at present only non-binding guidelines.
In order to make reintegration into social, and especially professional, life easier
for the cancer patient, and to initiate the rehabilitation measures necessary for
this purpose, legal standards have been established. The Social Security
Regulations (RVO) and the Employee Insurance Act (AVG), among others,
entitle every cancer patient to several inpatient treatments, each lasting up to
four weeks. This treatment is carried out under the supervision of a physician
in numerous hospitals set up expressly for the purpose. Standards for providing
long-term or limited invalid status and social aid to patients suffering from
malignant tumours have been in existence since 1966.
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The standards now available in- the Federal Republic of Germany have
found wide acceptance among physicians and patients. They also serve to pre-
vent any adverse effects resulting from therapy. Some evaluation results exist.

In the Netherlands guidelines on the diagnosis, treatment, and. follow-up
of children with leukaemia have existed for a few years. The Dutch Childhood
Leukaemia Study Group (SNWLK)’ was set up in 1972, a coordinating com-
mittee established by the Dutch Paediatric Association having been. in oper-
ation since 1969. Two factors stimulated this initiative: the significant improve-
ment abroad in the treatment of childhood leukaemia, especially :of childhood
acute lymphocytic leukaemia, and the complexity of diagnosis and treatment,
which require experience and specialized skills. Because of the relatively low

-incidence -of childhood leukaemia, most paediatricians in general hospitals
have only limited experience with the dlagnosm and treatment of children
suffering from these disorders. :

- ‘The objective of the SNWLK was to achieve the best treatment possible
and to provide the maximum charces of survival and cure for every child with
leukaemia in the Netherlands. Within the SNWLK knowledge about and experi-
ence with this rapidly changing field of medicine is available and kept upto
date for all paediatricians by cooperation, coordination, and centralization.
The SNWLK also offers an opportunity for the mutual exchange of experi-
ence and knowledge and a basis for sound statistical evaluation. ‘

In the Netherlands children with leukaemia are treated in general hospitals
-as well as in specialized centres. They are admitted for initial treatment (in-
duction treatment), but during the subsequent mamtenance treatment (24
months) are usually treated as outpatients.

Approximately 95% of all Dutch paediatricians cooperate wlth the
SNWLK, which has a medical board and a central office. The task of the board
is to promote curative treatment for children with leukaemia, to promote the
development of diagnostic procedures, treatment regimens, and basic research,
and to bring about acceptance of these developments by paediatricians. The
members of the board are paediatric haematologist -oncologists from special-
ized centres and two paediatricians representing paediatricians in general
hospitals. All activities in the field are concentrated in and dlrected from the
central office. ‘

-Activities in the field (Fxg 1) cover recommendatlons to paedlatr1c1ans on
diagnostic procedures and treatment regimens (protocols), and' diagnosis of
the type of leukaemia and assessment of the stage. In the central laboratory of
the SNWLK blood and bone marrow smears of all patients are examined
morphologically. and cytochemically to determine the type of leukaemia. Im-
munological investigation of cell and membrane characteristics of leukaemic

? Stichting Nederlandse Werkgroep Leukemle bu Kinderen (SNWLK), Nederlandse
Vereniging voor Kindergeneeskunde.
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cells from newly diagnosed patients is performed in cooperation with the
central laboratory of the Netherlands Red Cross blood transfusion service.
These examinations are standardized and carried out by at least two ex-
perienced independent investigators. Childhood leukaemia is a heterogeneous
disease. Accurate determination of the type and stage of the disease is de-
cisive for the choice of mode of treatment and it also reduces the risk of false
positives.

Protocols designed by the SNWLK, giving guidelines for dlagnostlc pro-
cedures, treatment, and follow-up of patients with different types of leu-
kaemia, are sent to paediatricians at their request. In this way the SNWLK has
performed several prospective comparative studies (controlled clinical trials) on
childhood acute lymphocytic leukaemia. In addition, protocols with guidetines
for the investigation of long-term and iatrogenic side effects of the disease and
the regimen applied are distributed for the use of paediatricians who have pa-
tients with long-standing remission after cessation of therapy.

The course of the disease, the results obtained, and the complications
are monitored by regular examination of blood and bone marrow smears in
the SNWLK’s central laboratory, and by registration forms, filled in at regular
intervals by paediatricians during treatment and after cessation of therapy.

In relation to epidemiological studies on the incidence and geographical
distribution of leukaemia as possible indicators in the etiology and pathogen-
esis of leukaemia, all the data and results are computerized and analysed stat-
istically in close cooperation with well-known institutes.

On the basis of the results of SNWLK studies and of studies performed
elsewhere, new protocols are designed for diagnostic procedures and treatment
regimens. The ultimate goal is to increase the chance of cure, due account
being taken of the quality of life.

The feasibility of electron microscope analysis of leukaemic cells, to refine
further the identification of the type of leukaemia, is now under investigation
in the SNWLK.

Childhood leukaemia is a group of diseases of unknown cause. Its treat-
ment is neither uniform nor standardized; rather, there is a continuous search
for more effective treatment based on growing knowledge and the develop-
ment of therapeutic regimens built on insight into differences within the group.
This has already resulted in a remarkable increase in survival. A considerable
proportion (50%) of patients, especially those with acute lymphocytic leu-
kaemia, have a chance of cure (Fig. 2).
 Recently the board decided to extend SNWLK activities to include other
myeloproliferative and lymphoproliferative diseases. So far cost-effectiveness
analysis has not been considered to be a task for this organization.

. The financial resources of the SNWLK have been provided by the Ministry
of ‘Health and Environmental Hygiene (1972-1975) on a grant basis, the
Queen Wilhelmina Cancer Foundation (1975-1980) from private funds, and
social health insurance funds.

30



'(€) v ‘Blag 1ap ueA-saoQ Jap UBA :80.n0§

(9L =N)0L6L =4 (GG=N) 96l =0
(512 = N) GL6L-E€L61 =H , (9G = N) 6961 = 3 (62=N)996l =8
(0L = N} €461-CL61 =D (£G=N)896L =0 (G¥ = N) G961 =V

Apnis aanoadsoud Apnis aanoadsoslay

SYIUOy

— 02

— oY

— 09

— 08

— 001

JRAIAINS 9,

SpuelIBYIaN ay3 Ul ejwaedna| 913AcoydwA| 81nde Yim usIp|iyd jo |ealang Z “Biy

31



COST-EFFECTIVENESS ANALYSIS IN HEALTH CARE

Cost-effectiveness analysis is one of a family of techniques known collec-
tively as the cost-benefit approach or economic appraisal. These techniques,
the other main one being cost-benefit analysis, are concerned with appraising
alternatives in health care from the perspective of economic efficiency. Econ-
omic efficiency is a relevant perspective because the resources used in health
treatments or programmes are scarce. That is, since there are not and never
will be enough resources to satisfy human wants completely, their use in one
beneficial activity means that the community automatically forgoes the oppor-
tunity to use them in another beneficial activity. Consequently, in the appraisal
of alternative patterns of care not only their relative effectiveness but also their
relative cost (in terms of resource use) should be considered, since extra costs
will imply benefits lost elsewhere. This can be seen within the health systems
of many countries; pressure for high-technology medicine often means that
less spectacular services, such as preventive measures or community care for
the elderly, do not expand as much as could be desired.

To look on resource costs as lost opportunities rather than merely finan-
cial outlays is a useful approach, since more cost-effective or more efficient
methods of delivery of services do not necessarily imply cuts in expenditure or
cash savings but just as much the obtaining of more benefits from the existing
budget. For example, if it were found that short-stay or day-only surgery was
a more cost-effective way of treating patients with some conditions, increased
adoption of such a method would mean that resources (in this case hospital
bed days) were freed for other uses. Although in the long term it might be
possible to close some wards, thereby cutting expenditure, it.is more likely
that the beds and medical and nursing time saved would be utilized to treat
other cases.

Thus it is important to distinguish between searching for a more cost-
effective or efficient use of resources and simple cost cutting.? The economic
approach requires explicit consideration both of costs and of the extent to
which alternative strategies meet the chosen objectives (i.e., their effective-
ness). There is no single way of measuring the effectiveness of alternatives in
a cost-effectiveness study, and typically such studies build on the work of
medical evaluators. Effectiveness may be a multidimensional concept including
a range of indicators of quality of life or health status, not limited to narrow

% Some authors find it convenient to specify an intermediate level of analysis,
sometimes known as cost-productivity analysis. This is concerned with producing units
of output at least cost without considering whether the output is of value. For example,
such an analysis might investigate whether brain scans were being undertaken at the low-
est possible cost, without explicitly considering whether they had a beneficial effect on
the outcome of treatment.
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economic indicators such as ability to return to work (although it might be
argued that if a patient is able to return to work this is an indicator about his
general improvement in health).

The fact that economic efficiency can be justified as a legitimate perspec-
tive does not mean that the cost-benefit approach, including cost-effectiveness
analysis, is all that is required. Cost-effectiveness analysis requires good infor-
mation about the effectiveness of therapies, and consequently more medical
evaluation is required. There may also be other legitimate objectives in
health care, such as equity. Equity and efficiency may sometimes go hand in
hand; for example, if a given condition could be treated with no loss of
effectiveness but with fewer resources, the service could be made more widely
available. Sometimes, however, the two objectives may be in conflict; for
example, it might be cost-effective to centralize some specialist services in a
few geographical locations, but equitable to provide them in more locations
on the ground of equality of access. Similarly it might cost more to attract
some disadvantaged groups to a screening programme, but be equitable to
commit extra resources in order to give them an equal opportunity to receive
the service. There is no easy resolution of such conflicts, but one way to pro-
ceed would be to agree on the boundaries of what is acceptable on grounds of
equity and ‘then pursue the objectives in the most efficient or cost-effective
manner.

The application of economic appraisal

A'recent review (4) of the literature in English has revealed over 100 stu-
dies of economic appraisal in health care, and there are others in other
languages. Some of the studies merely examine the costs of alternative patterns
of care, thereby providing important information on the use of resources to
decision-makers. Others examine the cost and effectiveness of alternative ways
of meeting the same objective. Finally, some studies tackle the more complex
question of whether given objectives are worth meeting at all or of how much
they should be pursued. This last set of studies is inherently much more com-
plex and some of them (known as full cost-benefit analysis) try to put values
on the outputs or benefits of particular health programmes (Fig. 3).

Since some of the valuations placed on benefits in cost-benefit studies are
the subject of much debate, it is not surprising that the more limited cost-
effectiveness approach, which reveals the costs of alternatives in order to
compare them with relative effectiveness, has gained more widespread recog-
nition. Indeed it can be demonstrated in some situations that both the alter-
natives being examined have the same effectiveness and thus the alternative
with lower costs can be chosen. Although evaluation of the benefits of health
programmes has ultimately to be made, the emphasis here is on the use of
economic appraisal as a systematic way of thinking and of providing extra
information to those who will ultimately take decisions about patterns of
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Fig. 3. Distinction between cost- effectlveness
“and cost-benefit analysw

Health prograrhme or

treatment
consumer resources = gives improvements
in health
v 1 A4
- Costs: Benefits:
What is forgone?’ ) ) ' What is obtained? '

Cost-benefit approach
(economic appraisal)

costs and benefits in” . benefits not in
. money terms ) ~ money terms
v . ' v
Cost-benefit Cost-effectiveness
analysis analysis
Treatment objective Treatment objective
can be questioned . ‘ not questioned

Source: Drummond, M.F. (5).

care. It is not to be thought of as a way of giving the decision-maker the answer,
since any answer inevitably incorporates important value judgements. The
object is to make the decmon-maker more aware, not less aware, of such
judgements.

Some examples of economic appraisal in health care

Economic appraisal has been used in many fields of health care. In this
section it is proposed to give a general description of the kinds of issues that
have been explored: rather than a detailed description of a limited number of
case studies. Those wishing more detail of English-language studies should con-
sult the summaries of existing work given in Drummond (4) or the case studies
(in elective surgery, chronic renal failure, screening for cancer control and care
of the elderly) developed in Drummond (5). Other useful sources are Bunker
et al. (6) and Mooney et al. (7). ‘
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Prevention

There have been a number of studies of the cost-effectiveness of immuniz-
ation programmes. In the main they compare the cost of mounting the pro-
gramme with the savings arising from prevention, and set the net cost (if any)
against the humanitarian benefits. A similar approach is adapted in a large
number of studies of water fluoridation in the dental field. The largest group
of studies is concerned with screening: the costs and benefits of multiphasic
screening; screening for breast cancer and cancer of the cervix;chest X-rays for
tuberculosis control; screening for phenylketonuria; and screening of the un-
born. Again these studies concern themselves in the main with the resource
consequernces, i.e., the cost of mounting the screening programme and the an-
ticipated savings in the cost of caring for those who would otherwise need
treatment. These are then set against the medical effects, say in terms of the
net cost of extending life. In many of the studies the major problem is the re-
liability of the medical evidence, as there are few controlled prospective stu-
ies of screening programmes. Studies of particular interest to those working in
the field of chronic diseases are those by Schweizer (8) and Dickinson (9) on
cervical cancer, Kodlin (10) on breast cancer, and Steiner & Smith (1) on
phenylketonuria.

Diagnosis

There have been a number of studies comparing the relative costs and ef-
fectiveness of alternative methods of diagnosis. Those of particular relevance to
the field of chronic diseases are by Bartlett et al. (12) and Jonsson & Marke
(13) on CAT scanners, and McNeil et al. (/4) on the diagnosis of hypertensive
renovascular disease. The most common approach is to ascertain whether new
diagnostic technology leads to cost savings by reducing the use of existing
procedures, thus justifying its adoption on resource grounds alone. More
sophisticated work examines the sensitivity of the cost-benefit equation to
the type of caseload and the clinical indications taken, say, for brain scanning.
An important issue is whether the new technology actually brings about
benefits in terms of improved care, hence in outcome. Evidence that it does is
often lacking, some studies merely presenting any cost differential to decision-
makers for them to take into account alongside medical opinion on the
effectiveness of the new technology.

Treatment and rehabilitation

The largest group of studies falls into this category. Some of the most in-
fluential work has been in elective surgery, where economic analysis has been
linked with randomized controlled trials, e.g., Russell et al. (15) on the cost-
effectiveness of day-case surgery. Other important work has concerned
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balance of care for the elderly, e.g., Wager (16) and Mooney (I 7), where econ-
omists have obtained more detailed information about the costs (to the health
sector and to other agencies and the family) of domiciliary care. Examples of
studies dealing with alternatives in the chronic diseases field are those by
Carter et al. (18) on the relative costs of home and hospital care for haemo-
philia, Bryant et al. (19) on a comparison of care and cost outcomes for stroke
patients with and without home care, Cretin (20) and Sissouras & Moores (21)
on coronary care units, and Weinstein et al. (22) on a comparison of coronary
by-pass surgery with medical management. ‘ o

Some conclusions on methodology

* This review of studies in English suggests that a methodology is beginning
to emerge for appraising choices in health care from an economic perspective.
Broadly speaking, the range of costs and benefits taken into account can be
depicted as changes in health service resource use, use of other community
resources, and changes in health state brought about by the altematives being
appraised (Fig. 4). ‘ o

There are two points in particular to note about this framework. First, it
is usual for economists to consider resource use outside the health sector, al-
though the extent to which individual analysts do so depends on the particular
alternatives being appraised; in principle economists are interested in all re-
source use associated with health programmes, no matter whose budget the
expenditure falls on. Second, the range of factors typically considered includes
changes in productive output brought about by, say, treatment allowing pa-
tients or their families to return to work. Because of the difficulty of estimat-
ing the humanitarian benefits of programmes or treatments (i.e., the value of
changes in health state per se shown in Fig. 4) it could be argued that these
production benefits have been given too much emphasis. Those considering the
results of economic appraisals should take note of this, as exclusion of hu-
manitarian benefits could lead to programmes for the elderly or mentally
handicapped showing a poor return. This reinforces the case for a. cost-
effectiveness rather than a cost-benefit approach, the object being to obtain
good estimates of the resource savings brought about by programmes and to
combine them with good data on programme effectiveness (in terms of the
quality of life). The question of whether production savings should be taken
out of the cost of programmes in cost-effectiveness studies is still open to de-
bate (23).

Many of the methodological issues are still being discussed by economists,
but a number of comments may be made about the research currently being
carried out. The quality of the medical evidence on which studies are based var-
ies greatly. The better studies are based upon controlled medical evaluation and,
where it is lacking or there is disagreement about the objectives of treatment
or programmes (and thus about the measurement of success), the economic
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appraisal will be correspondingly uncertain. Although the cost side of the
equation is less fraught with difficulties than the estimation of benefits,
it is not without its problems. For example, some-studies omit important
costs, especially those falling outside the health sector. Finally, all appraisals
are subject to uncertainty about the values of key medical and economic
variables, the better studies incorporating a sensitivity analysis, i.e., an ex-
amination of the way in which the result changes when key variables such
as the size of the programme and compliance with the programme change.
A sensitivity analysis is particularly important where the medical evidence
is incomplete.

Despite these problems economic appraisals can generate useful in-
formation if interpreted intelligently.

Using the results of economic #ppraisals

The first point to remember is that there is no single simple basis for
making choices in the health care field.: The key to better decisions lies
in the use of systematic techniques, such as economic appraisal, as an aid
to decision-making rather than as a substitute for judgement. It is there-
fore important for decision-makers to understand these techniques and
to avoid committing themselves to value judgements unknowingly by ac-
cepting results without question. This apart, an important distinction -to
make is between the decision in the planning context and the decision in
the clinical context. For example, a planning decision might be on whether
to expand the facilities for day-case surgery or to change the balance of
provision between institutional and domiciliary care for the elderly. By con-
trast, a decision in the clinical context would concern what is best for an
individual patient or client. Obviously .the two contexts are linked; the
treatment of one patient is probably never seen by the clinician in isolation
from the needs of other patients he is responsible for, and clinicians, in de-
veloping their own services, are in essence making planning decisions.

It seems that the studies carried out have generated useful information
for decisions in the planning context. They have given an indication of whether
on average one pattern of care is more cost-effective than another or whether
it would be cost-effective, say, to mount or extend a screening programme.
Nevertheless, the results of the studies do not apply in every situation.
For example, the cost of alternative patterns of care may depend upon
what is currently available in given localities; the question whether day-
case surgery is likely to be cost-effective will depend on whether a day-
case unit has to be constructed, the amount of community nurse support
available, and the size of the expected caseload. So whether a computer-
assisted tomography (CAT) scanner is likely to be cost-effective in a given
locality may depend in part upon the number of cases with the appropriate
clinical indications. :
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The interpretation of the results of economic appraisals is more com-
plex in the clinical context. Here decisions are taken on the basis of infor-
mation about the individual patient rather than the study population as
a whole. Nevertheless there are a number of ways in which cost-effectiveness
information can be of use. It may highlight the costs of therapies that have
never been demonstrated to be effective (this is basically an epidemiologi-
cal point, rather than an economic one, and is made admirably by Cochrane
(24)). Tt may encourage the increased adoption of therapies that are at
least as effective and less costly for most of the patient population. Where
the more effective alternative is also the more costly, the appraisal may
stimulate a search for sections of the population for which the less costly
alternative would be equally effective. Such a section would be defined
in terms of clinical (and social) indications such as severity of the condi-
tion, previous history, and home circumstances. Failing this, economic
appraisal can make explicit the cost, in terms either of money or of ser-
vices forgone elsewhere, of opting for the more effective treatment. Neutra
(25), in a study of the indications for surgical treatment of suspected acute
appendicitis, demonstrated that to save one more life by changing the symp-
tom severity used as an indication for operation would involve the perform-
ance of so many operations on normal patients that the incremental cost
of saving the life would be US$ 43 million and 2053 person-years of
convalescence.

In short, in the clinical context it would appear that economic appraisals
do not give hard and fast rules for individual clinical decisions. They should,
however, give due emphasis to one criterion that is important when deciding
upon clinical policy.

'Economié appraisal and guidelines on patterns of long-term care

Comparatively few studies have been made of the cost-effectiveness
of alternative patterns of long-term care. The discussion on economic ap-
praisal raises the following questions in relation to guidelines on such care.
Are guidelines on patterns of long-term care based at all on economic appraisal
of the alternatives concerned? If so, what is the quality of that appraisal?
Are guidelines likely to encourage providers to think more about cost-
effectiveness? Do they, for example, mention resource use as well as ef-
fectiveness? Do they discuss therapies or practices that should be discon-
tinued as well as those which are to be preferred? If studies are to be carried
out of the impact, in terms of cost-effectiveness, of guidelines on long-
term care, how can it be ensured that they meet appropriate methodologi-
cal criteria on study design, medical evidence, assessment -of costs, and
sensitivity analysis?
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FACTORS IN RECOMMENDINC‘ GUIDELINES
FOR LONG-TERM CARE - :

The central question for the Workshop was whether it is worthwhile,
in terms of cost-effectiveness, to recommend standard patterns of long-term
care. However, although it was the central question, it is important to note
that there are a number of possible objectives for guidelines or standards,
for example to attain minimum levels of safety or of quality irrespective
of cost. In some countries, too, guidelines are thought to be an essential
feature in the operation of a centralized health system. The study phase
showed that these other objectives, not the pursuit of cost-effectiveness,
are the most common reasons for recommending guidelines. An import-
ant first step therefore in assessing guidelines for care is to clarify the pur-
pose for which they are devised. @ ‘

Guidelines devised with other ‘objectives in mind will not always work
against the objective of cost-effectiveness. For example, standards aimed
at greater medical effectiveness may result in higher cost-effectiveness,
particularly if they lead to the discontinuation of dangerous or ineffec-
tive therapies at little extra cost. Again, some standards may be justified in
cost-effectiveness terms if the gains in terms of effectiveness or safety more
than compensate for the extra resources consumed; standards for control
of infection in operating theatres might be regarded as falling into this
category. S L

Obviously any assessment of whether such standards are worthwhile in
terms of cost-effectiveness will be much more difficult than in the simpler case
of a guideline that guarantees the same level of medical effectiveness while
reducing costs (as when the same drug is prescribed by the generic rather than
the proprietary name). Although it would be wise to tackle these simpler cases
first, it is likely that the more complex questions would soon arise. Finally,
there may be circumstances where the cost-effectiveness objective is explicitly
not being pursued when setting standards; in the United Kingdom certain mini-
mum levels of service provision may be set on the grounds of geographical
equality throughout the .country, irrespective of the cost-effectiveness
implications. - - . : S -

It should also be recognized that guidelines are not the only method of
obtaining more cost-effectiveness in care. Other methods include budgetary
measures (i.e., either fixed financial limits on the amount of resources available
for care or budgetary incentives for providers linked to the adoption of cost-
effective patterns of care), other non-financial incentives to providers, research
into the cost-effectiveness of alternative’ patterns of care, and the education of
providers in cost-effectiveness considerations. These ‘methods also deserve note
as they could be used in association with guidelines, depending on the health
system under consideration.
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Relevant factors in recommending guidelines for long-term care

The Workshop considered a number of factors likely to affect the impact,
in terms of cost-effectiveness, of recommending guidelines. It was suggested
that, taken together, they constitute an a priori assessment of whether a
particular guideline is likely to lead to more cost-effectiveness or not. As
far as possible, an opinion was expressed on whether the influence of various
factors is likely to be positive (that is, likely to lead to cost-effectiveness), nega-
tive, or neutral. The factors were grouped under three headings: the back-
ground to the guidelines, the content of the guidelines, and the implementa-
tion of the guidelines.

Backgroﬁnd to the guidelines

The main objectives in recommending guidelines- in the participating
countries are (1) the maintenance or improvement of the quality of care and
safety, (2) the stimulation of interest by the improved education of providers
of care, (3) the prevention of malpractice, (4) cost containment and/or cost-
effectiveness, and (5) the improvement of organizational performance. Since
very few recommendations have been explicitly aimed at bringing about more
cost-effectiveness, it is unlikely that the objectives behind most guidelines have
had a direct influence to this effect. However, they may possibly have led to
cost-effectiveness indirectly. For example, if standards set in the pursuit of
cost containment lead the providers of care to be more considerate in their
use of resources and to make economies without sacrifices in quality of care,
they may lead to cost-effectiveness. Similarly, if when aimed at maintaining
or improving the quality of care they lead to improvement without large in-
creases in resource use, they could lead to cost-effectiveness. In this connexion
it is particularly relevant to note the approach in Sweden and Finland, where
the objective of medical care programmes is to increase the quality of care
within existing resources.

Source of the guidelines

The main sources in the various countries are the medical and other health
professions, governments or their health planning agencies (central or local),
insurance agencies and sick funds, or a combination of the professions and one
of the others. It seems fairly clear that a combination of the professions and
the providers of resources gives the best chance of a proper consideration of
effectiveness and cost. Some professional bodies, e.g., the Royal Colleges in
the United Kingdom, have made it clear that, although they understand the
resource problems, their concern is with quality. Obviously guidelines likely to
lead to cost-effectiveness will depend con the closeness of the association be-
tween the professions and the resource providers. This appears to be good in
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Sweden, and one set of standards in Yugoslavia was developed through such
an association. ‘ o

The Workshop felt fairly strongly that the factors involved in the develop-
ment of guidelines should not be purely medical. This is particularly important
in long-term care, with its emphasis on self-reliance and independence of the
individual and on coordination between health care and other services. There-
fore, although resource providers may turn to the medical profession as a key
group in recommending guidelines, they should aim at the widest possible in-
volvement of other professions and consumer organizations. The involvement
of consumer groups has so far been fairly 'small. Examples exist in Sweden,
where the Diabetes Federation has participated in the development of diabetes
guidelines, and in the United Kingdom, where community health councils are
involved in health care planning. There is a strong case for giving more education
to consumers in aspects of health care.

Finally, it was recognized that in'most countries academic institutions,
with their scientific skills, have a key role in the development of guidelines.

Organization of the health care system

The health care systems of the participating countries vary greatly. For
example, Hungary, Poland, and the United Kingdom have centralized systems,
whereas the systems in the Federal Republic of Germany and Yugoslavia are
very decentralized. It was felt that the type of health care system is a very
important factor to take into account when recommending guidelines, particu-
larly with respect to what method of implementation is to be employed and
whether the guidelines are to be mandatory or advisory.Ina centralized system
it may be easier to develop guidelines with respect to,say, the location of high-
technology diagnostic aids such as CAT scanners. Also, if a particular service is
organized nationally, like that for acute leukaemia in the Netherlands, it is
easier to produce national guidelines. However, in most countries with more
decentralized services it is likely that national guidelines, if these are developed,
will need to be adapted to local circumstances if they are to command the
support of providers of care. ' '

In general it was felt that it would be difficult to make international
recommendations on the shape and form of guidelines and that the objective
of the Workshop should be the exchange of ideas and the provision of examples
from different countries. E v ' ‘

Knowledge of the epidemiology-of the disease and the results of interventions
In some areas epidemiological' knowledge is lacking, particularly of the
results of interventions. There was much discussion on whether it is better to

recommend guidelines in areas where the knowledge is greatest (since recom-
mendations can then be made with some confidence), or where it is least (since
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there may be great variations in practice that have an impact on effectiveness,
safety, and costs). The extent of knowledge of the disease and its treatment is
a factor taken into account in Finland when deciding upon the conditions for
which medical care programmes should be developed.

The general conclusion of the Workshop was-that guidelines should as far
as possible be backed by scientific research. If the objective is cost-effectiveness
they should therefore be backed by research into the cost and effectiveness of
alternative treatments or programmes. Guidelines could nevertheless have a
favourable impact irrespective of the state of knowledge. The key influence of
knowledge may be on the approach. If knowledge is extensive, firmer recom-
mendations might be made in order to reduce unsafe, ineffective, or wasteful
practices. If it is lacking, guidelines might be developed in a way that would
stimulate interest in education and research on disease and practices. In any
case, it would be worthwhile to have a profile of guidelines, some in areas
where knowledge is greatest and where a quick impact could be demonstrated,
others in areas where knowledge is lacking.

EXxistence of bodies with a responsibility for standcrd setting

The development, implementation, and evaluation of guidelines require
much time and effort, particularly if they are to be adequately researched.
Although many countries have professional bodies or national institutes whose
function is the maintenance of standards of effectiveness, only in a few coun-
tries are there any whose function is to consider issues of cost-effectiveness,
such as the Swedish Planning and Rationalization Institute for the Health
Services. The existence of such agencies. especially if they have a budget for
evaluating alternative patterns of care. is likely to have-a positive influence on
the cost-effectiveness of guidelines. However, it is impossible to prescribe one
universal model for such an organization, and it is important to be clear which
of the three roles of development, implementation, or evaluation of guidelines
such an organization would have a part in.

Level of resource input 1o the disease group or treatments in question

In principle this factor is likely to be neutral with respect to the cost-
effectiveness of guidelines. If the level of resource input is low, no doubt
there is an interest in cost-effectiveness. either to stretch the budget further
or to ask for more money. On the other hand, if the budget is large there is
more interest in cost containment, particularly on the part of the resource
providers. It was pointed out that diseases with high levels of resource input
are likely to be those placing a high burden on the community in terms of
mortality and morbidity. Some countries have developed guidelines for com-
mon conditions since they affect a large proportion of the population in one
way or another.
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From the cost-effectiveness point of view a decisive factor is likely to be
the cost of operating the guidelines themselves. If it is high the guidelines need
to produce considerable benefits, either reduced costs or improved quality of
health practice. This would tend to confine them to diseases with a high bur-
den or high resource input. The participants had no strong views on this point.

Contents of guidelines for long-term care - -
Phase of care to which the guidelines relate

In principle it should not matter whether the guidelines relate to preven-
tion, diagnosis, treatment, or rehabilitation. However, the most radical im-
provements in the quality of care or cost-effectiveness may be obtained in
shifts from a curative to a preventive approach. Therefore, if all phases of care
are to be considered, the possibility that guidelines may overemphasize the role
of conventional medical treatment should be reduced to a minimum. There
may be an important role for guidelines dealing with one aspect of care if that
aspect can be dealt with thoroughly. o ‘ ,

Structure, process, or outcome

Medical outcome standards explicitly ignore costs, so they can have a
favourable impact on cost-effectiveness only indirectly, as for example if they
improve effectiveness without putting up costs. This should not be taken asan
argument against outcome standards per se, as it is clear that there are other
legitimate objectives in setting standards. However, from the cost-effectiveness
viewpoint the cost of meeting the outcome standards should at the very mini-
mum be identified. This is done in France for guidelines for the. management
of haemophilia. S C o e S

The choice between structure and process guidelines is difficult; both are
almost certainly required. For example, not only are structural guidelines
needed on, say, the location of CAT scanners but also process guidelines on
when and how to use them. It is likely to be harder to obtain agreement on
process guidelines, and they should perhaps concentrate on situations where
costs can be reduced . without making sacrifices in effectiveness rather.than on
those where cost savings imply reduction in effectiveness. It is.nevertheless
important that process guidelines should include advice on'what not to do
because it may be costly. and unnecessary, as well as on the preferred type of
care. S S : .

Research basis for recommendations

Obviously any recommendation is likely to'gain more respect, andso have
more chance of having an effect, if it is adequately researched. Examples of
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research in association with guidelines are to be found in Sweden in connexion
with hypertension and in France in connexion with cancer. Most of the research
is into the effectiveness of the patterns of care recommended in the guidelines
rather than into cost-effectiveness. If recommended guidelines are to have an
impact on cost-effectiveness, more research into that aspect is required.

Implementation of guidelines for long-term care
Research and education

In implem:nting guidelines, the guidelines are likely to have a greater im-
pact if the research on which they are based is published widely. This has been
the approach in Sweden for some of its medical care programmes;a symposium
is arranged where the research background to the programme is discussed.

A related point is the use of such guidelines as educational material them-
selves. In Finland some medical care guidelines have been adopted on courses
in training centres. A number of examples of the training of health pro-
fessionals in cost-effectiveness were brought to the attention of the Workshop,
e.g. in France, Poland, and the United Kingdom. -

Another aspect is that of tailoring general guidelines to the needs of spe-
cific localities. It is probable that the pattern of care most preferable overall,
from the viewpoint of either quality or cost-effectiveness, will not be the most
preferable in all localities, The pattern of care may depend, for example, on
the existing facilities for care and the method of organizing services. Day-case
surgery is more attractive from the cost-effectiveness viewpoint if a day-case
unit exists for the purpose and there is community nursing support for the
patients. However, not all localities have these.

The issue of local implementation has been taken up to some extent in
Sweden, where ideally a testing ground is found for each medical care pro-
gramme (e.g., Skaraborg for the hypertension project). The emphasis is very
much on the involvement of the local people concerned. In Finland, those
recommending medical care programmes have produced a booklet explaining
how programmes can be interpreted in the light of local circumstances. This
was thought by participants in the Workshop to be a welcome development,
as it is quite possible that guidelines are followed more rigidly than even those
devising them anticipate, with possible bad effects. In Canada and Finland
emphasis is placed on field visits to obtain views on the use of guidelines and
to explain how they should be interpreted.

Flexibility of guidelines
In almost all the participating countries the dangers of unthinking imple-
mentation of guidelines have been stressed. It is quite likely that the same form

of care is not the most effective for each patient. Guidelines that discuss the
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