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T he explosion in the amount of medical infor-
mation available has made it increasingly
difficult for physicians to remain abreast of

important discoveries, let alone incorporate them
into routine clinical practice. Furthermore, studies
reporting significant and well-validated advances are
scattered throughout an enormous literature of un-
even quality.' One goal of establishing clinical pol-
icies is to provide practitioners with a structured,
evidence-based approach to the provision of proce-
dures and services.

The assumption that large variations in clinical
practice patterns are indicative of parallel variations
in the quality of medical care2 may not be well
founded, but some proportion of unnecessary ser-
vices has been identified in many areas of practice.

Providers, citizens and governments alike are
concerned with cost containment; although this
should not be the primary goal of policy develop-
ment, avoidance of unnecessary care may enhance
efficiency.

Methods to implement and evaluate clinical
practice policies lag behind the enthusiasm for set-
ting them, and the obstacles that confound their
adoption go unidentified or unsurmounted. Policies
vary with the clinical domain, the quality of the
relevant evidence, the level of agreement among
experts and the goals of those setting the policies. We
review the types of clinical policies and their influ-
ence on clinical practice, and we discuss future
directions in this field.

Standards, practice guidelines and policies

Standards of quality are "authoritative state-

ments of 1) minimum levels of acceptable perfor-
mance or results or 2) excellent levels of perfor-
mance or results, or 3) the range of acceptable
performance."3 Practice guidelines are defined as
"systematically developed statements to assist prac-
titioner and patient decisions about appropriate
health care for specific clinical circumstances."3
They direct decisions made in particular circum-
stances but may be set aside by individual consider-
ations and choices. In contrast, minimum standards
of care define boundaries that distinguish acceptable
from unacceptable practice. Whereas standards may
be set forth for all aspects of structure, process and
outcome, practice guidelines tend to pertain primari-
ly to the processes of health care. None the less,
there is disagreement as to the division between
guidelines and standards.

A policy is "a definite course or method of
action selected from among alternatives and in light
of given conditions to guide and determine present
and future decisions."4 We will use "policy" to refer
either to guidelines or to standards.

Donabedians has discussed issues of structure,
process and outcome in ensuring high-quality health
care. Similarly, clinical policies may address struc-
tures (e.g., well-maintained crash carts on hospital
wards and the need for a physician to meet training
requirements before receiving admitting privileges),
processes (e.g., the use of mammography for screen-
ing purposes and indications for thrombolytic drugs
in acute myocardial infarction) or outcomes (e.g.,
maximum acceptable complication rates for mainte-
nance of surgical privileges).

Guidelines and standards may be promulgated
in various guises. Algorithmic approaches prescribe
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a collection of decision paths encompassing diagnos-
tic or treatment options, or both (e.g., the cholesterol
guidelines of the US National Cholesterol Education
Program.6) Alternatively, standards may consist of a
number of necessary and sufficient conditions delin-
eating the conduct of good medical care.

Appropriateness, necessity and urgency

A medical procedure or service may be de-
scribed as appropriate if its benefits exceed its risks
sufficiently to make it worth performing.7 The Rand
approach has used panels of expert clinicians
to rate hypothetic clinical situations as "appropri-
ate," "equivocal" (now termed "uncertain") or "in-
appropriate" for a given procedure.7'- Hypothetic
situations are then matched with actual cases. As-
sessments are made retrospectively for research pur-
poses in chart audits and prospectively for utiliza-
tion management by third-party payers in the United
States.

Most assessments of appropriateness have fo-
cused on overuse,7 but some studies imply that there
are problems with underuse'0 or limitations in access
to care. Appropriateness ratings are tantamount to
guidelines, in that a procedure may in some circum-
stances be appropriate but not absolutely necessary.
Rand researchers are now working to develop
"necessity" ratings that define a basic standard
below which underuse and impaired access are
present.

Given the ubiquity of waiting lists for proce-
dures it may be helpful to determine also the urgency
of a procedure. For example, recent efforts have
been undertaken to define the urgency of the need
for coronary artery surgery." The relation between
appropriateness, necessity and urgency is still being
explored.

Needs and goals for policies

Ideally, policies are set in response to a per-
ceived need. However, many policies are developed
without clear delineation of intent and goals, and
this may lead to misunderstandings between policy
sponsors and target groups of clinicians.

When goals are set they must be realistic and be
consistently addressed by the guidelines.'2 A distinc-
tion can be drawn between efficacy (the estimated
benefit, assuming that the recommended practice is
universally applicable and that physicians and pa-
tients comply with it) and effectiveness (the benefit
if the practice has reduced applicability or there is
reduced compliance). Thus, estimates of the poten-
tial benefit of the universal detection and manage-
ment of hypercholesterolemia were of a 10% de-
crease in the rates of death from coronary heart

disease. Estimates based on empiric evidence of
reduced follow-up and compliance were of a 2%
decrease in the death rate.'3 Guidelines that use
optimistic extrapolations will disappoint sponsors
and frustrate patients and practitioners alike.

Setting policies

The debate surrounding practice policies has
focused on the issue of who sets policies and how.'4
To date, practice policies have largely emanated
from interest groups, specialist bodies, practice or-
ganizations and "independent agencies." The con-
flict over who sets the policies in part reflects
tensions between professional autonomy and the
prerogative of consumer and third-party groups to
representation. Specialist bodies and interest groups
may have a vested interest in promoting particular
procedures or approaches, whereas insurers, govern-
ments and nonpractitioners may seek to limit the use
of the same procedures and services.

Many have called for the establishment of an
explicit process for setting policies that are based on
scientific evidence.'5-21 With clear links between the
evidence and the recommendations, distinctions are
brought to light between what is known and what is
assumed and between expert opinion and scientific
knowledge. 16

A number of approaches have been developed
for setting explicit policies. The Canadian Task
Force on the Periodic Health Examination22 and
more recently the US Preventive Health Task
Force23 have based their recommendations on a
formalized grading of the evidence and the strength
of recommendations for or against a clinical prac-
tice. The Rand approach is to provide systematic
reviews of the literature to a panel of experts, who
then engage in a modified Delphi process to rate the
appropriateness of procedures or services.

Even these excellent models founder because of
limited evidence. Many procedures have not been
and never will be tested in randomized clinical
trials.2' When evidence from such trials exists it is
often incomplete, and generalizations cannot be
made. Thus, it is necessary to weigh and synthesize
evidence of various types in setting most clinical
policies. Value judgements and inference are inevita-
ble. In their absence, frameworks requiring faithful
adherence to a methodologic catechism of policy
development (such as that proposed by the Canadian
Task Force on the Periodic Health Examination)
may become a procrustean bed on which common
sense is racked in the name of methodologic purity.
On the other hand, the Rand approach formalizes
the degree of agreement (or disagreement) in the
opinion of a panel of experts, and the links to the
evidence may become tenuous indeed.
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Consensus and its paradox

Consensus is defined as the "agreement in
opinion, the collective unanimous opinion of a
number of persons."24 Most policy-setting groups
aim at providing statements based on the proclama-
tions of consensus groups and expert panels. The
impetus for such reports lies in a quest for assurance
that "good" is being done in an environment of
complexity and uncertainty.

There is no consensus on how consensus is
achieved; few formal mechanisms exist for dealing
with disagreement.25 Yet genuine unanimity is only
feasible when the implications and the weight of the
evidence are uncontested - a rarity in clinical
medicine. In such circumstances, consensus state-
ments are important primarily in education and
standard-setting; that is, they legitimize the "collec-
tive wisdom" and thereby help close the gap between
indisputable evidence and the incorporation of that
evidence into practice. When the evidence is incom-
plete there will be legitimate variation in the infer-
ences that are drawn from it. Common ground in
competing interpretations may serve to define a
basic standard of care; beyond that, practitioners
must be free to choose among competing guidelines
without coercion. Last, to blunt the antiscientific
features of consensus statements it may be best to
insist on clear information about what is known and
what is not. The implications of both knowledge and
uncertainty ought to guide the practitioner.

Relation to quality improvement

Formal efforts to improve medical care require
the establishment of standards for clinical practice
against which current practice can be measured.
Standards may relate not only to when but also to
how a service is performed. They may range from
minimal standards for specific services to standards
of excellence over broad domains to provide targets
for improved quality of care. The model of continual
quality improvement of health care is predicated on
assessment and accountability.26'27 Assessment calls
for an organization to set standards for structure,
process and outcome and for practice patterns to be
measured against the defined standard. Accountabil-
ity ensures that action is taken to respond to
practices that fall short of defined standards.

Dissemination and implementation

Currently guidelines are released and promoted
in peer-reviewed journals, mailings, press releases
and presentations at major meetings. Compliance
with guidelines may be promoted by training ses-
sions and educational materials.28 However, the

strongest predictor of congruent practitioner behav-
iour after the dissemination of practice guidelines is
prior practice behaviour compatible with the recom-
mendations.29'30 Hence, successful guidelines may
codify existing practices rather than change atti-
tudes.

If existing practices are less in accord with
guidelines simple dissemination may not suffice to
change them. In the United States, therefore, guide-
lines are commonly linked to other factors (for
instance, quality assurance manoeuvres or reim-
bursement) to effect change in provider behaviour.3'
Preadmission authorization for surgery is required
by many US insurers, and payment is withheld if
standards are not met.32 Formal standards may also
be made mandatory by regulation or law. In Canada,
standards of practice within a quality assurance
program are required of clinics and day hospitals
under the Independent Health Facilities Act of
Ontario.33

Factors influencing the acceptability of a policy
include the representation of the user group on the
setting body and the perceived "ownership" of the
distilled opinion. Although the authoritativeness of
the sponsoring agency or source has been claimed to
be a strong predictor of the influence of a given
guideline on practice patterns,30 locally developed
guidelines may also be very influential because of
increased acceptance and peer pressure. For exam-
ple, locally produced guidelines for a reduction in
the testing of hospital patients were generally accept-
ed and led to a 20% to 42% reduction in the use of
laboratory tests and in radiologic and electrocardio-
graphic examinations.34

In Ontario the effect of a widely distributed and
nationally endorsed consensus statement on the use
of cesarean section was assessed in a survey of
obstetricians and by estimation of actual practice.
Most obstetricians agreed with the guidelines. In
fact, attitudes toward the use of cesarean section
were congruent with the recommendations even
before their release. However, knowledge of the
content of the recommendations was poor. In-
dependent data revealed that the rates of cesarean
section were substantially higher than the rates
estimated by obstetricians, and they showed only a
slight change from the previous upward trend.35

In contrast, a quality improvement initiative to
reduce the number of cesarean deliveries in an
inner-city hospital was successful.36 Participation by
physicians was voluntary. The program included a
second opinion, objective criteria for the most com-
mon indications for cesarean section and a detailed
review of all cesarean sections and of individual
physicians' rates of performing them. During the
first 2 years of the program the rate of cesarean
sections decreased from 1 7.5% to 11.5% of deliveries
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without adverse effects on mothers or their infants.36
There are a number of factors that may contrib-

ute to the differences observed in these studies. In
the first case there were no incentives for behaviour
change, and the guidelines were not truly "owned"
by the practitioners at whom they were aimed. In the
second case the guidelines were part of a quality
improvement process developed locally with encour-
agement, feedback and review. Thus, although the
guidelines alone may not have led to changes in
practice and outcome they were an essential ingredi-
ent.

Pilot testing, evaluation and revision

In general, better mechanisms are needed for
designing, testing, implementing and revising prac-
tice policies (see Table 1). The US Agency for Health
Care Policy and Research has suggested that stan-
dards and guidelines may undergo pilot testing
before or while they are being disseminated.3 We
suggest that testing proposed guidelines under field
conditions should be the rule rather than the excep-
tion. Revisions to improve their clarity and
comprehensiveness would then be followed by
repeat testing before dissemination of the final
product. Poorly designed guidelines may create in-
convenience, costs and risks to practitioners and
patients alike. To promulgate guidelines in the ab-
sence of such testing may be akin to promoting the
use of a promising new drug without adequate clin-
ical testing.

The assessment of proposed guidelines or stan-

dards before their wide dissemination should ad-
dress several factors.

* Acceptability: The guidelines should be ac-
ceptable to the intended audience (primary care
physicians, specialists, nurses, allied health care
professionals and so on).

* Comprehensibility: The guidelines should be
assessed for their clarity and the extent to which
practitioners understand them.

* Applicability: The guidelines must cover fre-
quently encountered complicating factors and must
be sufficiently flexible to allow application to the
typical range of patients encountered. There may be
tension between the ease of use and the comprehen-
siveness of the guidelines.

* Practicality: This includes anticipating
changes in patient status, planning for results after
the first stage of implementation (e.g., specifying
basic treatment pathways after cholesterol screening)
and considering the limitations in facilities available
to practitioners.

Once the guidelines have been disseminated,
with or without corresponding incentives and quality
assurance mechanisms, further evaluation is war-
ranted. The sponsors should seek empiric verifica-
tion that the recommendations are reliably adopted
and have led to changes in the process of care
(because of compliance by practitioner and client)
and in the expected health outcomes of patients.

Last, unless mechanisms exist to update guide-
lines in response to changes in knowledge, well-
accepted guidelines may actually impede responses
to new information; that is, one risk of "cookbook"
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medicine may be a loss in practitioners' ability and
willingness to concoct their own recipes when new
ingredients become available.

Conclusions

We can expect that increasing numbers of pol-
icies will be produced in response to the continued
pressures on the health care system. By 1989 more
than 26 US physician organizations had produced
more than 700 practice standards and guidelines,
and additional organizations had initiated plans to
develop them.37 This explosive growth in practice
policies now parallels the growth in information that
they were designed to address.

Practice policies deserve the same degree of
rigorous consideration that is brought to bear on the
development of the evidence they are based on. A
clear statement of policy objectives and an explicit
approach to their development, dissemination, im-
plementation and evaluation is required (Table 1).
This has yet to be fully realized, despite the innu-
merable policies tendered to date.

Practice policies are not a panacea for variations
in practice and outcomes, uneven quality of care
and the medical information explosion. Policies
are attended by their own problems. National
policies must be developed with a view to local
needs and exigencies, and local programs, in turn,
are crucial if policies are to be implemented
successfully.
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