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In previous editorials in this series (i, 2),
we described a path that leads from
health care research evidence to evi-
dence-based health care. The steps
include getting the evidence straight,
developing evidence-based clinical
policy, and then applying the policy.

A policy is a statement of what should
be done. Policies come in many forms.
Health policies, for example, determine
the funding of health care, and public
health policies cover such issues as im-
munization and screening. Clinical pol-
icies, the focus of this essay, state what
should be done in clinical practice.

Clinical policies may be created by
organizations and committees, but as
clinicians, we also have our own per-
sonal policies for handling specific clini-
cal situations (3). Personal policies are
essential for action but are often prob-
lematic, particularly if they do not
include evidence beyond our own clini-
cal experiences. Formal policies are
similarly problematic if they do not
incorporate the best evidence. Evi-
dence-based medicine provides ways
to find and incorporate research evi-
dence in clinical policies, both formal
and personal,

Why do we need clinical policies?
Clinicians often make substantially dif-
ferent management decisions for simi-
lar clinical situations. This variation in
practice often occurs in geographically
close communities and is not consis-
tently explained by differences in
patient characteristics or preferences
(4, S). More important, variation in
management often includes practices
that are inconsistent with good evi-
dence about optimal care.

Inadequacy of individual clinical
practice is a problem. Li response, pro-
fessional bodies, businesses, and govern-
ment agencies are developing formal
clinical practice guidelines, practice pa-
rameters, clinical standards, consensus
statements, expert recommendations,
decision analyses, care paths, and dis-

ease management programs. As these
groups develop clinical policies, they
face a spectrum of challenges, from
keeping up with the evolution of medi-
cal knowledge at the input end to han-
dling often perplexing differences in the
circumstances of care delivery at the
output end.

Requirements for evidence-based
clinical policy
The development of evidence-based
clinical policy involves several stages,
including defining the clinical prob-
lem, finding and appraising evidence,
and converting the best evidence into
clinical policy. Defining the clinical
problem to be addressed is crucial, and
a precise definition can convert a
hopeless global problem into a num-
ber of soluble discreet ones. For ex-
ample, generating clinical policies for
evaluating and managing everyone
with high blood pressure is much
more difficult than generating guide-
lines for specific, well-defined sub-
groups within that large population.
In the process of considering these
subgroups, policy developers can set

aside circumstances in which they
(parallel with policy developers) lack
the requisite evidence, such as the use
of certain drugs for hypertension dur-
ing pregnancy and the management
of persons with several conditions.

We have discussed the second step,
finding and appraising the evidence,
in the previous articles in this series
(1,2). We described how recent im-
portant advances in evidence retrieval,
summarization, and valuation have
greatly enhanced the assembly of evi-
dence for guideline and policy devel-
opment. Development of sound
evidence-based policies also requires
us to recognize that not all evidence
is created equal. The Canadian Task
Force on Periodic Health Examina-
tion (6) pioneered the process of grad-
ing the strength of evidence, and their
approach has since been adopted and
adapted by many other groups. Re-
cently, Guyatt and colleagues (7) have
proposed a modification for grading
evidence for health interventions, giv-
ing priority to systematic reviews of
evidence and the size of effect that is
judged clinically important (Table).

Table. Grades of Recommendations for a Specified Level of Baseline Risk*

Al RCTs with homogeneous results, with all CIs on one side of NNT

A2 RCTs with homogeneous results, with CIs overlapping threshold
NNT

B1 RCTs with heterogeneous results, with all CIs on one side of
threshold NNT

B2 RCTs with heterogeneous results, with CIs overlapping threshold
NNT

Cl Non-RCTs and observational studies, with all CIs on one side of
threshold NNT

C2 Non-RCTs and observational studies, with CIs overlapping threshold NNT

* CIs = confidence intervals; NNT = number needed to treat; RCTs = randomized controlled
trials. Modified from reference 7,
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Recommendations should cite the
evidence on which they are based
and summarize the strength of that
evidence.

Clinical policies must also consider
evidence about the burden of disease,
barriers to implementing policy (and
what can be done to overcome them),
safety, acceptability, and cost-effective-
ness (8). Even if the evidence is com-
plete, it usually does' not directly lead
to treatment decisions. Clinical deci-
sions usually involve tradeoffs, and
these tradeoffs must take individual
and societal values into account. Ac-
knowledging that values are part of any
clinical policy emphasizes the desirabil-
ity of ensuring that all persons who will
be covered by the policy have had some
say in its creation, either directly or
through representatives.

Whenever possible, we should make
use of formally developed policies that
have been through all of these steps and
that fit our own clinical setting. In de-
ciding whether a particular policy is
worthy, we can look to detailed guide-
lines for evaluating the policy-develop-
ment process (9, 10).

Scope of clinical policies
How much of our clinical practice is
amenable to the sort of policy-making
we have described? It is possible to for-
mulate clinical policies in all situations
for which there is adequate evidence to

• allow extrapolations from evidence to
real-life clinical situations: for example,
"all patients who enter the hospital

. within 12 hours of onset of suspected
: myocardial infarction should be assessed
for thrombolytic therapy within 30

. minutes of arrival." Fortunately, a high
/proportion of inpatient care in medi-

cine (11), surgery (McCulIoch P. Per-
sonal communication), and psychiatry

• (12) can be supported by sound evidence
•:: from research.
•:;:;:' Further, advances in the generation
.•and summarization of evidence (13) and

V m standards for developing and report-

ing clinical practice guidelines (14, 15)
have enhanced the prospects for sound
and timely evidence-based guidelines.
That these "guidelines for guidelines"
can be followed in part or in whole has
already been shown (16). Controlled
trials of implementing guidelines have
shown benefits for the process and out-
comes of care (17).

Limitations of clinical policies
Although advances in guideline devel-
opment and application are encourag-
ing, we must still face some limitations
of clinical policies. Because of the in-
terplay of evidence, circumstances, and
patient preferences, there is no such
thing as "one policy fits all." For ex-
ample, in some settings, immediate per-
cutaneous coronary angioplasty may be
better than streptokinase for acute myo-
cardial infarction (18), but immediate
angioplasty requires resources that are
not available in most places. Even in a
setting with an expert staff and angi-
ography suite that can be put on standby
for emergent cases, only a subset of pa-
tients who are clinically stable and seen
early in the course of acute myocardial
infarction are likely to be candidates for
angioplasty. Thus, a credible clinical
policy cannot recommend immediate
angioplasty for all patients with acute
myocardial infarction no matter how
sophisticated the setting, let alone in all
settings. Further, clinical acumen and
judgment must always be applied to tai-
lor the policy to the individual patient.

Another limiting problem is the re-
sistance of clinical practice to change.
As McDonald has pointed out (3), we
treat most patients according to per-
sonal, informal clinical policies based
on our knowledge of medical practice
and our own clinical experience.
These "rules of thumb" or "heuris-
tics" differ from practitioner to prac-
titioner and account for much of the
considerable variation in clinical prac-
tice. McDonald suggests that these
informal clinical policies constitute

formidable barriers to evidence-based
health care. Primum non nocere (first
do no harm) is an example of such a
policy. Attributed to Hippocrates and
intoned by graduating medical stu-
dents to the present time, this advice
can appropriately be applied to treat-
ments of unknown efficacy but is
clearly unworkable for efficacious
treatments that have short-term ad-
verse effects (including lethal ones)
but that do more good than harm in
the long run. Obvious examples in-
clude virtually all efficacious invasive
procedures, but many medical in-
terventions have similar features, in-
cluding cancer chemotherapy and
treatments for chronic disorders.

The inadequacies and inconsisten-
cies of personal clinical practices have
spurred professional bodies, busi-
nesses, and government agencies to
become increasingly involved. Unfor-
tunately, the time and effort required
to develop valid and useful clinical
policies have been found to be huge,
and at best they can cover a modest
fraction of practice. Moreover, these
policies can be "hijacked" by politics
(19) and, even when they are evi-
dence-based, can quickly become out-
dated as new evidence emerges.

Formal policy is also limited in its
ability to take different subgroups of
patients into account. For example,
the effect that variations in a patient's
expected event rate have on numbers
needed to treat and the probability
that a patient will benefit from a treat-
ment mean that some subgroups of
patients are more likely to be harmed
than helped despite solid evidence of
efficacy for the "average patient" (20).

At present, the formation and appli-
cation of clinical policy is too often ar-
bitrary and authoritarian, at both
the organizational and personal clini-
cal level. It is our view that formal
clinical policy development must in-
volve "front-line" practitioners and
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that policy cannot be effectively or
safely applied without the active col-
laboration of practitioners who under-
stand the basis for the policy as well as
the circumstances and wishes of the pa-
tient. On the other hand, practitioners
cannot continue to-be so informal and
idiosyncratic in dealing with individual
clinical problems. Fortunately, emerg-
ing evidence shows that involving local
practitioners in policy development,
coupled with responsive local systems,
can succeed where the creation of na-
tional guidelines fails (21).

JA. Muir Gray
R. Brian Haynes
David L. Sackett

. Deborah J. Cook
Gordon H. Guyatt
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