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AMERICAN ACADEMY OF PEDIATRICS

POLICY STATEMENT
Organizational Principles to Guide and Define the Child Health Care System and/or Improve the Health of All Children

Steering Committee on Quality Improvement and Management

Classifying Recommendations for Clinical Practice Guidelines

ABSTRACT. Clinical practice guidelines are intended
to improve the quality of clinical care by reducing inap-
propriate variations, producing optimal outcomes for pa-
tients, minimizing harm, and promoting cost-effective
practices. This statement proposes an explicit classifica-
tion of recommendations for clinical practice guidelines
of the American Academy of Pediatrics (AAP) to promote
communication among guideline developers, imple-
menters, and other users of guideline knowledge, to im-
prove consistency, and to facilitate user understanding.
The statement describes 3 sequential activities in devel-
oping evidence-based clinical practice guidelines and re-
lated policies: 1) determination of the aggregate evidence
quality in support of a proposed recommendation; 2)
evaluation of the anticipated balance between benefits
and harms when the recommendation is carried out; and
3) designation of recommendation strength. An individ-
ual policy can be reported as a “strong recommendation,”
“recommendation,” “option,” or “no recommendation.”
Use of this classification is intended to improve consis-
tency and increase the transparency of the guideline-
development process, facilitate understanding of AAP
clinical practice guidelines, and enhance both the utility
and credibility of AAP clinical practice guidelines. Pedi-
atrics 2004;114:874–877; practice guidelines, evidence-
based, recommendation, classification system.

ABBREVIATION. AAP, American Academy of Pediatrics.

INTRODUCTION

Clinical practice guidelines are intended to re-
duce inappropriate variations in clinical care,
minimize harm, promote cost-effective prac-

tice, and produce optimal health outcomes for pa-
tients. Evidence-based guidelines use a systematic
process to select and review scientific evidence to
develop policy. In a clinical practice guideline, policy
is stated in terms of recommendations. Recommen-
dations are the guideline components that are in-
tended to influence practitioner and patient behav-
ior.

The contemporary, evidence-based approach to
guideline development differs from other methods
of creating policy in several ways, including:

1. The high level of rigor with which the evidence in
support of a policy is identified, appraised, and
summarized, and

2. The explicit linkage between recommendations
and the evidence that supports them.

Like all scientists, evidence-based guideline devel-
opers define their methods first and then allow their
methods to lead to the results rather than deciding
first on the outcome.

A variety of systems have been used to convey
information to guideline readers regarding the qual-
ity of evidence that supports a given recommenda-
tion and the strength assigned to the recommenda-
tion by guideline developers. A large number of
numeric and alphabetic codes contribute to general
confusion about the meaning of these scales. A recent
evidence report prepared by the Agency for Health-
care Research and Quality found 121 scales, check-
lists, or other types of instruments for rating evi-
dence quality.1

The American Academy of Pediatrics (AAP) de-
velops clinical practice guidelines internally through
various entities and in collaboration with other or-
ganizations and also considers for endorsement
guidelines developed by external organizations.
Clearly, the method used to classify recommenda-
tions in clinical practice guidelines should be consis-
tent and explicit. A unified approach will facilitate
communication between guideline developers and
users and promote appropriate interpretation and
application of guidelines by clinicians.

The objective of this statement is to describe a
system for defining recommendation strength for
AAP evidence-based practice guidelines that is clear,
informative, and helpful to users. A common current
approach to indicate the strength of a recommenda-
tion is to append a term to describe the “level of
consensus” or, in some instances, fervor achieved.
Because this judgment may not reflect unanimity of
the development team and can be influenced dispro-
portionately by vociferous or persuasive team mem-
bers, it represents a lapse in an otherwise explicit
system to link guideline statements to the strength of
evidence and recommendation.

The proposed system was derived from existing
systems that support the principle of using explicit
criteria for guideline development. This system is
intended for use by the AAP in the process of devel-
oping evidence-based clinical practice guidelines.
This statement describes 3 sequential processes in
evidence-based policy setting: 1) determination of
evidence quality in support of a proposed recom-
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mendation; 2) evaluation of the balance between
anticipated benefits and harms when the recommen-
dation is carried out; and 3) designation of recom-
mendation strength.

CLASSIFICATION PROCEDURE

1. Assess Evidence Quality: Individual and Aggregate
Quality appraisal of individual studies examines

both the type of study and the rigor of the investi-
gator’s adherence to methodologic principles. Evi-
dence quality refers to “the extent to which all as-
pects of a study’s design and conduct can be shown
to protect against systematic bias, nonsystematic
bias, and inferential error.”2 Systematic errors in-
clude selection bias and confounding, in which val-
ues tend to be inaccurate in a particular direction.
Nonsystematic errors are attributable to chance. In-
ferential errors result from problems in data analysis
and interpretation, such as choice of the wrong sta-
tistical measure or wrongly rejecting the null hypoth-
esis.

Highest-quality evidence for therapeutic interven-
tions comes from well-designed and well-conducted
randomized, controlled trials performed on a popu-
lation similar to the guideline’s target population.
The lowest-quality evidence is derived from case
reports, reasoning from first principles of pathophys-
iology, and expert opinion based on ill-defined “clin-
ical experience.” Intermediate-quality evidence is as-
sociated with a randomized, controlled trial with
“nonfatal flaws” or methodologic limitations (for ex-
ample, one performed on a group from a population
different from the target population, therefore re-
quiring that findings be extrapolated) or with an
observational design such as a case-control or cohort
study. For studies of diagnostic tests, the represen-
tativeness of the population studied, the adequacy of
the description of the test, the appropriateness of the
reference standard against which the test is com-
pared, and the methods used to avoid bias in inter-
pretation of results (such as blinded comparison with
the reference standard) are criteria for judging qual-
ity.3

After systematically reviewing the literature for
studies that bear on a policy decision, evidence-
based guideline developers must carefully review
each study, extract the findings, and appraise both
the quality of the study design and its execution. The
specific quality criteria applied depend on the design
and type of study. For example, appraisal of con-
trolled trials requires consideration of the adequacy
of randomization and blinding and loss to follow-up;
assessing case-control studies requires consideration
of the appropriateness of matching cases and con-
trols.

Next, guideline developers must consider the
quality of the aggregate of studies that bear on the
issue. Judging the strength of a body of evidence
requires careful consideration of the consistency of
the results of individual studies, the magnitude of
the effect that the studies detect, and the individual
and aggregate sample sizes of these studies.1

2. Assess Anticipated Balance Between Benefits and
Harms

The anticipated benefit, harm, risk, and cost of
adherence to a guideline recommendation constitute
the second factor that influences the strength of a
recommendation. Guyatt et al4 suggest looking at the
clarity of the balance between benefits and harms.
When the evidence indicates a clear benefit not offset
by important harms or costs or a clear harm not
mitigated by important benefit, stronger recommen-
dations are possible. On the other hand, when the
magnitude of the benefit is small or benefits are
present but offset by important adverse conse-
quences, the equilibrium between benefits and
harms prevents a strong recommendation. A clear
preponderance of benefit or harm supports stronger
statements for or against a course of action. When the
benefit-harm assessment is balanced, no matter how
good the studies, practitioners should be offered op-
tions rather than recommendations. Such cases mir-
ror the situation described by Bass,5 in which “there
is adequate evidence at hand to support those who
wish to treat...yet the evidence is not so overwhelm-
ing as to suggest that those who do not choose to use
this form of therapy are in error.”

3. Assign Recommendation Strength
Recommendation strength communicates the

guideline developers’ (and the sponsoring organiza-
tions’) assessment of the importance of adherence to
a particular recommendation and is based on both
the quality of the supporting evidence and the mag-
nitude of the potential benefit or harm. The proposed
classification defines 4 levels of policy (strong recom-
mendation, recommendation, option, and no recom-
mendation) based on:

• Four levels of aggregate evidence quality: A, B, C,
and D (see Fig 1);

• Two benefit-harm assessments: clear (ie, substan-
tial) preponderance of benefit or harm versus a
relative balance of benefits and harms; and

• A category for recommendation under exceptional
situations in which evidence cannot be obtained
but clear benefits or harm are evident.

Because guideline recommendations are prescrip-
tive or proscriptive (constraining variation in prac-
tice), guideline developers must follow an approach
that has a high likelihood of doing more good than
harm. The more restrictive the guidance (strong rec-
ommendation), the more certain the guideline devel-
opers and endorsers must be of its correctness. The
AAP believes that its policy makers should be cau-
tious about classifying a recommendation as strong,
lest they jeopardize their credibility by making state-
ments that do not stand up to scientific scrutiny.
Most recommendations are likely to be just that:
recommendations.

When the evidence is of low quality and the ben-
efit-harm equilibrium is balanced, guideline devel-
opers generally should not constrain the clinician’s
discretion by making a recommendation but instead
should designate acceptable alternatives as options.
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Although options do not direct clinicians’ actions
toward one activity or another, they may place
boundaries by delineating appropriate alternative
practices.

When the evidence is scant and the balance of
benefit and harm is unknown, as for example with
some complementary and alternative medicine prac-
tices, no recommendation regarding therapy may be
possible. Stating that no recommendation is possible
provides information but little direction to the clini-
cian. No-recommendation statements are therefore
of limited utility and should be discouraged. In some
cases, guideline developers still may be able to make
policy or offer options based on evidence. For exam-
ple, although there may be no evidence of effective-
ness of a complementary and alternative medicine
practice, developers may be able to recommend that
clinicians should inquire about use of complemen-
tary and alternative medicine and counsel about po-
tential interactions. In other circumstances, guideline
developers might suggest individualization on the
basis of risk and values.

In some cases, a recommendation or strong recom-
mendation may be made when analysis of the bal-
ance of benefits and harms demonstrates an excep-
tional preponderance of benefit or harm and it
would be unethical to perform clinical trials to
“prove” the point. These are almost exclusively sit-
uations of a medical (not social or political) nature.
For example, the anticipated benefit of a recommen-
dation for prescribing anthrax prophylaxis to ex-
posed patients clearly outweighs the expected harms
and calls for a strong recommendation, although
studies do not exist to support the practice. Such
situations with poor evidence but a highly unbal-
anced benefit-harm equation must be unmistakably
differentiated from other circumstances in which

high-quality evidence supports strong recommenda-
tions. Requiring the authors to explicitly state the
benefit-harm proposition opens it up for constructive
debate.

INTERPRETING GUIDELINE RECOMMENDATIONS
How should a clinician interpret recommenda-

tions from the AAP in light of the proposed criteria
for guideline recommendations? Guidelines are
never intended to overrule professional judgment;
rather, they may be viewed as a relative constraint on
individual clinician discretion in a particular clinical
circumstance. Less frequent variation in practice is
expected for a strong recommendation than might be
expected with a recommendation. Options offer the
most opportunity for practice variability.6 Clinicians
should always act and make decisions on behalf of
their patients’ best interests and needs regardless of
guideline recommendations. Guidelines represent
the best judgment of a team of experienced clinicians
and methodologists addressing the scientific evi-
dence for a particular clinical topic.

A strong recommendation means that the commit-
tee believes that the benefits of the recommended
approach clearly exceed the harms of that approach
(or, in the case of a strong negative recommendation,
that the harms clearly exceed the benefits) and that
the quality of the evidence supporting this approach
is either excellent or impossible to obtain. Clinicians
should follow such guidance unless a clear and com-
pelling rationale for acting in a contrary manner is
present.

A recommendation means that the committee be-
lieves that the benefits exceed the harms (or, in the
case of a negative recommendation, that the harms
exceed the benefits), but the quality of the evidence
on which this recommendation is based is not as

Fig 1. Integrating evidence quality ap-
praisal with an assessment of the antic-
ipated balance between benefits and
harms if a policy is carried out leads to
designation of a policy as a strong rec-
ommendation, recommendation, option,
or no recommendation.
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strong. Clinicians also generally should follow such
guidance but also should be alert to new information
and sensitive to patient preferences.

An option means either that the evidence quality
that exists is suspect or that well-designed, well-
conducted studies have demonstrated little clear ad-
vantage to one approach versus another. Options
offer clinicians flexibility in their decision-making
regarding appropriate practice, although they may
set boundaries on alternatives. Patient preference
should have a substantial role in influencing clinical
decision-making, particularly when policies are ex-
pressed as options.

No recommendation is made when there is both a
lack of pertinent evidence and an unclear balance
between benefits and harms. Clinicians should feel
little constraint in their decision-making when ad-
dressing areas with insufficient evidence. Patient
preference should have a substantial role in influenc-
ing clinical decision-making.

The AAP believes that adoption of an explicit,
consistent classification of recommendations will fa-
cilitate communication between the AAP entities that
develop guidelines (committees, sections, and task
forces and the board of directors) and pediatricians
who apply them to clinical practice. We recognize
that any classification system may be considered by
payors in making reimbursement decisions. This
classification is intended only to increase transpar-
ency and to enhance the utility and credibility of
AAP clinical practice guidelines. Direct linkage of
this classification to reimbursement decisions would
be overly simplistic, because recommendation
strength is one of many factors that should be con-
sidered in developing reimbursement policy. Expe-
rience and new knowledge will likely require peri-
odic revision of the proposed classification system.
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