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Preamble

A primary challenge in the development of clinical practice
guidelines is keeping pace with the stream of new data on
which recommendations are based. In an effort to respond
more quickly to new evidence, the American College of

Cardiology Foundation/American Heart Association
(ACCF/AHA) Task Force on Practice Guidelines has
created a “focused update” process to revise the existing
guideline recommendations that are affected by the evolving
data or opinion. Prior to the initiation of this focused
approach, periodic updates and revisions of existing guide-
lines required up to 3 years to complete. Now, however, new
evidence will be reviewed in an ongoing fashion to respond
more efficiently to important science and treatment trends
that could have a major impact on patient outcomes and
quality of care. Evidence will be reviewed at least twice a
year, and updates will be initiated on an as-needed basis as
quickly as possible, while maintaining the rigorous meth-
odology that the ACCF and AHA have developed during
their 25 years of partnership.

These updated guideline recommendations reflect a
consensus of expert opinion after a thorough review
primarily of late-breaking clinical trials identified
through a broad-based vetting process as being important
to the relevant patient population, as well as of other new
data deemed to have an impact on patient care (see
Section 1.1., Methodology and Evidence Review, for
details regarding this focused update). This focused
update is not intended to represent an update based on a
full literature review from the date of the previous
guideline publication. Specific criteria/considerations for
inclusion of new data include the following:

e publication in a peer-reviewed journal;

e large, randomized, placebo-controlled trial(s);

e nonrandomized data deemed important on the basis of
results impacting current safety and efficacy assumptions;

o strength/weakness of research methodology and findings;

e likelihood of additional studies influencing current
findings;

e impact on current performance measure(s) and/or likeli-
hood of need to develop new performance measure(s);

e requests and requirements for review and update from
the practice community, key stakeholders, and other
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Table 1. Applying Classibcation of Recommendations and Level of Evidence

Data available from clinical trials or registries about the usefulness/efficacy in different subpopulations, such as sex, age, history of diabetes, history of prior myocardial infarction, history of heart
failure, and prior aspirin use. A recommendation with Level of Evidence B or C does not imply that the recommendation is weak. Many important clinical questions addressed in the guidelines do not
lend themselves to clinical trials. Even though randomized trials are not available, there may be a very clear clinical consensus that a particular test or therapy is useful or effective. ¥In 2003, the
ACCF/AHA Task Force on Practice Guidelines developed a list of suggested phrases to use when writing recommendations. All guideline recommendations have been written in full sentences that
express a complete thought, such that a recommendation, even if separated and presented apart from the rest of the document (including headings above sets of recommendations), would still convey
the full intent of the recommendation. It is hoped that this will increase readers’ comprehension of the guidelines and will allow queries at the individual recommendation level.

sources free of relationships with industry or other
potential bias;
e number of previous trials showing consistent results; and
e need for consistency with a new guideline or guideline
revision.

In analyzing the data and developing updated recommen-
dations and supporting text, the focused update writing
group used evidence-based methodologies developed by the
ACCF/AHA Task Force on Practice Guidelines, which are
described elsewhere (1).

The schema for class of recommendation and level of
evidence is summarized in Table 1, which also illustrates
how the grading system provides an estimate of the size of
the treatment effect and an estimate of the certainty of the
treatment effect. Note that a recommendation with Level of
Evidence B or C does not imply that the recommendation
is weak. Many important clinical questions addressed in
guidelines do not lend themselves to clinical trials. Although
randomized trials may not be available, there may be a very
clear clinical consensus that a particular test or therapy is

useful and effective. Both the class of recommendation and
level of evidence listed in the focused updates are based on
consideration of the evidence reviewed in previous iterations
of the guideline and in the focused update. Of note, the
implications of older studies that have informed recommen-
dations but have not been repeated in contemporary settings
are considered carefully.

The ACCF/AHA practice guidelines address patient
populations (and healthcare providers) residing in North
America. As such, drugs that are not currently available in
North America are discussed in the text without a specific
class of recommendation. For studies performed in large
numbers of subjects outside of North America, each writing
committee reviews the potential impact of different practice
patterns and patient populations on the treatment effect and
on the relevance to the ACCF/AHA target population to
determine whether the findings should inform a specific
recommendation.

The ACCF/AHA practice guidelines are intended to

assist healthcare providers in clinical decision making by
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