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Preamble

Keeping pace with the stream of new data and evolving
evidence on which guideline recommendations are based is
an ongoing challenge to timely development of clinical
practice guidelines. In an effort to respond promptly to new
evidence, the American College of Cardiology Foundation/
American Heart Association (ACCF/AHA) Task Force on
Practice Guidelines (Task Force) has created a “focused update”
process to revise the existing guideline recommendations that
are affected by the evolving data or opinion. New evidence is
reviewed in an ongoing fashion to more efficiently respond to
important science and treatment trends that could have a major
impact on patient outcomes and quality of care. Evidence is
reviewed at least twice a year, and updates are initiated on an
as-needed basis and completed as quickly as possible while
maintaining the rigorous methodology that the ACCF and AHA
have developed during their partnership of >20 years.

These updated guideline recommendations reflect a consensus
of expert opinion after a thorough review primarily of late-
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breaking clinical trials identified through a broad-based vetting
process as being important to the relevant patient population, as
well as other new data deemed to have an impact on patient care
(see Section 1.1, Methodology and Evidence Review, for de-
tails). This focused update is not intended to represent an update
based on a complete 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 affecting current safety and efficacy assumptions,
including observational studies and meta-analyses;

e strength/weakness of research methodology and findings;

e likelihood of additional studies influencing current findings;

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

e request(s) and requirement(s) for review and update from the
practice community, key stakeholders, and other 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
updates or revisions.

Selected members of the previous writing committee as well
as other experts in the subject under consideration are chosen
by the ACCF and AHA to examine subject-specific data and
to write guidelines in partnership with representatives from
other medical organizations and specialty groups. Writing
group members review the selected late-breaking clinical
trials and other new data that have been vetted through the
Task Force; weigh the strength of evidence for or against
particular tests, treatments, or procedures; and include esti-
mates of expected outcomes where such data exist. Patient-
specific modifiers, comorbidities, and issues of patient pref-
erence that may influence the choice of tests or therapies are
considered. When available, information from studies on cost
is considered, but data on efficacy and outcomes constitute the
primary basis for the recommendations contained herein.

In analyzing the data and developing recommendations and
supporting text, the writing group uses evidence-based meth-
odologies developed by the Task Force (1). The Class of
Recommendation (COR) is an estimate of the size of the
treatment effect considering risks versus benefits in addition
to evidence and/or agreement that a given treatment or
procedure is or is not useful/effective or in some situations
may cause harm. The Level of Evidence (LOE) is an estimate
of the certainty or precision of the treatment effect. The
writing group reviews and ranks evidence supporting each
recommendation with the weight of evidence ranked as LOE
A, B, or C according to specific definitions that are
included in Table 1. Studies are identified as observational,
retrospective, prospective, or randomized where appropri-
ate. For certain conditions for which inadequate data are
available, recommendations are based on expert consensus
and clinical experience and are ranked as LOE C. When
recommendations at LOE C are supported by historical
clinical data, appropriate references (including clinical re-
views) are cited if available. For issues for which sparse data
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Table 1. Applying Classibcation of Recommendations and Level of Evidence

A recommendation with Level of Evidence B or C does not imply that the recommendation is weak. Many important clinical questions addressed in tt
do not lend themselves to clinical trials. Although randomized trials are unavailable, there may be a very clear clinical consensus that a particular test
useful or effective.

*Data available from clinical trials or registries about the usefulness/efbcacy in different subpopulations, such as sex, age, history of diabetes, hisi
myocardial infarction, history of heart failure, and prior aspirin use.

For comparative effectiveness recommendations (Class | and lla; Level of Evidence A and B only), studies that support the use of comparator verbs ¢
direct comparisons of the treatments or strategies being evaluated.

are available, a survey of current practice among the clini-
cians on the writing group is the basis for LOE C recommen-
dations, and no references are cited. The schema for COR and
LOE is summarized in Table 1, which also provides sug-
gested phrases for writing recommendations within each
COR. A new addition to this methodology is a separation of
the Class III recommendations to delineate whether the

ment or strategy versus another have been added for COR I
and Ila, LOE A or B only.

In view of the advances in medical therapy across the
spectrum of cardiovascular diseases, the Task Force has
designated the term guideline—directed medical therapy
(GDMT) to represent optimal medical therapy as defined by
ACCF/AHA guideline-recommended therapies (primarily

recommendation is determined to be of “no benefit” or is
associated with “harm” to the patient. In addition, in view of
the increasing number of comparative effectiveness studies,
comparator verbs and suggested phrases for writing recom-
mendations for the comparative effectiveness of one treat-

Class I). This new term, GDMT, will be used herein and
throughout all future guidelines.

Because the ACCF/AHA practice guidelines address pa-
tient populations (and healthcare providers) residing in North
America, drugs that are not currently available in North
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