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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
(ACCF)/American Heart Association (AHA) Task Force on
Practice Guidelines (Task Force) has created a “focused up-
date” process to revise the existing guideline recommendations
that are affected by 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

KEYWORDS ACC Practice Guideline; arrhythmias; cardiac resynchronization
therapy; focused update; heart failure; pacemaker (Heart Rhythm 2012;9:
1737-1753)
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Foundation Board of Trustees, the American Heart Association Science
Advisory and Coordinating Committee, and the Heart Rhythm Society
Board of Trustees in May 2012. The American College of Cardiology
Foundation requests that this document be cited as follows: Tracy CM,
Epstein AE, Darbar D, DiMarco JP, Dunbar SB, Estes NAM 3rd, Ferguson
TB Jr, Hammill SC, Karasik PE, Link MS, Marine JE, Schoenfeld MH,
Shanker AJ, Silka MJ, Stevenson LW, Stevenson WG, Varosy PD. 2012
ACCF/AHA/HRS focused update of the 2008 guidelines for device-based
therapy of cardiac rhythm abnormalities: a report of the American College
of Cardiology Foundation/American Heart Association Task Force on
Practice Guidelines. J Am Coll Cardiol 2012;60:1297-1313. This article is
copublished in Circulation, Heart Rhythm, and Journal of Thoracic and
Cardiovascular Surgery. Copies: This document is available on the World
Wide Web sites of the American College of Cardiology (www.cardiosource.
org), the American Heart Association (my.americanheart.org), and the
Heart Rhythm Society (www.hrsonline.org). For copies of this document,
please contact Elsevier Inc. Reprint Department, fax (212) 633-3820,
e-mail reprints @elsevier.com. Permissions: Multiple copies, modification,
alteration, enhancement, and/or distribution of this document are not per-
mitted without the express permission of the American College of Cardi-
ology Foundation. Please contact Elsevier’s permission department at
healthpermissions @elsevier.com.

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 focused updates are prompted following a thor-
ough review of late-breaking clinical trials presented at
national and international meetings, in addition to other new
published data deemed to have an impact on patient care
(Section 1.1, “Methodology and Evidence Review”).
Through a broad-based vetting process, the studies included
are identified as being important to the relevant patient
population. The focused update is not intended to be based
on a complete literature review from the date of the previous
guideline publication but rather to include pivotal new ev-
idence that may affect changes to current recommendations.

Specific criteria or 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 find-
ings;

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 industry relationships 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.

In analyzing the data and developing recommendations
and supporting text, the writing group uses evidence-based
methodologies developed by the Task Force (1). The Class
of Recommendation (COR) is an estimate of the size of the
treatment effect, with consideration given to risks versus
benefits, as well as evidence and/or agreement that a given
treatment or procedure is or is not useful/effective and 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 evi-
dence 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 identi-
fied as observational, retrospective, prospective, or random-
ized, as appropriate. For certain conditions for which inad-
equate 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 reviews) are cited if available. For issues for which
sparse data are available, a survey of current practice among
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