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Executive Summary

Background

The American College of Cardiology Foundation (ACCF)
and the American Heart Association (AHA) have jointly
engaged in the development of clinical practice guidelines
(CPGs) for nearly 3 decades, based on the shared vision of
their responsibility to provide guidance to cardiovascular
healthcare professionals and the patients they serve by
translating the best available evidence into clinical practice.

The ACCF/AHA Task Force on Practice Guidelines
(Task Force) oversees and directs the CPG development
process and methodology that have been the foundation of
our documents and responsible for their widespread recog-
nition. In brief, once a topic is selected for a new, revised, or
updated CPG, selected organizations and professional so-
cieties with similar interests and expertise are invited to
participate as partners or collaborators, with the overall
ACCF/AHA policy of being inclusive and collaborative.
Next, a guideline writing committee (GWC) chair is
selected by the Task Force, and together with the chair,
potential GWC members are identified, based on a detailed
and specific relationship with industry and other entities
(RWI) policy stating that the chair and the majority of
GWC members must have no relevant RWI. Once formed,
the GWC outlines the content of the document, performs a
detailed and specific evidence acquisition and review, drafts
recommendations with limited preliminary text, and attends
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a consensus conference with GWC members of related
CPGs where recommendations are vetted and reconciled
across existing guidelines. After the conference, the
document is finalized. Every recommendation is voted on
by each GWC member with appropriate recusal based on
relevant RWI. The finished document then undergoes
extensive peer review and response, and any recommen-
dation that is changed is voted on again by each GWC
member. The final document is reviewed, potentially
revised and approved by the Task Force, and sent to the
ACCF Board of Trustees, the AHA Science Advisory
and Coordinating Committee, and partnering or collab-
orating organizations for final approval. After this very
thorough and robust process, the CPG has essentially
been vetted throughout the academic and clinical com-
munity and is jointly published in the Journal of the
American College of Cardiology and Circulation. Once
published, it serves as official policy of both organiza-
tions, informing strategic initiatives, advocacy, programs,
products, and services.

Of critical importance is the continual evolution of the
development process and methodology that has character-
ized the ACCF/AHA CPGs and the ongoing challenge to
timely respond to and integrate the continuous stream of
new knowledge.

Commissioned by the U.S. Congress as part of the
Medicare Improvement for Patients and Providers Act of
2008 to set standards for CPGs, the Institute of Medicine
(IOM) issued 2 reports: “Clinical Practice Guidelines We
Can Trust” (1) and “Finding What Works in Health Care:
Standards for Systematic Reviews” (2) in March 2011. The
IOM redefined CPGs as follows:

“Clinical practice guidelines are statements that include recom-
mendations intended to optimize patient care that are informed
by a systematic review of the evidence and an assessment of the
benefits and harms of alternative care options.” (1, p. 29)

The underpinnings of this definition are that a CPG should
be based on a systematic review (SR) of existing evidence; be
developed by a knowledgeable, multidisciplinary panel of
experts and key stakeholders; consider important patient
subgroups and preferences as appropriate; be based on a
transparent process that minimizes conflicts of interest and
biases; provide a clear explanation of the logical relation-
ships between alternative care options and health outcomes;
provide the ratings of both the strength of the recommen-
dation and the quality of evidence; and be revised as
appropriate based on new evidence (1,2).

In view of IOM reports and the ACCF/AHA ongoing
improvement processes, the Task Force commissioned 5
Workgroups to address the IOM recommendations and
present their findings at a Methodology Summit.

Workgroup Charge
Each Workgroup was charged with reviewing each IOM

standard and supporting elements with respect to the
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Workgroup topic; reviewing the current ACCF/AHA
CPG methodology that addresses the standard; understand-
ing the gaps and potential barriers between the proposed
standard and the current method; and proposing recom-
mendations for the Task Force to incorporate and/or to
maintain or change existing methodology.

Workgroup Process

The 5 Workgroups were commissioned in August 2011 and
worked by teleconference to draft the preliminary report.
Each Workgroup focused on a series of questions to address
the specific standards proposed by the IOM. The IOM
reports were vetted by using a table (see Appendix 2) that
presented each of the proposed 21 standards and 82 sup-
porting elements, the existing applicable ACCF/AHA
CPG methodology, and the Workgroup’s proposal related
to the standard. Each Workgroup report consisted of a brief
introduction with an overview of the section content and
questions, the complete table, a discussion of the salient
issues and challenges that the Workgroup addressed, and
preliminary recommendations.

The Workgroups’ reports were distributed before the
Summit, which was held over 2 days in mid-December
2011. Each report was discussed by the conference attendees
and revised by the Workgroups with revisions and final
recommendations presented again to the full group. The
near-final draft report of each Workgroup was completed by
the close of the Summit.

After the Summit, the reports were finalized and then
edited for consistency. The completed “ACCEF/AHA Clin-
ical Practice Guideline Methodology Summit Report” was
reviewed by the Task Force at its semiannual meeting in
June 2012. Priorities, resources, implementation, and oper-
ational issues were discussed. After this meeting, additional
minor edits were made, and the Report was reviewed and
accepted by the leadership of both the ACCF and the AHA
in September 2012.

Featured Additions to Existing Methodology

Inclusion of Patient Representatives

Fortified by the AHAs focus on the patient and the public
it serves and its lay membership, and by the ACCF’s current
initiative on patient-centered care, the Task Force will
invite patient representatives (defined as patients and former
patients, patient advocates, or patient/consumer organiza-
tion representatives) to participate as a member of the Task
Force and a GWC. Methods to identify, select, train, and
manage RWI and intellectual perspectives of patient repre-
sentatives are proposed. Patient representatives will partic-
ipate in topic selection, patient choices, values, preferences,
and shared decision making.

Evidence Review Committee

The current CPG creation process will expand to include a
separate evidence review committee (ERC), tasked with the
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SR process, in addition to a GWC, tasked with creating
the scientific CPG. When appropriate, other stakehold-
ers (e.g., policy makers and payers) will be invited to
participate as members of the ERC. The ERC will be
responsible for all phases of the SR process, including the
identification, abstraction, and quality assessment of the
evidence base.

Systematic Review Using Standardized Protocols

The ACCF/AHA methodology will incorporate a formal
SR of the evidence, initially, with a focused approach to a
confined topic. Standardized protocols may serve to stream-
line and enhance the process by developing topic-specific
questions that guide the direction of the SR (e.g., search for
studies, data extraction, synthesis, and presentation of find-
ings). The use of a PICO(TS) format (mnemonic: popula-
tion, intervention, comparator, outcomes, timing, and set-

ting) will be used to develop evidence question(s) for the
CPG SR.

Intellectual and Practice Perspectives

The current ACCF/AHA CPG process includes a de-
tailed and specific RWI policy and overall mandate to
ensure balance (race, ethnicity, sex, and intellectual
expertise and experience) among the GWC. In addition,
the concept of intellectual and practice perspective (the
latter term is operative when an individual’s income is
enhanced by performing a specific test or procedure
relevant to the guideline topic) will be defined, recog-
nized, and managed. Similar to the ACCF/AHA choice
of the term RWI rather than COI (conflict of interest)
related to industry, the ACCF and AHA have chosen the
terms intellectual perspective and clinical practice perspective
(rather than &ias) to denote intellectual and practice-
related opinions and expertise based on evidence and/or
experience.

Expanded Review Process

An expanded group of external reviewers will be added to
the extensive peer review process for the completed CPG
before publication. The current review process includes
scientific and clinical content experts as well as partnering
and collaborating organizations and other related profes-
sional societies. External reviewers will comprise a full
spectrum of relevant stakeholders, including public repre-
sentatives and constituencies such as governmental agencies
(e.g., the Agency for Healthcare Research and Quality
[AHRQ] and the U.S. Food and Drug Administration
[FDA]). Moreover, the SR protocol and completed evi-
dence review will be opened to public comment. However,
because of the ability to introduce potential interference and
bias that cannot be adequately controlled or managed, the
completed CPG will not be subject to public comment
before publication.
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Workgroup Recommendations
(See Full Report for Complete List)

Workgroup 1: Clinical Practice Guidelines
We Can Trust

1. At least 1 patient representative should be a full voting
member of the Task Force and of a GWC. Patient
representatives could include patients, former patients,
members of patients’ families, caregivers, and laypeople
with “health literacy,” including scientists, statisticians,
engineers, and science writers.

2. All nonprofessional members of a GWC should avail
themselves of the U.S. Cochrane Center and Consumers
United for Evidence-Based Medicine’s “Understanding
Evidence-Based Healthcare: A Foundation for Action”
or an equivalent online learning module before accepting
their position.

3. Patient representatives’ responsibilities should include
the formulation of key clinical questions; topic selection;
patient choices, values, and preferences; and issues sur-
rounding quality of life. Patient representatives should be
encouraged to provide input on the selection of diagnos-
tic tests and treatment modalities.

4. CPGs should be provided to an expanded group of
external reviewers before publication. External reviewers
would comprise a full spectrum of relevant stakeholders
(in addition to the current group of scientific and clinical
content experts, as well as to partnering, collaborating,
and other relevant professional societies), such as health-
care specialty societies, agencies (e.g., federal govern-
ment), and representatives of the public.

5. The ACCF/AHA CPG development policy should be
expanded to incorporate intellectual and clinical practice
perspectives. This information is discussed by the Task
Force during GWC formulation, and the expertise of the
members is noted in the guideline section on writing
committee composition. This review and selection pro-
cess should be made transparent to the GWC during
their orientation meeting/teleconference, and GWC
members should be asked to verbally update the group if
any changes occur. For specific CPGs, consideration
should be given to capturing clinical practice perspectives
on the author RWI disclosure table if the GWC mem-
ber’s income is enhanced by performing a specific test or
procedure that is relevant to the CPG topic.

Workgroup 2: Standards for Initiating

a Systematic Review

1. An ERC composed of content experts, methodologists,
statisticians, and other identified stakeholders (policy
makers and payers) should participate in the creation of
ACCF/AHA CPGs (initially, with a focused approach to a
confined topic). The ERC will interact with members of
the GWC; however, the responsibilities of the ERC will

be separate, distinct, independent, and clearly delineated.
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2.

In an effort to standardize the process by which ACCF/
AHA CPGs are created, the PICO(TS) format should
be applied to develop the SR questions. It will be the
responsibility of the ERC to create the format of the SR.

. The current peer review process of ACCF/AHA CPGs

should be expanded to include a formal peer assessment
of the SR protocol. External stakeholders and patients’
representatives should be included in this expanded
process, which will serve to enhance the applicability of
the document to real-world decision-making policies
and clinical scenarios.

Workgroup 3: Standards for Finding and
Assessing Individual Studies

1.

The system and tool used for critical appraisal of each
study, currently under development by the Task Force
(ACCF/AHA Evidence Grading Tool), will be used in
the pilot SR conducted in conjunction with CPGs. In
this case, it is anticipated that the assessment of the
quality of the study will be focused within the context of
a PICO(TS) question.

. The pilot system for critical appraisal of each study will

be composed of a quantitative assessment, a yes/no
assessment of key features of the studies, and a scoring of
each of the 3 domains identified by the IOM: risk of
bias, relevance, and fidelity of implementation.

. The quantitative assessment will need some revision for

application to observational studies and for focused

assessment of the 3 domains identified by the IOM.

. A scoring of the quality of the study in each of the 3

domains will be qualitatively accomplished by a judg-
mental scoring by the members of the ERC. The
domain, risk of bias, should be renamed “freedom from
bias” (or “internal validity”) so that the judgment system
is directionally similar for all 3 domains. For each of the
3 domains, which are 1) freedom from bias, 2) relevance,
and 3) fidelity of implementation, one of following
judgments will be assigned: fatally flawed, low (low
freedom from bias, low relevance, or low fidelity), inter-
mediate, or high. In addition, there will be a summary
assessment of each study: fatally flawed study, low-
quality study, intermediate-quality study, and high-
quality study.

. For other studies being considered in other parts of

the CPG, a similar evaluation of the quality of the
individual studies may be done. It will be necessary,
however, for each proposed recommendation, to
clearly identify the population under consideration,
intervention, comparator, outcome, and setting, at
least in a broad and general way.

Workgroup 4: Standards for Synthesizing the
Body of Evidence

Workgroup Recommendations for Assessing and
Addressing the Quality of a Body of Evidence
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1. Standardize the method of assessment and description of
the quality of the body of evidence across studies and
perform a qualitative assessment of individual studies and
aggregated studies.

2. Depict qualitative assessment across studies addressing
the key elements for each PICO(TS) question in a
summary table.

3. Where appropriate, provide a risk-of-bias assessment
table across studies. This table would be similar to the
Cochrane format, which includes items such as random
sequence generator, allocation concealment, blinding of
participants and personnel, blinding of outcome assess-
ment, incomplete outcome data, selection report, or
other bias.

4. Generate standardized summary and evidence table tem-
plates specific to ACCF/AHA requirements.

5. When available, high-quality SRs from reputable orga-
nizations (e.g., the Cochrane Collaboration and AHRQ_
evidence-based practice centers [EPCs]) should be used.
If a new SR is needed, resources will need to be secured
to pursue de novo analyses.

6. Notwithstanding these efforts to standardize and im-
prove the qualitative analysis of bodies of evidence, every
effort should be made to minimize delays in time for
guideline development/revision.

Workgroup Recommendations for Standards for Quantitative
Analysis (i.e., Meta-Analysis) Across a Body of Evidence

1. The GWC, in conjunction with the Task Force, should
determine when a specific meta-analysis is needed.

2. With statistical consultation, preferred, acceptable meth-
ods for meta-analysis (including a Bayesian analysis
when appropriate) should be defined in each instance.

3. When available, high-quality meta-analyses from repu-
table organizations (e.g., the Cochrane Collaboration
and AHRQ_EPCs) should be used. If a new meta-
analysis is needed, resources should be secured to pursue
de novo analyses.

4. Notwithstanding efforts to standardize and improve the
approach to quantitative analyses across studies, every
effort should be made to minimize delays in time for
guideline development/revision.

Workgroup Recommendations for
ACCF/AHA Grading Methodology and Nomenclature

1. Retain the current basic ACCF/AHA Class of Recom-
mendation (COR) and Level of Evidence (LOE) struc-
ture/nomenclature.

2. Standardize how LOE: A, B, C are determined by using
a validated ACCF/AHA Evidence Grading Tool (under
development) that will incorporate features of existing
tools.



218 Jacobs et al.
ACCF/AHA Guideline Methodology Summit Report

3. Change the wording of LOE to Quality of Evidence
(QOE) (once the ACCF/AHA Evidence Grading
Tool is operational).

4. Add a separate category for QOE: E (expert opinion) and
generate specific definitions and examples for QOE: E.

5. Change “T'reatment Effect” on the COR/LOE table to
“Intervention Effect” and indicate that “Intervention”
includes medications, devices, therapeutic strategies,
procedures, diagnostic tests, and other.

6. Add adjectives that “map” COR/LOE to the National
Heart, Lung, and Blood Institute (NHLBI) (and Grad-
ing of Recommendations Assessment, Development and
Evaluation [GRADE]) (i.e., I [strong]; Ila [moderate];
IIb [weak]; III [against]).

Workgroup 5: Standards for Reporting

Systematic Review

1. An SR included in CPGs should be published as a
separate peer-reviewed manuscript(s) when feasible.

2. Recommendations supported by an SR should be iden-
tified in CPGs in addition to the appropriate COR and
LOE; for example: (Class I; LOE: A)SR,

3. Within the CPG, salient tables and figures from the SR
should be included to support recommendations. The
remaining pieces of methodology will be hyperlinked to
the original SR publication. By doing so, key elements of
the SR will be available for public access after publication
of the CPGs.

4. CPG review tables should be incorporated into CPGs
for non—SR-based recommendations and be available as
online supplemental tables.

5. CPG review tables should incorporate most study com-
ponents that are provided in SR tables.

Future Directions

It is critically important that we continue to monitor the
impact of the proposed IOM standards and ACCF/AHA
Summit Workgroup recommendations on the overall time-
liness and usefulness of our CPGs, in addition to the
inherent resource consumption required. Most important
will be the ongoing assessment of the changes in method-
ology in relation to improved patient care and outcomes.
Yet to be determined is whether the inclusion of patients’
representatives in CPG development and performance of a
formal SR of the evidence will enhance the translation of
recommendations as anticipated. What is clear, however, is
that these changes have the potential to move us into the
future as we prepare to incorporate cost and value into our
CPG recommendations and to incorporate these recom-
mendations into electronic clinical support systems.

The overarching goal in the evolution of the process and
methods used to develop ACCF/AHA CPGs is to combine
an ever-expanding evidence base with multidisciplinary
expertise and experience while being mindful of patient
values so as to improve clinical decision making and thereby
improve the quality of care and outcomes for patients with
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cardiovascular disease. The ACCF and AHA remain stead-

fast in their commitment to this endeavor.

Alice K. Jacobs, MID, FACC, FAHA
Chair, ACCF/AHA Clinical Practice Guideline Methodology Summit

Abbreviation List:

COR = Class of Recommendation
CPG = clinical practice guideline
EPC = evidence-based practice center
ERC = evidence review committee

GRADE = Grading of Recommendations Assessment,

Development and Evaluation
GWC = guideline writing committee
IOM = Institute of Medicine
LOE = Level of Evidence

PICO(TS) format = (mnemonic: population, interven-
tion, comparator, outcomes, timing, and setting)

QOE = Quality of Evidence
RCT = randomized controlled trial
RWI = relationship with industry and other entities

SR = systematic review

Full Report

Introduction

The American College of Cardiology Foundation (ACCF)
and American Heart Association (AHA) have jointly de-
veloped and published clinical practice guidelines (CPGs)
since the early 1980s, when, in response to a governmental
concern over the potential overutilization of pacemakers, the
ACCF and AHA were asked to evaluate the evidence and
provide recommendations for practice. In 1984, the
“ACCF/AHA Guidelines for Permanent Cardiac Pace-
maker Implantation” was published (3). Since then, the
guideline effort has continued to expand, and currently, the
ACCF/AHA Task Force on Practice Guidelines (Task
Force) oversees and directs 17 CPGs, the majority of which
are broadly disease based. In 2011, 2 revised, 2 new, and 3
focused updates to the CPGs were published.

The CPG development process and methodology con-
tinue to evolve. Over the past few years, several process
improvement initiatives resulted in CPGs that have limited
text and include evidence and summary tables. The writing
process includes a consensus conference where members of
multiple guideline writing committees (GWCs) meet to
reach consensus and concordance on overlapping recom-
mendations. Methodological enhancements include the de-
velopment and testing of a scoring tool to consistently assess

the quality of randomized controlled trials (RCTs) that
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inform recommendations and a thorough analysis of Bayes-
ian approaches to evidence synthesis. This continued evo-
lution is in response to the primary goal of providing
evidence-based guidelines for healthcare professionals
practicing cardiovascular medicine while maintaining
relevancy and ease of use at the point of care. The
recommendations are articulated in the time-honored
and widely recognized ACCF/AHA Class of Recom-
mendation (COR) and Level of Evidence (LOE) scheme.
Currently, we are working to incorporate patient prefer-
ence and shared decision making into the development
and translation of our CPG recommendations.

In March 2011, the Institute of Medicine (IOM) pub-
lished 2 reports, “Clinical Practice Guidelines We Can
Trust” (1) and “Finding What Works in Health Care:
Standards for Systematic Reviews” (2). There are 8 stan-
dards for developing trustworthy CPGs that include estab-
lishing transparency, managing conflict of interest, creating
multidisciplinary development groups, basing the CPG
recommendations on systematic reviews (SRs), establishing
evidence foundations for rating the strength of recommen-
dations, articulating recommendations, establishing meth-
ods for external review, and updating. It is noteworthy
that the ACCEF/AHA CPGs were recognized as being
compliant with the majority of these standards (Work-
group 1 Comparison Table). However, in view of these
detailed reports and our ongoing challenge to respond to
the continuous stream of new evidence in a timely
manner while maintaining our robust processes for CPG
generation and approval, the Task Force decided to hold
a Methodology Summit that would focus on the stan-
dards for and performance of systematic evidence reviews
and on the inclusion of patients and consumers in the
CPG development process.

The purpose of this Methodology Summit was to com-
pare and contrast the current ACCF/AHA CPG method-
ology with the standards proposed by the IOM and consider
what, if any, changes or improvements should be imple-
mented to enhance our development process and evidence
review and evaluation. In August 2011, the Task Force
commissioned 5 Workgroups:

. Clinical Practice Guidelines We Can Trust

. Standards for Initiating a Systematic Review

. Standards for Finding and Assessing Individual Studies
. Standards for Synthesizing the Body of Evidence

. Standards for Reporting Systematic Reviews

| N O B R

The invited members of each Workgroup, in addition to
guests at the Summit (and including all Task Force mem-
bers), brought a diversity of experience and expertise to this
initiative. Specifically, the membership included those with
special interest and experience in CPG development inde-
pendent of the ACCF/AHA in addition to those with
extensive experience in development of ACCF/AHA
CPGs. Participants also included methodologists, biostat-
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isticians, clinical and research cardiologists, epidemiologists,
and nurses.

Each Workgroup was charged with 1) reviewing the
IOM recommendations and sections of the current tools
available for developing/conducting SR relevant to its
topic; 2) comparing and contrasting the recommenda-
tions with current ACCF/AHA methodology, including
an analysis/discussion of the gaps and barriers; and 3)
drafting recommendations/considerations for changes
and improvements to the evidence review process and the
COR/LOE, including a discussion as to why changes
may or may not be implemented. The report of the
Workgroups follows.

Alice K. Jacobs, MID, FACC, FAHA
Immediate Past Chair, ACCF/AHA Task Force on Practice
Guidelines

1. Workgroup 1: Clinical Practice Guidelines
We Can Trust

See Workgroup 1 Comparison Table.

(Authors: Dr. Frederick G. Kushner, Chair; Drs. Ralph G.
Brindis, Mark A. Creager, Ralph L. Sacco, William A. Zoghbz,
and Mr. William H. Roach, Jr.)

The Task Force has recommendations for patient-centered
care within its methodology manual (4). GWC are encour-
aged to consider the role of patient preferences in decisions
with substantial personal choice or values and to consider
patient-specific modifiers, comorbidities, and issues of pa-
tient preference. The IOM report on “Clinical Practice
Guidelines We Can Trust” (Section 3.2 and Section 3.3) (1)
recommends the involvement of patients (or former pa-
tients) and the public (patient advocates, patient/consumer
organizations) in the CPG process to formulate clinical
questions and review draft CPGs. The IOM report also
recommends that strategies for training participants should
be adopted by guideline developers. Consumer involvement
may provide transparency and a means of establishing
relevancy and credibility for the application of evidence-
based medicine to patients and other stakeholders and
thereby dispel myths and fears through the mutual
understanding of issues and values for both patients and
providers. Consumers can be powerful allies as supporters
of quality initiatives. They can also provide an important
perspective from the patient’s point of view in areas of
uncertainty, where alternative options exist, or where
there are substantial gaps in evidence. Finally, consumer
involvement can provide valuable perspectives for en-
hancing shared decision making. Currently, there is a
paucity of evidence surrounding the process and impact
of integrating consumers into the CPG process. For the
purposes of this document, “consumers” will be referred
to as patient representatives.
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1.1. Workgroup 1 Questions for Consideration

1. How can the Task Force and GWC identify the
appropriate “patient representative”® What are the
criteria to be met for selection of “patient representa-
tives” who serve? Will they be volunteers or con-
tracted for their work?

As defined by the Cochrane Consumer Network, consum-
ers (“patient representatives” herein) include all users or
receivers of health care, including patients, members of the
public, caregivers, family members, and members of con-
sumer advocacy groups. Several organizations have identi-
fied or are in the process of identifying individuals to serve
on GWC. The 4 largest of these are the Cochrane Collab-
oration through Cochrane Consumer Network and a U.S.
subsidiary, Consumers United for Evidence Based Medi-
cine, Agency for Healthcare Research and Quality
(AHRQ), Consumers Union, and Guidelines International
Network. Consumers Union is currently developing a list of
“qualified” patient representatives to serve on evidence-
based medical guideline committees under the auspices of a
grant from the American Institutes for Research/AHRQ.
They solicited interested parties from their subscriber base
of 300,000 and received 2,000 expressions of interest. The
AHA has a long history of inviting lay volunteers to serve on
its boards and committees, in mission and fundraising
activities, and in advocacy, and regularly recommends con-
sumer representatives to private and governmental panels
and committees. The American Society of Clinical Oncol-
ogy has included consumers on their GWCs. Patient
representatives with defined constituencies can be particu-
larly valuable because of their institutional involvement. On
the basis of the comments from Consumers Union and the
American Society of Clinical Oncology and discussions
among its members, Workgroup 1 recommends the follow-
ing principles concerning the identification of appropriate
patient representative candidates:

A. A job description, including desired and necessary
attributes and expectations, should be available to the
Task Force and GWC chairs and to organizations
that may recommend candidates.

B. The Task Force and GWC should seek nominations
for patient representatives from trusted organizations
with knowledge of the individual, such as the AHA,
ACCF, Consumers Union, Cochrane Collaboration,
and AHRQ.

C. Patient representative candidates and/or their spon-
soring organizations should submit their resumes,
curriculum vitae, or personal statements.

D. Patient representatives should be advised of the time
commitment and compensated for travel expenses
identical to physician and other Task Force and
GWC members.

E. Patient representative candidates, similar to all mem-
bers, should complete the relationships with industry
and other entities (RWI) disclosure.
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F. The Task Force and/or GWC chair or designee
should interview potential consumer candidates and
identify other conflicts where they exist.

G. The development of a questionnaire similar to those
used by major charitable organizations to elicit pos-
sible bias should be considered.

H. Prospective members should be required to confirm
that they will give precedence to ultimate patient
health, well-being, quality care, and value in their
input, deliberation, and voting.

I. Patient representatives, as is true for other members of
the GWC, must be sensitive to their role as impartial
members and not permit financial and nonfinancial
conflicts, including personal, intellectual, or organiza-
tional relationships to influence their judgment.

J. Patient representatives on GWCs should be engaged
in the formulation of key clinical questions, topic
selection, patient choices, values, preferences, and
issues surrounding quality of life. They should be
encouraged to provide input on the selection of
diagnostic tests and treatment modalities.

K. Patient representatives should be acknowledged as
members of the GWC at publication, and a complete
summary of their RWI should be provided. They
should be subject to the same RWI and recusal rules
as other members.

2. Specifically, how is the patient representative to be
integrated into the CPG process and/or peer review
and/or external stakeholder review? What expecta-
tions are there for patient representative involvement?

As a member of the Task Force, patient representatives
would assist in directing and overseeing CPG development
and establishing policy with a focus on issues such as shared
decision making, patient preference, value, translation, and
implementation. Patient representatives may be best suited
to participate in the initial work of the GWC, during the
formulation of key clinical questions, topic selection, and
outline development, and, particularly, to comment on the
translation and communication of CPGs to the general
public. They may not be as helpful or comfortable with SR
or assignment of COR and LOE to specific recommenda-
tions. Patient representatives with certain technical skills
such as science journalists and writers may aid in a patient-
provider communication and summary section. Patient
representatives should be expected to contribute key ques-
tions to be answered by the GWC. They should provide
input about patient choices, values, preferences, and issues
surrounding quality of life in selecting diagnostic modalities,
therapies, medications, and follow-up.

3. What form of training will be required for patient

representative participants?

To integrate patient representatives effectively into the CPG
creation process, substantial preparatory training is needed
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before they begin their service on the Task Force or GWC.
One study observed that without preparatory training,
patient representatives feel that they are “participating
observers of technical language to which they could hardly
offer input.” Patient representatives contributed infrequently
to the discussions, had difficulty with the technical language,
only contributed during discussions of patient education,
and in general felt that their contributions were not subse-
quently acted on (5). Involvement of patient representatives
requires their understanding of the evidence. Difficulty with
medical terminology or other jargon is an important barrier
to active or meaningful involvement. Well-informed and
experienced patient representatives are more likely to have
meaningful exchanges with the GWC than those less
informed or less familiar with medical terminology (6). The
capacity for active participation in GWCs presupposes
foundations of access, knowledge, information, understand-
ing, confidence, agency, engagement, and advocacy (7).

Although resource intensive, it is feasible to train patient
representatives to understand the technical elements of
CPG development. It is not expected that these members of
GWCs understand most of the science related to specific
medical issues. They may also have limitations in their
ability to understand the details of SR or health economics.
Nonetheless, focused instruction in the CPG development
process will allow them to fulfill their role. Training is
required for understanding elements of recommendation
classifications and LOE, including treatment risks and
benefits, comparative efficacy, biostatistics, and clinical trial
design (i.e., the value of a single center case report or
retrospective observational data versus prospective blinded
RCT along with meta-analysis).

The Guideline International Network Patient and Public
Involvement Working Group has been created to support
the development, implementation, and evaluation of
guideline-oriented patient and public involvement pro-
grams. They have found that patient representative training
should cover the fundamentals of CPG development and
approaches for reporting back to patient constituencies.
Their participants concluded that training and support may
facilitate understanding of the technical aspects of CPG
development, address financial and organizational barriers
to participation, and enhance mutual understanding.
Guideline International Network Patient and Public In-
volvement Working Group collaboration priorities include
the development of recruitment methods, training and
support strategies, information material and tools, and
glossaries of technical terms used in CPGs (8).

The U.S. Cochrane Center and Consumers United for
Evidence-Based Medicine have created a web-based course,
“Understanding Evidence-based Healthcare: A Foundation
for Action,” through a grant from AHRQ_ (http://
us.cochrane.org/understanding-evidence-based-healthcare-
foundation-action) (9). This course is divided into 6 mod-
ules: INTRO (what is evidence-based health care and why

is it important), ASK (importance of research questions in
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evidence-based health care), ALIGN (research design, bias,
and LOE), ACQUIRE (assessing harms and benefits),
APPRAISE (understanding healthcare statistics), and AP-
PLY (critical appraisal and making better decisions for
evidence-based care; determining causality) (9). The Co-
chrane Collaboration also has created the Cochrane Con-
sumer Network to engage patient representatives in the
development of SR, raise awareness among patient repre-
sentatives, that is, serve as a clearinghouse of patient
representatives for advisory groups, commission plain lan-
guage summaries, and recruit coauthors for reviews. New
ideas to promote patient representative involvement, such as
videos, workshops, learning materials, evaluations, and use
of social networks have been recently implemented.

4. Should the Task Force support the standard to have
CPGs publicly reviewed? How will that affect the final
product? How much of a burden will that put on
volunteers?

The IOM has recommended that public agencies, patients,
and representatives of the public should be external review-
ers. The IOM has also recommended that before publica-
tion, a draft of the CPG should be made available to the
general public for comment and reasonable notice of im-
pending publication should be provided to interested public
stakeholders. The IOM believes that for transparency,
fairness, completeness, and credibility, these recommenda-
tions are reasonable.

Currently, while the ACCF/AHA CPGs undergo an
extensive peer review process that includes scientific and
clinical content experts in addition to partnering, collabo-
rating, and other relevant professional societies, they are not
open to public review and comment. Fundamental to the
CPG development process is the ability to develop the CPG
without bias from commercial interests. The Workgroup
carefully considered the value provided by opening the draft
CPG to public opinion. It was recognized that a period of
open public comment would introduce a window for po-
tential interference in the process by industry and other
external stakeholders that cannot be adequately controlled
or managed. However, review of the CPG by public
representatives and stakeholders such as governmental
agencies, for example, the AHRQ_and the U.S. Food and
Drug Administration (FDA), as well as scientific and
professional experts, is reasonable and recommended.

5. How will conflicts of interest (organizational, intel-
lectual, and practice based) be adjudicated by the
GWC and Task Force? What is an “intellectual

conflict” or “intellectual bias”?

The ACCF/AHA CPGs are in substantial compliance with
7 of the 8 standards for developing trustworthy CPGs
proposed by the IOM, (Workgroup 1 Comparison Table);
the CPG-SR intersection is the subject of the remainder of
this report. However, although the ACCF and AHA have

a rigorous policy for defining, disclosing, and managing
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RWI (4), the policy is currently undergoing evaluation and
updating for potential conflicts related to intellectual bias
and practice (or employment) bias.

Intellectual or clinical practice bias (the latter term is
operative when an individual’s income is enhanced by
performing a certain test or procedure relevant to the
guideline topic) may result in a conflict of interest. An
intellectual or clinical practice bias is a predisposition of an
individual based on a reaction to a past or current event,
treatment, relationship, or other circumstance, or an opin-
ion, belief, or position so strongly held that it might prevent
the individual from exercising objective judgment about a
matter relevant to the work of the GWC. In the infrequent
scenario where, in the opinion of the Task Force or GWC
chair, a true bias (with its negative connotation) exists, that
individual will not be invited to participate as a member of
the GWC. In contrast, and similar to the ACCF/AHA
choice of the term RWI rather than COI related to industry,
the ACCF and AHA have chosen the terms intellectual
perspective and clinical practice perspective to denote intellec-
tual and practice-related opinions and expertise based on
evidence and/or experience. Both science and patient rep-
resentative GWC members with intellectual perspective and
clinical practice perspective must be identified and included
and their perspective disclosed and managed. It is under-
stood that they have an open-minded approach to evidence
and opinion that distinguishes them from individuals with
actual intellectual or practice &ias.

Identification of Potential Intellectual or Clinical Practice
Perspectives of Candidates for Appointment to a GWC

Unlike potential conflicts arising from RWI, determination
of the existence of an intellectual or clinical practice per-
spective may be subjective and less readily apparent to the
Task Force. The key to mitigate effectively any conflict is
early identification and management of the conflict by the
Task Force initially and then by the GWC chair once the
work begins. The Task Force chair should be responsible for
implementing applicable intellectual and clinical practice
perspective procedures. Following are ways to identify and
adjudicate the perspectives:

1. Nominations to GWCs should be sought from trusted
organizations with a deep knowledge of the individuals
nominated. For example, both the ACCF and the AHA,
as well as many of their collaborating organizations, have
a thorough understanding of CPG development, and
each has a long relationship with numerous consumer
and scientific volunteers who would have the credentials
to serve on a GWC. From that relationship, each
organization has knowledge of individual volunteers’ life
experiences, professional work, and personal and profes-
sional views. It has been the practice of the Task Force to
maintain a balance of members with and without RWI
so that a minimum of 50% of the members have no

relevant RWI. In addition, the expertise of the GWC
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members is reviewed carefully to ensure that there is a
balance of perspectives. The ACCF and AHA could
request that other organizations meet these same
requirements. In addition, it is the practice of the
ACCF and AHA to provide additional scrutiny of
nominations by officers and senior staff before the
Task Force review. Seeking nominations from similar
organizations would reduce the likelihood of nomi-
nees with unknown perspectives.

2. Any candidate for GWC membership may be requested
to submit a detailed curriculum vitae, which the Task
Force and the GWC chair and staff can review for
possible intellectual or clinical practice perspectives (or
bias).

3. The GWC chair, at his or her discretion, should be
empowered to interview proposed GWC members who
are not well known or who have possible or unknown
intellectual or clinical practice perspectives.

4. Candidates for GWC membership may be asked to
complete a questionnaire through which they disclose
circumstances that might give rise to a potential or actual
perspective or bias related to the GWC assignment. The
questionnaire could include inquiries found in question-
naires typically used by charitable health organizations
with respect to director and officer perspectives or bias.
As some individuals may have difficulty recognizing or
disclosing their own intellectual or practice perspectives
that may lead to a conflict, questionnaire inquiries should
be broadly worded to obtain information from which the
GWC chair, Task Force, or staff could identify actual or
potential intellectual or practice perspectives.

5. At each meeting of the GWC, remind the members of
the policy whereby the group was formulated to incor-
porate a balance of RWI and varying intellectual and
clinical practice perspectives that we continue to manage
throughout the guideline writing effort.

6. Prospective GWC members should be educated about
being transparent with respect to their individual posi-
tion and be required to confirm that they will give
priority to ultimate patient health and well-being, quality
care, and value in their input and deliberation and when

voting on issues before the GWC.

Inclusion of Essential GWC Members With Known
Intellectual and Clinical Practice Perspectives

To develop the most effective CPGs, a GWC may require
the participation of an individual who is outspoken in
support of or against a particular procedure, medication, or
other matter relevant to the GWC’s work in the absence of
supportive data and therefore has a known intellectual or
clinical practice perspective. In such cases, the Task Force
should make certain that the GWC chair is informed of the
individual’s perspective and that the GWC membership is
balanced in viewpoint. All GWCs should be composed of
members determined to be able to apply fair judgment with
respect to all issues and particularly those in contention, so
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that they will be able to make objective assessments of all the
information relevant to the GWC task. In addition, the
GWC chair should make certain that the individual follows
the policy and procedures noted in the ACCF/AHA Meth-
odology Manual and Policies (4) as it applies to recusal from
discussion at the request of the chair.

Importance of Intellectual, in Comparison to Financial
Conflict and RWI, to External Organizations and
Government Regulators

Although conflicts arising from RWI have received most of
the attention by external groups, the Task Force should
effectively address all potential conflicts, whether arising
from RWTI or intellectual or clinical practice perspective.
The Task Force should be prepared to demonstrate to
external groups that its policies for managing any conflict
are practical and effective.

Maintaining a Majority of GWC Members Without
RWI and a Balance of GWC Members With Intellectual
and Clinical Practice Perspectives Throughout the
Duration of CPG Development

All GWC members should be assessed by the Task Force
and GWC chair for potential relevant RWI at the outset of
the process. A majority of members who have no relevant
RWI must be assigned. They will be asked to commit to
developing no new RWI or other relationships that may
represent potential intellectual perspectives (e.g., serve as
principal investigator of a new study relevant to the CPG
topic) during the course of their service on the GWC. As
RWTI or intellectual perspectives may arise in connection
with any one of the many recommendations a GWC may
make in developing a CPG, the GWC chair and staff
must be vigilant in identifying any relationships as they
arise and adjudicating them in accordance with estab-

lished policies.
1.2. Workgroup 1 Recommendations

1. At least 1 patient representative should be a full voting
member of the Task Force and each GWC. Patient
representatives could include patients, former patients,
members of patients’ families, caregivers, and laypeople
with “health literacy,” including scientists, statisticians,
engineers, and science writers.

2. All nonprofessional members of GWCs should avail
themselves of the U.S. Cochrane Center and Consumers
United for Evidence-Based Medicine’s “Understanding
Evidence-Based Healthcare: A Foundation for Action”
(9) or an equivalent online learning module before
accepting their position.

3. Patient representatives’ responsibilities should include
the formulation of key clinical questions, topic selection,
patient choices, values, and preferences, and issues sur-
rounding quality of life. They should be encouraged to
provide input about the selection of diagnostic tests and
treatment modalities.
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4. CPGs should be provided to an expanded group of
external reviewers before publication. External reviewers
would comprise a full spectrum of relevant stakeholders
(in addition to the current group of scientific and clinical
content experts, as well as to partnering, collaborating,
and other relevant professional societies), such as health-
care specialty societies, agencies (e.g., federal govern-
ment), and representatives of the public.

5. The ACCF/AHA CPG development policy should be
expanded to incorporate intellectual and clinical practice
perspectives. This information is discussed by the Task
Force during GWC formulation and the expertise of the
members is noted in the guideline section on writing
committee composition. This review and selection pro-
cess will be made transparent to the GWC during their
orientation meeting/teleconference, and GWC members
will be asked to verbally update the group if any changes
occur. For specific CPGs, consideration will be given to
capturing clinical practice perspectives on the author
RWI disclosure table if the GWC member’s income is
enhanced by performing a specific test or procedure that
is relevant to the guideline topic.

2. Workgroup 2: Standards for Initiating
a Systematic Review

See Workgroup 2 Comparison Table.

(Authors: Dr. Steven M. Ettinger, Chair; Drs. Donna K.
Arnett, Gregg C. Fonarow, Judith S. Hochman, Sharon-Lise
T. Normand, and Gordon F. Tomaselli)

SRs and the resulting evidence-based CPGs serve as
resources for healthcare decision-making policies. The
ideal guideline provides comprehensive protocols and
plans that are based on a thorough and extensive under-
standing of the medical literature, are scientifically valid,
and are void of clinical bias. The IOM defines 8
standards (Workgroup 2 Comparison Table), which
guide the creation of a focused SR policy, that are
essential for the creation of a scientifically valid CPG.
Workgroup 2 was charged with the task of reviewing
current ACCF/AHA standards for an SR and identifying
those elements that diverged from the recommendations
outlined by the IOM. Where applicable, the Workgroup
proposed alternative strategies relating to SR in an effort
to enhance current ACCF/AHA policies. The Work-
group acknowledged that one of the challenges posed by
modifications of existing ACCF/AHA evidence review
policies is related to the rapid expansion of medical
literature seen with publication of late-breaking clinical
trials and RCTs. The Workgroup expressed concern that
any modification in current ACCF/AHA evidence review
policy would result in significant delays in the creation of
evidence-based CPGs and the loss of clinical relevance of
the document. Recognizing that constraints relating to



224 Jacobs et al.
ACCF/AHA Guideline Methodology Summit Report

staffing and financial issues would also affect the SR
process, the Workgroup proposed 3 modifications of the
current ACCF/AHA evidence review policy. These mod-
ifications were developed based on a review of the
tollowing key questions:

2.1. Workgroup 2 Questions for Consideration

1. Should other stakeholders/patient representatives be
involved in the development of the SR protocol? If
yes, to what level and what types of stakeholders/
consumers should be included (e.g., payers, policy
makers, patients, caregivers, family, and advocacy
groups)? What type of training would this group need
to be able to provide value to the current process?
Would the ACCF/AHA provide the training or out-

source it?

In an effort to expand the current ACCF/AHA process
related to the creation of CPGs (initially, with a focused
approach to a confined topic), 2 separate teams would be
created: an evidence review committee (ERC), tasked with
the SR process, and a GWC, tasked with creating the
scientific CPG. When appropriate, other stakeholders (e.g.,
policy makers and payers) would be invited to participate as
members of the ERC. The ERC will be responsible for all
phases of the SR process. By expanding the professional and
clinical expertise of the ERC, the “trustworthiness” of the final
document as well as its applicability to real-world decision
making may be enhanced (2). The Workgroup acknowledges
the added benefit of reviewing and incorporating unique data
sets provided by the “new” stakeholders that are potentially
outside the scope of current published scientific literature.
Although “unpublished data may not be used to support a
recommendation” (4), information collected by policy makers
and payers (e.g., economic and health plan data) may provide
additional insight into the effectiveness of healthcare recom-
mendations as it relates to various subpopulations (e.g., racial
and ethnic minorities, women, and the aged). Stakeholders
invited to participate in the ERC would undergo formal
training (by ACCEF/AHA staff) related to understanding
current CPG writing policies of the ACCF/AHA. In addi-
tion, SRs require a rigorous scientific analysis of case reports,
case series, cohort studies, clinical trials, RCT's, and blinded
RCTs. An understanding of various point statistics (e.g.,
absolute risk difference, number needed to treat, number
needed to harm) and relative treatment effects (e.g., odds
ratio, relative risk, hazard ratio, and incidence rate ratio)
are essential components of the process. Individuals
invited to serve on the ERC may require additional
training related to methodology and statistical analysis
(or possess this expertise) with the expectation that this

would be made available by the ACCF/AHA.
2. Should we redefine how RWI and intellectual and

clinical practice perspectives are presently managed
for those involved in the development of the SR as it
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relates to inte