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— ABSTRACT

Background: Although several tools to evaluate
the credibility of health care guidelines exist,
guidance on practical steps for developing
guidelines is lacking. We systematically compiled
a comprehensive checklist of items linked to rel-
evant resources and tools that guideline devel-
opers could consider, without the expectation
that every guideline would address each item.

Methods: We searched data sources, including
manuals of international guideline developers,
literature on guidelines for guidelines (with a
focus on methodology reports from interna-
tional and national agencies, and professional
societies) and recent articles providing system-
atic guidance. We reviewed these sources in
duplicate, extracted items for the checklist using
a sensitive approach and developed overarching
topics relevant to guidelines. In an iterative
process, we reviewed items for duplication and

omissions and involved experts in guideline
development for revisions and suggestions for
items to be added.

Results: We developed a checklist with 18 top-
ics and 146 items and a webpage to facilitate
its use by guideline developers. The topics and
included items cover all stages of the guideline
enterprise, from the planning and formulation
of guidelines, to their implementation and
evaluation. The final checklist includes links to
training materials as well as resources with sug-
gested methodology for applying the items.

Interpretation: The checklist will serve as a
resource for guideline developers. Considera-
tion of items on the checklist will support the
development, implementation and evaluation
of guidelines. We will use crowdsourcing to
revise the checklist and keep it up to date.

ealth care guidelines and their appro-
H priate implementation are of interest to
national organizations, professional
societies, health care providers, policy-makers,
patients and the public. Several tools to evaluate
the credibility of existing health care guidelines
are available,"™ but guideline developers world-
wide are struggling with the lack of guidance
on practical steps, resources and tools to facili-
tate the development of trustworthy guidelines.
Several overviews describe the complete
process for guideline development and follow-up
efforts, such as implementation and evaluation.*"
In 2006, a series of reviews of methods used in
guideline development led to the preparation of
advice for the World Health Organization (WHO)
to improve the use of research evidence in the
development of recommendations, guidelines and
policies.® Another project, resulting in a series of
15 manuscripts authored by representatives from
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36 international organizations, outlined the steps
and processes for guideline development for pro-
fessional societies." The findings of these pro-
jects, together with the work leading to the related
standards of the Institute of Medicine and the
Guidelines International Network, have been
included in advice given to guideline developers
around the world, including ministries of health,”
through many workshops and counselling.”'
However, while providing technical assis-
tance to implement the national guideline devel-
opment program with the WHO office in Estonia
and the ministry of health in Saudi Arabia, and
while initiating the DECIDE project (Developing
and Evaluating Communication Strategies to
Support Informed Decisions and Practice Based
on Evidence),”” we recognized the need for facil-
itation of the steps to produce and implement
guidelines. Our experience highlighted that,
although manuals for single organizations are
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available, a comprehensive list of items and a
portal for resources to consider in the planning,
development, implementation, evaluation and
updating of guidelines does not exist.

Our objective was to systematically compile a
comprehensive checklist of items and a portal for
related resources that guideline developers, both
newcomers and experts, could consider for all
stages of the guideline enterprise, from the plan-
ning and formulation of recommendations, to
their implementation, evaluation and updating.
We also aimed to identify gaps in currently avail-
able processes and tools and provide a mecha-
nism for filling these gaps.

Methods

Selection of data sources

We sought to achieve a representative sample of
source documents for review that would allow us
to reach saturation for the checklist’s topics and
items. We established the following eligibility
criteria for data sources to be included, without
restrictions on the date of publication: (a) docu-
ments described as “guidelines for guidelines,”
guideline methodology reports or guideline man-
uals that were available from guideline develop-
ers, particularly international and national agen-
cies, and professional societies; (b) documents
that described the development process of health
care guidelines, including clinical, public health
and health systems guidelines; and (c) docu-
ments that, altogether, encompassed a global
geographic perspective, including North Amer-
ica, South America, Europe, Asia and Australa-
sia, and described the development process of
guidelines produced for high-, middle- or low-
income countries.

We used an iterative process that began with 2
of us (HJ.S. and E.A.A.) identifying an initial
list of key guideline methodology reports and
guidelines for guidelines to review.' >3 A
comprehensive list of guideline developers was
then compiled through group discussion and
email correspondence. The discussion and iden-
tification of guideline developers was informed
by our collective awareness of guideline devel-
opers through work in the field for over a
decade, membership on key committees and
attendance of meetings in the field (e.g., the
Guidelines International Network) and a recent
systematic search for guideline manuals (the
search strategy is available from the authors
upon request). Based on our systematic search,
we also generated a secondary list of potentially
eligible source documents that would be re-
viewed to determine whether saturation of items
was reached following data extraction from the
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primary sources. The secondary list specifically
included manuals and methodology reports from
professional societies."

In May 2013, we electronically searched the
websites of guideline developers for methodol-
ogy reports, guideline manuals and relevant sup-
plementary manuals (e.g., guideline writing
manuals, manuals for updating guidelines).
When guideline manuals were not found online,
we contacted the organizations directly to obtain
them. As a final step, expert colleagues, re-
searchers and other stakeholders in guideline
development in our group (G.G., J.T., M.R.,
PA.-C., R.H., SLN., S.T., A.O.) were involved
in identifying important omissions and suggest-
ing additional sources for inclusion. We did not
conduct our own systematic review of electronic
databases on guideline methodology because the
guidelines for guidelines and methodology
reports included in our list of sources were
already informed by systematic reviews.

Data extraction and analysis

One of us (W.W.) reviewed the initial list of
sources for key guideline methodology reports
and guidelines for guidelines. He extracted items
and generated overarching topics to create a pre-
liminary checklist. The checklist was reviewed
for completeness (by H.J.S.). We then developed
a form based on the preliminary checklist to
extract data from each source document.

Data abstractors (W.W., LE., M.F., M.V.,
R.B.-P, K.-T.L., S.K., T.B,, Y.Z., U.R., LLN.)
worked in pairs to review the documents. They
checked off and referenced items that were
already included in the preliminary checklist,
provided applicable revisions to the items and
extracted new items. Given that our aim was
comprehensiveness, any item discussed was eli-
gible for inclusion in the checklist.

The data abstractors were provided with an
instruction sheet on how to review the source
documents and a copy of the standardized
abstraction form. The instructions and form were
reviewed in a group discussion with the abstrac-
tors and then pilot tested in one round based on 4
examples before abstraction of all source docu-
ments. The instructions included notes to look
for figures, flow diagrams, bullet points and
descriptive text about the steps to follow to
develop guidelines. The data abstractors were
instructed to be inclusive when considering any
new items to add to the checklist.

The data abstractors reviewed the source doc-
uments, checking off existing items and suggest-
ing new items, with a page reference. In addi-
tion, they identified references and links to
available training tools and materials for the
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items, as well as resources with suggested
methodology for applying the items in a guide-
line development process. The abstractors used
the form to make comments about the wording
of items, provide additional details for items and
suggest placement of items under the specific
topics. When one of a pair of abstractors sug-
gested an item or checked off an existing item, it
was included in the draft list of items. A third
data abstractor confirmed that the item was dis-
cussed in the source document.

Following data extraction, we were all invited
to review the draft checklist, suggest revisions
and approve the final draft. We consulted the
guideline development experts in our group to
provide additional suggestions and feedback
about completeness of the checklist using a pilot-
tested feedback form that contained the draft
checklist. As a final step, 2 of us (M. V. and W.W.)
reviewed 8 documents™*™' to determine whether
saturation of checklist topics and items was
reached. No new topics or items were identified,
which indicated that we had reached saturation.

Results

Figure 1 summarizes the identification and selec-
tion of source documents. The initial list of 43
documents included key methodology re-
ports,' 67112 sources identified through discus-
sions and email correspondence,***"#30% and

sources recommended by experts.********7 Eight
documents were excluded because the full-text
version or manual could not be obtained.*>* Of
the remaining 35 documents, data were extracted
from 27,3571202832473657 and 8 were reviewed for
saturation of topics and items.*' Potential check-
list topics and items were obtained from 9 guide-
line methodology documents or document series
and 18 guideline developer manuals (Box 1).

The list of items based on the initial abstraction
included 19 topics and 123 items. Duplicate
review of the 18 manuals revealed an additional
15 items, for a total of 138. After several iterations
of the checklist were reviewed by the research
team and the guideline development experts, we
merged 2 topics, for a total of 18, and identified 8
additional items, for a total of 146. Box 2 lists the
18 topics with a description of how they fit into
the guideline development process. The topics and
items cover all stages of the guideline enterprise,
from the planning and formulation of guidelines,
to their dissemination, evaluation and updating.

Where identified, the checklist includes links
to learning tools and training materials, as well
as resources with suggested methodology for
applying the items; it also identifies where gaps
exist. Examples of learning tools and training
materials include tutorials, readings and refer-
ences (e.g., how certain organizations accom-
plish the step) that will assist guideline develop-
ers in aspects such as outlining the factors that

Initial list of key
methodology reports

Sources identified through
discussion and emailing
n=7 n=31 n=5

Sources recommended
by experts

Sources searched n =43

- North America n=7
- South America n=4
- Europe n=7

- Asia n=3

- Australasia n=2

societies n=11

e Methodology reports and guidelines for guidelines n =9
¢ Guideline development manuals from government
departments, ministries and organizations n = 23

e Guideline development manuals from professional

A

—— Excluded n=8

4

(full-text version or manual not available)

of items n=8

Included in review
n=35
e Used for data extraction n =27
e Reviewed to determine saturation

Figure 1: Search and selection process.
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may be considered in priority setting and topic
selection, adhering to a conflict-of-interest policy
and establishing an appropriate code of conduct
for the guideline development group. Examples
of resources for applying the items include meth-
ods, tools and references to assist developers in
carrying out the steps, such as providing a dis-
closure-of-interest form, rating the strength of

recommendations and adapting toolkits for
guideline dissemination.

Box 3 describes the final checklist (available at
the end of the article). Although organization and
priority setting precede most other steps, we
agreed that a strict ordering of topics and items
would be difficult to achieve. Guideline developers
will often need to return to items mentioned in pre-

Box 1: Sources for data extraction
Guideline development manuals
North America

e American Academy of Otolaryngology — Head and Neck Surgery Clinical Practice Guideline
Development Manual, third edition, 2013

e American College of Cardiology — American Heart Association Task Force on Practice Guidelines
Methodology Manual and Policies, 2010, and supplementary documents***

e Canadian Task Force on Preventive Health Care Procedure Manual, 20113

e Cancer Care Ontario Program in Evidence-Based Care Handbook, 2012,** and supplementary
documents®*

e US Centers for Disease Control and Prevention (CDC) Guidelines and Recommendations: a CDC
Primer, 2012%

e Transparency Matters: Kaiser Permanente’s National Guideline Program Methodological Processes, 2012*
e US Preventive Services Task Force Procedure Manual, 2008

Europe

e Estonian Handbook for Guidelines Development, 2011*

e European Society of Cardiology Recommendations for Guidelines Production, 2010

¢ National Institute for Health and Care Excellence Guidelines Manual, 2012,” and supplementary
documents®*

e SIGN (Scottish Intercollegiate Guidelines Network) 50: a Guideline Developer’s Handbook, 2011*

e Spain Ministry of Health Development of Clinical Practice Guidelines in the National Health System:
Methodological Manual, 2007

e World Health Organization Handbook for Guideline Development, 2012
South America
e Argentina National Academy of Medicine Guide to Adaptation of Clinical Practice Guidelines, 2008

e Colombia Ministry of Health and Social Security Methodological Guide for Developing Integrated
Care Guidelines in the Colombian System of Health and Social Security, 2010*

e Peru Ministry of Health Technical Standards for the Development of Clinical Practice Guidelines, 2006*
Australasia

e National Health and Medical Research Council (NHMRC) Procedures and Requirements for Meeting
the 2011 NHMRC Standard for Clinical Practice Guidelines, 2011,* and supplementary document®®

¢ New Zealand Guidelines Group Handbook for the Preparation of Explicit Evidence-Based Clinical
Practice Guidelines, 2001%

Guideline methodology reports
e The ADAPTE process: resource toolkit for guideline adaptation, 2009*’
e AGREE lI: advancing guideline development, reporting and evaluation in health care, 2010"%"¢

e Methodology for the development of antithrombotic therapy and prevention of thrombosis
guidelines: antithrombotic therapy and prevention of thrombosis, 9th edition, 2012°

e Conference on Guideline Standardization: Standardized Reporting of Clinical Practice Guidelines, 2003%%
e Guidelines International Network: Toward International Standards for Clinical Practice Guidelines, 20122

e Health Research Policy and Systems Series: Improving the Use of Research Evidence in Guideline
Development, 2006572

¢ Implementation Science Series: Developing Clinical Practice Guidelines, 2012
e Institute of Medicine: Clinical Practice Guidelines We Can Trust, 2011°

* Proceedings of the American Thoracic Society Series: a Guide to Guidelines for Professional Societies
and Other Developers of Recommendations, 2012'"#-%

Note: AGREE = Appraisal of Guidelines, Research and Evaluation.
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Box 2: Topics included in checklist for guideline development

Topic

Description

1.

Organization, budget,
planning and training

Priority setting

Guideline group
membership

Establishing guideline
group processes

Identifying target audience
and topic selection

Consumer and stakeholder
involvement

Conflict of interest
considerations

Question generation

Considering importance
of outcomes and
interventions, values,
preferences and utilities

Deciding what evidence to
include and searching for
evidence

Summarizing evidence and
considering additional
information

Judging quality, strength
or certainty of a body of
evidence

Developing
recommendations and
determining their strength

Wording of
recommendations and of
considerations about
implementation, feasibility
and equity

Reporting and peer review

Dissemination and
implementation

Evaluation and use

Updating

Involves laying out a general but detailed plan describing what is feasible, how it will be achieved and what
resources are required to produce and use the guideline. The plan should refer to a specific period and be
expressed in formal, measurable terms.

Refers to the identification, balancing and ranking of priorities by stakeholders. Priority setting ensures that
resources and attention are devoted to those general areas (e.g., chronic obstructive pulmonary disease, diabetes,
cardiovascular disease, cancer, prevention) where health care recommendations will provide the greatest benefit
to the population, a jurisdiction or a country. A priority-setting approach needs to contribute to future plans while
responding to existing, potentially difficult circumstances.'®!

Defines who is involved, in what capacity, and how the members are selected for the guideline development and
at other steps of the guideline enterprise.

Defines the steps to be followed, how those involved will interact and how decisions will be made.

Involves describing the potential users or consumers of the guideline and defining the topics to be covered in the
guideline (e.g., diagnosis of chronic obstructive pulmonary disease).

Describes how relevant people or groups who are not necessarily members of the panel but are affected by the
guideline (e.g., as target audience or users) will be engaged.

Focuses on defining and managing the potential divergence between an individual’s interests and his or her
professional obligations that could lead to questioning whether the actions or decisions are motivated by gain,
such as financial, academic advancement, clinical revenue streams or community standing. Financial or intellectual
or other relationships that may affect an individual’s or organization’s ability to approach a scientific question
with an open mind are included.

Focuses on defining key questions the recommendations should address using the PICO (patient/problem,
intervention, comparison, outcome) framework, including the detailed population, intervention (including
diagnostic tests and strategies) and outcomes that will be relevant for decision-making (e.g., should test A be
used, or should treatments B, C, D or E be used in chronic obstructive pulmonary disease?).

Includes integrating, in the process of developing the guidelines, how those affected by its recommendations
assess the possible consequences. These include patient, caregiver and health care provider knowledge, attitudes,
expectations, moral and ethical values, and beliefs; patient goals for life and health; prior experience with the
intervention and the condition; symptom experience (e.g., breathlessness, pain, dyspnea, weight loss); preferences
for and importance of desirable and undesirable outcomes; perceived impact of the condition or interventions on
quality of life, well-being or satisfaction, and interactions between the work of implementing the intervention,
the intervention itself, and other contexts the patient may be experiencing; preferences for alternative courses of
action; and preferences relating to communication content and styles, information and involvement in decision-
making and care. This can be related to what in the economic literature is considered utilities. An intervention
itself can be considered a consequence of a recommendation (e.g., the burden of taking a medication or
undergoing surgery) and a level of importance or value is associated with that.

Focuses on laying out inclusion and exclusion criteria based on types of evidence (e.g., rigorous research,
informally collected), study designs, characteristics of the population, interventions and comparators, and deciding
how the evidence will be identified and obtained. It also includes but is not limited to evidence about values and
preferences, local data and resources.

Focuses on presenting evidence in a synthetic format (e.g., tables or brief narratives) to facilitate the development
and understanding of recommendations. It also involves identifying and considering additional information
relevant to the question under consideration.

Includes assessing the confidence one can place in the obtained evidence by transparently evaluating the obtained
research (individual studies and across studies) and other evidence applying structured approaches. This may
include, but is not limited to, evidence about baseline risk or burden of disease, importance of outcomes and
interventions, values, preferences and utilities, resource use (cost), estimates of effects and accuracy of diagnostic
tests.

Developing recommendations involves use of a structured analytic framework and a transparent and systematic
process to integrate the factors that influence a recommendation. Determining the strength of the
recommendations refers to judgments about how confident a guideline panel is that the implementation of a
recommendation exerts more desirable than undesirable consequences.

Refers to choosing syntax and formulations that facilitate understanding and implementation of the
recommendations. Such wording is connected to considerations about implementation, feasibility and equity,
which refer to the guideline panel’s considerations about how the recommendation will be used and what impact
it may have on the factors described.

Reporting refers to how a guideline will be made public (e.g., print, online). Peer review refers to how the
guideline document will be reviewed before its publication and how it can be assessed (e.g., for errors), both
internally and externally, by stakeholders who were not members of the guideline development group.

Focuses on strategies to make relevant groups aware of the guidelines and to enhance their uptake
(e.g., publications and tools such as mobile applications).

Refers to formal and informal strategies that allow judgments about: evaluation of the guidelines as a process and
product; evaluation of the use or uptake, or both; and evaluation of impact and whether or not the guideline
leads to improvement in patient or population health or other consequences.

Refers to how and when a guideline requires revision because of changes in the evidence or other factors that
influence the recommendations.
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ceding topics or look ahead to subsequent items to
enhance their understanding of a specific step in
the guideline process. Figure 2 describes the inter-
relation of the various steps and topics and pro-
vides a graphical presentation of the guideline
development process. In addition, we have com-
piled a glossary of key terms to help with the inter-
pretation of the checklist (see Appendix 1, avail-
able at www.cmaj.ca/lookup/suppl/doi:10.1503
/cmaj.131237/-/DC1). Finally, we have created an
interactive version of the checklist for use by
guideline developers (available at http://cebgrade
.mcmaster.ca/guidecheck.html) that includes the
suggested learning tools and resources for imple-
mentation that were identified.

Interpretation

Based on a thorough review of available sources
for guideline developers, we have developed a

comprehensive checklist of practical steps with
146 items arranged under 18 topics for consider-
ation in the context of guideline development.
The list, which defines the complete guideline
process, is not intended to evaluate the credibil-
ity of a guideline or to describe the minutiae of
the steps to take (e.g., how to conduct a system-
atic review to support a specific recommenda-
tion). Its purpose is to function as a publicly
available and interactive resource, with links to
learning tools and training materials, for those
interested in beginning, enhancing or evaluating
their guideline development process.

Strengths and limitations

Although many manuals for guideline develop-
ment exist, our checklist of items is free of institu-
tional or organizational constraints. The main
strength of this study is the extent of our review of
key sources in this field. In addition, the experi-

(S

Consumers
and
stakeholders

Oversight
committee

Guideline group
membership and
processes

Working ‘

groups

Guideline

Organization, budget, planning and training ~

> Priority setting

Target audience

@ and topic selection
M

Question generation

panel ) Developing recommendations

@ and determining their strength

Wording of recommendations

Reporting and peer review

Dissemination
and implementation

Evaluation and use

suols|Dap pue ssa304d Juswdo|aasp suljdpInb bupuswniog

J

Figure 2: Diagram of the guideline development process. The steps and involvement of various members of the guideline development
group are interrelated and not necessarily sequential. The guideline panel and supporting groups (e.g., methodologist, health econo-
mist, systematic review team and secretariat for administrative support) work collaboratively, informed through consumer and stake-
holder involvement. They typically report to an oversight committee or board overseeing the process. For example, while deciding how
to involve stakeholders early for priority setting and topic selection, the guideline group must also consider how developing formal rela-
tionships with the stakeholders will enable effective dissemination and implementation to support uptake of the guideline. Further-
more, considerations for organization, planning and training encompass the entire guideline development project, and steps such as
documenting the methodology used and the decisions made, as well as considering conflicts of interest, occur throughout the process.
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ence some of us had over the years in using vari-
ous manuals for guideline development facilitated
the identification of gaps and relevant resources.

A potential limitation of our checklist is that it
is lengthy. However, the list is intended to be
generic, to cover all topics and items that should
be considered when developing a guideline, and
to be applicable to a variety of guidelines, includ-
ing clinical, policy and public health guidelines.
Those planning to use the checklist should keep
that in mind and ignore steps that might not be
relevant to their topic or area, although many of
the items will be essential for producing guide-
lines that will be judged trustworthy.

Another potential limitation is that the check-
list appears to give equal weight to each step.
Guideline developers face challenges of limited
time, funding and human resources and often
need to prioritize one step over another. Having a
comprehensive checklist will allow developers to
be explicit about which steps they want to priori-
tize and why.

The field of guideline development is con-
stantly evolving, particularly in areas that lack
more formal guidance, such as incorporation of
the relative importance of outcomes and inter-
ventions, and patient values and preferences. We
used current guideline manuals and methodology
reports to develop the checklist; therefore, areas
that lack formal guidance may not be well cov-
ered in the checklist. In addition, we have only
begun to evaluate the checklist with guideline
developers who were not involved in its develop-
ment (e.g., in a project focusing on rare diseases
[www.rarebestpractices.eu]). However, we will
solicit feedback from users of the online version
of the checklist and use it to revise the checklist
and keep it up to date.

Conclusion
Our checklist represents a comprehensive list of
items to consider during the development of
guidelines. Although the checklist covers all
stages in the guideline process, from planning to
implementation of a guideline, there are several
areas in the guideline enterprise for which further
guidance is needed, as shown by the deficiency of
detail about specific items we identified. Current
guidelines for guidelines and guideline develop-
ment manuals place a heavy focus on systematic
reviews of the evidence and clinical outcomes,
whereas less attention is paid to providing guid-
ance on considering resource use, patients’ and
consumers’ values and preferences, and equity.
Similarly, there are several areas for which
training tools and resources for implementation
of the steps are lacking. Manuals describe the
overall steps and considerations needed in devel-

oping guidelines, but specific details about how
the process is accomplished are often omitted.
Details about guideline group interaction and
group processes such as conflict resolution may
be internally documented, but support through
tools or learning materials would be useful to
individuals seeking instruction for developing
their own guidelines. Moreover, instructions
about the practical steps and processes for guide-
line development would ensure consistency
among different guideline groups within an orga-
nization. Our checklist focuses on the processes
and practical steps of guideline development.

The checklist is intended for use by guideline
developers to plan and track the process of
guideline development and to help the develop-
ers ensure that no key steps are missed. Guide-
line developers may, with justification, skip
items that may not be applicable to the specific
guideline or the organization. However, follow-
ing the steps will ensure that key items are cov-
ered and increase the likelihood of the guideline
achieving higher scores when evaluated with
credibility assessment tools. Users of the check-
list should become familiar with the topics and
items before applying them and realize that the
items are interrelated and not necessarily sequen-
tial (Figure 2).

As part of our work with the Grading of Rec-
ommendations Assessment, Development and
Evaluation (GRADE) Working Group (www
.gradeworkinggroup.org) and the DECIDE pro-
ject (www.decide-collaboration.eu), we will
implement this checklist in our electronic, Web-
based Guideline Development Tool (www
.guidelinedevelopment.org), freely available to
nonprofit organizations.

Future work will focus on our obtaining addi-
tional feedback through crowdsourcing, keeping
this checklist up to date and providing further
practical, training and learning resources on our
interactive website (http://cebgrade.mcmaster.ca
/guidecheck.html) and the electronic Guideline
Development Tool. This work will include more
formal testing and assessment of which steps are
proving to be most time and resource intensive.
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Box 3 (part 1 of 10): Checklist for guideline development

The checklist is organized into 18 topics, each with corresponding items to consider. Users of the checklist should review all topics and
items before applying them, because the items are not necessarily sequential and many are interconnected. The brief examples
included with some items are for clarification and elaboration; they are not meant to be extensive instructions for how to accomplish
the steps. Instructions and suggestions for accomplishing the steps can be found in the source documents referenced and in the
resources suggested in the interactive online version of the checklist (http://cebgrade.mcmaster.ca/guidecheck.html). See Appendix 1
(available at www.cmaj.ca/lookup/suppl/doi:10.1503/cmaj.131237/-/DC1) for a glossary of terms appearing in the checklist.

[}
%
g =2
KT
g— ©
o
S b4 Guideline development steps Sources, reference nos.
1. Organization, budget, planning and training
O 1. Establish the structure of the guideline development group and determine the roles, 20, 32-36, 39, 42-45,
tasks and relationships among the various groups to be involved (e.g., oversight 56, 57, 72, 88
committee or body to direct guideline topic selection and group membership, a working
group consisting of experts and methodologists to synthesize evidence, a secretariat to
provide administrative support, a guideline panel to develop recommendations, and
stakeholders and consumers for consultation). See also topics 3, 4 and 6
O O 2. Perform a thorough assessment of the proposed guideline development project with 20, 32, 35, 37, 40,
respect to financial and feasibility issues concerning the guideline development group 42-46, 47,57, 58, 71, 88
(e.g., availability of resources to complete the project, expected commitment from
guideline panel and staff).
O O 3. Obtain organizational approval to proceed with the guideline project. 2, 20, 33-35, 37, 42, 43,
45, 46, 58
O O 4. Prepare a budget for the development of the guideline, outlining the estimated costs 3,37,41,45, 71
for each step (e.g., remuneration of working group members and staff, cost of
outsourcing certain tasks to outside organizations or groups, travel expenses, and
publication and dissemination expenses).
o 0O 5. Determine whether guideline panel members will be provided any payment or 3,34, 47,57
reimbursement for their time or will work as volunteers.
O O 6. Obtain or secure funding for the development of the guideline, with attention to 1, 20, 43, 45, 46, 56,
conflict-of-interest considerations. See also topic 7 57, 89
O O 7. Outline and arrange the administrative support that will be required to facilitate the 20, 32, 37, 40, 42, 43,
guideline development process (e.g., a secretariat of the working group to organize 45, 56, 57, 88
and obtain declaration of interests and to arrange group meetings).
O O 8. Plan and prepare for training and support that will be required for those involved in the 2, 3, 39, 42-45, 60, 64,
guideline development process (e.g., conflict-of-interest-related education or training 70, 72, 88
for guideline panel members, and teaching sessions for patients to be involved in the
guideline group). See also topics 4 and 6
O O 9. Set a timeline for the completion of the guideline and target dates for the completion 20, 33, 34, 37, 40, 42,
of milestones in the guideline development process. 43, 45, 46, 56, 58, 71, 88
O O 10. Determine what, if any, legal considerations are relevant for the planned guideline 2,3, 20, 37, 42, 43, 45,
(e.g., reimbursement policies for orphan drugs). 46, 81, 94
O O 11. To keep the guideline development group on track, prepare a protocol for the entire 1, 2, 23, 32-35, 37, 39,

guideline that can be completed as the project progresses, including an outline of the
overall goals and objectives for the guideline, the timeline, task assignments, steps that will
require documentation of decisions and the proposed methods for all steps (i.e., those
covered in this checklist, such as the methods for forming the guideline group, selection of
topics to be covered in the guideline, consensus methods, consultation methods, and
methods for the evidence search and selection).

2. Priority setting

o ad

1.

Decide on a process for priority setting of guideline topics and who will be responsible
for directing the process (e.g., priorities set by oversight committee at headquarters of
sponsoring organization, or priorities referred by government ministries of health or by
professional societies).

Apply a systematic and transparent process with specific criteria for the proposal of a
guideline topic during priority setting (e.g., high prevalence and burden of disease,
avoidable mortality and morbidity, high cost, emerging diseases or emerging care
options, variation in clinical practice, and rapidly changing evidence).

42, 44, 45, 56, 57, 70,
74, 90

7, 20, 32-37, 39, 41-43,
45, 47, 56, 71, 87

7, 20, 32-37, 39, 41-43,
47, 56, 57, 71, 87
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O

O

O

O

O

O

O

O

guideline topics.

3. Guideline group membership
1.

Seek multidisciplinary representation for the guideline development group, including
members from the target audience, patients, caregivers, frontline clinicians, content
experts, methodology experts and experts in health economics, to fulfill the roles
required (e.g., for the working group, guideline panel). See also topic 6

Decide on methods for recruitment and enrolment of members for the guideline
development group (e.g., widespread advertising of posts, competitive appointment by
interview).

Achieve a topic-appropriate balance of expertise and adequate representation for the
guideline panel (e.g., experts and primary care physicians who form the target audience,
and sex and geographic distribution of panel members), which may be iterative if
additional members are required as the target audience and topics within the guideline
are refined. See also topic 5

Consider the optimum size for the guideline development group, particularly the
guideline panel (e.g., if too small, the group may lack sufficient experience, content
expertise and wide representation; if too large, it may lack cohesiveness and effective
group interaction).

Outline roles for the group members and the tasks they will be responsible for (e.g., forming
a writing team, taking meeting minutes and documenting decisions, providing methodology
consultation, conducting systematic reviews and obtaining other evidence, providing
perspective of patients, and providing perspective of specialist clinicians).

Select group leader(s) or chair(s) experienced in group facilitation, maintaining
constructive dynamics, and identifying and resolving conflicts who will remain neutral
and objective and who have methodologic expertise and content expertise.

To ensure transparency, document the process used to select guideline group members
and their roles.

4. Establishing guideline group processes
1.

Establish how and how often communication with guideline panel members and other
groups will take place, establish who will be responsible for making the arrangements,
and consider when to deviate from this approach.

Set expectations and awareness of the group process through an introduction, training
and support for the guideline development group members (e.g., setting ideal
conditions for group discussion and decision-making).

()]
2

: -

(]

. &

E 3

V) =z Guideline development steps Sources, reference nos.

O O 3. Involve appropriate stakeholders in the priority setting and selection of guideline 32-34, 36, 37, 39,
topics (e.g., clinicians, professional societies, policy-makers, payers and the public). 42-45,71, 72, 87
See also topic 6

O O 4. Consider and decide how different perspectives on the importance and resources 1, 23, 32, 34, 36, 37,
required for implementing the guideline recommendations will be considered 42, 46, 47, 57, 71, 94,
(e.g., perspectives of patients, payers, clinicians and public health programs). 99
See topic 11

O O 5. Search for any existing up-to-date guidelines covering the proposed topic and assess 20, 32-39, 42, 43, 45,
their credibility (e.g., AGREE I). Determine whether the existing guideline(s) can be 47, 56, 57, 71, 99
adapted or whether a completely new guideline should be developed. See also topic 10

O O 6. Discuss the need or opportunity to partner with other organizations that develop 3, 11, 32, 33, 37, 41, 45
guidelines to determine whether a collaborative effort will be sought for the
development of the guideline, or any part of the guideline.

O O 7. Perform a scoping exercise for the proposed guideline topic with respect to 1,3,9, 20, 23, 32, 33,
implementation issues and barriers to change (e.g., if developed, the guideline is likely 35, 37, 39, 42-47, 56,
to improve health outcomes, implementation of health care recommendations is 57,71,94
feasible, resources are available).

O O 8. Select or provide a consensus method to be used to agree on the priorities set and the 20, 33, 37,42, 43,71,
guideline topic selected (e.g., voting, Delphi consensus). See also topic 4 87

O O 9. To ensure transparency, document the processes used to set priorities and to select 20, 33, 35, 37, 42, 43,

71, 87

1-3, 5,7, 20, 33-35,
37-47, 56, 57, 72, 86

3, 5, 33-35, 37, 41-43,
56, 72, 88

1,3,5,7, 20, 32-34,
37-39, 4145, 57, 72,
88

2,3,5,7,20, 33,37,
39, 42-45, 56, 72, 88

3,57,
40, 4

7, 20, 32-34, 37—
2-45, 5

5,56, 72, 88

2,3,5,7,20, 32, 33,
37-39, 41-45, 56, 72, 88

1,2,5,32, 33,37, 42,
43, 45, 46, 72, 88

3,5, 20, 32, 33, 37,
42-44, 56, 72, 88

2,3,7,20, 32, 39, 43,
45, 47, 56, 63, 72, 88
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S = Guideline development steps Sources, reference nos.

O O 3. As part of the training for the guideline development group, ensure that group 3, 20, 32, 39, 43-45, 47,
members understand what the process and proposed methods will be and that they 56, 63, 72, 74, 88
need to be adhered to (e.g., consensus methods that may be used, anonymous or non-
anonymous voting, assessment of evidence, group discussion and contribution of ideas).

O O 4. Aim to set optimal conditions for group members to be provided equal opportunities 2,3,7,32, 33,43, 45,
to contribute ideas and for their ideas and arguments to be given appropriate 47, 56, 63, 72, 74, 88
consideration (e.g., during group discussion, decision-making and formulation of
recommendations).

O O 5. Establish methods for dealing with conflict or disputes among group members and 32, 33, 44, 45, 47, 56,
dysfunction in the group process. 63, 74, 88

O O 6. Provide opportunities for discussion and feedback about the group process throughout E, 43
the guideline development project.

O O 7. Establish a method for structured and timely distribution and archiving of documents 32, 39, 42, 44, 56, 88
used and produced in the guideline development.

O O 8. Set a quorum for meetings (e.g., 75% of group must be present to formulate 20, 32, 33, 37, 42
recommendations), but expect that all group members attend all meetings as much as
possible.

O O 9. Set or plan times and locations for meetings (virtual or in person) in advance and 5, 20, 33, 37, 39, 42,
prepare a scope and specific agenda for each meeting. 44, 45, 47, 56, 72, 88

O O 10. Keep a record of all meetings with minutes (e.g., who attended, what was the agenda, 5, 20, 32, 42, 44, 88

what decisions were made, what the next steps will be) and determine whether not to
make the minutes publicly or internally available.

5. Identifying target audience and topic selection

O

O

O

O

O

O

1.

Identify, define and/or review the primary audience (e.g., primary care physicians, health
program managers) and secondary audience(s) (e.g., hospital administrators) for the
guideline and determine how many audiences can be addressed with the guideline.

Consult appropriate stakeholders about the identified target audiences to ensure
they are applicable for the guideline topic and that no relevant audience is missed.
See also topic 6

Establish a method and criteria to generate and prioritize a candidate list of topics to
be addressed within the guideline (e.g., where evidence is most confusing or
controversial, where there is currently uncertainty or inconsistency in practice, where
questions exist about screening, diagnosis and treatment).

Consult appropriate stakeholders to ensure all relevant topics for the guideline have
been identified and will meet the needs of the target audience(s). See also topic 6

Select or provide a consensus development method to be used by the group in agreeing
on the final topics to be addressed within the guideline (e.g., Delphi method, nominal
group technique).

To ensure transparency, document the processes used to identify the target audience(s)
and to select the topics for the guideline.

6. Consumer and stakeholder involvement

O

O

O

O

1.

Identify the appropriate stakeholders to involve and consult with in the development of
the guideline to incorporate views of all those who might be affected by the guideline
(e.g., professional groups, health managers, policy-makers, industry representatives).

Identify the appropriate consumers to involve and consult with in the development of
the guideline (e.g., individual patients, people who provide nonreimbursed care and
support to patients, members of the public as potential patients and as funders of
health care through taxation, community organizations that represent the interests of
patients, and advocates representing the interests of patients and people who care for
patients).

1,2, 7,20, 23, 32, 35,
37-39, 42, 44, 45, 47,
66, 86

20, 39, 44, 86

3, 8, 20, 32-34, 36-39,
42-45, 47, 56, 57, 66,
87

3, 20, 33, 36, 37, 39,
42-44, 87, 93

37, 42, 56, 87

1,23, 33, 37, 39, 44,
66, 86, 87

1-3, 33, 35, 37-39, 43,
44, 46, 47, 56, 57, 60,
64,72, 94

1-3, 7, 35, 38, 39,

43-46, 56, 60, 64, 72,
93
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S =z Guideline development steps Sources, reference nos.

O O 3. Establish methods for consumer and stakeholder involvement and maintain a registry 2,3,5,7, 33, 35, 37-39,
of stakeholders for the guideline (e.g., enroll consumer and stakeholder members to 42-44, 46, 47, 56, 60,
participate directly on the guideline panel, announce call for separate consumer and 64,72, 93, 94
stakeholder meeting[s] or workshopls], distribute documents and feedback
electronically, have an open period for review of documents and feedback).

O O 4. Provide information (e.g., training and introduction sessions) for consumers and 2,3,7,43,44,64,72,
stakeholders involved directly on the guideline panel to clarify roles and maximize 93,94
contributions (e.g., information on evaluating evidence objectively and avoiding
recommendations based on self-interests).

O O 5. Determine the roles, tasks and timing for consultation with consumers and stakeholders 3, 7, 35, 38, 39, 43, 44,
not directly participating on the guideline panel (e.g., at specific milestones during the 46, 47,64,72,79,94
guideline development process, include opportunities to comment on priority setting,
suggest topics for the guideline, identify target audience, identify patient-important
outcomes, identify additional evidence, point to consequences that the panel has not
considered and review the final guideline draft).

O O 6. Develop or adopt standard templates for consumer and stakeholder input and 33,42,43,44,94
comments during consultation, with clear instructions or training modules to ensure
effective input.

O O Offer adequate time for consumer and stakeholder feedback and consultation. 33,44, 64,94

O O Set a policy and process for handling consumer and stakeholder feedback and dealing 33, 42, 43, 45, 64, 79,
with different perspectives (e.g., ensure that diverse perspectives are taken into account 94
in making decisions, provide transparent rationale for judgments made, provide an
appeal process for stakeholders, and publish consultation comments and the guideline
development panel’s responses).

O O 9. To ensure explicit and transparent methods, document the enrolment and selection 1, 33, 42, 44, 46, 64,
of consumers and stakeholders for the guideline panel and the involvement and 72,94
consultation with all other consumers and stakeholders.

7. Conflict-of-interest considerations

O O 1. Set a policy for declaration of interests by individual participants at admission to the 2,3,5,7, 20, 33, 35,
project, including potential guideline panel members before their involvement 37-39, 41-46, 56, 58,
(e.g., what interests should be disclosed [e.g., financial, intellectual, academic/clinical, 62, 66, 73, 89
competitive interests of the professional society]).

O O 2. Set a policy for determining conflicts of interest and an approach for collecting and 2,3,5,7, 20, 33, 35,
updating declarations of conflicts of interest (e.g., how and what level of financial 37, 39, 41-46, 56, 58,
interest should be disclosed, how long the period covered by the disclosure should be, 62, 66, 73, 89
who will judge what constitutes a conflict).

O O 3. Provide clear instructions and training to the potential guideline group members on 3,7, 20, 33,37, 39, 42—
how to complete the conflict-of-interest disclosure, including a list of the members who 45, 56, 58, 62, 66, 73,
must declare conflicts of interest and the types of interests to declare (include 89
examples).

O O 4. Set a policy for managing conflicts of interest (e.g., allow individuals with conflicts of 2,3,5,7, 20, 33, 35,
interest to participate in the guideline development but exclude them from voting on 37, 39, 41-46, 56, 58,
specific recommendations related to the area of conflict; ensure that the chair has no 62, 66, 73, 89
conflicts of interest; have evidence summaries prepared by unconflicted methodologists).

O O 5. Set a policy for managing conflicts of interest with respect to funding of the guideline 1, 45, 46, 60, 73, 89
development activities (e.g., advocate for public funding, no commercial sponsorship,
commercial sponsorship from entities unrelated to topic of guideline, commercial
support for nondirect activities such as translation, no single-source sponsor).

O O 6. Disclose and publish the funding source and describe the role of the sponsors and 1-3, 20, 23, 38, 45, 46,
support provided for the development of the guideline. 56, 57, 60, 83, 89

O O 7. Explicitly disclose, publish and describe conflicts of interest of the guideline group 1-3, 5, 7, 20, 23, 35, 37,
members, particularly where the conflicts bear on specific recommendations. 39, 42-46, 56, 57, 62,

83, 89
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Completed
Not applicable

Guideline development steps

Sources, reference nos.

8. Question generation

O O 1. Establish methods for generating the questions for the guideline, prioritizing questions,
and selecting and ranking outcomes.

O O 2. Generate and document the key questions (e.g., clinical, health, policy, cost-effectiveness)
to be answered in the guideline using a standard format (e.g., PICO [patient/problem,
intervention, comparison, outcome] framework). If it is not feasible to answer all questions
(e.g., because of limited time or resources), determine the criteria by which the questions
generated will be prioritized (e.g., by surveying guideline panel members and other
stakeholders).

O O 3. Explicitly describe the population to whom the guideline is meant to apply. Take into
consideration specific characteristics of the population, such as prevalence of multiple
comorbidities in the population, geographic setting and equity issues (e.g., plausible
reasons for anticipating differential relative effects across disadvantaged and
advantaged populations).

O O 4. Determine whether or not regulatory approval is required for considering interventions
in guidelines (e.g., for international guidelines, this may be not relevant because
regulatory approval may not be available or present in all target countries).

O O 5. Explicitly describe the intervention(s) and comparator(s) to be considered in the
guideline and develop an analytic framework depicting the relationships among
interventions and outcomes. Identify whether or not multiple (treatment) comparisons
should be included.

O O 6. ldentify the important outcomes (e.g., outcomes along the clinical pathway; morbidity,
quality of life, mortality), including both desirable (e.g., benefits, less burden, savings)
and undesirable (e.g., harm, burden, costs and decreased patient autonomy) effects.
Do not ignore important outcomes for which evidence may be lacking,

O O 7. Determine the setting (e.g., countries, hospitals) or include it in the considerations
about the population (i.e., population cared for in tertiary care hospitals).

O O 8. Mandate a preference for patient-important outcomes over surrogate, indirect
outcomes. Consider appropriateness of surrogate outcomes along the causal pathway
when data for a patient-important outcome is lacking.

O O 9. Rank the relative importance of the outcomes, taking into consideration the values
and preferences of the target population.

O O 10. Determine or develop a process for determining a priori the magnitude of effect
for the individual outcomes that is judged as important to the target population.

O O 11. Involve all guideline group members and consult consumers and stakeholders to ensure
broad representation from the target population in generating the questions and
selecting and rating the important outcomes.

O O 12. To ensure explicit and transparent methods, document the generation and prioritization
of questions, the selection and ranking of outcomes, and stakeholder and consumer
consultation.

O O 13. To help direct the evidence review, ensure that the guideline protocol outlines the
target population, target condition, outcomes and key questions considered.

9. Considering the importance of outcomes and interventions, values, preferences and utilities

O O 1. Decide whether the relative importance of outcomes and interventions, values,
preferences or utilities of consumers and stakeholders (e.g., patients and target
audience) to inform decisions and deliberations during the guideline development will
be elicited indirectly or directly (e.g., review of the published literature v. consultation
with consumers).

O O 2. Establish methods for consultation with consumers and stakeholders to obtain
information about the relative importance of outcomes and interventions, values,
preferences or utilities (e.g., involvement of consumers on guideline panel, surveys or
focus groups with broader representation of consumers).

2,3,5,8, 20, 33, 35-39,
42-45, 47, 56, 57, 60,
66, 75, 90

1-3, 5, 8, 20, 33-39,
42-45, 47, 56, 57, 60,
66, 75, 90

1-3, 5,9, 20, 23, 32, 33,
41-45, 48, 51-54, 57,
73, 87

3, 20, 32, 39, 42, 45,
46, 81,94

2,3,5,8, 20, 23, 32,
33, 35-37, 39, 42-47,
56, 76, 90

1-3, 5, 8, 20, 32, 33,
35-39, 42-47, 56, 75,
90

3, 20, 37, 42, 43, 45,
47, 66, 75, 90

3,5, 8, 20, 37, 39, 42,
43, 47,75, 90

3, 5, 20, 33, 35, 37, 39,
42, 44, 45, 75, 90
5,90

3, 20, 37, 39, 42, 45,
72,75, 94

20, 33, 42, 45, 66, 90

1,2,5, 23,33, 35,42,
44, 66, 90

1-3, 5,7, 20, 33, 35, 37,
43-46, 56, 72, 79, 93

3,7,43,44,79, 93
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(e.g., by considering religious, social, or cultural convictions).

10. Deciding what evidence to include and searching for evidence

o
I
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O b4 Guideline development steps Sources, reference nos.

O O 3. Determine whether a structured approach will be used to assess the confidence E, 79
(i.e., quality of the evidence) in the obtained importance ratings, values, preferences
and utilities.

O 4. Determine whether modelling will be used to integrate the relative importance of outcomes  E, 8, 79
and interventions, values, preferences or utilities and how modelling will be done.

O O 5. Determine whose perspective(s) will be considered when obtaining information about 7,20,37,79,93
the relative importance of outcomes and interventions, values, preferences or utilities
and when making decisions or formulating recommendations (e.g., patients, public,
society, clinicians).

O O 6. Consider and document approaches for dealing with conflicting ratings of relative 5,37,44,79, 93
importance for outcomes and interventions, values, preferences or utilities (e.g., patient
v. caregiver or health care provider, patient v. public).

O O 7. To ensure explicit and transparent methods, document how information was obtained 1,5, 35,43,44,72,79,
about the relative importance of outcomes and interventions, values, preferences or 93
utilities.

O O 8. Document whether ethical considerations, such as whether recommendations should 93
give special consideration to certain patient groups or conditions (e.g., older patients,
rare diseases, patients affected by health inequalities).

O O 9. Decide how to consider ethical or moral values in making health care recommendations 102

O O 1. Follow methods for systematic reviews (either full systematic reviews or rapid systematic ~ 1-3, 5, 8, 20, 32-47, 56,
reviews depending on the topic and organization’s framework) or provide a rationale 57,77, 92
for why this is not done.

O O 2. Develop a protocol for locating, selecting and synthesizing the evidence (e.g., conduct 1-3, 5, 8, 20, 23, 32-47,
a search for existing systematic reviews, conduct a new systematic review and search 56, 57, 77, 90
the grey literature) and determine the types of evidence to include (e.g., databases
searched, types of studies, inclusion and exclusion criteria, searching for specific studies on
adverse effects or deciding to abstract information on adverse effects from studies on
benefit).

O O 3. Decide who will develop the search strategies and perform the search and selection of 3, 5, 20, 32-35, 42-45,
evidence (e.g., working group of guideline development group, outsource to external 56, 77, 88
agency, form a relationship between guideline development group and external agency
to collaborate on development of the guideline).

O O 4. Using a validated tool, critically appraise existing systematic reviews selected to be included 3, 5, 8, 20, 34-39,
to ensure they are of adequate quality and appropriate for use in the guideline. 42-45, 56, 77, 92

O O 5. If an existing systematic review is updated or requires updating, determine how new 37, 45, 57, 92
evidence will be included and how those who conducted the review will be contacted
and possibly involved in the update.

O O 6. If a new systematic review is required, conduct an assessment to determine whether 37,39, 45,77
adequate resources (e.g., time and funding) are available to conduct a full systematic
review.

O O 7. If resources are limited, consider applying a rapid assessment methodology and explicitly 32, 37, 45, 77
describe the methodology, noting important limitations, uncertainties, and the need
and urgency to undertake a full systematic review.

O O 8. Establish methods for identifying additional evidence and unpublished data (e.g., obtain 32, 33, 35, 42, 47, 77,
suggestions from guideline panel members, consult with stakeholders). 90

O O 9. Set a policy for handling expert input (i.e., expert opinion is not evidence per se and 3,32,34,35,76
should not be used as evidence; rather, experience or observations that support expert
opinions should be described, identified and, if possible, appraised in a systematic and
transparent way [e.g., in the conceptual framework]).

O O 10. To ensure explicit and transparent methods, document and publish the search and 1,2, 20, 23, 32, 33, 35,
selection of evidence, the judging of eligibility, the range of evidence included and the 37,39, 42, 46, 47, 57,
search strategies used. 92
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Completed

Not applicable

Guideline development steps

Sources, reference nos.

11. Summarizing evidence and considering additional information

O

O

1.

Summarize the evidence using a concise summary (e.g., evidence table, evidence profile
or summary of findings table) of the best available evidence for each important
outcome, including accuracy of diagnostic tests, anticipated benefits, harms, resources
(costs), rating of the quality of evidence, and a summary of the relative and absolute
results/estimate of effect for each outcome.

Provide a summary of the additional information needed to inform recommendations
(e.g., qualitative narrative summary, evidence table), including values and preferences,
factors that might modify the expected effects, need (prevalence, baseline risk or
status), effects on equity, feasibility and the availability of resources.

Establish methods for obtaining information about resource use and cost (e.g., searching
for existing economic evaluations, developing economic model, performing cost-
effectiveness analysis).

Identify the costs, resource use and, if applicable, cost-effectiveness and describe the
nature of the costs (patient, community, society) (e.g., affordability considerations,
estimates of resource use and acquisition costs weighed directly against evidence of
benefits and harms of an intervention).

To ensure transparent methods, document how the additional information is to be
incorporated with the synthesized evidence (e.g., formal consensus on patient values,
consensus on equity issues, formal economic analysis, consideration of disaggregated
resource use data in a qualitative manner).

Provide training about the use of the evidence tables and opportunities for discussion
to ensure that all members of the guideline panel are familiar with the tables and use
them in the appropriate manner.

In addition to the evidence summary, make available the full systematic review(s) and
the original studies and other sources of evidence for the guideline panel to inform
deliberations (e.g., set up a collaborative website or make sources of evidence available
at meetings and via electronic communication).

12. Judging quality, strength or certainty of a body of evidence

O

O

O
O

O

O

O
O

1.

Select a framework outlining the criteria to be considered in rating the quality of
evidence (e.g., GRADE, US Preventive Services Task Force). Avoid modifying grading
tools.

Decide who will be responsible for appraising the quality of evidence (e.g., unconflicted
methodologists participating in the working group).

Assess the quality of evidence for each important outcome.

Assess the overall quality of evidence (e.g., lowest quality of evidence from outcomes
rated as most important or critical, or highest quality of evidence when all outcomes
point in the same direction).

Report the quality of evidence assessed for the outcomes and the body of evidence.

6. To ensure they are explicit and transparent, document the judgments made in

appraising the quality of evidence.

13. Developing recommendations and determining their strength

O

O

O

O

1.

2.

Apply a framework outlining the factors to be considered to arrive at a
recommendation.

Plan and share the logistical details of the consensus meeting(s) during which
recommendations will be formulated with the participants, including distribution of
documents required for the meeting (e.g., evidence summaries, evidence-to-
recommendation tables), setting an agenda for the meeting(s) and selecting a consensus
development method to be used by the group in agreeing on judgments (e.g., Delphi
method, nominal group technique).

1, 3,5, 8, 20, 23, 32-39,
42-47,77, 92

1-3, 5, 8, 20, 33-35, 37,
39, 42-45, 57, 65, 66,
77, 80-82, 91, 93

1-3, 5, 8, 20, 33, 35, 37,
39, 42-47, 80, 91

1-3, 5, 8, 20, 33, 35, 37,
39, 42-47, 80, 91

3,5, 8,20, 23, 33-35,
37,39, 42, 44-47, 77,
81,91, 93

44,70, 88

44,77

2,3,5,8, 20, 32-37,
39-47, 56, 78, 92

20, 34, 39, 43, 44, 97

5, 8, 20, 33, 35, 36, 39,
42,44, 45,78, 92

5, 8, 20, 32, 33, 35-37,
39, 42, 44-47, 56, 78,
92

2, 8, 20, 32, 36, 37, 39,
44-46, 83, 97

2, 5,20, 32, 33, 35, 37,
39, 42, 44-47, 78, 92

1,3, 5,8, 23, 32-39,
42-47, 56, 57, 78, 96

5, 34, 45, 47, 56
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o O 3. Review the factors of the framework that influence the recommendation, including 1-3, 5, 8, 20, 23, 32,
the direction and strength (e.g., the types of evidence and information relevant to the 35-39, 42-45, 47, 57,
analysis, focusing on the balance between desirable and undesirable consequences 65, 78, 96
informed by the quality of evidence, the magnitude of the difference between the
benefits and harms, the certainty about or variability in values and preferences, resource
use, equity and other factors).

| | 4. |If applicable, make provisions for formulating recommendations in situations where 8, 20, 33, 35, 37, 39,
there is insufficient evidence or very-low-quality evidence (e.g., conditional 42, 44, 45, 96
recommendation with judgments laid out transparently; no recommendation if the
guideline panel feels there is substantial risk that their decision may be wrong;
recommendation that the intervention be used in the context of research
complemented by guidance for what are the best management options until further
research becomes available).

O O 5. Make provisions for formulating research recommendations and decide where to report 8, 39, 42-45, 85, 96
them (e.g., in the guideline appendix, suggest the specific research questions, specific
patient-important outcomes to measure and other relevant aspects of what research is
needed to reduce the uncertainty about the benefits and/or undesirable downsides of
the intervention).

O O 6. Formulate the recommendations and summarize the rationale for each recommendation 1, 3, 8, 20, 23, 33, 35-
(e.g., narratively or in a table), including details about the judgments made by the 38, 42-46, 83, 96, 97
group and the explicit link between the recommendation and evidence supporting the
recommendation.

O O 7. Select a method for rating the strength of the formulated recommendations to inform 2,3,5,8, 20, 32, 33,
the audience of the guideline about the degree of the guideline group’s confidence 36, 37, 39, 40, 43-47,
about following that recommendation. 56, 78, 96

O O 8. Select a consensus development method to be used by the group in rating the strength 5, 20, 37, 43-45, 88
of recommendations (e.g., Delphi method, nominal group technique, voting).

O O 9. Provide suggestions about whether the recommendations are appropriate to serve as 3,9, 20, 33, 56, 96
performance measures/quality criteria (e.g., management options associated with strong
recommendations based on high- or moderate-quality evidence are particularly good
candidates for quality criteria; when a recommendation is weak, discussing with patients
the relative merits of the alternative management strategies and appropriate
documentation of this interaction may become a quality criterion).

O O 10. To ensure they are explicit and transparent, document the judgments made in 1-3, 5, 20, 23, 32, 33,
formulating the recommendations and determining their strength. 35-37, 43, 45-47, 57,

83, 96

14. Wording of recommendations and of considerations of implementation, feasibility and equity

O O 1. Decide on standardized wording to use for recommendation statements to ensure 1-3, 5, 8, 20, 32, 33, 37,
clarity and to maintain consistency throughout the guideline. Avoiding wording that 39, 42, 45-47, 56, 96
may be vague and nonspecific.

O O 2. Write the recommendations in a way that is actionable. Provide sufficient information 1-3, 8, 20, 23, 32, 37,
so that it is not necessary for guideline users to refer to other material in order to 39, 42, 45, 46, 56, 83,
understand the recommendation. 97

O O 3. Provide clear direction or an interpretation aid to describe the implication of the 8, 20, 23, 32, 33, 37,
strength of recommendation for clinicians, patients, policy-makers and other target 39, 47, 56, 96
audience groups.

O O 4. Indicate in the recommendation statements the population for which the 8, 20, 23, 32, 33, 37,
recommendation is intended, the intervention being recommended and the alternative 42, 56, 96, 97
approach(es) or intervention(s).

O O 5. Include remarks that describe the context, feasibility and applicability of the 3,5, 8, 20, 23, 32, 33,
recommendation and highlight key considerations such as equity issues and specific 37, 42, 56, 57, 65, 79,
conditions that might apply to the recommendation (e.g., whether the conditions 81, 82, 96
outlined apply to a specific subpopulation, specific types of the intervention, for certain
values and preferences, when certain resources are available).
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embed recommendations within long paragraphs, group recommendations together in
a summary section).

15. Reporting and peer review

o 0O 1.
o 0O 2.
o 0O 3
o 0O 4
o 0O 5
o 0O 6
o 0O 7
o 0O 8.

Develop or adopt a standardized format for reporting the guideline, with specific
structure, headings and content.

Decide on the format(s) to be prepared for the guideline product(s) (e.g., full guideline,
full guideline with technical report/systematic reviews, brief guideline for clinicians or
policy-makers, consumer version for patients) that will correspond to the dissemination
plan. See also topic 16

Decide who will be responsible for writing the guideline product(s) (e.g., subcommittee
of the guideline working group) and decide on authorship (e.g., individual authors,
organization as author, working group as author). See also topic 1

Conduct a review of the final draft of the guideline report(s) by all members of the
guideline development group, allowing sufficient opportunity for feedback, editing and
revisions.

Seek approval from all members of the guideline development group for the final
document(s).

Initiate organizational (i.e., internal) peer review.

Decide on the method(s) for external peer review to review the final document(s) for
accuracy, practicality, clarity, organization and usefulness of the recommendations, as
well as to ensure input from broader and important perspectives that the guideline
group did not encompass (e.g., invited peer review, public consultation period with
incorporation of feedback and responses from the guideline development group, peer
review provided by peer-reviewed journal).

Document the internal and external peer review process and, if applicable, publish
consultation comments and the guideline development group’s responses.

16. Dissemination and implementation

o o 1
o o 2
o o 3
o O 4

Prepare an active dissemination plan with various approaches to enhance the adoption
of the guideline (e.g., make guideline available online, develop formal relationships
with those in health care systems responsible for guideline dissemination and
implementation to support guideline uptake, conduct press conference, develop social
media strategy, disseminate guideline at professional society meetings, publish
guideline in journal that is accessed by target audience).

Develop or adapt tools, support and derivative products to provide guidance on how
the recommendations can be implemented into practice (e.g., develop mobile
applications, integrate guideline with clinical decision support systems, make guideline
adaptable as an educational resource for target audience for education outreach).

Make considerations for adaptation of the guideline and provide specific instructions for
how target end users who would like to adapt the guidelines to other contexts can do
so in a systematic and transparent way (e.g., modifying a recommendation based on
local resources and baseline risk, implications that deviate from the judgments made by
the guideline panel).

Set rules and regulations for translation of the guideline into other languages
(e.g., allow translation by third-party organizations following approval by the guideline
group, include staff responsible for translation in guideline working group).

(]
8
i
(]
s &
§ 5
V) z Guideline development steps Sources, reference nos.
O O 6. Report the quality of evidence and the strength of recommendation in proximity to the 3, 8,23, 32, 33,37, 43,
recommendation statement. 45-47, 56, 83
O O 7. Establish methods to be used by the group in agreeing on the final wording of 5, 20, 45, 46, 56, 96
recommendation statements (e.g., review and approval, formal consensus).
O O 8. Report the recommendations in a way that is comprehensible and visible (e.g., do not 1,3, 8, 39, 42, 44, 56,

97

5, 23, 34, 35, 37-46, 56,
58, 83, 97

3,9, 20, 32, 34-37,
39-46, 56, 57, 83, 97

5, 20, 32, 33, 35, 37,
39, 42, 44, 45, 57, 97

5,32, 33, 42, 43, 45,
85, 97

3,5, 32, 35, 36, 42, 45,
46, 56, 72

5,9, 32-37, 41-45, 56,
85, 97

1-3, 5, 9, 32-35, 37-46,
56, 57, 70, 85, 97

2,9, 23, 32-34, 41-43,
45, 46, 56, 85, 97

3, 5,9, 20, 34-40, 42,
44-47, 56, 57, 84, 98

1,3,5,9, 20, 23, 32,
35-37, 41-46, 82, 97

1,44-47, 82, 99

41, 45, 99
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Completed
Not applicable

Guideline development steps

Sources, reference nos.

o ad
o ad
o ad
o ad
o ad
o ad

o ad
o ad
o ad
o ad
o ad
o ad

18. Updating
1.

17. Evaluation and use
1.

Conduct an internal evaluation (i.e., self-assessment) of the guideline development
process, including the guideline panel meeting(s) held to formulate recommendations,
by asking guideline group members for feedback.

Consider pilot testing the guideline with the target end users (e.g., members of target
audience and stakeholders who participated in the guideline development group).

Provide criteria and tools for target end users to monitor and audit the implementation
and use of the guideline recommendations (e.g., identify outcomes that should change
with implementation and suggest methods for measuring the outcomes).

Provide support and tools for prospective evaluation of the guideline to determine its
effectiveness after implementation (e.g., use randomized evaluations where possible,
use before—after evaluations cautiously because of uncertainties regarding the effects
of implementation).

Consider the potential involvement of the guideline development group in prospective
evaluation(s) of the guideline (e.g., partnering with organizations that implement the
guideline to plan evaluation studies).

Plan to collect feedback and evaluations from end users to identify how to improve
the intrinsic implementability of the recommendations in subsequent versions of
the guideline.

Set a policy, procedure and timeline for routinely monitoring and reviewing whether
the guideline needs to be updated (e.g., update systematic review every 3 years to
determine whether new evidence is available).

Decide who will be responsible for routinely monitoring the literature and assessing
whether new evidence is available (e.g., consider involvement of experts not previously
involved in the guideline development group to periodically review the guideline).

Set the conditions that will determine when a partial or a full update of the guideline is
required (e.g., whether only certain recommendation statements need to be updated;
whether many recommendations are out of date, making the entire guideline invalid;
or whether recommendations need to be added for newly available treatments).

Make arrangements for guideline group membership and participation after completion
of the guideline (e.g., rotating membership every 1-2 years, selection of a new group at
time of updating, continuing participation by guideline panel chair).

Plan the funding and logistics for updating the guideline in the future (e.g., secure
ongoing funding, form a standing oversight committee to oversee the updating
process).

Document the plan and proposed methods for updating the guideline to ensure they
are followed.

E, 85

1,23, 43, 44, 47, 85

1, 3,9, 20, 23, 35, 36,
39, 42-47, 56, 57, 85,
99

20, 35, 42, 44-47, 84,
85

3,41, 42, 44, 45, 84, 85

3, 20, 35, 42, 43, 47,
85, 99

1-3,5,9, 20, 23, 32,
35-37, 39-47, 56, 57,
61, 85, 99

3, 5,32, 37, 39, 42-45,
56, 57, 85, 99

2, 3,9, 20, 35, 37, 40,
42-45, 56, 57, 61, 85

33, 37, 41, 42, 56, 85,
99

44, 85

1,23, 61, 44, 57

Note: E = item informed by expert consultation, GRADE = Grading of Recommendations Assessment, Development and Evaluation.
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