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Today’s presentation

* Introduction to the work on the checklist
* The checklist (oon)
* Plans for the checklist
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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
fopics relevant to auidelines. In an iterative

omissions and involved experts in guideline =
development for revisions and suggestions for ““::m“?;e(::g‘m‘
manuals which are
referenced in this aricle.

Results: We developed a checklist with 18 top-

ics and 146 items and a webpage to facdilitate E el S

its use by guideline developers. The topic and T
included items cover all stages of the guideline
enterprise, from the planning and formulation Correspondence to:
Holger Schunemanm,
schuneh@mcmaster.ca

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 auidelines. We will use crowdsourcina to
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* Implementing national guideline
development programs
— WHO office in Estonia
— MoH in Saudi Arabia
— MoH in Chile

 Professional societies
 DECIDE project
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« Offer a comprehensive toolbox for
guideline development, with items linked
to relevant resources and other tools

* Not to create a guideline credibility or
qguality checklist




Methodology

* We used an iterative process that began
with 2 of us (H.J.S. and E.A.A.) identifying
an initial list of key guideline methodology

reports and guidelines for guidelines to
review.




Box 1: Sources for data extraction

Guideline development manuals

North America

*  American Academy of Otolaryngology — Head and MNeck Surgery Clinical Practice Guideline

Development Manual, third edition, 2013%

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

* Canadian Task Force on Preventive Health Care Procedure Manual, 2011*

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

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

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

Europe

* Estonian Handbook for Guidelines Development, 2011*

* European Society of Cardiology Recommendations for Guidelines Production, 2010*

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

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

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

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

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

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

* 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
* The ADAPTE process: resource toolkit for guideline adaptation, 2009*
* AGREE II: advancing guideline development, reporting and evaluation in health care, 2010

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

* Conference on Guideline Standardization: Standardized Reporting of Clinical Practice Guidelines, 20032
* Guidelines International Network: Toward International Standards for Clinical Practice Guidelines, 2012*

* Health Research Policy and Systems Series: Improving the Use of Research Evidence in Guideline
Development, 200657

* |Implementation Science Series: Developing Clinical Practice Guidelines, 2012™®
* 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"%= I\/ICNIHS‘[C’I‘

M Note: AGREE = Appraisal of Guidelines, Research and Evaluation. University BE8
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Methodology

Searched manuals of international guideline
developers, guidelines for guidelines
literature

Reviewed sources in duplicate, extracted
items using a sensitive approach and
developed overarching topics

Reviewed items for duplication and omissions
using an iterative process and input from
experts in guideline development

Developed a conceptual framework for the
processes in guideline development




Organization, budget, planning and training

Consumers
and
stakeholders

. Priority setting

Target audience

& and topic selection
—

Question generation

Guideline

panel ) Developing recommendations

% : a and determining their strength

Oversight
committee

Guideline group
membership and
processes

Wording of recommendations
Working ‘ :

groups .@gﬁl Reporting and peer review
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Processes

Terminology
Clarification
Description In simple terms



18 guideline topics

Box 2: Topics included in checklist for guideline development

Topic Description
1. Organization, budget, Involves laying out a general but detailed plan describing what is feasible, how it will be achieved and what
planning and training resources are required to produce and use the guideline. The plan should refer to a specific period and be

expressed in formal, measurable terms.

2. Priority setting 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.%12!

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

4. Establishing guideline Defines the steps to be followed, how those involved will interact and how decisions will be made.
group processes

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

6. Consumer and stakeholder Describes how relevant people or groups who are not necessarily members of the panel but are affected by the

involvement ﬁuideline (e.ﬁ., as tarﬁet audience or users) will be enﬁaﬁed.

Fofuses on defining and managing the potential divergence between an individual’s interests and his or her
pr¢fessional obligations that could lead to questioning whether the actions or decisions are motivated by gain,
sugh as financial, academic advancement, clinical revenue streams or community standing. Financial or intellectua
or : : o , P o -

with an open mind are included.

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?).

J\-I('i\*lzlsm[;;
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9. Considering importance
of outcomes and
interventions, values,
preferences and utilities

10. Deciding what evidence to
include and searching for

evidence

11. Summarizing evidence and

considering additional

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 contexis 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. [t also involves identifying and considering additional information
TR T R e

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.

recommendations and

determining their strength

14. Wording of

recommendations and of

considerations about

implementation, feasibility

and equity

15. Reporting and peer review

16. Dissemination and
implementation

17. Evaluation and use

18. Updating

process to integrate the tactors 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.

e =
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Guideline Development Checklist

About the Checklist

This is a webpage for the Guideline Development Checklist, which contains a comprehensive list of topics and
items outlining the practical steps to consider for developing guidelines. The checklist is intended for use by
guideline developers to plan and track the process of guideline development and to help ensure that no key steps
are missed. Users of the checklist should become familiar with the topics and the items before applying them.

The checklist is designed to serve as a resource for those involved in guideline development and considering items
on this checklist is intended to support the development and implementation of trustworthy guidelines.

Using the Checklist
There are two versions of the checklist for guideline developers to use:

The checklist is available in an online version that users can review to learn about the topics and items for
guideline development. This version includes links to learning tools, articles and guides to learn about the items in
the checklist, as well as links to resources and tools for implementing the items. It also includes links for users to
provide feedback about the items and to suggest any new important items for the checklist, as well as additional
learning tools and resources.

A downloadable PDF version of the checklist is for use during the development of a guideline. It includes
checkboxes to keep track of steps that have been completed and space for users to keep notes. It is set up as an
electronic form that can be saved and updated as users progress through the guideline development process.

Also available is a glossary of terms and acronyms appearing throughout the checklist. Access the checklist
versions and glossary by clicking on the links below.

Please also view the two videos below to learn about the features of each version of the checklist.

‘ Go to Online Checklist ’ ‘ Download Checklist PDF ’ ‘ Download Glossary PDF ‘

How to Navigate the Guideline Checklist Online { 0 How to Use the Checklist PDF

<0
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Please also view the two videos below to learn about the features of each version of the checklist
Download Glossary PDF ]

{ Download Checklist PDF ]

Go to Online Checklist

Guideline Guideline
Checklist Checklist

utorial utorial

Using The Checklist PDF l

‘ Using The Online Checklist ] ‘

The Guideline Development Checklist is officially endorsed by
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Developed in collaboration with
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//localhost/Users/Hojes/Dropbox/GDT Videos/Checklist Website Video 1/Website Video.avi

Figure 2: An example of a topic from the guideline development checklist and the
corresponding items for consideration.
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Mot Applicable

Guideline Development Steps

1. Organization, Budget, Planning and Training

Source(s)

[

[

1.

Establish the structure of the guideline development group and determine the roles, tasks, and
relationships among the various groups to be involved (e.g. oversight committee/body to
direct guideline topic selection and group membership, working group consisting of experts
and methodologists to synthesize evidence, a secretariat to provide administrative support,
guideline panel to develop recommendations, and stakeholders and consumers for
consultation). (see Topics 3, 4 & &)

1-15

Perform a thorough assessment of the proposed guideline development project with respect to
financial and feasibility issues concerning the guideline development group (e.g. availability of
resources to complete the project, expected commitment from guideline panel and staff, etc.).

2-8,11,15-21

Obtain organizational approval to proceed with the guideline project.

4-7,10,11,13,17,19,20,22

Prepare a budget for the development of the guldeline, outlining the estimated costs for each
step (e.g working group and staff remuneration, outsourcing of certain tasks to outside
organizations or groups, travel expenses, publication and dissemination expenses, etc.).

7,16,19,23,24

Determine whether guideline panel members will be provided any payment or reimbursement
for thelr time or will work as volunteers.

3,10,18,23

Obtain or secure funding for the development ofthe guideline, with attention to conflict of
interest considerations. (see Topic 7)

34,6,7,9,20,25,26

McMaster
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o un 4 ]

W

o Innevation and Discovery



® 006

"~ RARE WP3 pilot GL timeline and checklist20140321.xlsx

]
EW@E‘@ %LIL E") ()= = i'%\“/'i'ﬁjﬁl 90% v 1@‘ &Searcthheet )
A Home | lLayout Tables ‘ Charts | SmartArt | Formulas Data [ Review v o
A161 128 & x| -

Pl A B D

FEE anization, Bud

Guideline Development Steps

t, Planning and Training

1. Establish the structure of the guideline development group and determine the roles, tasks, and relationships among the
various groups to be involved (e.g. oversight committee/body to direct guideline topic selection and group membership,
working group consisting of experts and methodologists to synthesize evidence, a secretariat to provide administrative
support, guideline panel to develop ions, and s and consumers for consultation). (see Topics 3, 4 &
6)

2. Perform a thorough assessment of the proposed guideline development project with respect to financial and feasibility
issues concerning the guideline development group (e.g. availability of resources to complete the project, expected
commitment from guideline panel and staff, etc.).

3. Obtain organizational approval to proceed with the guideline project.

4. Prepare a budget for the development of the guideline, outlining the estimated costs for each step (e.g. working group
and staff remuneration, outsourcing of certain tasks to outside organizations or groups, travel expenses, publication and
dissemination expenses, efc.).

5. Determine whether guideline panel members will be provided any payment or reimbursement for their time or will work as
volunteers.

6. Obtain or secure funding for the development of the guideline, with attention to conflict of interest considerations. (see
Topic 7)

7. Outline and arrange the administrative support that will be required to facilitate the guideline development process (e.g. a
secretariat of the working group to organize and obtain declaration of interests, arrange group meetings, etc.).

8. Plan and prepare for training and support that will be required for those involved in the guideline development process
(e.g. conflict of interest related education or training for guideline panel members, teaching sessions for patients to be involved

in the guideline group, etc.). (see Topics 4 & 6)

9. Seta timeline for the completion of the guideline and target dates for the completion of milestones in the guideline
development process.

10. Determine what, if any, legal considerations are relevant for the planned guideline (e.g. reimbursement policies for orphan
drugs).

13

11. Prepare a protocol for the entire guideline that can be completed as the project progresses in order to keep the guideline
development group on track, 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 methodology for all steps (i.e. those
covered in this checklist, for example the methods for forming the guideline group, selection of topics to be covered in
guideline, consensus methods, consultation methods, evidence search and selection methods, etc.).

14 2, Priority Setting

X
15

1. Decide on a process for pnon@ seﬁlng of gmae ine topics needed and who will be responsible for alreamg the process
(e.g. priorities set by oversight committee at headquarters of sponsoring organization, priorities referred by government
ministries of health or by professional societies).

2. 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, rapidly changing evidence, etc.).

3. Involve appropriate stakeholders in the priority setting process and guideline topic selection (e.g. clinicians, professional
societies, policymakers, payers, the public). (see Topic 6)

4. Consider and decide how different perspectives about the imp e and r required for implementing the
uideline recommendations will be considered (e.g. patients, payers, clinicians, public health programs). (see Topic 11)

19

5. Search for any existing up-to-date guidelines covering the proposed topic and assess their credibility (e.g. AGREE II).
Determine whether existing guideline(s) can be adapted or if a completely new guideline should be developed. (see also Topic
10)

6. Discuss the need or opportunity to partner with other organizations that develop guidelines to determine whether a

20
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Guideline Development Steps

Sou

rce(s)

Learning Tools,
Guides, & Links

Resources & Tools
for Implementing
Step

Feedback
(Click to Open)

1. Organization, Budget, Planning and Training

Feedback

1.

Establish the structure of the guideline development group

and determine the roles, tasks, and relationships among the

various groups to be involved (e.g. oversight

committee/body to direct guideline topic selection and group

membership, working group consisting of experts and
methodologists to synthesize evidence, a secretariat to
provide administrative support, guideline panel to develop
recommendations, and stakeholders and consumers for
consultation). (see Topics 3, 4 & 6)

and Processes

PATS: Group Composition

HRPS: Group Compaosition

Feedback

Perform a thorough assessment of the proposed guideline
development project with respect to financial and feasibility
issues concerning the guideline development group (e.g.
availability of resources to complete the project, expected
commitment from guideline panel and staff, etc.).

Feedback

Obtain organizational approval to proceed with the guideline | 4-7,10,

project.

Feedback

Prepare a budget for the development of the guideline,
outlining the estimated costs for each step (e.g. working

group and staff remuneration, outsourcing of certain tasks to
outside organizations or groups, travel expenses, publication

and dissemination expenses, etc.).

Feedback

Determine whether guideline panel members will be provided | 3,10,18,23

any payment or reimbursement for their time or will work as

volunteers.

Feedback

Obtain or secure funding for the development of the

guideline, with attention to conflict of interest considerations.

(see Topic 7)

Feedback

Outline and arrange the administrative support that will be

required to facilitate the guideline development process (e.g.

a secretariat of the working group to organize and obtain
declaration of interests, arrange group meetings, etc.).

Introduction to WHO

Videos

Guidelines: Training

Feedback
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» Explicit use in real guidelines
— Two ongoing projects

* |dentify time/resource intensive items

 Tools

— Integration with guideline development tool
(GDT) — guidelinedevelopment.org

uonepije

gr*

McMaster
University B

~%

Schinemann et al. PLOS Med & Lancet ID, 200



The modules will include among others:

Topic proposal and selection Team and stakeholder management
Developing the scope Conflict of interest management

Generation of structured
health care questions (PICO)

Identifying and rating importance of outcomes
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Word processor
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Decision support tool

|
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3 1407339 1187347 RR 1.24 (0.79 to | 82 more per 1000 (from 71
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Copyright © 2012, McMaster University, All rights reserved.
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schuneh@mcmaster.ca
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Guidelines...

"Guidelines are recommendations intended to
assist providers and recipients of health care
and other stakeholders to make informed
decisions."

WHO 2003, 2007
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