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As a guideline user,
how can you tell
which health care

guideline to trust?

L /

As a guideline
developer, how can
you produce

trustworthy

SR
_ guidelines: Y,
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Why have standards/tools for guideline quality
assurance?

Guidelines are more likely to be of higher
quality if they meet specific quality criteria
such as described by standards and tools.

Standards and tools are crucial in minimizing the
quality differences among guidelines and to
promote the development of trustworthy
guidelines.
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Appraisal of Guidelines for Research and
Evaluation II
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http://www.agreetrust.org/

23 items organised into 6 domains

Scope and purpose
Stakeholder involvement
Rigour of development
Clarity of presentation
Applicability

Editorial independence
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Strongly
disagree

Strongly
agree
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Example - Domain: Rigour of development

7. Systematic methods were used to search for evidence.

8. The criteria for selecting the evidence are clearly described.

9. The strengths and limitations of the body of evidence are clearly
described.

10. The methods for formulating the recommendations are clearly
described.

11. The health benefits, side effects, and risks have been considered in
formulating the recommendations.

12. There is an explicit link between the recommendations and the
supporting evidence.

13. The guideline has been externally reviewed by experts prior to its
publication.

14. A procedure for updating the guideline is provided.
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~ Domain: Rigour of development
[tem 14. A procedure for updating the guideline is provided.

User's Manual Description:

Guidelines need to reflect current research. A clear statement about the procedure for updating the guideline
should be provided. For example, a timescale has been given or a standing panel is established who receives
regularly updated literature searches and makes changes as required.

Where to Look:

Examine the introduction paragraph, the paragraphs describing the guideline development process and the
closing paragraphs. Examples of commonly labeled sections or chapters in a guideline where this information
can be found include: methods, guideline update, and date of guideline.

How to Rate:

Item content includes the following CRITERIA:

- a statement that the guideline will be updated
- explicit time interval or explicit criteria to guide decisions about when an update will occur
« methodology for the updating procedure is reported

Additional CONSIDERATIONS:

« Is the item well written? Are the descriptions clear and concise?

« Is the item content easy to find in the guideline?

« Is there enough information provided to know when an update will occur or what criteria would trigger an
update?
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Clinical Practice
Guidelines We Can Trust

CLINICAL PRACTICE
GUIDELINES
WE CAN TRUST

Clinical practice guidelines

Healthcare providers often are faced with difficult decisions and
considerable uncertainty when treating patients. They rely on the scien-
tific literature, in addition to their knowledge, skills, experience, and patient
preferences, to inform their decisions. Clinical practice guidelines are state-

ments that include recommendations intended to optimize patient care

that are informed by a systematic review of evidence and an assessment

of the benefits and harms of alternative care options. Rather than dictat-

ing a one-size-fits-all approach to patient care, clinical practice guidelines
offer an evaluation of the quality of the relevant scientific literature and 3 pe; than dictating a
assessment of the likely benefits and harms of a particular treatment. This  ope-size-fts-all approach to
information enables healthcare providers to proceed accordingly, select-
ing the best care for a unique patient based on his or her preferences.

The Us. Congress, through the Medicare Improvements for Patients and

Providers Act of 2008, asked the Institute of Medicine (I0M) to undertake a
study on the best methods used in developing clinical practice guidelines. To
ensure that organizations developing such guidelines have information on
approaches that are objective, scientifically valid, and consistent, the IOM
formed an expert committee. The committee developed eight standards for
developing rigorous, trustworthy clinical practice guidelines.

patient care, clinical practice
idelines offer an evaluation of

the quality of the relevant scien-
tific literature and an assessment
of the likely benefits and harms of
2 particular treatment.

Developing Trustworthy Guidelines
The Guidelines International Network database currently contains more
than 3700 clinical practice guidelines from 39 countries. Additionally, there
are nearly 2700 guidelines in the National Guidelines Clearinghouse (NGC),

http://www.iom.edu/Reports/2011/Clinical-Practice-
Guidelines-We-Can-Trust/Standards.aspx

http://www.iom.edu/Reports/2011/Clinical-Practice-
Guidelines-We-Can-Trust.aspx



25 standards covering 8 areas

Establishing transparency

Management of conflict of interest

Guideline development group composition

Clinical practice guideline-systematic review intersection

Establishing evidence foundations for and rating strength of
recommendations

Articulation of recommendations
External review
Updating
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Table. Key Components of High-Quality and Trustworthy Guidelines "bo,v, - N

Component Description

Composition of guideline A guideline development panel should include diverse and relevant stakeholders, such as health professionals,

development group methodologists, experts on a topic, and patients.

Decision-making process A guideline should describe the process used to reach consensus among the panel members and, if applicable,
approval by the sponsoring organization. This process should be established before the start of guideline
development.

Conflicts of interest A guideline should include disclosure of the financial and nonfinancial conflicts of interest for members of the guideline
development group. The guideline should also describe how any identified conflicts were recorded and resolved.

Scope of a guideline A guideline should specify its objective(s) and scope.

Methods A guideline should clearly describe the methods used for the guideline development in detail.

Evidence reviews Guideline developers should use systematic evidence review methods to identify and evaluate evidence related to the
guideline topic.

Guideline recommendations A guideline recommendation should be clearly stated and based on scientific evidence of benefits; harms; and, if

possible, costs.

Rating of evidence and geline should use a rating system to communicate the quality and reliability of both the evidence and the

recommendations th of its recommendations.

Peer review and stakeholder eview by external stakeholders should be conducted before guideline publication.
consultations

Guideline expiration and A guideline should include an expiration date and/or describe the process that the guideline groups will use to update
updating recommendations.

Financial support and sponsoring A guideline should disclose financial support for the development of both the evidence review as well as the guideline
organization recommendations.

http://www.g-i-n.net/ Qaseem A etal., 2012



// |

Guidelines 2.0

“+The Guideline Development Checklist project is a partnership
between the G-I-N and McMaster University

“Offer a comprehensive toolbox of items linked to
relevant resources and other tools to facilitate the
development of trustworthy guidelines

“*Not to create a guideline credibility or quality checklist, but a
tool to plan and track all stages of the guideline enterprise and to
help the developers ensure that not key steps are missed.

%18 overarching topics and 146 items
Schuenemann HJ et al., 2014
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Resources & Tools
for Implementing
Step

Feedback
(Click to Open)

Learning Tools,

Guideline Development Steps Source(s) Cuides. & Linke
I

18. Updating Feedback
1. Set a policy, procedure and timeline for routinely 2-9,11,12,14- AWMF Rules for
monitoring and reviewing whether the guideline needs to | 16 Guidelines: Updating (in
be updated (e.g. update systematic review every 3 years ;g’ig’ﬂféfﬁg German; see AWME Feedback
to determine if there is any new evidence available). I MLlLlahl]PQ- 57 for
Englis

2. Decide who will be responsible for routinely monitoring the | 2,3-9,14-16,
literature and assessing whether new significant evidence | 20,24,32,44,66
is available (e.g. consider involvement of experts not Feedback
previously involved in the guideline development group to
pericdically review the guideling).

3. Set the conditions that will determine when a partial or a 2-7,8,11,15,
full update of the guideline is required (e.qg. if only certain | 12.20.22-24,
recommendation statements need to be updated, or
whether many recommendations are out of date making
the entire guideline invalid, or when recommendations are
necessary for newly available treatments).

Feedback

4. Make arrangements for guideline group membership and 2,8,13,20,25,
participation after completion of the guideline (e.g. 39,66
rotating membership every 1-2 years, selection of a new Feedback
group at time of updating, continuing participation by
guideline panel chair).

5. Plan the funding and logistics for updating the guideline in | 15,16,66
the future (e.g. securing engoing funding, standing Feedback
oversight committee to oversee the updating process).

6. Document the plan and proposed methods for updating 2,15,16,27, Cancer Care Ontario

the guideline to ensure they are followed. 33,69 Program in Evidence- Feedback
Based Care: Document
Assessment and Review
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GIN-McMaster Guideline Development Checklist

About the Checklist

This is a webpage for the GIN-McMaster Guideline Development Checklist, which contains a comprehensive list
of topics and items outlining the practical steps to consider for developing guidelines. The Guideline Development
Checklist project is a partnership between the Guidelines International Network (GIN) and McMaster University. The
checklist is intended for use by guideline developers to plan and track the process of quideline 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.

What the Checklist is and what it isn't:

The checklist is designed to serve 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.
Considering items on this checklist is intended to support the development and implementation of trustworthy
guidelines.

The purpose of the checklist is not to replace guideline credibility assessment tools like AGREE and other tools that
may be a result of standards put forth by the Guidelines International Network or Institute of Medicine (IOM).
Following steps outlined in the checklist will, however, ensure that key items are covered and increase the likelihood
of the guideline achieving higher scores when evaluated with credibility assessment tools.

See our publication in the Canadian Medical Association Journal for a detailed explanation of the guideline checklist
and its development.
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Catastvic antiphospholipid syndrome: updated diagnostic algorithms
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1 »

Erkan D, Espinosa G, Cervera R. Catastrophic antiphospholipid syndrome: updated diagnostic algorithms. Autcimmun
Rev. 2010;10(2,74-9).

This guideline is protected by copyright and as such we are not permitted to publish the full text on our website.
Therefore, where possible to enable ease of access to the guideline we have supplied links to the abstract and/or the
full text of the guideline on the Associated Information page.

The Guideline Development page will tell you about how this guideline was created and what it covers.

The Guideline Evaluation page provides an assessment of the quality of this guideline which you might consider

-

when reading the quideline. Please note that quality evaluations are only available once all evaluators have completed

he RARE-Bestpractices project is funded by the European Union's Seventh Framework
Programme. Project Ref: n® 305690. Sole responsibility Lies with the authors and the
European Commission is not responsible for any use that may be made of the
information contained therein.

© RARE-Bestpractices partners (2013-2015). All rights reserved.
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1. The citation also contains a link to the abstract or full text for ease of access.
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This guideline has been subjected to an evaluation conducted applying the AGREE Il methodology. The details of the evaluation are shown below, including the
number of evaluators and their individual responses to each review question.

MNote that the response range is: Strongly Disagree (1) (2) (3) (4) (5) (6) (7) Strongly Agree.

Question Evaluators: 2

Scope and Purpose Response Comments
1. The overall objective(s) of the guideline o The purpose of this paper is to summarize the diagnostic challenges and
is {are) specifically described. propose updated diagnostic algorithms for catastrophic APS.
o Aimn to summarize diagnostic challenges and propose diagnostic algorithms
for CAPS.
2. The health question(s) covered by the o Mot specifically described but section 2 groups particular issues of differential
guideline is (are) specifically described. diagnosis

which essentially form the guideline questions.
o Specific to appropriate diagnosis of patients with suspected CAPS (either no
previous APS

or with pravious APS) in acute care.

3. The population (patients, public, etc.) to o The updated algorithms were created to provide a “step-by-step” approach to
whom the guideline is meant to apply is clinicians
specifically described. (and researchers) while assessing patients with multiorgan thrombosis.

Classification criteria for definite or probably CAPS patients based on previous
COoNsensus

statement from International Congress on aPL.

Stakeholder Involvement Response Comments
4, The guideline development group o Three authars, not clear how many constituted Catastrophic APS Task Force or
includes individuals from all relevant involvement

professional groups. of the wider International Congress on aPL in Galvesten, Texas, USA, in 2010
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17. Key recommendations are easily
identifiable.

Applicability Response
18. The guideline describes facilitators and

barriers to its application.

19. The guideline provides advice and/or
tools on how the recommendations can be

put into practice.

20. The potential resource implications of

applying the recommendations have been

considered.

21. The guideline presents monitoring

and/or auditing criteria.

Editorial Independence Response

212. The views of the funding body have not o
influenced the content of the guideline. o

23. Competing interests of guideline o
development group members have been o

recorded and addressed.
Overall Guideline Assessment Response

1. Rate the overall quality of this guideline. o

2. | would recommend this guideline far Mot Specified

Uz,

Not Specified

Notes

Algorithms are clearly presented.

Recommendations clearly presented as algorithms A, B and C.
Comments

Mo specific information identified.

Mo information on facilitators or barriers to application.

Mo information identified.

Mo advice or tools for implementation but the algorithms are themselves

diagnostic tools.

None

Mo discussion of potential resource implications.

None

Mo monitoring or auditing criteria.
Comments

Nome

Mo details of funding so unclear if any influence on content.

None

Mo details on development group 5o no competing interests can be identified.

Comments

None

None

Clear scope and purpose but lacking in details on method of development. Useful

algorithms to aid clinicians and researchers on diagnosing this rare condition.

SEVINTH IRANEWGRE
FADGRAMME
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Training tools

Aim: To promote and support the development and use of
trustworthy health care guidelines for rare diseases.

a glossary (61 definitions), available at
http://www.rarebestpractices.eu/pagine-23-glossary

a video tutorial on how to consult RareGUIDELINE and
RareGAP

a tutorial on the application of AGREE II on guidelines for
rare diseases by using a practical example

a tutorial to assess the quality of evidence utilizing the
GRADE methodology

Timeline: all to be released by the end of December 2016.
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Thank you!!

paola.laricchiuta@iss.it

domenica.taruscio@iss.it
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