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Standards for Developing Trustworthy Clinical 

Practice Guidelines

� In 2011, the Institute of Medicine (IOM) developed a set of 
standards for developing high-quality guidelines1:

– Be based on a systematic review of the existing evidence;

– Be developed by a knowledgeable, multidisciplinary 
panel of experts and representatives from key affected 
groups;

– Consider important patient subgroups and patient 
preferences, as appropriate;

– Be based on an explicit and transparent process that 
minimizes distortions, biases, and conflicts of interest;

– Provide a clear explanation of the logical relationships 
between alternative care options and health outcomes, 
and provide ratings of both the quality of the evidence 
and the strength of recommendations; and

– Be reconsidered and revised as appropriate when 
important new evidence warrants modifications of 
recommendations.

1998 Recommendations for Prevention and 
Control of Hepatitis C Virus (HCV) Infection 
and HCV-Related Chronic Disease

� In 1998, CDC released recommendations3on

– Preventing HCV transmission;

– Identifying, counseling, and testing persons at 
risk for HCV;

– Providing medical evaluation and management 
of HCV

� An assessment is needed to 

– Evaluate the quality of the recommendations, 
and

– Outline improvements that can be made when 
updating the recommendations

� Standards for developing high-quality guidelines 
have recently been implemented1

� Current guidelines should be evaluated to make sure 
that they meet those standards

� The Appraisal of Guidelines for Research and 
Evaluation II (AGREE II) instrument assess the 
methodological rigor and transparency of 
recommendations2

� Findings from applying the AGREE II instrument can 
assist when creating and updating guidelines

METHODS

Process

� Four appraisers, who had not been involved in 
the development of the 1998 recommendations, 
independently conducted the assessment

� Appraisers reviewed AGREE II background and 
training materials before conducting the assessment

� Appraisers did not communicate with each other 
during the appraisal process

� No assumption was made that appraisers’ scores 
would agree

� Appraisers provided

– A quantitative score for each item, and

– A qualitative summary score for the 
recommendation (i.e., Recommend, 
Recommend with Modifications, Don’t 
Recommend)

AGREE II Instrument

� Assesses methodological rigor and transparency  
of recommendations2

� 23-item scale covering 6 domains:

– Scope and purpose (3 items)

– Stakeholder involvement (3 items)

– Rigor of development (8 items)

– Clarity of presentation (3 items)

– Applicability (4 items)

– Editorial independence (2 items)

� Items are rated from 1 (strongly disagree) to 7 
(strongly agree)

� Appraisal of the 1998 recommendations highlighted 
strengths and weaknesses within the CDC guideline 
development process

� Of the six domains, scores varied from 89% to 0%

� The clarity of presentation (89%) and stakeholder 
involvement (64%) were more clearly presented in the 
1998 recommendations than the scope and purpose 
(61%), applicability (38%), rigor of development (24%), 
and editorial independence (0%)

� Editorial independence was lowest as items 
regarding funding bodies and conflicts of interest were 
not clearly addressed

� All appraisers recommended use of the 1998 
recommendations with modifications

Appraiser recommendations for use of the 1998 

recommendations

DISCUSSION

� AGREE II instrument measures standards for 
methodological rigor and transparency, as 
highlighted by the IOM

� Appraisal of the 1998 recommendations 
highlights well developed domains to maintain and 
weaker domains to strengthen for the update of 
these recommendations

� Gaps in the transparency and rigor of the 
development process can be identified in current 
recommendations and addressed in updated and 
augmented recommendations

IMPLICATIONS

� AGREE II serves as a way to evaluate previously 
published recommendations but also provides a 
framework to influence the development of 
recommendations

� Using the AGREE II instrument to updated the 
1998 recommendations will allow for 
improvements to be made to the scope and 
purpose, applicability, rigor of development, and 
editorial independence, increasing the quality of 
the document
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Scope and Purpose

• Aim of guideline
• Research questions
• Target population

Stakeholder 
Involvement

• Involvement in 
development process
• Consumer 
representation

Rigor of Development

• Methods for assessing 
evidence and 
determining strength 
of recommendation
• Plans for updates

Clarity of 
Presentation

• Language
• Structure
• Format

Applicability

• Barriers and 
facilitators of 
implementation
• Strategies to improve 
adoption
• Resource implications

Editorial 
Independence

• Biases during 
development (i.e., 
competing interests)

AGREE II 
Domains

Domain 1998 Recommendations

Scope and purpose (%) 61.11%

Stakeholder involvement (%) 63.89%

Rigor of development (%) 23.96%

Clarity of presentation (%) 88.89%

Applicability (%) 37.50%

Editorial independence (%) 0%

Overall assessment of the 1998 recommendationsScaled domain percentages for all appraisers for 

the 1998 recommendations
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Appraiser 1
Recommend with 
Modifications

Appraiser 2
Recommend with 
Modifications

Appraiser 3
Recommend with 
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Appraiser 4
Recommend with 
Modifications
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