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Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Updated IOM Definition of 
Clinical Practice Guidelines 

Guidelines are statements 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 

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



Organizational Culture 
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Ann Intern Med 2012; 156:525-531 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 1. Establishing 
Transparency 

1.1  The processes by which a clinical 
practice guideline is developed and funded 
should be detailed explicitly and publicly 
accessible. 

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



A Manual for Developing Evidence- 
Based Clinical Practice Guidelines 

 Planning of leadership, panel members 
 Conference calls to define scope, establish 

definitions, prioritize topics 
 Systematic search for guidelines, meta-

analyses, key articles, and RCTs 
 Meetings to review methodology, assign 

writing, wordsmith guideline 
 External appraisal for validity and 

implementability 
 Peer review and organizational approval 

 

Rosenfeld & Shiffman, Otolaryngol HNS 2006 

Otolaryngol Head Neck Surg 2006; 135(Suppl):S1-S29 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 

IOM Standard 1 
Establishing Transparency 

1.1 The processes by which a CPG is 
developed and funded should be explicitly 
and publicly accessible. 
 

Manual Publicly available at 
 
http://www.entnet.org/Practice/upload/Rosenf
eld-and-Shiffman-2009-6.pdf  
 
Version 3 will be available in the January 
2013 issue of Otolaryngol Head Neck Surg 
  
 
 

http://www.entnet.org/Practice/upload/Rosenfeld-and-Shiffman-2009-6.pdf
http://www.entnet.org/Practice/upload/Rosenfeld-and-Shiffman-2009-6.pdf


Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 2. Conflict of Interest (COI) 

2.1  Prior to the selection of the guideline 
development group (GDG), candidates 
should declare all potential COIs with 
development group activity, by written 
disclosure to those convening the GDG. 

2.2  All COI of each GDG member should 
be reported and discussed by the group. 
Members with COIs should represent not 
more than a minority of the GDG. 

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



Disclosure 

The potential for conflict of interest can exist whether or not 
an individual believes it affects his or her scientific judgment 

“The Act of Revealing Something” 

“Perhaps the most significant likely pitfall of disclosure is… 
the likelihood of a kind of moral licensing on the part of the profession as 

a whole – the rationalization that, with disclosure, the profession has 
dispensed with its obligation to deal with conflicts of interest.” 

Lowenstein et al. JAMA 2012; 307:669-70 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 2 

Management of Conflict of Interest (COI) 

2.1 Prior to the selection of the guideline development group (GDG), individuals being 
considered for membership should declare all interests and activities potentially resulting 
in COI with development group activity, by written disclosure to those convening the GDG. 

2.2 Disclosure of COIs within GDG: All COI of each GDG member should be reported and 
discussed by the prospective development group prior to the onset of work. 

2.3 Divestment: Members of the GDG should divest themselves of financial investments 
they or their family members have in, and not participate in marketing activities or 
advisory boards of, entities whose interests could be affected by CPG recommendations. 

2.4 Exclusions: Whenever possible GDG members should not have COI 

In some circumstances, a GDG may not be able to perform its work without members who 
have COIs, such as relevant clinical specialists who receive a substantial portion of their 
incomes from services pertinent to the CPG. 

Members with COIs should represent not more than a minority of the GDG. 
. 
 
. 
 



www.g-i-n.net/activities/g-i-n-na/g-i-n-na-events-activities/g-i-n-na-webinar-series 

G-I-N North America 
Webinar Series 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 3. Guideline Development 
Group (GDG) Composition 

3.1  The GDG should be multidisciplinary 
and balanced, comprising a variety of 
methodological experts and clinicians, and 
populations expected to be affected by the 
guideline. 

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



Multidisciplinary Guideline Panels 

 Increases the probability that all relevant scientific evidence 
will be located and critically evaluated 

 Increases the chances that the panel will address practical 
problems relating to application of the guidelines 

 Helps build support among the groups for whom the 
guideline is intended 

 May produce more reliable results by balancing biases of the 
various individuals on the panel 

 

Why Bother to Diversify? 

Shekelle et al. Clinical guidelines: developing guidelines. BMJ 1999; 318:593-6 
Institute of Medicine. Clinical practice guidelines. Washington DC: Nat’l Academy Press, 1990 



Guideline Development Group 
for Tympanostomy Tubes 

50:50 Ratio of Otolaryngologists to Other Clinicians 



Barriers to Capacious, Non-Foreclosed Thought 

Lack of 
Time 

Habits and 
Routines 

Narrow 
Range of 
Thought 

Fear of 
Novelty & 

Uncertainty 

Rita Charon, MD, PhD 
Director, Narrative Medicine Program, Columbia, University 

Foreclosed = rule out or prevent (a course of action) 



Begin with the End in Mind 

Members of the guideline development group 
do not have to all be content experts! 

Habit #2, Stephen Covey 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 3. Guideline Development 
Group (GDG) Composition 

3.2  Patient and public involvement should 
be facilitated 
by including (at least at the time of clinical 
question formulation and draft CPG review) 
a current or former patient, 
and a patient advocate or patient/consumer 
organization representative in the GDG 

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



CUE and Guidelines 

 Project of the US Cochrane Center that works closely with 
the Cochrane Consumer Network 

 National coalition of health and consumer advocacy 
organizations, which empowers consumers through critical 
appraisal of articles, guidelines, and systematic reviews 

 CUE is an excellent source of consumer participants for 
guideline development panels 

 
http://apps1.jhsph.edu/cochrane/usccc.htm 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 3 

Guideline Development Group (GDG) Composition 

3.1 The GDG should be multidisciplinary and balanced, comprising a variety of 
methodological experts and clinicians, and populations expected to be affected by 
the clinical practice guideline. 

3.2 Patient and public involvement should be facilitated (at least at the time of 
clinical question formulation and draft CPG review) a current or former patient, and 
a patient advocate or patient/consumer organization representative in the GDG. 

3.3 Strategies to increase effective participation of patient and consumer 
representatives, including training in appraisal of evidence, should be adopted by 
GDGs. 
 



What do Consumers contribute to GDGs? 

Consumer Involvement in Guidelines 
What are the Possibilities? 

Passion 
Perspective 
Skepticism 

Respect for harms 
Patient education 
Shared decisions 



26 

German Agency for Quality in Medicine 26 G-I-N NA webinar, 23/10/2012 

G-I-N Working group 
to support patient & public 
involvement (PPI) 
• Guideline developers, researchers 

and patient/public representatives 
• “Toolkit”; workshops; publications  

www.g-i-n.net/activities/gin-public 

Corinna Schaefer, Loes Knaapen, 
Madeleine Wang, Jane Cowl, Trudy van 
der Weijden, Javier Gracia 

G-I-N PUBLIC 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 4. Systematic Reviews 

4.1  CPG developers should use systematic 
reviews that meet IOM standards. 

4.2  When reviews are conducted 
specifically to inform particular guidelines, 
the GDG and systematic review team 
should interact regarding the scope, 
approach, and output of both processes. 

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



www.iom.edu 



Partners in Evidence-Based Medicine 

 Publications in the Academy Journal 

 

  AAO-HNS Cochrane Scholars travel grants 

 

   Cochrane content at the AAO-HNS meeting 

 

    Support for guideline development 

 

     Recognition at the BOD 

AAO-HNS and the Cochrane Collaboration 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 4 

Clinical Practice Guideline – Systematic Review Intersection 

4.1 Clinical practice guideline developers should use systematic reviews that meet 
standards set by the Institute of Medicine’s Committee on Standards for Systematic 
Reviews of Comparative Effectiveness Research 

4.2 When systematic reviews are conducted specifically to inform particular 
guidelines, the GDG and systematic review team should interact regarding the 
scope, approach, and output of both processes. 
 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 5. Evidence Foundations 

5.1  For each recommendation provide: 
 Clear description of benefits & harms 
 Quality, quantity, and consistency of the 

available aggregate evidence 
 Role of  values, opinion, theory, and clinical 

experience in deriving the recommendation 
 Rating of confidence in the evidence 
 Rating of the strength of recommendation 
 Explanation of any differences of opinion 

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



Action Statement Profiles and 
Guideline Development 
1. Encourage an explicit and transparent 

approach to guideline writing 

2. Force guideline developers to discuss and 
document the decision making process 

3. Create “organizational memory” to avoid 
re-discussing already agreed upon issues 

4. Allow guideline users to rapidly understand 
how and why statements were developed 

5. Facilitate identifying aspects of guideline 
best suited to performance assessment 

Key action statement with 
recommendation strength 
and justification 
 
Supporting text for key 
action statement 
 
Action statement profile: 
  Aggregate evidence quality: 
  Confidence in evidence: 
  Benefit: 
  Risk, harm, cost: 
  Benefit-harm assessment: 
  Value judgments: 
  Intentional vagueness: 
  Role of patient preferences: 
  Differences of opinion: 
  Exclusions: 



Rosenfeld, Shiffman, Robertson. Guideline Manual, 3rd ed. Otolaryngol Head Neck Surg 2013 



Clinicians may recommend tonsillectomy for recurrent throat infection with a 
frequency of at least: 
  7 episodes in the past year, or 
  5 episodes per year in the preceding 2 years, or 
  3 episodes per year in the preceding  3 years, 

With documentation in the medical record for each episode of sore throat and 
one or more of the following: 
  temperature >38.3C (101F), or 
  cervical adenopathy (tender or >2cm), or 
  tonsillar exudate, or 
  positive test for group A beta-hemolytic streptococcus. 
 

Option based on systematic reviews and randomized controlled trials with 
minor limitations, with relative balance of benefit and harm.  

AAO-HNS Tonsillectomy Clinical Practice Guideline 

Otolaryngol Head Neck Surg 2011 



Clinicians may recommend tonsillectomy for recurrent throat infection with a frequency of at least 7 
episodes the past year or 5 episodes per year for 2 years or 3 episodes per year for 3 years with 
documentation in the medical record for each episode of sore throat and one or more of the following: 
T>38.3C, cervical adenopathy, tonsillar exudate, or positive test for group A beta-hemolytic streptococcus.  
 

Option based on systematic reviews and randomized controlled trials with minor limitations, with 
a relative balance of benefit and harm.  

AAO-HNS Tonsillectomy Clinical Practice Guideline 

Evidence profile: 
 Aggregate evidence quality: Grade B, randomized controlled trials with minor limitations 
 Benefits: Modest reduction in the frequency and severity of recurrent throat infection for up to 2 years 

after surgery; modest reduction in frequency of group A streptococcal infection for up to 2 years 
 Risk, harm, cost: Risk and morbidity of tonsillectomy including, but not limited to, pain and missed 

activity after surgery, hemorrhage, dehydration, injury, and anesthetic complications; direct non-
surgical costs (antibiotics, clinician visit) and indirect costs (caregiver time, time missed from school). 

 Benefits-harm assessment: Balance of benefit to harm 
 Value judgments: Importance of balancing the modest, short-term benefits of tonsillectomy in 

carefully selected children against the favorable natural history seen in control groups and the 
potential for harm or adverse events, which although infrequent, may be severe or life-threatening 

 Intentional vagueness: None 
 Patient preference: Large role for shared decision-making in severely affected patients, given the 

favorable natural history of recurrent throat infections and modest improvement associated with 
surgery; limited role in patients who do not meet strict indications for surgery 

 Exclusions: None 
Otolaryngol Head Neck Surg 2011 



Classifying Recommendations for Practice Guidelines 
AAP Steering Committee on Quality Improvement and Management 

Pediatrics 2004; 114:874-877 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 5 

Establishing Evidence Foundations for and Rating Strength of 
Recommendations 
 
5.1 For each recommendation, the following should be provided: 
An explanation of the reasoning underlying the recommendation, including: 
• A clear description of potential benefits and harms 
• A summary of relevant available evidence (and evidentiary gaps), description of the quality 

(including applicability), quantity (including completeness), and consistency of the 
aggregate available evidence 

• An explanation of the part played by values, opinion, theory, and clinical experience in 
deriving the recommendation 

• A rating of the level of confidence in (certainty regarding) the evidence underpinning the 
recommendation 

• A rating of the strength of the recommendation in light of the preceding bullets 
• A description and explanation of any differences of opinion regarding the recommendation 
 



Adapted from GRADE 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 6. Articulation of 
Recommendations 

4.1  Recommendations should be 
articulated in a standardized form 
detailing precisely what the recommended 
action is, and under what circumstances it 
should be performed 

4.2  Strong recommendations should be 
worded so that compliance with the 
recommendations can be evaluated. 

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



 Clinicians should assess patients with BPPV for factors that modify 
management, including impaired mobility or balance, CNS disorders, a lack 
of home support, and increased risk for falling. 

 The clinician may offer vestibular rehabilitation, either self-administered or 
with a clinician, for the initial treatment of BPPV. 

 Clinicians should not obtain radiographic imaging or vestibular testing in 
a patient diagnosed with BPPV, unless the diagnosis is uncertain or there are 
additional symptoms or signs unrelated to BPPV that warrant testing. 

 Clinicians should not routinely treat BPPV with vestibular suppressant 
medications, such as antihistamines or benzodiazepines. 

Bhattacharyya et al, Otolaryngol Head Neck Surg 2008; 139(Suppl):S47-81 

Key Action Statements on Benign 
Paroxysmal Positional Vertigo (BPPV) 

BPPV is a disorder of the inner ear characterized by repeated episodes of a 
spinning sensation (vertigo) from changes in head position relative to gravity 



Guidelines ARE NOT Review Articles! 
Guidelines contain key statements that are action-oriented 

prescriptions of specific behavior from a clinician 

Monitor 

Test 

Gather Interpret Perform Dispose 

Action 

Conclude Prescribe 

Educate 

Document 

Procedure 

Consult 

Advocate 

Prepare 



Building Better Guidelines with BRIDGE-Wiz 

Description of a software assistant for structured action statement 
creation to promote clarity, transparency and implementability 

Shiffman and Rosenfeld et al, JAMIA 2012 

J Am Med Inform Assoc 2002; 19:94-101. 

1. Choose an action type 
2. Choose a verb 
3. Define the object for the verb 
4. Add actions 
5. Check executability 
6. Define conditions for the 

action 
7. Check decidability 

8. Describe benefits, risks, harms & costs 
9. Judge the benefit-harms balance 
10. Select aggregate evidence quality 
11. Review proposed strength of 

recommendation and level of obligation 
12. Define the actor 
13. Choose recommendation style 
14. Edit the final statement 



Perioperative Antibiotics:  Clinicians should not routinely administer or prescribe perioperative antibiotics 
to children undergoing tonsillectomy. 
 

Strong recommendation based on randomized controlled trials and systematic reviews with a 
preponderance of benefit over harm.  

AAO-HNS Tonsillectomy Clinical Practice Guideline 

Evidence profile: 
 Aggregate evidence quality: Grade A, randomized controlled trials and systematic reviewsshowing no 

benefit in using perioperative antibiotics to reduce post-tonsillectomy morbidity 
 Benefits: Avoidance of adverse events related to antimicrobial therapy, including rash, allergy, 

gastrointestinal upset, and induced bacterial resistance 
 Harms: None 
 Cost: None 
 Benefits-harm assessment: Preponderance of benefit over harm 
 Value judgments: Although the panel recognizes that antimicrobial therapy is often used in 

perioperative management, this practice is suboptimal given the lack of demonstrable benefits in 
randomized controlled trials plus the well-documented potential adverse events and costs of therapy 

 Intentional vagueness: The word “routine” is used recognizing that there may be individual 
circumstances in which antimicrobials for a given patient are deemed appropriate by the clinician 

 Patient preference: None 
 Exclusions: Patients with conditions requiring antibiotic prophylaxis; peritonsillar abscess 

Otolaryngol Head Neck Surg 2011; 14(Suppl):S1-S30 



Classifying Recommendations for Practice Guidelines 
AAP Steering Committee on Quality Improvement and Management 

Pediatrics 2004; 114:874-877 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 6 

Articulation of Recommendations 

6.1 Recommendations should be articulated in a standardized form detailing 
precisely what the recommended action is, and under what circumstances it 
should be performed 

6.2 Strong recommendations should be worded so that compliance with the 
recommendations can be evaluated. 
 



External Guideline Appraisal 
Guideline Implementability Appraisal (GLIA) 
Yale Center for Medical Informatics  

BMC Med Informatics Decis Making 2005; 5:23-31 

Decidability Precisely under what circumstances to do something 
Executability Exactly what to do under the circumstances defined 
Effect on process 
of care 

Degree to which the recommendation impacts workflow in a 
typical case setting 

Presentation and 
formatting 

Degree to which the recommendation is recognizable and 
succinct 

Measurable 
outcomes 

Degree to which the guideline identifies markers or 
endpoints to track the effects of implementation 

Apparent validity Degree to which the recommendation reflects the intent of 
the developer and the strength of evidence 

Novelty / 
innovation 

Degree to which the recommendation proposes behaviors 
considered unconventional 

Flexibility Degree to which a recommendation permits interpretation 
and allows for alternatives in execution 



Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 7. External Review 

7.1 External reviewers should comprise a 
full spectrum of relevant stakeholders, 
including scientific and clinical experts, 
organizations, agencies, patients, and 
representatives of the public. 

7.3  The GDG should consider all external 
reviewer comments and keep a written 
record of the rationale for modifying or not 
modifying a CPG in response to comments. 

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



Who Should Review the Guideline? 



Written Record of Reviewer Comment Disposition 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 7 

External Review 

7.1 External reviewers should comprise a full spectrum of relevant stakeholders, 
including scientific and clinical experts, organizations (e.g. healthcare, specialty 
societies), agencies (e.g. federal government), patients, and representatives of the 
public. 

7.2 The authorship of external reviews submitted by individuals and/or organizations 
should be kept confidential unless that protection has been waived by the reviewer(s) 

7.3 The GDG should consider all external reviewer comments and keep a written 
record of the rationale for modifying or not modifying a CPG in response to reviewers’ 
comments 

7.4 A draft of the CPG at the external review stage or immediately following it (i.e. prior 
to the final draft) should be made available to the general public for comment. 
Reasonable notice of impending publication should be provided to interested public 
stakeholders. 
 





Standards for Developing 
Trustworthy Clinical Practice Guidelines 

Standard 8. Updating 

7.1 The CPG publication date, date of 
pertinent systematic evidence review, and 
proposed date for future CPG review 
should be documented in the CPG.  

7.2 CPGs should be updated when new 
evidence suggests the need for modification 
of clinically important recommendations.  

http://www.iom.edu/Reports/2011/Clinical-Practice-Guidelines-We-Can-Trust/Standards.aspx 
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How the AAO-HNSF CPG Development Process 
Measures Up 
 IOM Standard 8 

Updating 

8.1 The CPG publication date, date of pertinent systematic evidence review, and proposed 
date for future CPG review should be documented in the CPG. 

8.2 Literature should be monitored regularly following CPG publication to identify the 
emergence of new, potentially relevant evidence and to evaluate the continued validity of the 
CPG. 

8.3 CPGs should be updated when new evidence suggests the need for modification of 
clinically important recommendations. For example, a CPG should be updated if new 
evidence show that a recommended intervention cause previously unknown substantial 
harm; that a new intervention is significantly superior to a previously recommended 
intervention from an efficacy or harms perspective; or that a recommendation can be 
applied to new populations. 
 



Organizational Culture 

Leaders 
Officers, Directors, Journal, Education, Communications 

Members 
Clinicians 
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Presentations 



Arch Intern Med 2012; doi:10.1001/2013.jamaintermed.56  



www.g-i-n.net/activities/g-i-n-na 
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