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	1. IMPACT, OPPORTUITY, EVIDENCE - Importance TO MEASURE AND REPORT

	Importance to Measure and Report is a threshold criterion that must be met in order to recommend a measure for endorsement. All three subcriteria must be met to pass this criterion. See guidance on evidence.
Measures must be judged to be important to measure and report in order to be evaluated against the remaining criteria. (evaluation criteria)

	1c.1 Structure-Process-Outcome Relationship (Briefly state the measure focus, e.g., health outcome, intermediate clinical outcome, process, structure; then identify the appropriate links, e.g., structure-process-health outcome; process- health outcome; intermediate clinical outcome-health outcome): 
Assure that hepatitis A vaccination is received except for cases of documented medical reasons. This vaccination decreases the potential for a patient acquiring for hepatitis A which would contribute to further liver damage.
A single report has suggested that superimposition of hepatitis A virus infection in persons with chronic liver disease, particularly those with hepatitis C, was associated with fulminant hepatitis. Therefore, it is recommended that persons with chronic HCV infection who lack evidence of preexisting antibody to hepatitis A be administered the hepatitis A vaccine. (AASLD 2009)

1c.2-3 Type of Evidence (Check all that apply):  
Clinical Practice Guideline 
1c.4 Directness of Evidence to the Specified Measure (State the central topic, population, and outcomes addressed in the body of evidence and identify any differences from the measure focus and measure target population):  
According to the guideline, specific recommendations are based on relevant published information.  The evidence cited in this guideline is related to administering the hepatitis A vaccine to patients with hepatitis C.
1c.5 Quantity of Studies in the Body of Evidence (Total number of studies, not articles):  The guideline developer did not state the quantity of studies used.
1c.6 Quality of Body of Evidence (Summarize the certainty or confidence in the estimates of benefits and harms to patients across studies in the body of evidence resulting from study factors. Please address: a) study design/flaws; b) directness/indirectness of the evidence to this measure (e.g., interventions, comparisons, outcomes assessed, population included in the evidence); and c) imprecision/wide confidence intervals due to few patients or events):  While the quality of the body of evidence is not addressed, the guideline developer stated: These recommendations provide a data-supported approach to establishing guidelines. They are based on the following: (1) a formal review and analysis of the recently published world literature on the topic (Medline search up to September 2008); (2) the American College of Physicians’ Manual for Assessing Health Practices and Designing Practice Guidelines;  (3) guideline policies, including the American Association for the Study of Liver Diseases’ (AASLD) Policy on the Development and Use of Practice Guidelines and the American Gastroenterological Association’s Policy Statement on the Use of Medical Practice Guidelines; and (4) the experience of the authors in regard to hepatitis C. (AASLD 2009)
In addition, Class IIA, Level C recommendations reflect Class IIa-Weight of evidence/opinion is in favor of usefulness/efficacy and Level C-Only consensus opinion of experts, case studies, or standard-of-care. (AASLD 2009)

1c.7 Consistency of Results across Studies (Summarize the consistency of the magnitude and direction of the effect): The consistency of results across studies was not addressed by the guideline.
1c.8 Net Benefit (Provide estimates of effect for benefit/outcome; identify harms addressed and estimates of effect; and net benefit - benefit over harms):  
The benefit over harms across studies was not addressed by the guideline.
1c.9 Grading of Strength/Quality of the Body of Evidence. Has the body of evidence been graded?  No
1c.10 If body of evidence graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  n/a
1c.11 System Used for Grading the Body of Evidence:  Other  

1c.12 If other, identify and describe the grading scale with definitions:  n/a
1c.13 Grade Assigned to the Body of Evidence:  n/a
1c.14 Summary of Controversy/Contradictory Evidence:  A summary of controversy/contradictory evidence was not provided.
1c.15 Citations for Evidence other than Guidelines(Guidelines addressed below):  
n/a

	1c.16 Quote verbatim, the specific guideline recommendation (Including guideline # and/or page #):  

All persons with chronic HCV infection who lack antibodies to hepatitis A and B should be offered vaccination against these two viral infections. (Class
IIa, Level C) (AASLD 2009-Recommendation 63) 

1c.17 Clinical Practice Guideline Citation:  Marc G. Ghany, Doris B. Strader, David L. Thomas, and Leonard B. Seeff.  American Association for the Study of Liver Diseases’ (AASLD) Practice Guidelines: Diagnosis, Management, and Treatment of Hepatitis C: An Update.  Hepatology, April 2009: 1335-1374. 

1c.18 National Guideline Clearinghouse or other URL:  
1c.19 Grading of Strength of Guideline Recommendation. Has the recommendation been graded?  Yes
1c.20 If guideline recommendation graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  The Practice Guidelines Committee of the AASLD.  Potential conflict of interest: Drs. Marc Ghany, Leonard Seeff, and Doris Strader have no financial relationships to declare. Dr. David Thomas was on the Advisory Board of Merck, Sharpe and Dohme at the time of writing but has since resigned from this position.
1c.21 System Used for Grading the Strength of Guideline Recommendation:  Other
1c.22 If other, identify and describe the grading scale with definitions:  Classification Description
Class I 
Conditions for which there is evidence and/or general agreement that a given diagnostic evaluation procedure or treatment is beneficial, useful, and effective.

Class II 
Conditions for which there is conflicting evidence and/or a divergence of opinion about the usefulness/efficacy of a diagnostic evaluation, procedure or treatment.

Class IIa 
Weight of evidence/opinion is in favor of usefulness/efficacy.

Class IIb 
Usefulness/efficacy is less well established by evidence/opinion.

Class III 
Conditions for which there is evidence and/or general agreement that a diagnostic evaluation, procedure/treatment is not useful/effective and in some cases may be harmful.

Level of Evidence Description

Level A

Data derived from multiple randomized clinical trials or meta-analyses.

Level B

Data derived from a single randomized trial, or nonrandomized studies.

Level C

Only consensus opinion of experts, case studies, or standard-of-care.

1c.23 Grade Assigned to the Recommendation:  Class IIA, Level C
1c.24 Rationale for Using this Guideline Over Others:  It is the PCPI policy to use guidelines, which are evidence-based, applicable to physicians and other health-care providers, and developed by a national specialty organization or government agency. In addition, the PCPI has now expanded what is acceptable as the evidence base for measures to include documented quality improvement (QI) initiatives or implementation projects that have demonstrated improvement in quality of care.

	Based on the NQF descriptions for rating the evidence, what was the developer’s assessment of the quantity, quality, and consistency of the body of evidence? 
1c.25 Quantity: Moderate    1c.26 Quality: Moderate1c.27 Consistency:  Moderate   



See Guidance for Definitions of Rating Scale: H=High; M=Moderate; L=Low; I=Insufficient; NA=Not Applicable
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