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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): 
Since pediatric patients are in a growth phase, a minimum of monthly evaluation of HD adequacy is critical to ensure timely dose adjustment as needed. The dose of dialysis is used to estimate the ability of hemodialysis to clear the blood of accumulated toxins.  In the adult population, outcome studies have shown an association between dose of hemodialysis in terms of small solute removal and clinical outcomes [1,2]. No equivalent large scale clinical trials have been conducted in the pediatric hemodialysis population but smaller scale observational studies support the association between delivered hemodialysis dose as measured by spKt/V and patient outcomes [3] including the potential for improved growth with intensive hemodialysis regimens [4,5].
1c.2-3 Type of Evidence (Check all that apply):  
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):  
In the 2006 KDOQI Guidelines, Clinical Practice Guideline for pediatric hemodialysis adequacy (Guideline 8.2.1) indicates spKt/V should be used for month-to-month assessment of hemodialysis dose [6]. Although large scale clinical trials have not been conducted in the pediatric hemodialysis population, smaller scale observational studies support the association between delivered hemodialysis dose and patient outcomes [3] including the potential for improved growth with intensive hemodialysis regimens [4,5].
1c.5 Quantity of Studies in the Body of Evidence (Total number of studies, not articles):  
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):  
1c.7 Consistency of Results across Studies (Summarize the consistency of the magnitude and direction of the effect): 

1c.8 Net Benefit (Provide estimates of effect for benefit/outcome; identify harms addressed and estimates of effect; and net benefit - benefit over harms):  
1c.9 Grading of Strength/Quality of the Body of Evidence. Has the body of evidence been graded?  
1c.10 If body of evidence graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  
1c.11 System Used for Grading the Body of Evidence:  The clinical TEP followed similar methods of evidence assessment as that used by the KDOQI Clinical Practice Guidelines.  

1c.12 If other, identify and describe the grading scale with definitions:  
1c.13 Grade Assigned to the Body of Evidence:  The pediatric adequacy clinical Technical Expert Panel (TEP) rated the strength of this measure as high.
1c.14 Summary of Controversy/Contradictory Evidence:  There is no controversial or contradictory evidence for this measure.
1c.15 Citations for Evidence other than Guidelines(Guidelines addressed below):  
1.   Lowrie EG, et al. Effect of the hemodialysis prescription of patient morbidity:report from the National Cooperative Dialysis Study. N Engl J Med 305:1176–1181, 1981. 
2.   Owen WF Jr, et al. The urea reduction ratio and serum albumin concentration as predictors of mortality in patients undergoing hemodialysis. N Engl J Med 329:1001–1006, 1993.

3.   Gorman G, et al. Clinical outcomes and dialysis adequacy in adolescent hemodialysis patients. Am Journal Kidney Dis; 47: 285-93, 2006.

4.   Fischbach M, et al. Intensified and daily hemodialysis in children might improve statural growth. Pediatr Nephrol 21:1746–1752, 2006.

5.   Tom A, et al. Growth during maintenance hemodialysis: impact of enhanced nutrition and clearance. J Pediatr. Apr;134(4):464-71, 1999.

6.  Clinical Practice Guidelines for Hemodialysis Adequacy: KDOQI Guideline 8. Pediatric Hemodialysis Prescription and Adequacy:  2006.

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

GUIDELINE 8. PEDIATRIC HEMODIALYSIS PRESCRIPTION AND ADEQUACY
8.2.1 spKt/V, calculated by either formal urea kinetic modeling or the second-generation natural logarithm formula, should be used for month-to-month assessment of delivered HD dose. (B) 

1c.17 Clinical Practice Guideline Citation:  Clinical Practice Guidelines for Hemodialysis Adequacy: KDOQI Guideline 8. Pediatric Hemodialysis Prescription and Adequacy: 2006. 

1c.18 National Guideline Clearinghouse or other URL:  N/A

1c.19 Grading of Strength of Guideline Recommendation. Has the recommendation been graded?  
1c.20 If guideline recommendation graded, identify the entity that graded the evidence including balance of representation and any disclosures regarding bias:  
1c.21 System Used for Grading the Strength of Guideline Recommendation:  The method used is the same as was used in developing the 2006 Kidney Disease Outcomes Quality Initiative (KDOQI) guidelines, in which experts decided which recommendations were supported by evidence and which were supported by consensus of Work Group opinion. Evidence-based guideline recommendations were graded as strong or moderate or weak. This approach is consistent with the U.S Preventive Services Task Force (USPSTF) grading method.
1c.22 If other, identify and describe the grading scale with definitions:  
1c.23 Grade Assigned to the Recommendation:  CPG 8.2.1 rating strength grade is ‘B’. The recommendation for Grade B guidelines states ‘It is recommended that clinicians routinely follow the guideline for eligible patients. There is moderate to strong evidence that the practice improves health outcomes.
1c.24 Rationale for Using this Guideline Over Others:  Limited hemodialysis clinical practice guidelines exist for the pediatric population.  In addition to the KDOQI clinical practice guidelines developed by the National Kidney Foundation, the 2005 CARI guidelines (Caring for Australians with Renal Impairment) also present guidelines for pediatric hemodialysis adequacy.  The CARI guidelines present similar recommendations as the KDOQI, however, these guidelines are limited to providing recommendations for target spKt/V rather than frequency of measurement of hemodialysis adequacy.

	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:     1c.26 Quality: 1c.27 Consistency:     



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