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	2. RELIABILITY & VALIDITY - SCIENTIFIC ACCEPTABILITY OF MEASURE PROPERTIES

	Extent to which the measure, as specified, produces consistent (reliable) and credible (valid) results about the quality of care when implemented. (evaluation criteria)
Measure testing must demonstrate adequate reliability and validity in order to be recommended for endorsement. Testing may be conducted for data elements and/or the computed measure score. Testing information and results should be entered in the appropriate field.  Supplemental materials may be referenced or attached in item 2.1. See guidance on measure testing.

	2a2. Reliability Testing. (Reliability testing was conducted with appropriate method, scope, and adequate demonstration of reliability.)

	2a2.1 Data/Sample (Description of the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):  
For the 2008 ESRD CPM project, inter-rater reliability was assessed using facility abstracted and Network re-abstracted data. A total of 301 randomly selected medical records were included in the analysis. (Centers for Medicare & Medicaid Services. 2008 Annual Report, End Stage Renal Disease Clinical Performance Measures Project. Department of Health and Human Services, Centers for Medicare & Medicaid Services, Office of Clinical Standards& Quality, Baltimore, Maryland, December 2008).

2a2.2 Analytic Method (Describe method of reliability testing & rationale): 

To analyze the inter-rater reliability of the ESRD CPM data agreement rates, levels of concurrence and kappa statistics were computed. Agreement rates were calculated for continuous data, and kappa statistics and levels of concurrence were jointly used to analyze categorical data. 

2a2.3 Testing Results (Reliability statistics, assessment of adequacy in the context of norms for the test conducted): 

For weekly Kt/V>=1.2, the average Kappa statistic (of October, November, and December) for missing vs. non-missing values ranged from 0.94 to 0.96. The average level of concurrence (LOC) for missing vs. non-missing was 92%. Generally, acceptable agreement rates are 0.80 or higher and concurrence targets are 90% or higher. 

	2b. VALIDITY. Validity, Testing, including all Threats to Validity:    H FORMCHECKBOX 
 M FORMCHECKBOX 
 L FORMCHECKBOX 
 I  FORMCHECKBOX 


	2b1.1 Describe how the measure specifications (measure focus, target population, and exclusions) are consistent with the evidence cited in support of the measure focus (criterion 1c) and identify any differences from the evidence: 


	2b2. Validity Testing. (Validity testing was conducted with appropriate method, scope, and adequate demonstration of validity.)

	2b2.1 Data/Sample (Description of the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):  
This measure was established on the basis of face validity. All clinical TEP members agreed that this measure will improve quality of care for pediatric in-center hemodialysis patients.
2b2.2 Analytic Method (Describe method of validity testing and rationale; if face validity, describe systematic assessment):
Face validity is the only validity assessed, as there is no gold standard for defining the ideal frequency of measuring hemodialysis adequacy in the pediatric population. 
2b2.3 Testing Results (Statistical results, assessment of adequacy in the context of norms for the test conducted; if face validity, describe results of systematic assessment): 
N/A 

	POTENTIAL THREATS TO VALIDITY.  (All potential threats to validity were appropriately tested with adequate results.)

	2b3. Measure Exclusions.  (Exclusions were supported by the clinical evidence in 1c or appropriately tested with results demonstrating the need to specify them.)

	2b3.1 Data/Sample for analysis of exclusions (Description of the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):  
N/A 
2b3.2 Analytic Method (Describe type of analysis and rationale for examining exclusions, including exclusion related to patient preference):  

N/A 
2b3.3 Results (Provide statistical results for analysis of exclusions, e.g., frequency, variability, sensitivity analyses):
N/A 

	2b4. Risk Adjustment Strategy.  (For outcome measures, adjustment for differences in case mix (severity) across measured entities was appropriately tested with adequate results.)

	2b4.1 Data/Sample (Description of the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):
No risk adjustments are necessary for this measure. 
2b4.2 Analytic Method (Describe methods and rationale for development and testing of risk model or risk stratification including selection of factors/variables):
N/A 
2b4.3 Testing Results (Statistical risk model: Provide quantitative assessment of relative contribution of model risk factors; risk model performance metrics including cross-validation discrimination and calibration statistics, calibration curve and risk decile plot, and assessment of adequacy in the context of norms for risk models.  Risk stratification: Provide quantitative assessment of relationship of risk factors to the outcome and differences in outcomes among the strata): 

N/A 
2b4.4 If outcome or resource use measure is not risk adjusted, provide rationale and analyses to justify lack of adjustment:  N/A 

	2b5. Identification of Meaningful Differences in Performance.  (The performance measure scores were appropriately analyzed and discriminated meaningful differences in quality.)

	2b5.1 Data/Sample (Describe the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):  
Data from the ESRD CPM Project were used to perform analyses on determining differences in performance in the hemodialysis facilities. In the 2008 study, CPM data were collected on all pediatric hemodialysis patients from October 2007 through December 2007. A total of 693 pediatric hemodialysis patients were analyzed from 252 facilities. 
2b5.2 Analytic Method (Describe methods and rationale  to identify statistically significant and practically/meaningfully differences in performance):  

Facility level performance was evaluated using descriptive statistics including facility level means and percentages. 
2b5.3 Results (Provide measure performance results/scores, e.g., distribution by quartile, mean, median, SD, etc.; identification of statistically significant and meaningfully differences in performance): 

 Facility level data showed only 52% of facilities with pediatric patients reported Kt/V for all three of the reporting months. A total of 30 (12%) facilities did not report Kt/V in any of the three reporting months for any of their pediatric hemodialysis patients. 

	2b6. Comparability of Multiple Data Sources/Methods. (If specified for more than one data source, the various approaches result in comparable scores.)

	2b6.1 Data/Sample (Describe the data or sample including number of measured entities; number of patients; dates of data; if a sample, characteristics of the entities included):  
Phase 1 and 2 CROWNWeb Beta Testing Data: Data are based on the 18 facilities participating in Phase 1 and the 180 facilities participating in Phase 2 plus about 3000 additional batch-submission facilities in CROWNWeb.   These data include about 60% of dialysis facilities and 75% of dialysis patients and are heavily weighted towards large dialysis organization facilities. 
2b6.2 Analytic Method (Describe methods and rationale for  testing comparability of scores produced by the different data sources specified in the measure):  

Multiple data sources are not allowed for this measure, and therefore testing is not needed. 
2b6.3 Testing Results (Provide statistical results, e.g., correlation statistics, comparison of rankings; assessment of adequacy in the context of norms for the test conducted):  

N/A 

	2c. Disparities in Care:   H FORMCHECKBOX 
 M FORMCHECKBOX 
 L FORMCHECKBOX 
 I  FORMCHECKBOX 
  NA FORMCHECKBOX 
 (If applicable, the measure specifications allow identification of disparities.)

	2c.1 If measure is stratified for disparities, provide stratified results (Scores by stratified categories/cohorts): N/A
2c.2 If disparities have been reported/identified (e.g., in 1b), but measure is not specified to detect disparities, please explain:  

N/A

	2.1-2.3 Supplemental Testing Methodology Information:  
 

	Steering Committee: Overall, was the criterion, Scientific Acceptability of Measure Properties, met? 

(Reliability and Validity must be rated moderate or high)  Yes FORMCHECKBOX 
  No FORMCHECKBOX 
 
Provide rationale based on specific subcriteria:

	If the Committee votes No, STOP


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