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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):  
PCPI Testing Project

•
Two hematology practice sites representing various types, locations and sizes were identified to participate in testing the measures

•
Site A was a hematology group practice with eight physicians that cared for hematology patients. Site B was a large multi-specialty group clinic with 13 physicians that cared for hematology patients.

•
Site A had a document retrieval system rather than a full-fledged EHR where data was scanned in and required searching. Site B had a fully functional EHR. 

•
Both sites were located in urban/suburban regions

•
Hematology patient visit volume was 150 per day at site A and 120-150 per day at site B.

•
Both sites were instructed to select 120 patient records (20 with acute leukemias and 35 for each of the following diagnoses: MDS, multiple myeloma and CLL). 

•
At site A the number of patients in practice in 2009 by specialty area was as follows:

o
Multiple myeloma (not in remission): 130 patients

•
At site B the number of patients in practice in 2009 by specialty area was as follows:

o
Multiple myeloma (not in remission): 38 patients

•
For this measure, the sample size included 60 abstracted patient charts. 

•
The measurement period (data collected from patients seen) was between 1/1/2009 through 12/31/2009. Due to an inability to obtain the required number of patient records for acute leukemia and MDS during the specified measurement period, site B also included patients from 2008.

•
Chart auditing was performed between 5/17/2010 and 7/15/2010

•
Data auditing was performed between 8/2/2010 and 9/14/2010

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

PCPI Testing Project

Data abstracted from patient records were used to calculate inter-rater reliability for the measure.

60 multiple myelomas patient records were reviewed.

Data analysis included:

•
Percent agreement

•
Kappa statistic to adjust for chance agreement 

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

N, % Agreement, Kappa (95% Confidence Interval)
Overall Reliability: 60, 95.0%, 0.8913 (0.7716 – 1.0000)

Denominator Reliability: 60, 100.0%, Kappa is noncalculable*

Numerator Reliability: 60, 95.0%, 0.8913, (0.7716 – 1.0000)

Exceptions Reliability: 60, 100.0%, Kappa is noncalculable*

This measure demonstrates almost perfect reliability, as shown in results from the analysis (above).

*Kappa Statistics cannot be calculated   because of complete agreement. Confidence intervals cannot be calculated because to do so would involve dividing by zero which cannot be done. 

	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: 
There is a difference between our measure and the evidence. Our measure focuses only on Multiple Myeloma and the evidence includes MM and lytic disease.

	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):  
An expert panel was used to assess face validity of the measure. This panel consisted of the following 10 members and with representation from the following specialties: 
Steven L. Allen, MD (Co-Chair) (hematology/oncology)

William E. Golden, MD (Co-Chair) (internal medicine (IM))

Kenneth Adler, MD (hematology/IM)

Daniel Halevy, MD (nephrology)

Stuart Henochowicz, MD, MBA (IM)

Timothy Miley, MD (hematopathology)

David Morris, MD (radiation oncology)

John M. Rainey, MD (medical oncology)

Samuel M. Silver, MD, PhD (hematology/oncology)

Lawrence Solberg, Jr., MD, PhD (hematology/IM)

2b2.2 Analytic Method (Describe method of validity testing and rationale; if face validity, describe systematic assessment):
All PCPI performance measures are assessed for content validity by expert Work Group members during the development process. Additional input on the content validity of draft measures is obtained through a 30-day public comment period and by also soliciting comments from a panel of consumer, purchaser, and patient representatives convened by the PCPI specifically for this purpose. All comments received are reviewed by the expert Work Group and the measures adjusted as needed. Other external review groups (i.e. focus groups) may be convened if there are any remaining concerns related to the content validity of the measures.  
Face validity has been quantitatively assessed for this measure. Specifically, the work group members were asked to empirically assess face validity of the measure.  The work group/expert panel consists of 10 members, whose specialties include oncology, hematology, internal medicine, and clinical pathology.

Face validity of the measure score as an indicator of quality was systematically assessed as follows:

After the measure was fully specified, the expert panel was asked to rate their agreement with the following statement:

The scores obtained from the measure as specified will provide an accurate reflection of quality and can be used to distinguish good and poor quality.

The scale is 1-5, where 1=Disagree; 3=Neither Disagree nor Agree; 5=Agree 

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): 
The results of the expert panel rating of the validity statement were as follows:  N = 10; Mean rating = 4.75.

Percentage in the top two categories (4 and 5): 100%

Frequency Distribution of Ratings

1 - 0

2 - 0

3 - 0

4 - 2

5 – 6 

	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):  
PCPI Testing Project
•
60 multiple myeloma patient records were reviewed for this measure.  

•
The measurement period (data collected from patients seen) was between 1/1/2009 through 12/31/2009.

•
Chart auditing was performed between 5/17/2010 and 7/15/2010.

•
Data auditing was performed between 8/2/2010 and 9/14/2010. 

2b3.2 Analytic Method (Describe type of analysis and rationale for examining exclusions, including exclusion related to patient preference):  

Exceptions were analyzed for frequency and variability across providers. 
2b3.3 Results (Provide statistical results for analysis of exclusions, e.g., frequency, variability, sensitivity analyses):
PCPI Testing Project
N, % Agreement, Kappa (95% Confidence Interval)

Exceptions Reliability: 60, 100.0%, Kappa is noncalculable*

This measure demonstrates perfect reliability, as shown in results from the above analysis.

The exception rate for this measure was 18.3%.

*Kappa Statistics cannot be calculated   because of complete agreement. Confidence intervals cannot be calculated because to do so would involve dividing by zero which cannot be done. 

	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):
This measure is not risk adjusted. 
2b4.2 Analytic Method (Describe methods and rationale for development and testing of risk model or risk stratification including selection of factors/variables):
This measure is not risk adjusted. 
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): 

Not applicable. 
2b4.4 If outcome or resource use measure is not risk adjusted, provide rationale and analyses to justify lack of adjustment:  As a process measure, no risk adjustment is necessary. 

	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):  
CMS Physician Quality Reporting Initiative:
Clinical Condition and Measure: #69 

9, 364 patients were reported on for the 2008 program, the most recent year for which data are available.

In 2009 the following was reported for this measure: 

# Eligible Professionals: 26,875

# Professionals Reporting >=1 Valid QDC: 1,332

% Professionals Reporting >=1 Valid QDC: 4.96%

# Professionals Satisfactorily Reporting: 528

% Professionals Satisfactorily Reporting: 39.64% 

2b5.2 Analytic Method (Describe methods and rationale  to identify statistically significant and practically/meaningfully differences in performance):  

CMS Physician Quality Reporting Initiative:
The inter-quartile range (IQR) was calculated, which provides a measure of the dispersion of performance. 

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): 

 CMS Physician Quality Reporting Initiative
This measure was used in the 2007-2011 CMS Physician Quality Reporting Initiative claims and registry options and group reporting option available in 2011.   

There is a gap in care as shown by this 2008 data, the only year for which distribution by quartile/decile is available.

47.40% of patients reported on did not meet the measure.

10th percentile: 14.29%

25th percentile: 33.33%

50th percentile: 60.00%

75th percentile: 85.71%

90th percentile: 100.00%

The inter-quartile range (IQR) provides a measure of the dispersion of performance.  The IQR is 52.38, and indicates that 50% of physicians have performance on this measure ranging from 33.33% and 85.71%.  A quarter of reporting physicians have performance on this measure which is greater than 85.71%, while a quarter have performance on this measure less than 33.33%. 

	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):  
PCPI Testing Project
•
60 multiple myeloma patient records were reviewed for this measure.  

•
The measurement period (data collected from patients seen) was between 1/1/2009 through 12/31/2009.

•
Chart auditing was performed between 5/17/2010 and 7/15/2010.

•
Data auditing was performed between 8/2/2010 and 9/14/2010. 

2b6.2 Analytic Method (Describe methods and rationale for  testing comparability of scores produced by the different data sources specified in the measure):  

PCPI Testing Project
Parallel forms reliability testing was performed. PQRS claims were reviewed and compared to a manual review of claims information

Data analysis included:

•
Percent agreement 

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):  

PCPI Testing Project
N, % Agreement

30, 87% 

	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): We encourage the results of this measure to be stratified by race, ethnicity, gender, and primary language, and have included these variables as recommended data elements to be collected.
2c.2 If disparities have been reported/identified (e.g., in 1b), but measure is not specified to detect disparities, please explain:  

The PCPI advocates that performance measure data should, where possible, be stratified by race, ethnicity, and primary language to assess disparities and initiate subsequent quality improvement activities addressing identified disparities, consistent with recent national efforts to standardize the collection of race and ethnicity data. A 2008 NQF report endorsed 45 practices including stratification by the aforementioned variables.(1) A 2009 IOM report “recommends collection of the existing Office of Management and Budget (OMB) race and Hispanic ethnicity categories as well as more fine-grained categories of ethnicity(referred to as granular ethnicity and based on one’s ancestry) and language need (a rating of spoken English language proficiency of less than very well and one’s preferred language for health-related encounters).”(2)
References:

(1)National Quality Forum Issue Brief (No.10). Closing the Disparities Gap in Healthcare Quality with Performance Measurement and Public Reporting. Washington, DC: NQF, August 2008.

(2)Race, Ethnicity, and Language Data: Standardization for Health Care Quality Improvement. March 2010. AHRQ Publication No. 10-0058-EF. Agency for Healthcare Research and Quality, Rockville, MD. Available at:

http://www.ahrq.gov/research/iomracereport. Accessed May 25, 2010.

	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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