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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

Five practice sites representing various types, locations and sizes were identified to participate in testing the PCPI/ASCO/ASTRO-developed measures. 

o
Site A: hospital, multi-practice sites in urban, rural and suburban settings; 21 physicians; average 9600 oncology/prostate cancer patient visits per month for MD/NP assessment, chemotherapy; submitted PQRS claims for one measure and utilized a full-fledged EHR.

o
Site B: physician owned private practice, suburban setting; 4 physicians; average 48 oncology/prostate cancer patients seen per day; submitted PQRS claims for one measure and utilized paper medical records.

o
Site C: physician owned private practice, urban setting; 41 physicians; average 2500 oncology/prostate cancer patients seen per month; submitted PQRS claims for two measures and utilized a full-fledged EHR.

o
Site D: academic, suburban setting; 9 physicians; average 240 oncology/prostate cancer patients seen per month; submitted PQRS claims for one measure and utilized paper and EHR.

o
Site E: academic, urban setting; 14 physicians; average 250 oncology/prostate cancer patients seen per month; collected PQRS data on 3 measures and utilized a full-fledged EHR.

•
The measurement period (data collected from patients seen) was 1/1/2010 through 12/31/2010. 

•
Chart abstraction was performed between 8/8/2011 and 11/3/2011

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.

92 patient records were reviewed.

Data analysis included:

•
Percent agreement; and

•
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): 

PCPI Testing Project
N, % Agreement, Kappa (95% Confidence Interval)

Overall Reliability: 92, 98.9%, 0.935 (0.809-1.000)

Denominator Reliability: 92, 100.0%, Kappa is noncalculable*

Numerator Reliability: 92, 98.9%, 0.935 (0.809-1.000)

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

*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: 
Clinical practice guidelines for pancreatic adenocarcinoma and lung cancer (non small cell and small cell) recommend the evaluation of the dose volume histogram (DVH) of the planning target volume (PTV) to limit the dose administered to critical normal structures.  
The measure focus is on the establishment of dose limits to normal tissues for patients with a diagnosis of pancreatic or lung cancer who receive 3D conformal radiation therapy.

	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 31 members, with representation from a number of specialties including oncology, radiation oncology, surgical oncology, urology, gastroenterology, hematology, pathology, colon and rectal surgery, otolaryngology, and pain medicine.  
Patricia Ganz, MD (Co-Chair) (Clinical Oncology) Los Angeles, CA

James Hayman, MD (Co-Chair) (Radiation Oncology) Ann Arbor MI

Joseph Bailes, MD (Clinical Oncology) The Woodlands, TX

Nancy Baxter, MD, PhD (Colorectal Surgery) Toronto, Ontario Canada

Joel V. Brill, MD (Gastroenterology) Phoenix, AZ

Steven B. Clauser, PhD (Outcomes Research) Bethesda, MD

Charles Cleeland, PhD (Oncology) Houston, TX

J. Thomas Cross, Jr. MD, MPH (Oncology) Colorado Springs, CO

Chaitanya R. Divgi, MD (Nuclear Medicine) Philadelphia, PA

Stephen B. Edge, MD (Surgical Oncology) Buffalo, NY

Patrick L. Fitzgibbons, MD (Oncology) Fullerton, CA

Myron Goldsmith, MD (Oncology) Huntington Beach, CA 

Joel W. Goldwein, MD (Oncology) Merion Station, PA

Alecia Hathaway, MD, MPH (Oncology) Fort Worth, TX

Kevin P. Hubbard, DO (Oncology) Kansas City, MO

Nora Janjan, MD, MPSA (Radiation Oncology) Houston, TX

Maria Kelly, MB, BCh (Radiation Oncology) Earlysville, VA

Wayne Koch, MD (Head and Neck surgery) Columbia, MD

Andre Konski, MD (Radiation Oncology) Philadelphia, PA

Len Lichtenfeld, MD (Oncology) Atlanta, GA

Norman J. Marcus, MD (Anesthesiology and Psychiatry) New York, NY

Catherine Miyamoto, RN, BSN (Oncology) Grand Forks, ND

Michael Neuss, MD (Oncology, Hematology) Cincinnati, OH

David F. Penson, MD, MPH (Urology) Nashville, TN

Louis Potters, MD (Radiation Oncology) New Hyde Park, NY

John M. Rainey, MD (Medical Oncology) Lafayette, LA

Christopher M. Rose, MD (Radiation Therapy) Beverly Hills, El Segundo, CA

Lee Smith, MD (Oncology) Washington, DC

Lawrence A. Solberg, MD, PhD (Oncology) Jacksonville, FL

Paul E. Wallner, MD (Radiation Oncology) Willingboro, NJ

J. Frank Wilson, MD (Radiation Oncology) Milwaukee, WI

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 a panel of 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 (eg, focus groups) may be convened if there are any remaining concerns related to the content validity of the measures. 
The expert panel was used to assess face validity of the measure. This panel consisted of 31 members, with representation from the following specialties: oncology, radiation oncology, surgical oncology, urology, gastroenterology, hematology, pathology, colon and rectal surgery, otolaryngology, and pain medicine.

The aforementioned panel was asked to rate their agreement with the following statement: 

The scores obtained from the measure as specified will accurately differentiate quality across providers. 

Scale 1-5, where 1=Strongly Disagree; 3=Neither Disagree nor Agree; 5=Strongly 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 = 17; Mean rating = 4.18.

Percentage in the top two categories (4 and 5): 82.35%

Frequency Distribution of Ratings

1-
0

2-
0

3-
3

4-
8

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):  
This measure has no exceptions. 
2b3.2 Analytic Method (Describe type of analysis and rationale for examining exclusions, including exclusion related to patient preference):  

This measure has no exceptions. 
2b3.3 Results (Provide statistical results for analysis of exclusions, e.g., frequency, variability, sensitivity analyses):
This measure has no exceptions. 

	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:  Not Applicable 

	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):  
PCPI Testing Project
•
92 patient records were reviewed for this measure. 

•
The measurement period (data collected from patients seen) was 1/1/2010 through 12/31/2010. 

•
Chart abstraction was performed between 8/8/2011 and 11/3/2011. 

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

PCPI Testing Project
Data analysis performed on the measure included:

Average measure performance rate overall and by site, performance rate range by site and overall standard deviation for the measure. 

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): 

 PCPI Testing Project
Measure rate without exceptions: N= 92 Mean = 91.3% Standard Deviation= 0.2833

The performance rate by site is as follows, where n is the number of performance events by site:

A
1.0000
 (n= 2)

B
0.9000
 (n= 30)

C
0.0000
 (n= 0)

D
0.8330
 (n= 30)

E
1.0000
 (n= 30)

The performance rate range is .1670. Although this study captured performance on 92 events, the data were not captured at the physician level, restricting reporting of variation in performance to the organization level only. Additionally, we are unable to present a meaningful calculation of variation in performance across organizations due to the small sample size of sites (n=5) in this study. 

	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):  
This test was not performed for this measure. 
2b6.2 Analytic Method (Describe methods and rationale for  testing comparability of scores produced by the different data sources specified in the measure):  

This test was not performed for this measure. 
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):  

This test was not performed for this measure. 

	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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