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This document summarizes the evaluation of the measure as it progresses through NQF’s Consensus
Development Process (CDP). The information submitted by measure developers/stewards is included after the
Brief Measure Information, Preliminary Analysis, and Pre-meeting Public and Member Comments sections.

To navigate the links in the worksheet: Ctrl + click link to go to the link; ALT + LEFT ARROW to return
Purple text represents the responses from measure developers.

Red text denotes developer information that has changed since the last measure evaluation review.

Brief Measure Information

NQF #: 0220
Corresponding Measures:

De.2. Measure Title: Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of
diagnosis for women with AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer

Co.1.1. Measure Steward: Commission on Cancer, American College of Surgeons

De.3. Brief Description of Measure: Percentage of female patients, age = 18 at diagnosis, who have their first
diagnosis of cancer (epithelial malignancy), at AJCC T1cNOMO or stage IB to IlIC, whose primary tumor is of the
breast, and is progesterone or estrogen receptor positive with adjuvant hormonal therapy (recommended or
administered) within 1 year (365 days) of diagnosis

1b.1. Developer Rationale: Improve the utilization of hormone therapy for women with AJCC T1cNOMO or
Stage IB-1ll hormone receptor positive breast cancer

S.4. Numerator Statement: Adjuvant hormonal therapy is administered within 1 year (365 days) of the date of
diagnosis or it is recommended but not administered

S.6. Denominator Statement: Include if all of the following characteristics are identified:

Women

Age = 18 at time of diagnosis

Known or assumed to be first or only cancer diagnosis

Epithelial malignancy only

Invasive tumors

Primary tumors of the breast

AJCC T1cNOMO or Stage IB - llIC

Primary tumor is estrogen receptor positive or progesterone receptor positive
All or part of 1st course of treatment performed at the reporting facility
Known to be alive within 1 year (365 days) of date of diagnosis

Surgical procedure of the primary site

S.8. Denominator Exclusions: Exclude, if any of the following characteristics are identified:

Men

Under age 18 at time of diagnosis
Second or subsequent cancer diagnosis
Tumor not originating in the breast



Non-epithelial malignancies, exclude malignant phyllodes tumors; 8940 - Mixed tumor, malignant, NOS; 8950 -
Mullerian mixed tumor; 8980 - Carcinosarcoma; 8981 - Carcinosarcoma, embryonal
Non-invasive tumors

Stage 0, in-situ tumor

Stage IV, metastatic tumor

Primary tumor is estrogen receptor negative and progesterone receptor negative
None of 1st course therapy performed at reporting facility

Died within 1 year (365 days) of diagnosis,

Patient enrolled in a clinical trial that directly impacts delivery of the standard of care
No surgical procedure of the primary site

Not AJCC T1cNOMO or not AJCC stage IB-IIIC

De.l. Measure Type: Process
S.17. Data Source: Registry Data
S.20. Level of Analysis: Facility

IF Endorsement Maintenance - Original Endorsement Date: Mar 01, 2007 Most Recent Endorsement Date:
Oct 26, 2016

Preliminary Analysis: Maintenance of Endorsement

To maintain NQF endorsement endorsed measures are evaluated periodically to ensure that the measures still
meets the NQF endorsement criteria (“maintenance”). The emphasis for maintaining endorsement is focused
on how effective the measure is for promoting improvements in quality. Endorsed measures should have
some experience from the field to inform the evaluation. The emphasis for maintaining endorsement is noted
for each criterion.

Criteria 1: Importance to Measure and Report

1a. Evidence

Maintenance measures — less emphasis on evidence unless there is new information or change in evidence
Usince the prior evaluation.

1a. Evidence. The evidence requirements for a structure, process or intermediate outcome measure is that it is
based on a systematic review (SR) and grading of the body of empirical evidence where the specific focus of
the evidence matches what is being measured. For measures derived from patient report, evidence also
should demonstrate that the target population values the measured process or structure and finds it
meaningful.

The developer provides the following evidence for this measure:

e Systematic Review of the evidence specific to this measure? X Yes [l No
e Quality, Quantity and Consistency of evidence provided? Ol Yes No
e Evidence graded? X Yes I No

Summary of prior review in 2016:

In the 2019 submission, the developer provided an updated link to the National Comprehensive Cancer
Network Guidelines v2.2019 and grade of evidence (Level 1). Otherwise, there were no changes made to
evidence since the last submission in 2016. Below is a summary of the evidence from prior review

Summary of prior review in 2012:



e National Comprehensive Cancer Network (NCCN) Practice Guidelines:

o Systemic Adjuvant treatment — hormone receptor positive- HER2- Positive: (Page BINV-5):
pT1, pT2, or pT3; and pNO orpN1mi—and pNO orpN1mi->Tumor >1cm -> Adjuvant endocrine
therapy +/- adjuvant chemotherapy with trastzumab. Level of evidence: Category 1 (Category
1: Based upon high-level evidence, there is uniform NCCN consensus that the intervention is
appropriate)

o Systemic Adjuvant treatment — hormone receptor positive- HER2- Negative: (PageBINV-6):
pT1, pT2, or pT3; and pNO orpN1mi—and pNO orpN1mi->Tumor >1cm -> Adjuvant endocrine
therapy +/- adjuvant chemotherapy

e Additional evidence included a systematic review of the body of evidence including multiple
randomized clinical trials and meta-analysis demonstrating 25% reduction in risk of distant cancer
recurrence and death - details on the total number of studies were not provided in previous
submission form.

e The 2011 Committee expressed no concerns regarding the evidence underlying this measure

Changes to evidence from last review

The developer attests that there have been no changes in the evidence since the measure was last
evaluated.

O The developer provided updated evidence for this measure:

Updates:

Exception to evidence

N/A

Questions for the Committee:

o The developer attests the underlying evidence for the measure has not changed since the last NQF
endorsement review. Does the Committee agree the evidence basis for the measure has not changed and
there is no need for repeat discussion and vote on Evidence?

Guidance from the Evidence Algorithm

Process measure/systematic review (Box 3) = Specific information on QQC not presented (Box 4) = evidence
graded as high-level evidence(Box 6) 2 Moderate (highest eligible rating is MODERATE)

Preliminary rating for evidence: [0 High X Moderate [ Low O Insufficient

1b. Gap in Care/Opportunity for Improvement and 1b. Disparities

Maintenance measures — increased emphasis on gap and variation

1b. Performance Gap. The performance gap requirements include demonstrating quality problems and
opportunity for improvement.

The developer provided national trend data from the National Cancer Database (NCDB)

2008 2015

# cases (humerator) 34,765 cases in 1,350 81,640 cases in 1,360
facilities facilities

Mean performance Rate 78.8% 92.7%

IQR 30% 9.1%

Range -- --




e The developer also noted the lag in data collection, citing that more recent performance data was not
provided because it takes longer to document receipt of adjuvant therapy.

Disparities
e The developer noted that among all race/ethnic groups EPR (estimated performance rates) were higher in

2015 than in 2008. The table below provides a breakdown of each race/ethnic group
Race/Ethnicity

2015 Non- Non- Hispanic | Asian/Hawaiian/Pacific | Other/Unknown
Hispanic Hispanic Island
white black
EPR 94.0% 88.2% 85.8% 92.3% 90.3%
difference from | +12.8% +15.4% +19.3% | +15.6% +15.7%
2008 EPR
Age
2015 Age 18- Age 50- Age 60-69 | Age 70-79 | Age 80+
49 59
EPR 90.7% 92.3% 93.4% 94.3% 93.7%
difference from 2008 EPR +14.9% +13.6% +12.7% +12.5% +17.4%

Insurance Status

2015 Private Medicare | Medicaid/No | Other Other/unknown
Insurance insurance government
insurance
EPR 78.7% 93.9% 86.5% 90.6% 78.3%
difference from 14.5% 13.3% 13.6% 13.3% 10.4%
2008 EPR

e The developer provided additional disaprities data on income, education, facility type and census region

Questions for the Committee:
* |Is performance gap data recent enough to adequately re-evaluate this measure?

* |sthere a gap in care that warrants a national performance measure?
Preliminary rating for opportunity forimprovement: [0 High X Moderate [ Low [ Insufficient

RATIONALE:

Committee Pre-evaluation Comments:
Criteria 1: Importance to Measure and Report (including 1a, 1b, 1c)

1a. Evidence to Support Measure Focus: For all measures (structure, process, outcome, patient-reported
structure/process), empirical data are required. How does the evidence relate to the specific structure,
process, or outcome being measured? Does it apply directly or is it tangential? How does the structure,
process, or outcome relate to desired outcomes? For maintenance measures —are you aware of any new
studies/information that changes the evidence base for this measure that has not been cited in the




submission? For measures derived from a patient report: Measures derived from a patient report must
demonstrate that the target population values the measured outcome, process, or structure.”

e Evidence is sufficient and tied to outcomes

e is this measure only for women who are 18? Evidence good that adjuvant hormones should be used.
no changes provided.

e No new concerns

e direct measure of process; key component to guideline compliance

e The benefit of hormonal therapy in patients with breast cancer is strong and no new data is available to
change this evidence.

e Many large, randomized, clinical trials with long term follow up demonstrate ongoing benefit of
endocrine therapy in HR positive breast cancer. Evidence is Level 1. No changes in the evidence. |
would rate the evidence as high.

e Evidence does exist and was in the initial submission, no additional recent evidence appears to have
been added. | am not aware of any new literature.

e Moderate level evidence including system review demonstrating 25% reduction in risk of distant cancer
recurrence and death.

® nNO

e Does not appear the underlying evidence has changed.

1b. Performance Gap: Was current performance data on the measure provided? How does it demonstrate
a gap in care (variability or overall less than optimal performance) to warrant a national performance
measure? Disparities: Was data on the measure by population subgroups provided? How does it
demonstrate disparities in the care?

e Performance gap is fairly small, but the performance gap is higher for minority women and women
who have private insurance (strangely?) and Medicaid

e performance 88-93% with lower but persistent racial and age and insurance disparity (78% privately
insured???)

e Thereisagap. Some evidence of disparities.
e 2015 data; gap still seen in race and insurance status

e The evidence provided is from 2015, showing improvements compared to 2008 for all races and in
all age groups

e The developer provided national trend data from the National Cancer Database (NCDB) that
indicated in 2015 a 92.7% mean performance rate indicating a continuing gap in performance. The
developer provided information from 2008 and 2015 demonstrating an improvement over time but
continuing gaps in performance based on race and ethnicity, age, insurance status, income,
educational level, facility type, and region of the country. | believe there is a continuing gap in
performance that is moderate to high and justifying ongoing performance measurement and
reporting.

e Performance gap is low and appears almost topped out. Data presented has a very large data lag,
making it difficult to compare recent performance trends. Disparity in care for race/ethnicity and
payer type is discussed.

e Gaps remain in race/ethnicity and insurance status, oppportunity for improvement remains
e yes, but getting smaller.

e Although a lag in data collection, data is being collected. | do not have a concern related to gaps in
care.




Criteria 2: Scientific Acceptability of Measure Properties

2a. Reliability: Specifications and Testing

2b. Validity: Testing; Exclusions; Risk-Adjustment; Meaningful Differences; Comparability; Missing Data

Reliability

2al. Specifications requires the measure, as specified, to produce consistent (reliable) and credible (valid)
results about the quality of care when implemented. For maintenance measures — no change in emphasis —
specifications should be evaluated the same as with new measures.

2a2. Reliability testing demonstrates if the measure data elements are repeatable, producing the same
results a high proportion of the time when assessed in the same population in the same time period and/or
that the measure score is precise enough to distinguish differences in performance across providers. For
maintenance measures — less emphasis if no new testing data provided.

Validity

2b2. Validity testing should demonstrate the measure data elements are correct and/or the measure score
correctly reflects the quality of care provided, adequately identifying differences in quality. For maintenance
measures — less emphasis if no new testing data provided.

2b2-2b6. Potential threats to validity should be assessed/addressed.

Questions for the Committee regarding reliability:

* Do you have any concerns that the measure can be consistently implemented (i.e., are measure
specifications adequate)?

* The staff or is satisfied with the reliability testing for the measure. Does the Committee think there is
a need to discuss and/or vote on reliability?

Questions for the Committee regarding validity:

* Do you have any concerns regarding the validity of the measure (e.g., exclusions, risk-adjustment
approach, etc.)?

* The staff is satisfied with the validity analyses for the measure. Does the Committee think there is a
need to discuss and/or vote on validity?

Preliminary rating for reliability: [0 High X Moderate [ Low [ Insufficient
Preliminary rating for validity: O High X Moderate [ Low [ Insufficient

Scientific Acceptability: Preliminary Analysis Form

Measure Number: 0220

Measure Title: Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of
diagnosis for women with AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer
Type of measure:

X Process [ Process: Appropriate Use [ Structure [ Efficiency [1 Cost/Resource Use

] Outcome [1 Outcome: PRO-PM [ Outcome: Intermediate Clinical Outcome [] Composite



Data Source:

[ Claims [ Electronic Health Data  [] Electronic Health Records [] Management Data
[0 Assessment Data [ Paper Medical Records [ Instrument-Based Data X Registry Data
O Enroliment Data [ Other

Level of Analysis:

O Clinician: Group/Practice [ Clinician: Individual X Facility [ Health Plan
[0 Population: Community, County or City [ Population: Regional and State
O Integrated Delivery System [ Other

Measure is:

O New [X Previously endorsed (NOTE: Empirical validity testing is expected at time of maintenance
review; if not possible, justification is required.)

RELIABILITY: SPECIFICATIONS

1. Are submitted specifications precise, unambiguous, and complete so that they can be consistently
implemented? X Yes [1 No

Submission document: “MIF_xxxx” document, items S.1-5.22

NOTE: NQF staff will conduct a separate, more technical, check of eCQM specifications, value sets, logic,
and feasibility, so no need to consider these in your evaluation.

2. Briefly summarize any concerns about the measure specifications.

RELIABILITY: TESTING

Submission document: “MIF_xxxx” document for specifications, testing attachment questions 1.1-1.4 and
section 2a2

3. Reliability testing level X Measure score [1 Dataelement [0 Neither

4. Reliability testing was conducted with the data source and level of analysis indicated for this measure
Yes [ No

5. |If score-level and/or data element reliability testing was NOT conducted or if the methods used were NOT
appropriate, was empirical VALIDITY testing of patient-level data conducted?

O Yes [ No

6. Assess the method(s) used for reliability testing
Submission document: Testing attachment, section 2a2.2

The developer mentions that data model reliability estimations are shown computed from both
unadjusted and risk-adjusted models. Risk-adjustment included patient characteristics of age at diagnosis,
race/ethnicity, and insurance status.

Measure compliance was modeled from 2-level hierarchical logistic regression models using Bayesian
shrinkage adjustments that control for random error for both patients and hospitals. Statistical reliability is
determined with a binary-outcome from two types of variability, between hospitals (signal) obtained from
the regression model and within hospitals (noise) based on the standard error of the proportion of the
hospital random effect.

7. Assess the results of reliability testing
Submission document: Testing attachment, section 2a2.3

The developer states that the unadjusted reliability mean coefficient of 0.74, 0.77, and 0.83 for measure
#0220 are all regarded as very good, achieved respectively from diagnosis years 2014, 2015, and 2014-
2015.



10.

11.

Was the method described and appropriate for assessing the proportion of variability due to real
differences among measured entities? NOTE: If multiple methods used, at least one must be appropriate.

Submission document: Testing attachment, section 2a2.2
Yes
I No
1 Not applicable (score-level testing was not performed)
Was the method described and appropriate for assessing the reliability of ALL critical data elements?
Submission document: Testing attachment, section 2a2.2
L Yes
I No
Not applicable (data element testing was not performed)
OVERALL RATING OF RELIABILITY (taking into account precision of specifications and all testing results):
L] High (NOTE: Can be HIGH only if score-level testing has been conducted)

Moderate (NOTE: Moderate is the highest eligible rating if score-level testing has not been
conducted)

[ Low (NOTE: Should rate LOW if you believe specifications are NOT precise, unambiguous, and
complete or if testing methods/results are not adequate)

L] Insufficient (NOTE: Should rate INSUFFICIENT if you believe you do not have the information you
need to make a rating decision)

Briefly explain rationale for the rating of OVERALL RATING OF RELIABILITY and any concerns you may
have with the approach to demonstrating reliability.

VALIDITY: ASSESSMENT OF THREATS TO VALIDITY

12.

13.

14.

15.

16.

Please describe any concerns you have with measure exclusions.
Submission document: Testing attachment, section 2b2.
No exclusions

Please describe any concerns you have regarding the ability to identify meaningful differences in
performance.

Submission document: Testing attachment, section 2b4.

The measure developer notes that the majority of the programs that were statistically significant were
statistically greater than the addregrate measure compliance. Overall, only between 8.58% and 11.36% of
the programs were performing worse when compared to the aggregate.

Please describe any concerns you have regarding comparability of results if multiple data sources or
methods are specified.
Submission document: Testing attachment, section 2b5.

Please describe any concerns you have regarding missing data.
Submission document: Testing attachment, section 2b6.
Risk Adjustment
16a. Risk-adjustment method X None [ statistical model [ Stratification
16b. If not risk-adjusted, is this supported by either a conceptual rationale or empirical analyses?
I Yes [ No Not applicable



16c. Social risk adjustment:
16c.1 Are social risk factors included in risk model? [l Yes [ No Not applicable
16¢.2 Conceptual rationale for social risk factors included? [ Yes [ No

16c.3 Is there a conceptual relationship between potential social risk factor variables and the measure
focus? L1 Yes [ No
16d.Risk adjustment summary:

16d.1 All of the risk-adjustment variables present at the start of care? [J Yes [] No

16d.2 If factors not present at the start of care, do you agree with the rationale provided for inclusion?
1 Yes [ No

16d.3 Is the risk adjustment approach appropriately developed and assessed? [1 Yes [] No

16d.4 Do analyses indicate acceptable results (e.g., acceptable discrimination and calibration)
1 Yes [ No

16d.5.Appropriate risk-adjustment strategy included in the measure? [] Yes J No

16e. Assess the risk-adjustment approach

VALIDITY: TESTING

17.
18.

19.

20.

21.

22.

23.

Validity testing level: [0 Measure score X Data element O Both
Method of establishing validity of the measure score:

O Face validity

O Empirical validity testing of the measure score

N/A (score-level testing not conducted)

Assess the method(s) for establishing validity

Submission document: Testing attachment, section 2b2.2

Developer did not run statistical tests to assess quality of data. The Commission on Cancer abstrats data
for review to ensure compliance.

Assess the results(s) for establishing validity
Submission document: Testing attachment, section 2b2.3

Was the method described and appropriate for assessing conceptually and theoretically sound
hypothesized relationships?

Submission document: Testing attachment, section 2b1.

(] Yes

[J No

Not applicable (score-level testing was not performed)

Was the method described and appropriate for assessing the accuracy of ALL critical data elements?

NOTE that data element validation from the literature is acceptable.
Submission document: Testing attachment, section 2b1.
Yes
1 No
L] Not applicable (data element testing was not performed)

OVERALL RATING OF VALIDITY taking into account the results and scope of all testing and analysis of
potential threats.

L] High (NOTE: Can be HIGH only if score-level testing has been conducted)



Moderate (NOTE: Moderate is the highest eligible rating if score-level testing has NOT been
conducted)

[J Low (NOTE: Should rate LOW if you believe that there are threats to validity and/or relevant
threats to validity were not assessed OR if testing methods/results are not adequate)

L] Insufficient (NOTE: For instrument-based measures and some composite measures, testing at both
the score level and the data element level is required; if not conducted, should rate as
INSUFFICIENT.)

24. Briefly explain rationale for rating of OVERALL RATING OF VALIDITY and any concerns you may have
with the developers’ approach to demonstrating validity.

ADDITIONAL RECOMMENDATIONS

25. If you have listed any concerns in this form, do you believe these concerns warrant further discussion by
the multi-stakeholder Standing Committee? If so, please list those concerns below.

Committee Pre-evaluation Comments:
Criteria 2: Scientific Acceptability of Measure Properties (including all 2a, 2b, and 2c¢)

2al. Reliability-Specifications: Which data elements, if any, are not clearly defined? Which codes with
descriptors, if any, are not provided? Which steps, if any, in the logic or calculation algorithm or other
specifications (e.g., risk/case-mix adjustment, survey/sampling instructions) are not clear? What concerns
do you have about the likelihood that this measure can be consistently implemented?

e No concerns

® no concerns

e Adequate

® no concerns

e The data elements are clear and there is no threats to reliability of this measure.

e The measure is a process measure reported at the facility level. The specifications of the measure
are precise and complete. Data elements are from a registry. At the time of submission, data is not
complete for 2016 and 2017 and, therefore, data from 2014 and 2015 are analyzed. | believe that,
given the measure specifications, the measure can be consistently implemented.

e Most of the data elements are clearly defined. The only concern would be the pitfalls of manually
abstracted measurement which could introduce different data intepretations.

e No concerns

® no

e No concerns

2a2. Reliability - Testing: Do you have any concerns about the reliability of the measure?

e No

® no concerns

e No

® no concerns

e no concern

e No concerns. The testing was conducted at the measure score level. The statistical methods are
well-described and reasonable for the testing. The data is presented for 2014 and 2015 collectively

10



and individually using 2-level hierarchical logistic regression models using Bayesian shrinkage
adjustments to control for random error for both patients and hospitals per the developers. A
signal-to-noise analysis was conducted. Testing was performed using data from 1,426 CoC-
accredited hospitals across the United States from 2014-2015. 164,893 cases were considered
measure eligible. The unadjusted reliability mean coefficient of 0.74, 0.77, and 0.83 for the
measure are all regarded as very good, achieved respectively from diagnosis years 2014, 2015, and
2014-2015. According to the NQF algorithm, the highest rating for this measure is moderate. The
developers appear to have conducted the testing at the measure score and this difference needs to
be clarified.

No
No concerns
no

No concerns

2b1. Validity -Testing: Do you have any concerns with the testing results?

No

no

No

no concerns

No issues related to validity

No concerns. Validity testing was conducted at the data element level. Annually a review of a
minimum of 10% of the annual caseload of registry abstracts is performed to verify that abstracted
data accuracy. Measure performance is calculated in CP3R and RQRS based on the case-level data
submitted by the accredited hospitals. Both the annual caseload reviews and the measure
reporting system reviews are intended to ensure that reported performance rates are an accurate
reflection of the care provided to patients at Commission on Cancer-accredited programs. Ninety-
five percent confidence intervals were calculated at the hospital-level to determine statistical
significance. Each hospital’s 95% confidence interval was compared to the aggregate EPR to
determine significance. For the three cohorts of diagnosis years, slightly over half of the programs
were not significantly different compared to aggregate measure compliance; however for those
statistically significant programs the majority were statistically greater than the aggregate measure
compliance. Overall, only between 8.58% and 11.36% of the programs were performing worse
when compared to the aggregate. According to the NQF algorithm, the highest rating for this
measure is moderate since the testing was conducted at the data element level.

Yes
No concerns
no

No concerns

2b4-7. Threats to Validity (Statistically Significant Differences, Multiple Data Sources, Missing Data)2b4.
Meaningful Differences: How do analyses indicate this measure identifies meaningful differences about
quality? 2b5. Comparability of performance scores: If multiple sets of specifications: Do analyses
indicate they produce comparable results? 2b6. Missing data/no response: Does missing data constitute
a threat to the validity of this measure?

No
patients excluded if breast is a secondary cancer--no rationale provided.

No significant threats
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e unless data is systematically missing, no concerns
e Noissues with validity

e There are no exclusions. The testing is not risk adjusted. The differences reported are likely to

reveal meaningful differences in performance among different facilities. Missing data was identified
and for each hospital, cases with incomplete data were summed and reported as a proportion of all

denominator-eligible and incomplete cases. At the aggregate-level, the proportion of incomplete
cases was low, 0.09%, and the developers felt that this would not significantly affect the ability to
analyze data and detect differences. | believe this is a reasonable assumption.

e N/A

e No concerns.
® no

e No concerns

2b2-3. Other Threats to Validity (Exclusions, Risk Adjustment)2b2. Exclusions: Are the exclusions
consistent with the evidence? Are any patients or patient groups inappropriately excluded from the
measure?2b3. Risk Adjustment: If outcome (intermediate, health, or PRO-based) or resource use
performance measure: Is there a conceptual relationship between potential social risk factor variables
and the measure focus? How well do social risk factor variables that were available and analyzed align
with the conceptual description provided? Are all of the risk-adjustment variables present at the start of
care (if not, do you agree with the rationale provided)? Was the risk adjustment (case-mix adjustment)
appropriately developed and tested? Do analyses indicate acceptable results? Is an appropriate risk-
adjustment strategy included in the measure?

e No concerns

® none

e None

e exclusions are appropriate; no risk adjustment is necessary

e No risk adjustment done.

e There are no exclusions. There is no risk adjustment.

e Patient preferences are not taken into account in the exclusions
e No Concerns

e yes all reasonable

e | am satisfied with the validity analyses.

Criterion 3. Feasibility

Maintenance measures — no change in emphasis — implementation issues may be more prominent

3. Feasibility is the extent to which the specifications including measure logic, require data that are readily
available or could be captured without undue burden and can be implemented for performance
measurement.

This being a maintenance measure, the developer provides the following summary of any difficulties as a
result of testing and/or operational use of the measure:

The technical infrastructure to generate and report compliance with this measure has been in place since
2005 for approximately 1,500 Commission on Cancer (CoC) accredited centers performance rates for this
measure. This measure is currently reported to CoC accredited programs through the National Cancer
Database (NCDB) using the Cancer Program Practice Profile Report (CP3R) web-based audit and feed-back
reporting tool by registrars submitting new and updated cases annually. In addition, this measure is also
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reported to 1,500 cancer programs participating in its “real clinical time” feedback reporting tool through
its Rapid Quality Reporting System (RQRS) reported daily from registrars in regards to new and updated
cases. Both of these reporting tools have been utilized in the cancer registry community and do not
produce an undue burden on the data collection network.

e The data for this measure are key elements already collected in all hospital registries. This measure has
been reviewed using cancer registry data. The CoC data demonstrates variation in the measure. The
measure is readily implemented.

Questions for the Committee:
* Arethe required data elements routinely generated and used during care delivery?
* Arethe required data elements available in electronic form, e.g., EHR or other electronic sources?

* |s the data collection strategy ready to be put into operational use?
Preliminary rating for feasibility: X High [0 Moderate [ Low [ Insufficient
RATIONALE:

Committee Pre-evaluation Comments:
Criteria 3: Feasibility

3. Feasibility: Which of the required data elements are not routinely generated and used during care
delivery? Which of the required data elements are not available in electronic form (e.g., EHR or other
electronic sources)? What are your concerns about how the data collection strategy can be put into
operational use?

e No concerns

e all elements are available. high.
o |It's feasible

e allare collected

e The elements are buried in the medical records and identiying indication for hormonal therapy in
records does not guarantee that patient received the prescription and is adherent to it.

e This measure is based on data generated in the normal course of care. The data is not consistently
available in an electronic format. The data is obtained through chart audit and available in a cancer
registry. | have no concerns that this data collection strategy is feasible and can be used
operationally.

e This metric continues to be feasible because it is mandated registry values, however there will
continue to be data lags.

e Remains feasible with elements routinely present in hospital registries
e no problem, this measure has been used.

e | can not comment if the data elements are routinely generated or if they are available
electronically.

Criterion 4: Usability and Use

Maintenance measures — increased emphasis — much greater focus on measure use and usefulness,
including both impact/improvement and unintended consequences
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4a. Use (4al. Accountability and Transparency; 4a2. Feedback on measure)

4a. Use evaluate the extent to which audiences (e.g., consumers, purchasers, providers, policymakers) use or
could use performance results for both accountability and performance improvement activities.

4a.1. Accountability and Transparency. Performance results are used in at least one accountability
application within three years after initial endorsement and are publicly reported within six years after initial
endorsement (or the data on performance results are available). If not in use at the time of initial
endorsement, then a credible plan for implementation within the specified timeframes is provided.

Current uses of the measure

Publicly reported? X Yes [1 No
Current use in an accountability program? Yes [1 No [ UNCLEAR
OR

Planned use in an accountability program? [ Yes [1 No

Accountability program details

Public Reporting — Pennsylvania Health Care Quality Alliance (PHCQA)

Quality Improvement and Benchmarking — Commission on Cancer, National Cancer Database

Regulatory and Accrediation — Commission on Cancer Standards, Cancer Program Practice Profile Reports,
Cancer Quality Improvement Program, Rapid Quality Reporting System

4a.2. Feedback on the measure by those being measured or others. Three criteria demonstrate feedback: 1)
those being measured have been given performance results or data, as well as assistance with interpreting the
measure results and data; 2) those being measured and other users have been given an opportunity to provide
feedback on the measure performance or implementation; 3) this feedback has been considered when
changes are incorporated into the measure

Feedback on the measure by those being measured or others
The following summary was provided by the developer from those being measured:

e The CP3R/CQIP: Our registrars and physicians review the measures through phone calls and e-mails.
Our surveyors inform the CoC of potential problems that the measure may encounter. As issues are
identified, slight modifications will be made; e.g., excluding patients on related clinical trials. The same
feedback may be obtained from CQIP, an annual snapshot of the CP3R measures.

e The RQRS: The responses have been positive. For example, a hospital administrator has stated that he
had better physician recruiting with the implementation of this clinical data support system that alerts
providers of adjuvant therapy for their patients. Further, an often heard comment is that RQRS has
“prevented patients from slipping through the cracks” as the first course of treatment can last a year.

Additional Feedback:
Questions for the Committee:

* How have (or can) the performance results be used to further the goal of high-quality, efficient
healthcare?

* How has the measure been vetted in real-world settings by those being measured or others?
Preliminary rating for Use: X Pass [] No Pass

RATIONALE:
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4b. Usability (4al. Improvement; 4a2. Benefits of measure)

4b. Usability evaluate the extent to which audiences (e.g., consumers, purchasers, providers, policymakers)
use or could use performance results for both accountability and performance improvement activities.

4b.1 Improvement. Progress toward achieving the goal of high-quality, efficient healthcare for individuals or
populations is demonstrated.

Improvement results
The measure developer provided the following summary:

Between 2008 and 2015, aggregate compliance with the breast hormone therapy measure increased from
78.8% to 92.7%. Within race and ethnicity, compliance rates for black (72.8% to 88.2%) and Hispanic (66.5% to
85.8%) patients have improved. For the uninsured/Medicaid patient cohort, the compliance rates moved
upward from 72.9% (2008) to 86.5% (2015). By Census region, the Pacific with the lowest aggregate
compliance rate improved from 75.0% (2008) to 92.2% (2015).

4b2. Benefits vs. harms. Benefits of the performance measure in facilitating progress toward achieving high-
quality, efficient healthcare for individuals or populations outweigh evidence of unintended negative
consequences to individuals or populations (if such evidence exists).

Unexpected findings (positive or negative) during implementation
The measure developer provided the following summary:

This measure, as specified, is susceptible to under-reporting of the adjuvant hormone therapy component
appearing in the measure numerator. Due to referral of services, access to patient clinical follow-up with
radiation oncology may initially be limited or unavailable. However, CoC accredited programs have
demonstrated through retrospective case and chart reviews that significant additional and accurate
information regarding treatment provided to patients can be ascertained, resulting in higher and clinically
more accurate reflections of the care provided or coordinated through their centers.

Potential harms
Additional Feedback:

A benefit of implementing this measure in the prospective RQRS reporting environment is that hospitals are
sent alerts on anticipated treatment for new diagnoses as they are abstracted, ensuring timeliness of delivery
of care. Beginning in January of 2017, participation in RQRS became a requirement to remain accredited by the
CoC.

Questions for the Committee:
* How can the performance results be used to further the goal of high-quality, efficient healthcare?
* Do the benefits of the measure outweigh any potential unintended consequences?

Preliminary rating for Usability and use: X High [0 Moderate [ Low [ Insufficient
RATIONALE:

Committee Pre-evaluation Comments:
Criteria 4: Usability and Use

4al. Use - Accountability and Transparency: How is the measure being publicly reported? Are the
performance results disclosed and available outside of the organizations or practices whose performance
is measured? For maintenance measures - which accountability applications is the measure being used
for? For new measures - if not in use at the time of initial endorsement, is a credible plan for
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implementation provided?4a2. Use - Feedback on the measure: Have those being measured been given
performance results or data, as well as assistance with interpreting the measure results and data? Have
those being measured or other users been given an opportunity to provide feedback on the measure
performance or implementation? Has this feedback has been considered when changes are incorporated
into the measure?

e Measure is being publicly reported. The lag time from collection to reporting makes me wonder if it
is useful in terms of performance improvement.

e inuse and publically reported. feedback has been positive, generating alerts to prevent missed
treatment.

e |It'sused
e used in public reporting and accreditation

e [tisa CoC measure and there is no direct path for reporting with the exception of several hospitals
reporting it on hospital compare.

e This measure has been used over a prolonged period of time and has been used for public reporting
and other accountability applications. | believe that this measure can be useful for performance
improvement.

e Measure is being used as part of internal quality reporting.

e Currently publicy reported in PHCQA, benchmarking in CoC and the Cancer Ql Program, Rapid
Quality Reporting System

e OK, this is part of ACS Accreditation

e | do not have any input on how the results can be used to further high-quality, efficient healthcare. |
do not have any concerns.

4b1. Usability — Improvement: How can the performance results be used to further the goal of high-
quality, efficient healthcare? If not in use for performance improvement at the time of initial
endorsement, is a credible rationale provided that describes how the performance results could be used
to further the goal of high-quality, efficient healthcare for individuals or populations?4b2. Usability —
Benefits vs. harms: Describe any actual unintended consequences and note how you think the benefits of
the measure outweigh them.

e No concerns

® no concerns

e No obvious unintended consequences

e very straightforward in terms of usability

e | am not sure reporting on this measure has any significant and measurable benefit. The harm is
staffing of registries for reporting of a measure without direct impact on practice

e The benefits of administering appropriate therapy for patients who would benefit from endocrine
therapy in terms of improved survival is based on long-standing evidence. The benefits of
measuring and providing information to improve performance far outweigh the risks of
implementing the measure. | do not see any unintended consequences of this measure.

e More timely data would be needed to be able to use the metric for more ongoing performance
improvement.

e Can continue to contribute to goal of high quaility health care by closing existing performance gaps
e Nonelsee

e | think the benefits outweigh any negative consequences.
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Criterion 5: Related and Competing Measures

Related or competing measures
0387e : Breast Cancer: Hormonal Therapy for Stage | (T1b)-IlIC Estrogen Receptor/Progesterone Receptor
(ER/PR) Positive Breast Cancer

Harmonization

These measures are related but assess different levels of analysis and different data systems are used to
determine eligibility and compliance.

0387 assesses hormone therapy for patients with stage Ic through Il hormone receptor positive cancer. 0387
assesses if hormone therapy was prescribed within a 12 month period while our measure (0220) assesses if
hormone therapy was administered within one year of diagnosis or if it was recommended but not received
based on patient refusal, medical co-morbidity or other valid reasons.

0220 also assesses compliance at the facility level while 0387 assesses individual physician or practice level
performance. The two measures use different data sources as well. 0220 utilizes cancer registry coding.

Committee Pre-evaluation Comments: Criterion 5:
Related and Competing Measures

5. Related and Competing: Are there any related and competing measures? If so, are any specifications
that are not harmonized? Are there any additional steps needed for the measures to be harmonized?

None

related to 0387

Yes. No need to harmonize
no

0387e, looking at prescription of hormonal therapy. Not administration. However, how would one
ascertain administration regardless of wording and mechanism of evaluation

There are two related and competing measures described which use different data sources.
No

Related measures but no competing measures

none

No concern with related or competing measures.

Public and Member Comments

Comments and Member Support/Non-Support Submitted as of: 02/14/2020

No comments received

ADDITIONAL RECOMMENDATIONS

26. If you have listed any concerns in this form, do you believe these concerns warrant further discussion by
the multi-stakeholder Standing Committee? If so, please list those concerns below.
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Developer Submission

Additional evaluations and submission materials attachments...

1. Evidence and Performance Gap — Importance to Measure and Report

Extent to which the specific measure focus is evidence-based, important to making significant gains in
healthcare quality, and improving health outcomes for a specific high-priority (high-impact) aspect of
healthcare where there is variation in or overall less-than-optimal performance. Measures must be judged to
meet all sub criteria to pass this criterion and be evaluated against the remaining criteria.

1a. Evidence to Support the Measure Focus — See attached Evidence Submission Form
HT_evidence.docx

1a.1 For Maintenance of Endorsement: Is there new evidence about the measure since the last
update/submission?

Do not remove any existing information. If there have been any changes to evidence, the Committee will
consider the new evidence. Please use the most current version of the evidence attachment (v7.1). Please use
red font to indicate updated evidence.

No

1a. Evidence (subcriterion 1a)

Measure Number (if previously endorsed): 0220

Measure Title: Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of
diagnosis for women with AJCC T1cNOMO or Stage IB — Stage Ill hormone receptor positive breast cancer

IF the measure is a component in a composite performance measure, provide the title of the Composite
Measure here:

Date of Submission: 11/1/2019
1a.1.This is a measure of: (should be consistent with type of measure entered in De.1)
Outcome
L] Outcome:
[JPatient-reported outcome (PRO):

PROs include HRQol/functional status, symptom/symptom burden, experience with care, health-
related behaviors. (A PRO-based performance measure is not a survey instrument. Data may be
collected using a survey instrument to construct a PRO measure.)

O Intermediate clinical outcome (e.g., lab value):

Process: Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of diagnosis
for women with AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer

(] Appropriate use measure: _
O] Structure:
[J Composite:

1a.2 LOGIC MODEL Diagram or briefly describe the steps between the healthcare structures and processes
(e.g., interventions, or services) and the patient’s health outcome(s). The relationships in the diagram
should be easily understood by general, non-technical audiences. Indicate the structure, process or
outcome being measured.
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Patient diagnosis of breast cancer
(exam, mammogram, ultrasound,
biopsy, MRI)

Evaluation of staging

Hormone-receptor a
- recommended/ . Non-
positive, AJCC T1cNOMO . Compliant
administered compliant
or Stage IB — Stage Il

within 1 year

Contraindication
" due to patient
risk factors

Not administered

HT J as part of first-
recommended/ course therapy or [ |
not administered treatment

within 1 year

Patient refusal or
death

Any other reason

The standard of care states that hormone therapy is recommended for AJCC T1cNOMO or Stage IB

Identify .. . .

Problem: |~ Stage Ill hormone receptor positive breast cancer patients, however there continues to be
" | patient populations not receiving this care

Goal: To ensure all AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer

patients, where applicable, undergo hormone therapy within 365 days of diagnosis

Standard | Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of diagnosis
of Care: for women with AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer
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Patient

Clinicians: oncologist, surgeon

Nurses

Hormone therapy

Commission on Cancer (CoC) Accredited Cancer Program
Registrars

National Cancer Database (NCDB)

e Rapid Quality Reporting System (RQRS)

Inputs

Processes | 1-Clinician diagnoses patient with AJCC T1cNOMO or Stage IB — Stage Ill breast cancer
la. Patient Characteristics:
e >18 years old
e Female
e Alive within 365 days of diagnosis
1b. Patient’s Tumor Characteristics:
e First or only diagnosis of malignant neoplasm
e Epithelial
e |nvasive
e Hormone receptor positive
2. Clinician recommends hormone therapy as part of first course of treatment to the patient
3. Patient undergoes surgery of the breast performed by a clinician
4. Hormone therapy is administered to the patient within 365 days of diagnosis OR hormone
therapy is not administered to the patient
5. Registrar abstracts and submits the patient’s treatment to the CoC’s NCDB and RQRS

Outputs e Hormone therapy is recommended

e Hormone therapy is administered within 365 days

e Alert are given to programs, within 365 days of diagnosis, notifying them the progress of each
patient’s adherence to the measure by sending reminders to recommend and/or give patients
hormone therapy

Outcomes | ® Compliant with the standard of care

Impact e “[R]educes the risk of local recurrence, contralateral breast cancer, distant recurrence, and
death” (https://www.facs.org/-/media/files/quality-programs/cancer/ncdb/measure-specs-
breast.ashx)

1a.3 Value and Meaningfulness: IF this measure is derived from patient report, provide evidence that the
target population values the measured outcome, process, or structure and finds it meaningful. (Describe how
and from whom their input was obtained.)

Not Applicable

**RESPOND TO ONLY ONE SECTION BELOW -EITHER 1a.2, 1a.3 or 1a.4) **

1a.2 FOR OUTCOME MEASURES including PATIENT REPORTED OUTCOMES - Provide empirical data
demonstrating the relationship between the outcome (or PRO) to at least one healthcare structure,
process, intervention, or service.

Not Applicable

1a.3. SYSTEMATIC REVIEW(SR) OF THE EVIDENCE (for INTERMEDIATE OUTCOME, PROCESS, OR STRUCTURE
PERFORMANCE MEASURES, INCLUDING THOSE THAT ARE INSTRUMENT-BASED) If the evidence is not based
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on a systematic review go to section 1a.4) If you wish to include more than one systematic review, add
additional tables.

What is the source of the systematic review of the body of evidence that supports the performance
measure? A systematic review is a scientific investigation that focuses on a specific question and uses

explicit, prespecified scientific methods to identify, select, assess, and summarize the findings of similar but
separate studies. It may include a quantitative synthesis (meta-analysis), depending on the available data.

(lom)

O Clinical Practice Guideline recommendation (with evidence review)

] US Preventive Services Task Force Recommendation

[ Other systematic review and grading of the body of evidence (e.g., Cochrane Collaboration, AHRQ Evidence

Practice Center)

[ Other

Source of Systematic Review:

e Title
e Author
e Date

e (itation, including
page number
e URL

Title: National Comprehensive Cancer Network (NCCN) Guidelines

v2.2019
Date Created: 07/02/2019
Date Accessed: 07/31/2019

URL: https://www.nccn.org/professionals/physician_gls/pdf/breast.pdf

Quote the guideline or
recommendation verbatim
about the process, structure or
intermediate outcome being
measured. If not a guideline,
summarize the conclusions
from the SR.

Adjuvant endocrine therapy" [depending on other tumor
characteristics also includes "+/- adjuvant chemotherapy" or +

adjuvant chemotherapy"]

Systemic Adjuvant treatment — hormone receptor positive-
HER2- Positive:

pT1, pT2, or pT3; and pNO orpN1mi—and pNO orpN1mi->Tumor
>1cm -> Adjuvant endocrine therapy +/- adjuvant chemotherapy

with trastzumab (category 1)

Systemic Adjuvant treatment — hormone receptor positive-
HER2- Negative:
pT1, pT2, or pT3; and pNO orpN1mi—and pNO orpN1mi->Tumor

>1cm -> Adjuvant endocrine therapy +/- adjuvant chemotherapy

Grade assigned to the evidence
associated with the
recommendation with the
definition of the grade

Level: |
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Provide all other grades and Level: I, A, 11B, I
definitions from the evidence
grading system

Grade assigned to the Level: |
recommendation with
definition of the grade

Provide all other grades and Level: I, lIA, 1IB, 111
definitions from the
recommendation grading
system

Body of evidence: Multiple randomized clinical trials

e Quantity — how many
studies?

e Quality —what type of
studies?

Estimates of benefit and
consistency across studies

What harms were identified?

Identify any new studies
conducted since the SR. Do the
new studies change the
conclusions from the SR?

1a.4 OTHER SOURCE OF EVIDENCE

If source of evidence is NOT from a clinical practice guideline, USPSTF, or systematic review, please describe the
evidence on which you are basing the performance measure.

Not Applicable

1a.4.1 Briefly SYNTHESIZE the evidence that supports the measure. A list of references without a summary is
not acceptable.

Not Applicable

1a.4.2 What process was used to identify the evidence?

Not Applicable

1a.4.3. Provide the citation(s) for the evidence.

Not Applicable
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1b. Performance Gap

1b.1. Briefly explain the rationale for this measure (e.g., how the measure will improve the quality of care,
the benefits or improvements in quality envisioned by use of this measure)

If a COMPOSITE (e.g., combination of component measure scores, all-or-none, any-or-none), SKIP this question
and answer the composite questions.

Improve the utilization of hormone therapy for women with AJCC T1cNOMO or Stage IB-Ill hormone receptor
positive breast cancer

1b.2. Provide performance scores on the measure as specified (current and over time) at the specified level
of analysis. (This is required for maintenance of endorsement. Include mean, std dev, min, max, interquartile
range, scores by decile. Describe the data source including number of measured entities; number of patients;
dates of data; if a sample, characteristics of the entities include.) This information also will be used to address
the sub-criterion on improvement (4b1) under Usability and Use.

The nationally recognized National Cancer Database (NCDB), jointly sponsored by the American College of
Surgeons and the American Cancer Society, is a clinical oncology database sourced from hospital registry data
that are collected in about 1,500 Commission on Cancer (CoC)-accredited facilities. NCDB data are used to
analyze and track patients with malignant neoplastic diseases, their treatments, and outcomes. Data represent
approximately 80 percent of newly diagnosed breast cancer cases nationwide and 37 million historical records.
This analysis uses NCDB data.

The NCDB collects data from CoC accredited cancer programs on an annual basis; the data we collect is in
accordance with standard registry procedures. In January of 2018, 2016 diagnoses were collected. This
information was released to accredited cancer programs in the late summer. However, we find information on
some of the therapies which take longer to be received are not complete upon initial submission and need
time to document receipt of adjuvant therapy. Therefore the CoC does not begin surveying or holding
programs accountable for their Estimated Performance Rates (EPRs) until the year after it is released to ensure
adequate adjuvant therapy information has been documented. We generally see a slight decrease in
compliance for the most recent year until programs have had time to collect this information, since we don’t
feel all adjuvant therapy information are complete at initial submission we did not include the 2016 data in the
application for this measure and used the next most recent annual rate of 2015 for this measure.

In 2008, 34,765 cases in 1,350 facilities were in the denominator and the mean estimated performance rate
(EPR) was 78.8% (Std.=0.4). IQR=30.0% (70.0%-100.0%), minimum=0.0%, maximum=100.0%. In 2015, 81,640
cases in 1,360 facilities were in the denominator and the mean estimated performance rate (EPR) was 92.7%
(Std.=0.3). IQR=9.1% (90.9%-100.0%), minimum=0.0%, maximum=100.0%.

1b.3. If no or limited performance data on the measure as specified is reported in 1b2, then provide a
summary of data from the literature that indicates opportunity for improvement or overall less than optimal
performance on the specific focus of measurement.

Not Applicable

1b.4. Provide disparities data from the measure as specified (current and over time) by population group,
e.g., by race/ethnicity, gender, age, insurance status, socioeconomic status, and/or disability. (This is
required for maintenance of endorsement. Describe the data source including number of measured entities;
number of patients; dates of data; if a sample, characteristics of the entities included.) For measures that show
high levels of performance, i.e., “topped out”, disparities data may demonstrate an opportunity for
improvement/gap in care for certain sub-populations. This information also will be used to address the sub-
criterion on improvement (4b1) under Usability and Use.

The data source is described in 1b.2. Disparities shown in demographic comparisons using EPRs were assessed
by race/ethnicity, age at diagnosis, insurance status, income and education at the zip code level, facility type,
and census region.
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Race/Ethnicity

Race/ethnicity was defined as non-Hispanic white, non-Hispanic black, Asian/Hawaiian/Pacific Islander,
Hispanic or other/unknown. In all race/ethnicity groups, EPRs were higher in 2015 than in 2008. The
differences in EPRs from 2008 to 2015 were as follows: 12.8% for non-Hispanic white, 15.4% for non-Hispanic
black, 15.6% for Asian/Hawaiian/Pacific Islander, 19.3% for Hispanic, and 15.7% for other/unknown. In 2015
the lowest EPR was Hispanic (85.8%, 95% Cl: 84.9%-86.8%, n=5,051), followed by non-Hispanic black (88.2%,
95% Cl: 87.5%-88.9%, n=8,148), other/unknown (90.3%, 95% Cl: 89.2%-91.3%, n=3,354),
Asian/Hawaiian/Pacific Islander (92.3%, 95% Cl: 91.3%-93.3%, n=2,826), and the highest EPR was non-Hispanic
whites (94.0%, 95% Cl: 93.8%-94.2%, n=62,261). In 2008 the lowest EPR was Hispanic (66.5%, 95% Cl: 64.4%-
68.5%, n=2,072), followed by non-Hispanic black (72.8%, 95% Cl: 71.2%-74.3%, n=3,252), other/unknown
(74.6%, 95% Cl: 73.1%-76.1%, n=3,249), Asian/Hawaiian/Pacific Islander (76.7%, 95% Cl: 74.1%-79.2%,
n=1,063), and the highest EPR was non-Hispanic whites (81.2%, 95% Cl: 80.7%-81.7%, n=25,129).

Age at Diagnosis

Age at diagnosis was defined as 18-49, 50-59, 60-69 70-79 or 80+. In all age groups, EPRs were higher in 2015
than in 2008. The differences in EPRs from 2008 to 2015 were as follows: 14.9% for 18-49, 13.6% for 50-59,
12.7% for 60-69, 12.5% for 70-79, and 17.4% for 80+. In 2015 the lowest EPR was 18-49 (90.7%, 95% Cl: 90.3%-
91.2%, n=18,408), followed by 50-59 (92.3%, 95% Cl: 91.9%-92.6%, n=20,475), 60-69 (93.4%, 95% Cl: 93.1%-
93.8%, n=23,224), 80+ (93.7%, 95% Cl: 93.0%-94.4%, n=4,901), and the highest EPR was 70-79 (94.3%, 95% Cl:
93.9%-94.6%, n=14,632). In 2008 the lowest EPR was 18-49 (75.8%, 95% Cl: 74.9%-76.7%, n=8,806), followed
by 80+ (76.3%, 95% Cl: 74.8%-77.9%, n=2,987), 50-59 (78.7%, 95% Cl: 77.9%-79.6%, n=8,842), 60-69 (80.7%,
95% Cl: 79.9%-81.6%, n=8,630), and the highest EPR was 70-79 (81.8%, 95% Cl: 80.8%-82.9%, n=5,500).

Insurance Status

Insurance status was defined as insurance at the time of diagnosis as not insured/Medicaid, private, Medicare,
other government and other/unknown. In all insurance status groups, EPRs were higher in 2015 than in 2008.
The differences in EPRs from 2008 to 2015 were as follows: 13.6% for not insured/Medicaid, 14.5% for private,
13.3% for Medicare, 13.3% for other government, and 10.4% for other/unknown. In 2015 the lowest EPR was
other/unknown (78.3%, 95% Cl: 75.9%-80.7%, n=1,130), followed by not insured/Medicaid (86.5%, 95% Cl:
85.7%-87.4%, n=6,311), other government (90.6%, 95% Cl: 88.8%-92.5%, n=909), private (93.2%, 95% Cl:
93.0%-93.4%, n=44,549) and the highest EPR was Medicare (93.9%, 95% Cl: 93.6%-94.2%, n=28,741). In 2008
the lowest EPR was other/unknown (67.9%, 95% Cl: 63.8%-72.0%, n=505), followed by not insured/Medicaid
(72.9%, 95% Cl: 71.1%-74.6%, n=2,469), other government (77.3%, 95% Cl: 72.7%-81.9%, n=317), private
(78.7%, 95% Cl: 78.2%-79.3%, n=20,076), and the highest EPR was Medicare (80.6%, 95% Cl: 79.8%-81.3%,
n=11,398).

Median Income Quintile

Median income quintiles was defined as <$36,000, $36,000-543,999, $44,000-552,999, $53,000-568,999,
$69,000+ or other/unknown, based on the 2012 American Community Survey at the zip code level. In all
median income quintiles, EPRs were higher in 2015 than in 2008. The differences in EPRs from 2008 to 2015
were as follows: 13.2% for <$36,000, 12.3% for $36,000-$43,999, 11.5% for $44,000-$52,999, 12.5% for
$53,000-$68,999, 16.9% for $69,000+, and 24.7% for other/unknown. In 2015 the lowest EPR was
other/unknown (85.7%, 95% Cl: 82.1%-89.3%, n=364), followed by <$36,000 (89.8%, 95% Cl: 89.2%-90.5%,
n=8,837), $36,000-543,999 (91.7%, 95% Cl: 91.2%-92.2%, n=12,628), $44,000-552,999 (92.2%, 95% Cl: 91.8%-
92.6%, n=15,339), $53,000-568,999 (93.3%, 95% Cl: 92.9%-93.6%, n=20,424), and the highest EPR was
$69,000+ (94.2%, 95% Cl: 93.9%-94.5%, n=24,048). In 2008 the lowest EPR was other/unknown (61.0%, 95%
Cl: 56.8%-65.1%, n=538), followed by <$36,000 (76.6%, 95% Cl: 75.4%-77.9%, n=4,137), $69,000+ (77.3%, 95%
Cl: 76.5%-78.2%, n=9,971), $36,000-$43,999 (79.4%, 95% Cl: 78.4%-80.5%, n=5,484), $44,000-552,999 (80.7%,
95% Cl: 79.7%-81.6%, n=6,493), and the highest EPR was $53,000-568,999 (80.8%, 95% Cl: 79.9%-81.6%,
n=8,142).

Median Education Quartile
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Median education quartile was defined as <7.0% with no high school degree, 7.0%-12.9%, 13.0%-20.9%,
21.0%+ or other/unknown, based on the 2012 American Community Survey at the zip code level. In all median
education quintiles, EPRs were higher in 2015 than in 2008. The differences in EPRs from 2008 to 2015 were as
follows: 14.1% for <7.0%, 12.9% for 7.0%-12.9%, 13.5% for 13.0%-20.9%, 14.2% for 21.0%+, and 24.6% for
other/unknown. In 2015 the lowest EPR other/unknown (85.1%, 95% Cl: 81.3%-88.9%, n=336), followed by
21.0%+ (88.2%, 95% Cl: 87.6%-88.7%, n=11,679), 13.0%-20.9% (92.0%, 95% CI: 91.6%-92.4%, n=19,050), 7.0%-
12.9% (93.4%, 95% Cl: 93.1%-93.7%, n=27,220), and the highest EPR was <7.0% (94.8%, 95% Cl: 94.5%-95.1%,
n=23,355). In 2008 the lowest EPR was other/unknown (60.5%, 95% Cl: 56.3%-64.7%, n=524), followed by
21.0%+ (74.0%, 95% Cl: 72.8%-75.1%, n=5,577), 13.0%-20.9% (78.5%, 95% Cl: 77.6%-79.4%, n=7,895), 7.0%-
12.9% (80.5%, 95% Cl: 79.8%-81.2%, n=11,357), and the highest EPR was <7.0% (80.7%, 95% Cl: 79.9%-81.5%,
n=9,412).

Facility Type

Facility type was defined by program’s CoC-accreditation status as academic cancer programs, community
cancer programs, comprehensive community cancer programs, integrated network cancer programs, NCI &
PPS-Exempt cancer programs and other/unknown cancer programs. In all facility types, EPRs were higher in
2015 than in 2008. The differences in EPRs from 2008 to 2015 were as follows: 14.6% for academic cancer
programs, 13.9% for community cancer programs, 9.3% for comprehensive community cancer programs,
10.0% for integrated network cancer programs, 21.4% for NCI & PPS-Exempt cancer programs, and 25.0% for
other/unknown cancer programs. In 2015 the lowest EPR was community cancer programs (90.8%, 95% Cl:
90.2%-91.4%, n=8,162), followed by other/unknown cancer programs (91.8%, 95% Cl: 89.7%-93.9%, n=669),
NCI & PPS-Exempt cancer programs (92.2%, 95% Cl: 91.6%-92.7%, n=8,652), academic cancer programs
(92.5%, 95% Cl: 92.1%-92.9%, n=17,400), comprehensive community cancer programs (92.9%, 95% Cl: 92.6%-
93.1%, n=37,873), and the highest EPR was integrated network cancer programs (94.6%, 95% Cl: 94.1%-95.1%,
n=8,884). In 2008 the lowest EPR was other/unknown cancer programs (66.8%, 95% Cl: 65.4%-68.2%,
n=4,493), followed by NCI & PPS-Exempt cancer programs (70.8%, 95% Cl: 69.1%-72.4%, n=2,997), community
cancer programs (76.9%, 95% Cl: 75.4%-78.4%, n=3,052), academic cancer programs (77.9%, 95% Cl: 76.9%-
78.9%, n=6,472), comprehensive community cancer programs (83.6%, 95% Cl: 82.9%-84.2%, n=13,880), and
the highest EPR was integrated network cancer programs (84.6%, 95% Cl: 83.4%-85.7%, n=3,871).

Census Region

Census Region was defined as Northeast, South, Midwest, West, Pacific or missing/out of US. In all census
regions, EPRs were higher in 2015 than in 2008. The differences in EPRs from 2008 to 2015 were as follows:
17.9% for Northeast, 13.0% for South, 9.5% for Midwest, 14.3% for West, 17.2% for Pacific, and 32.9% for
missing/out of US. In 2015 the lowest EPR was missing/out of US (85.8%, 95% Cl: 81.9%-89.6%, n=323),
followed by South (90.6%, 95% Cl: 90.3%-90.9%, n=29,713), Pacific (92.2%, 95% Cl: 91.7%-92.7%, n=10,998),
Northeast (93.2%, 95% Cl: 92.8%-93.6%, n=16,595), West (94.0%, 95% Cl: 93.3%-94.8%, n=4,011), and the
highest EPR was Midwest (95.5%, 95% Cl: 95.2%-95.8%, n=20,000). In 2008 the lowest EPR was missing/out of
US (52.9%, 95% Cl: 44.0%-61.8%, n=121), followed by Pacific (75.0%, 95% Cl: 73.9%-76.1%, n=5,800),
Northeast (75.3%, 95% Cl: 74.3%-76.2%, n=7,849), South (77.6%, 95% Cl: 76.8%-78.4%, n=10,707), West
(79.7%, 95% Cl: 77.6%-81.7%, n=1,499), and the highest EPR was Midwest (86.0%, 95% Cl: 85.3%-86.7%,
n=8,789).

1b.5. If no or limited data on disparities from the measure as specified is reported in 1b.4, then provide a
summary of data from the literature that addresses disparities in care on the specific focus of measurement.
Include citations. Not necessary if performance data provided in 1b.4

Not Applicable
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2.3 For maintenance of endorsement

Risk adjustment: For outcome, resource use, cost, and some process measures, risk-adjustment that includes
social risk factors is not prohibited at present. Please update sections 1.8, 2a2, 2b1,2b4.3 and 2b5 in the
Testing attachment and S.140 and S.11 in the online submission form. NOTE: These sections must be updated
even if social risk factors are not included in the risk-adjustment strategy. You MUST use the most current
version of the Testing Attachment (v7.1) -- older versions of the form will not have all required questions.

2. Reliability and Validity—Scientific Acceptability of Measure Properties

Extent to which the measure, as specified, produces consistent (reliable) and credible (valid) results about the
guality of care when implemented. Measures must be judged to meet the sub criteria for both reliability and
validity to pass this criterion and be evaluated against the remaining criteria.

2a.1. Specifications The measure is well defined and precisely specified so it can be implemented consistently
within and across organizations and allows for comparability. eMeasures should be specified in the Health
Quality Measures Format (HQMF) and the Quality Data Model (QDM).

De.5. Subject/Topic Area (check all the areas that apply):
Cancer, Cancer : Breast

De.6. Non-Condition Specific(check all the areas that apply):
Care Coordination, Disparities Sensitive

De.7. Target Population Category (Check all the populations for which the measure is specified and tested if
any):
Elderly

S.1. Measure-specific Web Page (Provide a URL link to a web page specific for this measure that contains
current detailed specifications including code lists, risk model details, and supplemental materials. Do not enter
a URL linking to a home page or to general information.)

See pages 18-26: https://www.facs.org/~/media/files/quality programs/cancer/ncdb/measure specs
breast.ashx

S.2a. If this is an eMeasure, HQMF specifications must be attached. Attach the zipped output from the
eMeasure authoring tool (MAT) - if the MAT was not used, contact staff. (Use the specification fields in this
online form for the plain-language description of the specifications)

This is not an eMeasure Attachment:

S.2b. Data Dictionary, Code Table, or Value Sets (and risk model codes and coefficients when applicable) must
be attached. (Excel or csv file in the suggested format preferred - if not, contact staff)

No data dictionary Attachment:

S.2c. Is this an instrument-based measure (i.e., data collected via instruments, surveys, tools,
questionnaires, scales, etc.)? Attach copy of instrument if available.

No, this is not an instrument-based measure Attachment:

S.2d. Is this an instrument-based measure (i.e., data collected via instruments, surveys, tools,
questionnaires, scales, etc.)? Attach copy of instrument if available.

Not an instrument-based measure

S.3.1. For maintenance of endorsement: Are there changes to the specifications since the last
updates/submission. If yes, update the specifications for S1-2 and S4-22 and explain reasons for the changes
in $3.2.

Yes
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S.3.2. For maintenance of endorsement, please briefly describe any important changes to the measure
specifications since last measure update and explain the reasons.

The following changes are due to the American Joint Committee on Cancer (AJCC) 8th edition staging manual,
the Commission on Cancer’s Standards for Oncology Registry Entry (STORE) coding manual and North
American Association of Central Cancer Registry (NAACCR) updates and applies to cases diagnosed on and
after January 1, 2018:

Stageable epithelial tumors histology [NAACCR ltem# 522] = 8022, 8032, 8035, 8041, 8070, 8200, 8201, 8211,
8246, 8290, 8314, 8315, 8410, 8430, 8480, 8500, 8502, 8503, 8504, 8507, 8509, 8510, 8513, 8520, 8525, 8530,
8540, 8550, 8570, 8571, 8572, 8574, 8575, 8982, 8983, 8000, 8010, 8140, 8255, 8401, 8501, 8521, 8522, 8523,
8524, 8541, 8543

AJCC T1cNOMO or Stage IB —1IIC:

AJCC pathologic N [NAACCR Item# 1012] = (cNO, pNO, pNO(i+), pNO(mol+)) AND tumor size summary [NAACCR
ltem# 756] = 011-989

or

AJCC pathologic N [NAACCR ltem# 1012] = (cN1, cN1mi, cN2, cN2a, cN2b, cN3, cN3a, cN3b, cN3c, pN1, pN1mi,
pN1a, pN1b, pN1ic, pN2, pN2a, pN2b, pN3, pN3a, pN3b, pN3c)

AJCC clinical stage group [NAACCR Item# 1004] ? 0, 4 when AJCC pathologic stage group [NAACCR Item# 1014]
=88, 99

AJCC pathologic stage group [NAACCR Item# 1014] ? 0, 4

AJCC clinical M [NAACCR Item# 1003] ? cM1, pM1

AJCC pathologic M [NAACCR Item# 1013] ? cM1, pM1

Hormone receptor positive:

Site Specific Data Item (SSDI) Estrogen Receptor (ER) positive [NAACCR Item# 3826] = 001-100, R10-R99
or

SSDI Progesterone Receptor (PR) positive [NAACCR Item# 3914] = 001-100, R10-R99

S.4. Numerator Statement (Brief, narrative description of the measure focus or what is being measured about
the target population, i.e., cases from the target population with the target process, condition, event, or
outcome) DO NOT include the rationale for the measure.

IF an OUTCOME MEASURE, state the outcome being measured. Calculation of the risk-adjusted outcome
should be described in the calculation algorithm (S.14).

Adjuvant hormonal therapy is administered within 1 year (365 days) of the date of diagnosis or it is
recommended but not administered

S.5. Numerator Details (All information required to identify and calculate the cases from the target population
with the target process, condition, event, or outcome such as definitions, time period for data collection,
specific data collection items/responses, code/value sets — Note: lists of individual codes with descriptors that
exceed 1 page should be provided in an Excel or csv file in required format at S.2b)

IF an OUTCOME MEASURE, describe how the observed outcome is identified/counted. Calculation of the risk-
adjusted outcome should be described in the calculation algorithm (S.14).

Hormone Therapy recommended and not received [NAACCR Item# 1400]=82, 85, 86, 87 (82:not
recommended/ administered because it was contraindicated due to patient risk factors, 85:not administered
because the patient died prior to planned or recommended therapy, 86:It was recommended by the patient’s
physician, but was not administered as part of first-course therapy. No reason was stated in the patient
record, 87: it was recommended by the patient’s physician, but this treatment was refused by the patient, the
patient’s family member, or the patient’s guardian. The refusal was noted in the patient record)
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or

Hormone Therapy administered [NAACCR Item# 1400] = 01 AND date hormone therapy started [NAACCR
ltem# 1230] <=365 days following date of initial diagnosis [NAACCR Item# 390]

S.6. Denominator Statement (Brief, narrative description of the target population being measured)
Include if all of the following characteristics are identified:

Women

Age = 18 at time of diagnosis

Known or assumed to be first or only cancer diagnosis

Epithelial malignancy only

Invasive tumors

Primary tumors of the breast

AJCC T1cNOMO or Stage IB—1IIC

Primary tumor is estrogen receptor positive or progesterone receptor positive
All or part of 1st course of treatment performed at the reporting facility
Known to be alive within 1 year (365 days) of date of diagnosis

Surgical procedure of the primary site

S.7. Denominator Details (All information required to identify and calculate the target
population/denominator such as definitions, time period for data collection, specific data collection
items/responses, code/value sets — Note: lists of individual codes with descriptors that exceed 1 page should
be provided in an Excel or csv file in required format at S.2b.)

IF an OUTCOME MEASURE, describe how the target population is identified. Calculation of the risk-adjusted
outcome should be described in the calculation algorithm (S.14).

Sex [NAACCR Item# 220] = 2
Age [NAACCR Item# 230] = 018

Known or assumed to be first or only cancer diagnosis [NAACCR Item# 560] = 00, 01

Stageable epithelial tumor ICD-O codes in the AJCC 8th Edition staging manual [NAACCR Item# 522] = 8022,
8032, 8035, 8041, 8070, 8200, 8201, 8211, 8246, 8290, 8314, 8315, 8410, 8430, 8480, 8500, 8502, 8503, 8504,
8507, 8509, 8510, 8513, 8520, 8525, 8530, 8540, 8550, 8570, 8571, 8572, 8574, 8575, 8982, 8983, 8000, 8010,
8140, 8255, 8401, 8501, 8521, 8522, 8523, 8524, 8541, 8543

Invasive tumor behavior [NAACCR Item# 523] =3

Primary tumors of the breast [NAACCR Item# 400] = C50.0, C50.1, C50.2, C50.3, C50.4, C50.5, C50.6, C50.8,
C50.9

AJCC T1cNOMO or Stage IB —llIC:

AJCC pathologic N [NAACCR Item# 1012] = (cNO, pNO, pNO(i+), pNO(mol+)) AND tumor size summary [NAACCR
Item# 756] = 011-989

or

AJCC pathologic N [NAACCR Item# 1012] = (cN1, cN1mi, cN2, cN2a, cN2b, cN3, cN3a, cN3b, cN3c, pN1, pN1mi,
pN1a, pN1b, pNic, pN2, pN2a, pN2b, pN3, pN3a, pN3b, pN3c)

AJCC clinical stage group [NAACCR Item# 1004] ? 0, 4 when AJCC pathologic stage group [NAACCR Item# 1014]
=88, 99

AJCC pathologic stage group [NAACCR Iltem# 1014] 2?0, 4
AJCC clinical M [NAACCR Item# 1003] ? cM1, pM1
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AJCC pathologic M [NAACCR Item# 1013] ? cM1, pM1

Hormone receptor positive:

SSDI ER positive [NAACCR Item# 3826] = 001-100, R10-R99

or

SSDI PR positive [NAACCR Item# 3914] = 001-100, R10-R99

All or part of 1st course of treatment performed at the reporting facility [NAACCR Item# 610] = 10-22

Known to be alive within 1 year (365 days) of date of diagnosis: vital status [NAACCR Item# 1760] = 1 and date
of last contact or death [NAACCR Item# 1750] — date of initial diagnosis [NAACCR Item# 390] > 365

Surgical Procedure of the Primary Site [NAACCR Item# 1290] = 20-90

S.8. Denominator Exclusions (Brief narrative description of exclusions from the target population)
Exclude, if any of the following characteristics are identified:

Men

Under age 18 at time of diagnosis

Second or subsequent cancer diagnosis

Tumor not originating in the breast

Non-epithelial malignancies, exclude malignant phyllodes tumors; 8940 - Mixed tumor, malignant, NOS; 8950 -
Mullerian mixed tumor; 8980 - Carcinosarcoma; 8981 - Carcinosarcoma, embryonal

Non-invasive tumors

Stage 0, in-situ tumor

Stage IV, metastatic tumor

Primary tumor is estrogen receptor negative and progesterone receptor negative
None of 1st course therapy performed at reporting facility

Died within 1 year (365 days) of diagnosis,

Patient enrolled in a clinical trial that directly impacts delivery of the standard of care
No surgical procedure of the primary site

Not AJCC T1cNOMO or not AJCC stage IB-IIIC

S.9. Denominator Exclusion Details (All information required to identify and calculate exclusions from the
denominator such as definitions, time period for data collection, specific data collection items/responses,
code/value sets — Note: lists of individual codes with descriptors that exceed 1 page should be provided in an
Excel or csv file in required format at S.2b.)

See pages 18-26: https://www.facs.org/~/media/files/quality programs/cancer/ncdb/measure specs
breast.ashx

S.10. Stratification Information (Provide all information required to stratify the measure results, if necessary,
including the stratification variables, definitions, specific data collection items/responses, code/value sets, and
the risk-model covariates and coefficients for the clinically-adjusted version of the measure when appropriate —
Note: lists of individual codes with descriptors that exceed 1 page should be provided in an Excel or csv file in
required format with at S.2b.)

No stratification applied

S.11. Risk Adjustment Type (Select type. Provide specifications for risk stratification in measure testing
attachment)

No risk adjustment or risk stratification
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If other:

S.12. Type of score:
Rate/proportion

If other:

S.13. Interpretation of Score (Classifies interpretation of score according to whether better quality is
associated with a higher score, a lower score, a score falling within a defined interval, or a passing score)

Better quality = Higher score

S.14. Calculation Algorithm/Measure Logic (Diagram or describe the calculation of the measure score as an
ordered sequence of steps including identifying the target population; exclusions; cases meeting the target
process, condition, event, or outcome; time period for data, aggregating data; risk adjustment; etc.)

See pages 18-26: https://www.facs.org/~/media/files/quality programs/cancer/ncdb/measure specs
breast.ashx

S.15. Sampling (If measure is based on a sample, provide instructions for obtaining the sample and guidance on
minimum sample size.)

IF an instrument-based performance measure (e.g., PRO-PM), identify whether (and how) proxy responses
are allowed.

Not Applicable

S.16. Survey/Patient-reported data (If measure is based on a survey or instrument, provide instructions for
data collection and guidance on minimum response rate.)

Specify calculation of response rates to be reported with performance measure results.

Not Applicable

S.17. Data Source (Check ONLY the sources for which the measure is SPECIFIED AND TESTED).
If other, please describe in S.18.

Registry Data

S.18. Data Source or Collection Instrument (/dentify the specific data source/data collection instrument (e.g.
name of database, clinical registry, collection instrument, etc., and describe how data are collected.)

IF instrument-based, identify the specific instrument(s) and standard methods, modes, and languages of
administration.

Hospital cancer registry data, reported to the American College of Surgeons’ Commission on Cancer, National
Cancer Database

S.19. Data Source or Collection Instrument (available at measure-specific Web page URL identified in S.1 OR in
attached appendix at A.1)

Available at measure-specific web page URL identified in S.1

S.20. Level of Analysis (Check ONLY the levels of analysis for which the measure is SPECIFIED AND TESTED)
Facility

S.21. Care Setting (Check ONLY the settings for which the measure is SPECIFIED AND TESTED)
Inpatient/Hospital

If other:

S.22. COMPOSITE Performance Measure - Additional Specifications (Use this section as needed for
aggregation and weighting rules, or calculation of individual performance measures if not individually
endorsed.)

Not Applicable
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2. Validity — See attached Measure Testing Submission Form
HT testing.docx

2.1 For maintenance of endorsement

Reliability testing: If testing of reliability of the measure score was not presented in prior submission(s), has
reliability testing of the measure score been conducted? If yes, please provide results in the Testing
attachment. Please use the most current version of the testing attachment (v7.1). Include information on all
testing conducted (prior testing as well as any new testing); use red font to indicate updated testing.

Yes

2.2 For maintenance of endorsement

Has additional empirical validity testing of the measure score been conducted? If yes, please provide results in
the Testing attachment. Please use the most current version of the testing attachment (v7.1). Include
information on all testing conducted (prior testing as well as any new testing); use red font to indicate updated
testing.

Yes

2.3 For maintenance of endorsement

Risk adjustment: For outcome, resource use, cost, and some process measures, risk-adjustment that includes
social risk factors is not prohibited at present. Please update sections 1.8, 2a2, 2b1,2b4.3 and 2b5 in the
Testing attachment and S.140 and S.11 in the online submission form. NOTE: These sections must be updated
even if social risk factors are not included in the risk-adjustment strategy. You MUST use the most current
version of the Testing Attachment (v7.1) -- older versions of the form will not have all required questions.

No - This measure is not risk-adjusted

Measure Testing (subcriteria 2a2, 2b1-2b6)

Measure Number (if previously endorsed): 0220
Measure Title: Adjuvant hormonal therapy is recommended or administered within 1 year (365 days) of
diagnosis for women with AJCC T1cNOMO or Stage IB — Stage lll hormone receptor positive breast cancer

Date of Submission: August 1, 2019
Type of Measure:

] Outcome (including PRO-PM) O Composite — STOP — use composite
testing form

L] Intermediate Clinical Outcome [ Cost/resource

Process (including Appropriate Use) O] Efficiency

[ Structure

1.1. What type of data was used for testing? (Check all the sources of data identified in the measure
specifications and data used for testing the measure. Testing must be provided for all the sources of data
specified and intended for measure implementation. If different data sources are used for the numerator and
denominator, indicate N [numerator] or D [denominator] after the checkbox.)

Measure Specified to Use Data From: Measure Tested with Data From:

(must be consistent with data sources entered in S.17)
[] abstracted from paper record [] abstracted from paper record

L] claims L1 claims
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registry registry

[] abstracted from electronic health record [] abstracted from electronic health record
(] eMeasure (HQMF) implemented in EHRs (] eMeasure (HQMF) implemented in EHRs
[ other: Click here to describe [ other: Click here to describe

1.2. If an existing dataset was used, identify the specific dataset (the dataset used for testing must be
consistent with the measure specifications for target population and healthcare entities being measured; e.g.,
Medicare Part A claims, Medicaid claims, other commercial insurance, nursing home MDS, home health OASIS,
clinical registry).

The nationally recognized National Cancer Database (NCDB), jointly sponsored by the American College of
Surgeons and the American Cancer Society, is a clinical oncology database sourced from hospital registry data
that are collected in approximately 1,500 Commission on Cancer (CoC)-accredited facilities. NCDB data are
used to analyze and track patients with malignant neoplastic diseases, their treatments, and outcomes. Data
represent approximately 80 percent of newly diagnosed breast cancer cases nationwide.

The NCDB collects data from CoC-accredited cancer programs on an annual basis; the data collected is in
accordance with standard registry procedures. In January of 2019, 2016 diagnoses were processed and
included in the data warehouse. As of this submission, 2017 diagnoses were not yet processed. We find
information on some of the therapies which take longer to receive are not complete upon initial submission
and need time to document receipt of adjuvant therapy. Therefore the CoC does not begin surveying or
holding programs accountable for their performance rates until the year after it is released to ensure adequate
adjuvant therapy information has been documented. We generally see a slight decrease in compliance for the
most recent data year until programs have had time to submit treatment data and as such 2016 data were not
included. Throughout this testing document, there are three patient cohorts presented, which represent
combined 2014 and 2015 diagnoses, and 2014 and 2015 separately.

1.3. What are the dates of the data used in testing? Click here to enter date range
January 1, 2014-December 31, 2015

1.4. What levels of analysis were tested? (testing must be provided for all the levels specified and intended for
measure implementation, e.qg., individual clinician, hospital, health plan)

Measure Specified to Measure Performance of: Measure Tested at Level of:
(must be consistent with levels entered in item S.20)

[ individual clinician L individual clinician

(] group/practice [ group/practice
hospital/facility/agency hospital/facility/agency

[ health plan [ health plan

[] other: Click here to describe [ other: Click here to describe

1.5. How many and which measured entities were included in the testing and analysis (by level of analysis
and data source)? (identify the number and descriptive characteristics of measured entities included in the
analysis (e.q., size, location, type); if a sample was used, describe how entities were selected for inclusion in the
sample)
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Testing for measure #0220 was performed with 1,426 Commission on Cancer-accredited hospitals across the

United States from 2014-2015.

Diagnosis Year(s) 2014 - 2015 2014 2015

Hospital N 1,426 1,410 1,360

Range of Cases per Hospital 1-1,939 1-1,025 1-914
Academic 189 (13.25%) | 186(13.19%) | 188 (13.82%)
Community 397 (27.84%) | 393 (27.87%) | 388 (28.53%)

Hospital C . . o o o

omprehensive Community 571 (40.04%) 565 (40.07%) 561 (41.25%)

Category

Type Integrated Network 155 (10.87%) | 154 (10.92%) | 153 (11.25%)
NCI & PPS-Exempt 45 (3.16%) 45 (3.19%) 44 (3.24%)
Other 69 (4.84%) 67 (4.75%) 26 (1.91%)

1.6. How many and which patients were included in the testing and analysis (by level of analysis and data

source)? (identify the number and descriptive characteristics of patients included in the analysis (e.g., age, sex,

race, diagnosis); if a sample was used, describe how patients were selected for inclusion in the sample)
The 2014-2015 testing data included 164,893 cases, all of which are measure-eligible.

Diagnosis Year(s) 2014 - 2015 2014 2015
Case N 164,893 83,253 81,640
Non-Hispanic White 125,759 (76.27%) | 63,498 (76.27%) | 62,261 (76.26%)
Non-Hispanic Black 16,502 (10.01%) 8,354 (10.03%) 8,148 (9.98%)
Race/
Asian, Hawaiian, Pacific Islander 5,600 (3.40%) 2,774 (3.33%) 2,826 (3.46%)
Ethnicity
Hispanic 10,130 (6.14%) 5,079 (6.10%) 5,051 (6.19%)
Other 6,902 (4.19%) 3,548 (4.26%) 3,354 (4.11%)
18- 49 37,179 (22.55%) 18,771 (22.55%) | 18,408 (22.55%)
50-59 42,059 (25.51%) 21,584 (25.93%) | 20,475 (25.08%)
Age at
60 - 69 46,557 (28.23%) 23,333 (28.03%) | 23,224 (28.45%)
Diagnosis
70-79 28,969 (17.57%) 14,337 (17.22%) | 14,632 (17.92%)
80 + 10,129 (6.14%) 5,228 (6.28%) 4,901 (6.00%)
Not Insured, Medicaid 12,957 (7.86%) 6,646 (7.98%) 6,311 (7.73%)
Private 90,260 (54.74%) 45,711 (54.91%) | 44,549 (54.57%)
Insurance
Medicare 57,502 (34.87%) 28,761 (34.55%) | 28,741 (35.20%)
Status
Other Government 1,841 (1.12%) 932 (1.12%) 909 (1.11%)
Other/Unknown 2,333 (1.41%) 1,203 (1.44%) 1,130 (1.38%)
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1.7. If there are differences in the data or sample used for different aspects of testing (e.g., reliability,
validity, exclusions, risk adjustment), identify how the data or sample are different for each aspect of testing
reported below.

Not Applicable

1.8 What were the social risk factors that were available and analyzed? For example, patient-reported data
(e.g., income, education, language), proxy variables when social risk data are not collected from each patient
(e.g. census tract), or patient community characteristics (e.g. percent vacant housing, crime rate) which do not
have to be a proxy for patient-level data.

Not Applicable

2a2. RELIABILITY TESTING

Note: If accuracy/correctness (validity) of data elements was empirically tested, separate reliability testing of
data elements is not required — in 2a2.1 check critical data elements; in 2a2.2 enter “see section 2b2 for validity
testing of data elements”; and skip 2a2.3 and 2a2.4.

2a2.1. What level of reliability testing was conducted? (may be one or both levels)

] Critical data elements used in the measure (e.g., inter-abstractor reliability; data element reliability must
address ALL critical data elements)

Performance measure score (e.g., signal-to-noise analysis)

2a2.2. For each level checked above, describe the method of reliability testing and what it tests (describe the
steps—do not just name a method; what type of error does it test; what statistical analysis was used)

There are three characteristics that generally inform the reliability of a measure including hospital-level
performance, the variability of performance differences across hospitals, and case volume. In an effort to
illustrate the impact of performance and volume, reliability is presented in three ways. Three patient cohorts
constructed represent combined 2014 and 2015 diagnoses, and 2014 and 2015 separately. Reliability results
are shown for each cohort. Within each cohort, data model reliability estimations are shown computed from
both unadjusted and risk-adjusted models. Risk-adjustment included patient characteristics of age at
diagnosis, race/ethnicity, and insurance status.

Measure compliance was modeled from 2-level hierarchical logistic regression models using Bayesian
shrinkage adjustments that control for random error for both patients and hospitals. Statistical reliability is
determined with a binary-outcome from two types of variability, between hospitals (signal) obtained from the
regression model and within hospitals (noise) based on the standard error of the proportion of the hospital
random effect. Reliability is presented here on a scale from 0 to 1 from a range indicating measurement error
to true differences in hospital performance. Statistical reliability was converted from the log-odds scale to the
probability scale through the hierarchical method of calculation as described by Deutsch et al. and referenced
in other publications 12345,

"Deutsch A, Smith L, Gage B, et al. Patient-reported outcomes in performance measurement: commissioned paper on PRO-based
performance measures for healthcare accountable entities draft no. 1. Prepared for NQF by RTI International and the Brookings Institution.
September 4, 2012. Available at: https://www.qualityforum.org/Projects/n-r/Patient-Reported_Outcomes/ Commissioned_Paper_2.aspx.
Accessed on September 28, 2017.

2Liu JB, Huffman KM, Palis BE, et al. Reliability of the American College of Surgeons Commission on Cancer’s quality of care measures for
hospital and surgeon profiling. Journal of the American College of Surgeons. 2017; 224: 180-190.

SLawson EH, Ko CY, Adams JL, et al. Reliability of evaluating hospital quality by colorectal surgical site infection type. Annuls of Surgery.
2013; 258: 994—-1000.

“Huffman KM, Cohen ME, Ko CY, Hall BL. A comprehensive evaluation of statistical reliability in ACS NSQIP profiling models. Annuls of
Surgery. 2015; 261:1108-1113.
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*Cohen ME, Ko CY, Bilimoria KY, et al. Optimizing ACS NSQIP modeling for evaluation of surgical quality and risk: patient risk adjustment, procedure mix

adjustment, shrinkage adjustment, and surgical focus. Journal of the American College of Surgeons. 2013; 217: 336-346.

2a2.3. For each level of testing checked above, what were the statistical results from reliability testing?
(e.g., percent agreement and kappa for the critical data elements; distribution of reliability statistics from a

signal-to-noise analysis)

Diagnosis Denominator | Numerator Hospital N | Unadjusted | Unadjusted | Adjusted Adjusted Mean Aggregate

Year(s) Reliability Reliability Reliability | Reliability | Cases (per | Compliance
Mean Median Mean? Median® hospital) Rate

2014 -2015 | 164,893 152,733 1,426 0.83 0.90 0.83 0.90 115.63 92.63%

2014 83,253 77,056 1,410 0.74 0.81 0.73 0.80 59.04 92.56%

2015 81,640 75,677 1,360 0.77 0.83 0.76 0.83 60.03 92.70%

! Adjusted for age at diagnosis, race/ethnicity and insurance status

2a2.4 What is your interpretation of the results in terms of demonstrating reliability? (i.e., what do the
results mean and what are the norms for the test conducted?)
The unadjusted reliability mean coefficient of 0.74, 0.77, and 0.83 for measure #0220 are all regarded as very

good, achieved respectively from diagnosis years 2014, 2015, and 2014-2015.

2b1. VALIDITY TESTING

2b1.1. What level of validity testing was conducted? (may be one or both levels)
Critical data elements (data element validity must address ALL critical data elements)
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L1 Performance measure score

L] Empirical validity testing

[] Systematic assessment of face validity of performance measure score as an indicator of quality or
resource use (i.e., is an accurate reflection of performance on quality or resource use and can distinguish
good from poor performance) NOTE: Empirical validity testing is expected at time of maintenance review;
if not possible, justification is required.

2b1.2. For each level of testing checked above, describe the method of validity testing and what it tests
(describe the steps—do not just name a method; what was tested, e.g., accuracy of data elements compared to
authoritative source, relationship to another measure as expected; what statistical analysis was used)

Each year, a review of a minimum of 10% of the annual caseload of registry abstracts is performed to verify
that abstracted data correctly reflect the information documented in individual patient records, and that the
patient’s medical condition, care, and participation in treatment decision-making processes are accurate. The
abstracted elements reviewed include but are not limited to primary site, staging, first-course treatment,
follow-up, and the percentage of data coded as unknown. These procedures are part of the Commission on
Cancer’s (CoC) Standard 1.6, which is required to maintain accreditation. Each of the following steps must be
followed in order to be rated as compliant with this Standard. 1) The cancer committee establishes and
implements a quality control plan. 2) The registry quality coordinator works cooperatively with registry staff
to maintain a quality control plan. The focus of this plan is to establish data quality benchmarks that include
monitoring of abstracting timeliness, accuracy of data, a review of data coded as unknown. 3) The findings are
to be reported to the cancer committee annually and 4) the findings are documented in the cancer committee
minutes.

These annual caseload reviews inform the data submitted to the National Cancer Database (NCDB) and are
subsequently used in the Cancer Program Practice Profile Reports (CP3R) system and Rapid Quality Reporting
System (RQRS) measure reporting systems; RQRS shows the performance rates for the five CoC National
Quality Forum endorsed measures. Every breast cancer case is submitted from the reporting facility to the
NCDB, and is applied to the measure in these reporting systems. In addition to the annual caseload reviews
noted above, both reporting systems allow hospitals to review every case for coding accuracy which includes
those deemed non-eligible, incomplete, measure denominator eligible, along with numerator compliant and
non-compliant cases.

Measure performance is calculated in CP3R and RQRS based on the case-level data submitted by the
accredited hospitals.

2b1.3. What were the statistical results from validity testing? (e.g., correlation; t-test)

There are no statistical tests run to assess quality of the data. Non-compliance results in any one or more of
the four steps listed in 2b1.2 (Standard 1.6) not followed will potentially jeopardize the accreditation status of
the program granted by the Commission on Cancer (CoC). The authoritative source for comparison is the
patient chart with the goal of this standard to ensure the registry abstract reflects the documented patient
experience. The scope of the evaluation is 10% of the analytic caseload for each program or a maximum of
300 cases annually.

The measure reporting system reviews are highly recommended by the CoC to ensure high quality data, which
directly impacts the performance rates. The Cancer Program Practice Profile Reports system performance rate
for this measure is directly tied to CoC Standard 4.4, which maintains that a rate of 90% is met or exceeded, or
that the program has implemented an action plan that reviews and addresses program performance below the
expected Estimated Performance Rates. Failure to follow these directives results in non-compliance with
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Standard 4.4 which, like Standard 1.6, can potentially jeopardize the accreditation status of the program
granted by the CoC.

2b1.4. What is your interpretation of the results in terms of demonstrating validity? (i.e., what do the results
mean and what are the norms for the test conducted?)

Both the annual caseload reviews and the measure reporting system reviews are intended to ensure that
reported performance rates are an accurate reflection of the care provided to patients at Commission on
Cancer-accredited programs.

2b2. EXCLUSIONS ANALYSIS
NA X no exclusions — skip to section 2b4
Not Applicable

2b2.1. Describe the method of testing exclusions and what it tests (describe the steps—do not just name a
method; what was tested, e.g., whether exclusions affect overall performance scores; what statistical analysis
was used)

Not Applicable

2b2.2. What were the statistical results from testing exclusions? (include overall number and percentage of
individuals excluded, frequency distribution of exclusions across measured entities, and impact on performance
measure scores)

Not Applicable

2b2.3. What is your interpretation of the results in terms of demonstrating that exclusions are needed to
prevent unfair distortion of performance results? (i.e., the value outweighs the burden of increased data
collection and analysis. Note: If patient preference is an exclusion, the measure must be specified so that the
effect on the performance score is transparent, e.q., scores with and without exclusion)

Not Applicable

2b3. RISK ADJUSTMENT/STRATIFICATION FOR OUTCOME OR RESOURCE USE MEASURES
If not an intermediate or health outcome, or PRO-PM, or resource use measure, skip to section 2b5.

2b3.1. What method of controlling for differences in case mix is used?

No risk adjustment or stratification

[ statistical risk model with Click here to enter number of factors risk factors
L] stratification by Click here to enter number of categories risk categories

L1 Other, Click here to enter description

2b3.1.1 If using a statistical risk model, provide detailed risk model specifications, including the risk model
method, risk factors, coefficients, equations, codes with descriptors, and definitions.

Not Applicable
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2b3.2. If an outcome or resource use component measure is not risk adjusted or stratified, provide rationale
and analyses to demonstrate that controlling for differences in patient characteristics (case mix) is not
needed to achieve fair comparisons across measured entities.

Not Applicable

2b3.3a. Describe the conceptual/clinical and statistical methods and criteria used to select patient factors
(clinical factors or social risk factors) used in the statistical risk model or for stratification by risk (e.g.,
potential factors identified in the literature and/or expert panel; regression analysis; statistical significance of
p<0.10; correlation of x or higher; patient factors should be present at the start of care) Also discuss any
“ordering” of risk factor inclusion; for example, are social risk factors added after all clinical factors?

Not Applicable

2b3.3b. How was the conceptual model of how social risk impacts this outcome developed? Please check all
that apply:

L1 Published literature

L] Internal data analysis

Other (please describe)
Not Applicable

2b3.4a. What were the statistical results of the analyses used to select risk factors?
Not Applicable

2b3.4b. Describe the analyses and interpretation resulting in the decision to select social risk factors (e.g.
prevalence of the factor across measured entities, empirical association with the outcome, contribution of
unique variation in the outcome, assessment of between-unit effects and within-unit effects.) Also describe
the impact of adjusting for social risk (or not) on providers at high or low extremes of risk.

Not Applicable

2b3.5. Describe the method of testing/analysis used to develop and validate the adequacy of the statistical
model or stratification approach (describe the steps—do not just name a method; what statistical analysis was
used)

Provide the statistical results from testing the approach to controlling for differences in patient characteristics
(case mix) below.
If stratified, skip to 2b3.9

Not Applicable

2b3.6. Statistical Risk Model Discrimination Statistics (e.g., c-statistic, R-squared):
Not Applicable

2b3.7. Statistical Risk Model Calibration Statistics (e.g., Hosmer-Lemeshow statistic):
Not Applicable

2b3.8. Statistical Risk Model Calibration — Risk decile plots or calibration curves:
Not Applicable

2b3.9. Results of Risk Stratification Analysis:
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Not Applicable

2b3.10. What is your interpretation of the results in terms of demonstrating adequacy of controlling for
differences in patient characteristics (case mix)? (i.e., what do the results mean and what are the norms for
the test conducted)

Not Applicable

2b3.11. Optional Additional Testing for Risk Adjustment (not required, but would provide additional support
of adequacy of risk model, e.g., testing of risk model in another data set; sensitivity analysis for missing data;
other methods that were assessed)

Not Applicable

2b4. IDENTIFICATION OF STATISTICALLY SIGNIFICANT & MEANINGFUL DIFFERENCES IN PERFORMANCE

2b4.1. Describe the method for determining if statistically significant and clinically/practically meaningful
differences in performance measure scores among the measured entities can be identified (describe the
steps—do not just name a method; what statistical analysis was used? Do not just repeat the information
provided related to performance gap in 1b)

Ninety-five percent confidence intervals were calculated at the hospital-level to determine statistical
significance. Each hospital’s 95% confidence interval was compared to the aggregate EPR to determine
significance.

2b4.2. What were the statistical results from testing the ability to identify statistically significant and/or
clinically/practically meaningful differences in performance measure scores across measured entities? (e.g.,
number and percentage of entities with scores that were statistically significantly different from mean or some
benchmark, different from expected; how was meaningful difference defined)

The following table calculates for each set of diagnosis year(s) the aggregate measure compliance and the
number of hospitals that were not statistically significant compared to the aggregate measure compliance and
the hospitals that were statistically significant (both greater and less than aggregate measure compliance):

N Hospitals Statistical Significance Compared to Aggregate Measure
Aggregate Measure .
Diagnosis Year(s) Compliance
Compliance
Not Significant Significantly Greater Than Significantly Less Than
2014 - 2015 92.63% 716 (50.21%) 548 (38.43%) 162 (11.36%)
2014 92.56% 769 (54.54%) 520 (36.88%) 121 (8.58%)
2015 92.70% 685 (50.37%) 554 (40.74%) 121 (8.90%)

2b4.3. What is your interpretation of the results in terms of demonstrating the ability to identify statistically
significant and/or clinically/practically meaningful differences in performance across measured entities?
(i.e., what do the results mean in terms of statistical and meaningful differences?)

For the three cohorts of diagnosis years, slightly over half of the programs were not statistically significant
compared to aggregate measure compliance; however for those statistically significant programs the majority
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were statistically greater than the aggregate measure compliance. Overall, only between 8.58% and 11.36% of
the programs was performing worse when compared to the aggregate.

2b5. COMPARABILITY OF PERFORMANCE SCORES WHEN MORE THAN ONE SET OF SPECIFICATIONS
If only one set of specifications, this section can be skipped.

Note: This item is directed to measures that are risk-adjusted (with or without social risk factors) OR to
measures with more than one set of specifications/instructions (e.g., one set of specifications for how to
identify and compute the measure from medical record abstraction and a different set of specifications for
claims or eMeasures). It does not apply to measures that use more than one source of data in one set of
specifications/instructions (e.qg., claims data to identify the denominator and medical record abstraction for the
numerator). Comparability is not required when comparing performance scores with and without social risk
factors in the risk adjustment model. However, if comparability is not demonstrated for measures with
more than one set of specifications/instructions, the different specifications (e.g., for medical records vs.
claims) should be submitted as separate measures.

2b5.1. Describe the method of testing conducted to compare performance scores for the same entities
across the different data sources/specifications (describe the steps—do not just name a method; what
statistical analysis was used)

Not Applicable

2b5.2. What were the statistical results from testing comparability of performance scores for the same
entities when using different data sources/specifications? (e.g., correlation, rank order)
Not Applicable

2b5.3. What is your interpretation of the results in terms of the differences in performance measure scores
for the same entities across the different data sources/specifications? (i.e., what do the results mean and
what are the norms for the test conducted)

Not Applicable

2b6. MISSING DATA ANALYSIS AND MINIMIZING BIAS
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2b6.1. Describe the method of testing conducted to identify the extent and distribution of missing data (or
nonresponse) and demonstrate that performance results are not biased due to systematic missing data (or
differences between responders and nonresponders) and how the specified handling of missing data
minimizes bias (describe the steps—do not just name a method; what statistical analysis was used)

All cancer cases submitted from Commission on Cancer-accredited programs are evaluated for measure
eligibility via the Cancer Program Practice Profile Reports system and Rapid Quality Reporting System. Both
systems track the completeness of staging and all data fields specifically needed to assess measure #0220
denominator including tumor size, hormone receptor status, and date completeness. For each hospital, cases
with incomplete data were summed and reported as a proportion of all denominator-eligible and incomplete
cases.

2b6.2. What is the overall frequency of missing data, the distribution of missing data across providers, and
the results from testing related to missing data? (e.g., results of sensitivity analysis of the effect of various
rules for missing data/nonresponse; if no empirical sensitivity analysis, identify the approaches for handling
missing data that were considered and pros and cons of each)

Diagnosis Year(s) 2014 - 2015 2014 2015
Aggregate Compliance 92.63% 92.56% 92.70%
Measure Aggregate Denominator 164,893 83,253 81,640
Aggregate Hospital N 1,426 1,410 1,360
Aggregate Incomplete 0.09% 0.09% 0.09%
Aggregate Denominator 165,046 83,332 81,714
Incomplete and
No Incomplete Data for N Hospitals 1,345 1,369 1,312
Complete Data
Incomplete Data for N Hospitals 81 41 48
Range of Incomplete Data 0.12% - 46.43% 0.38% - 46.43% 0.24% - 16.67%

2b6.3. What is your interpretation of the results in terms of demonstrating that performance results are not
biased due to systematic missing data (or differences between responders and nonresponders) and how the
specified handling of missing data minimizes bias? (i.e., what do the results mean in terms of supporting the
selected approach for missing data and what are the norms for the test conducted; if no empirical analysis,
provide rationale for the selected approach for missing data)

For 2014-2015 data completeness varied at the hospital-level resulting in a range of 0.12% to 46.43% for the
5.68% of hospitals that had incomplete cases. At the aggregate-level, the proportion of incomplete cases was
low, 0.09%, when compared to the number of measure-eligible and incomplete cases. While missing data will
always bias compliance rates, we do not believe the proportion to be excessive and therefore not detrimental
to the measure. Given that the Commission on Cancer mandates all cancer cases be submitted from a
reporting hospital and that all submissions assessed for measure compliance, we expect and allow varying
degrees of reporting incompleteness. The measure reporting systems allow hospitals to review case-level data
for incomplete cases and are encouraged to make completeness updates.

3. Feasibility

Extent to which the specifications including measure logic, require data that are readily available or could be
captured without undue burden and can be implemented for performance measurement.
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3a. Byproduct of Care Processes

For clinical measures, the required data elements are routinely generated and used during care delivery
(e.g., blood pressure, lab test, diagnosis, medication order).

3a.1. Data Elements Generated as Byproduct of Care Processes.

Abstracted from a record by someone other than person obtaining original information (e.g., chart abstraction
for quality measure or registry)

If other:
3b. Electronic Sources

The required data elements are available in electronic health records or other electronic sources. If the
required data are not in electronic health records or existing electronic sources, a credible, near-term path
to electronic collection is specified.

3b.1. To what extent are the specified data elements available electronically in defined fields (i.e., data
elements that are needed to compute the performance measure score are in defined, computer-readable fields)
Update this field for maintenance of endorsement.

Some data elements are in defined fields in electronic sources

3b.2. If ALL the data elements needed to compute the performance measure score are not from electronic
sources, specify a credible, near-term path to electronic capture, OR provide a rationale for using other than
electronic sources. For maintenance of endorsement, if this measure is not an eMeasure (eCQM), please
describe any efforts to develop an eMeasure (eCQM).

The National Cancer Database (NCDB) captures breast data from 1,426 hospitals across the US with measure-
eligible cases from 2014-2015. The availability and usage of electronic health records will vary by hospital. All
data elements from accredited institutions are required to be submitted to the NCDB in electronic format
following a nationally standardized set of data specifications from the North American Association of Cancer
Registries. All accredited hospitals use data abstraction software.

3b.3. If this is an eMeasure, provide a summary of the feasibility assessment in an attached file or make
available at a measure-specific URL. Please also complete and attach the NQF Feasibility Score Card.

Attachment:
3c. Data Collection Strategy

Demonstration that the data collection strategy (e.g., source, timing, frequency, sampling, patient
confidentiality, costs associated with fees/licensing of proprietary measures) can be implemented (e.g.,
already in operational use, or testing demonstrates that it is ready to put into operational use). For
eMeasures, a feasibility assessment addresses the data elements and measure logic and demonstrates the
eMeasure can be implemented or feasibility concerns can be adequately addressed.

3c.1. Required for maintenance of endorsement. Describe difficulties (as a result of testing and/or
operational use of the measure) regarding data collection, availability of data, missing data, timing and
frequency of data collection, sampling, patient confidentiality, time and cost of data collection, other
feasibility/implementation issues.

IF instrument-based, consider implications for both individuals providing data (patients, service recipients,
respondents) and those whose performance is being measured.

1) The technical infrastructure to generate and report compliance with this measure has been in place since
2005 for approximately 1,500 Commission on Cancer (CoC) accredited centers performance rates for this
measure. This measure is currently reported to CoC accredited programs through the National Cancer
Database (NCDB) using the Cancer Program Practice Profile Report (CP3R) web-based audit and feed-back
reporting tool by registrars submitting new and updated cases annually. In addition, this measure is also
reported to 1,500 cancer programs participating in its “real clinical time” feedback reporting tool through its

42



Rapid Quality Reporting System (RQRS) reported daily from registrars in regards to new and updated cases.
Both of these reporting tools have been utilized in the cancer registry community and do not produce an
undue burden on the data collection network. Also when questions arise about coding or the reporting
systems they can consult with NCDB staff via email.

2) The data for this measure are key elements already collected in all hospital registries. This measure has
been reviewed using cancer registry data. The CoC data demonstrates variation in the measure. The measure
is readily implemented.

3c.2. Describe any fees, licensing, or other requirements to use any aspect of the measure as specified (e.g.,
value/code set, risk model, programming code, algorithm).

The Commission on Cancer charges an annual accreditation fee to each hospital and includes access to the
National Cancer Database and the quality measure reporting tools for no additional charge. The accreditation
fee covers the resources needed for measure development as well as the infrastructure used to the report the
measures.

Above the accreditation fee, hospitals must cover the cost of maintaining a registry, certified tumor registry
staff, and abstraction software to submit data to the NCDB. It should be noted that there are State
requirements for reporting cancer cases that would already necessitate the costs of maintaining a registry and
collecting many of the same data items.

4. Usability and Use

Extent to which potential audiences (e.g., consumers, purchasers, providers, policy makers) are using or could
use performance results for both accountability and performance improvement to achieve the goal of high-
quality, efficient healthcare for individuals or populations.

4a. Accountability and Transparency
Performance results are used in at least one accountability application within three years after initial
endorsement and are publicly reported within six years after initial endorsement (or the data on
performance results are available). If not in use at the time of initial endorsement, then a credible plan for
implementation within the specified timeframes is provided.

4.1. Current and Planned Use

NQF-endorsed measures are expected to be used in at least one accountability application within 3 years and

publicly reported within 6 years of initial endorsement in addition to performance improvement.

‘Specific Plan for Use |Current Use (for current use provide URL)
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Public Reporting

Pennsylvania Health Care Quality Alliance

http://www.phcga.org/

Pennsylvania Health Care Quality Alliance

http://www.phcga.org/

Regulatory and Accreditation Programs

Commission on Cancer Accreditation
https://www.facs.org/quality-programs/cancer/coc/standards
Commission on Cancer Accreditation
https://www.facs.org/quality-programs/cancer/coc/standards

Quality Improvement (Internal to the specific organization)

Cancer Program Practice Profile Reports
https://www.facs.org/quality-programs/cancer/ncdb/qualitytools/cp3r
Cancer Quality Improvement Program
https://www.facs.org/quality-programs/cancer/ncdb/qualitytools/cqip
Rapid Quality Reporting System
https://www.facs.org/quality-programs/cancer/ncdb/qualitytools/rgrs

4al.1 For each CURRENT use, checked above (update for maintenance of endorsement), provide:

e Name of program and sponsor

e  Purpose

e  Geographic area and number and percentage of accountable entities and patients included
e Level of measurement and setting

d) Public Reporting

Name: Pennsylvania Health Care Quality Alliance (PHCQA)

Purpose: PHCQA is a voluntary group of health care organizations collaboratively working together to improve
the quality of health care for the people of Pennsylvania. PHCQA developed a consensus-driven, statewide
approach to hospital quality measurement that is supported by quality of care data from a variety of public
data sources. It is believed that by sharing aggregated quality performance data openly through public
reporting on the Internet, valuable, objective health care quality information can be provided for all
consumers. At the same time best practices can be identified and shared to improve the performance of all
stakeholders. Commission on Cancer (CoC) accredited cancer programs in Pennsylvania may elect to
voluntarily report their estimated performance rates through this program, currently 60 of 73 (82.19%) CoC
Pennsylvania programs are participating.

Geographic area: Pennsylvania

Level of measurement and setting: hospital level, Pennsylvania cancer hospitals

f) Quality Improvement with Benchmarking

Name: Commission on Cancer, National Cancer Database

Purpose: The National Cancer Database (NCDB) provides a venue for accredited programs to benchmark their
compliance compared to other CoC-accredited cancer programs through the use of the Cancer Program
Practice Profile Reports (CP3R), the Rapid Quality Reporting System (RQRS) and the Cancer Quality
Improvement Program (CQIP). CP3R, available to about 1,500 CoC-accredited cancer programs, offers local
providers comparative information to assess adherence to and consideration of standard of care therapies for
major cancer (see more at: https://www.facs.org/quality-programs/cancer/ncdb/qualitytools/cp3r). CQIP
reports annual quality and outcomes data to about 1,500 cancer programs accredited by the American College
of Surgeons CoC and provides the availability for programs to benchmark their performance on quality
measures to other CoC-accredited programs(see more at: https://www.facs.org/quality-
programs/cancer/ncdb/qualitytools/cqip). RQRS is a reporting and quality improvement tool which provides
real clinical time assessment of hospital level adherence to National Quality Forum (NQF)-endorsed quality of

44



cancer care measures for breast and colorectal cancers (see more at: https://www.facs.org/quality-
programs/cancer/ncdb/qualitytools/rgrs ).

Geographic area: National

Level of measurement and setting: hospital level, CoC cancer programs

g) Regulatory and Accreditation

Name: Commission on Cancer (CoC) Standards

Purpose: The CoC accredits cancer programs and in order to fulfil or maintain accreditation, programs must
adhere to requirements called the CoC’s Standards. Within these standards there are multiple requirements
that incorporate reviewing and maintain performance rates for CoC’s quality measures. For instance, Standard
5.2 requires cancer programs to participate in Rapid Quality and Reporting System (RQRS), which allows
programs to review real-time clinical care and receives alerts to ensure patients’ treatment are compliant with
this measures. Additionally, Standards 1.2/4.3 requires each program to have a Cancer Liaison Physician (CLP)
and some of the responsibility of a CLP includes reviewing CP3R, RQRS and CQIP four times a year, which
includes reviewing this measure, and to discuss the findings with the cancer committee. Standard 4.4 applies
to the measure with an expected performance rate of 90%.

Geographic area: National

Level of measurement and setting: hospital level, CoC cancer programs

4al.2. If not currently publicly reported OR used in at least one other accountability application (e.g.,
payment program, certification, licensing) what are the reasons? (e.g., Do policies or actions of the
developer/steward or accountable entities restrict access to performance results or impede implementation?)
Not Applicable

4a1.3. If not currently publicly reported OR used in at least one other accountability application, provide a
credible plan for implementation within the expected timeframes -- any accountability application within 3
years and publicly reported within 6 years of initial endorsement. (Credible plan includes the specific
program, purpose, intended audience, and timeline for implementing the measure within the specified
timeframes. A plan for accountability applications addresses mechanisms for data aggregation and reporting.)

Not Applicable

4a2.1.1. Describe how performance results, data, and assistance with interpretation have been provided to
those being measured or other users during development or implementation.

How many and which types of measured entities and/or others were included? If only a sample of
measured entities were included, describe the full population and how the sample was selected.

Cancer measures are developed in a multi-disciplinary setting. Clinical leadership panels work with
statisticians, business analysts, and registrars to measure developers to ensure the measures are 1) clinically
relevant and 2) have adequate NCDB data to support their development. Ongoing maintenance is addressed
in 4a2.3. Cancer data collection through registries is uniform throughout North America. Cancer registries
utilize the North American Association of Central Cancer Registries (NAACCR). NAACCR develops and promotes
uniform data standards for cancer registration and certifies population-based registries among other
important work to reduce the burden of cancer in North America. Data collected through the National Cancer
Database (NCDB) utilizes NAACCR standard formats and editing functionality. The CoC-accredited programs file
submissions are passed through an edits program to ensure the data meet acceptable quality standards. Cases
with errors must be reviewed and resubmitted.

To improve capture of adjuvant therapy reported to the NCDB, the CoC-accredited programs receive individual
case information regarding the quality measures supported by the CoC. This notification includes the status of
the case (i.e., not eligible, concordant, non-concordant and incomplete) and any potentially missing treatment
information needed for calculating the performance rates (PRs). All CoC-accredited facilities receive a report of
their performance rates on this measure through the Cancer Program Practice Profile (CP3R) and an estimated
performance rate on the Rapid Quality Reporting System (RQRS), a real clinical time decision support system.

In 2013, the Commonwealth of Pennsylvania began reporting performance rates on this measure for 72% (52
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of 72) of the CoC-accredited hospitals in Pennsylvania. That number of reporting hospitals has risen to 87.5%
(63 of 72) of the Commonwealth’s hospitals (7/01/2019).

4a2.1.2. Describe the process(es) involved, including when/how often results were provided, what data
were provided, what educational/explanatory efforts were made, etc.

The Web-based Cancer Program Practice Profile Report (CP3R) offers local providers comparative information
to assess adherence to and consideration of standard of care therapies for this measure, and provides a
platform from which to promote continuous practice improvement aimed to improve quality of patient care at
the local level. This tool also permits hospitals to compare their care for these patients relative to that of other
providers. The aim is to empower clinicians, administrators, and other staff to work cooperatively and
collaboratively to identify problems in practice and delivery and to implement best practices that will diminish
disparities in care across Commission on Cancer (CoC)-accredited cancer programs. This tool is updated
annually. A quality related audit is initiated for any of the accountability measures, which this measure is
considered. The CoC CQIP reflects an annual snapshot of the quality measures contained in CP3R. The Rapid
Quality Reporting System (RQRS) is a reporting and quality improvement tool for this measure. This tool
provides real clinical time assessment of hospital-level adherence to measure and provides alerts for upcoming
adjuvant therapy for patients affected by this measure. The RQRS has been available to all Commission on
Cancer (CoC)-accredited cancer programs beginning September 2011. As of January 2017, RQRS participation
is required for all CoC-accredited programs. RQRS is updated every 24 hours. Additionally, on the CoC'’s
website there are explanations/user documentation for CP3R, RQRS and CQIP.

43a2.2.1. Summarize the feedback on measure performance and implementation from the measured entities
and others described in 4d.1.

Describe how feedback was obtained.

Our facilities have fostered the development of the CP3R, commenting on the design of the feedback to
facilitate utilization of the tools. The RQRS was developed and based on survey results from alpha and beta
testers. Design issues continue to be addressed as to how best to capture forthcoming adjuvant therapy.

As this measure is distributed, if any questions about the calculation of the measure or inquiry regarding the
numerator/denominator are asked, programs will submit questions through the NCDB mailbox. The User
Support Specialists monitor this mailbox and answer these questions. Content related questions are sent to
the Breast Site Specific Leaders (SSLs), who are renown clinical experts on breast cancer.

4a2.2.2. Summarize the feedback obtained from those being measured.

The CP3R/CQIP: Our registrars and physicians review the measures through phone calls and e-mails. Our
surveyors inform the CoC of potential problems that the measure may encounter. As issues are identified,
slight modifications will be made; e.g., excluding patients on related clinical trials. The same feedback may be
obtained from CQIP, an annual snapshot of the CP3R measures.

The RQRS: The responses have been positive. For example, a hospital administrator has stated that he had
better physician recruiting with the implementation of this clinical data support system that alerts providers of
adjuvant therapy for their patients. Further, an often heard comment is that RQRS has “prevented patients
from slipping through the cracks” as the first course of treatment can last a year.

4a2.2.3. Summarize the feedback obtained from other users

The Pennsylvania Health Care Alliance (PHCQA) approached the CoC to support voluntary hospital reporting of
clinical measures on their website (http://www.phcga.org/) and has of to date yielded positive feedback in
that the relationship still exists. The CoC provides the means for data collection through the annual call for
data. Calculations are made and sent to the hospitals, who have stated that they wish to participate in this
voluntary reporting of their performance on the measure. Upon agreement by these hospitals, the NCDB
sends the Performance Rates to the PHCA for posting on the website. In 2013, the Commonwealth of
Pennsylvania began reporting performance rates on this measure for 72% (52 of 72) of the CoC-accredited
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hospitals in Pennsylvania. That number of reporting hospitals has risen to 87.5% (63 or 72) of the
Commonwealth’s hospitals (7/01/2019).

4a2.3. Describe how the feedback described in 4a2.2.1 has been considered when developing or revising the
measure specifications or implementation, including whether the measure was modified and why or why
not.

Site-specific leaders, who are expert clinicians in the care of breast cancer patients, are notified of any
potential issues that have been identified in the calculation of this measure. They review the measure for
current practice and potential impact of any clinical trials that may impact the measure. Identified issues are
communicated to the CoC and changes, if needed, are incorporated into the measure logic. The CoC-
accredited hospitals are notified if changes are made and why.

Improvement

Progress toward achieving the goal of high-quality, efficient healthcare for individuals or populations is
demonstrated. If not in use for performance improvement at the time of initial endorsement, then a credible
rationale describes how the performance results could be used to further the goal of high-quality, efficient
healthcare for individuals or populations.

4b1. Refer to data provided in 1b but do not repeat here. Discuss any progress on improvement (trends in
performance results, number and percentage of people receiving high-quality healthcare; Geographic area
and number and percentage of accountable entities and patients included.)

If no improvement was demonstrated, what are the reasons? If not in use for performance improvement at
the time of initial endorsement, provide a credible rationale that describes how the performance results
could be used to further the goal of high-quality, efficient healthcare for individuals or populations.

Between 2008 and 2015, aggregate compliance with the breast hormone therapy measure increased from
78.8% to 92.7%. Within race and ethnicity, compliance rates for black (72.8% to 88.2%) and Hispanic (66.5% to
85.8%) patients have improved. For the uninsured/Medicaid patient cohort, the compliance rates moved
upward from 72.9% (2008) to 86.5% (2015). By Census region, the Pacific with the lowest aggregate
compliance rate improved from 75.0% (2008) to 92.2% (2015).

4b2. Unintended Consequences
The benefits of the performance measure in facilitating progress toward achieving high-quality, efficient
healthcare for individuals or populations outweigh evidence of unintended negative consequences to
individuals or populations (if such evidence exists).

4bh2.1. Please explain any unexpected findings (positive or negative) during implementation of this measure

including unintended impacts on patients.

This measure, as specified, is susceptible to under-reporting of the adjuvant hormone therapy component
appearing in the measure numerator. Due to referral of services, access to patient clinical follow-up with
radiation oncology may initially be limited or unavailable. However, CoC accredited programs have
demonstrated through retrospective case and chart reviews that significant additional and accurate
information regarding treatment provided to patients can be ascertained, resulting in higher and clinically
more accurate reflections of the care provided or coordinated through their centers. It does take additional
time to collect and report this adjuvant therapy information. Additionally, the CoC’s Program Standards
require review of quality measures be monitored by an attending physician (Cancer Liaison Physician) on staff
at the center on a quarterly basis.

4b2.2. Please explain any unexpected benefits from implementation of this measure.

A benefit of implementing this measure in the prospective RQRS reporting environment is that hospitals are
sent alerts on anticipated treatment for new diagnoses as they are abstracted, ensuring timeliness of delivery
of care. Beginning in January of 2017, participation in RQRS became a requirement to remain accredited by the
CoC.
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5. Comparison to Related or Competing Measures

If a measure meets the above criteria and there are endorsed or new related measures (either the same
measure focus or the same target population) or competing measures (both the same measure focus and the
same target population), the measures are compared to address harmonization and/or selection of the best
measure.

5. Relation to Other NQF-endorsed Measures

Are there related measures (conceptually, either same measure focus or target population) or competing
measures (conceptually both the same measure focus and same target population)? If yes, list the NQF # and
title of all related and/or competing measures.

Yes
5.1a. List of related or competing measures (selected from NQF-endorsed measures)

0387e : Breast Cancer: Hormonal Therapy for Stage | (T1b)-1lIC Estrogen Receptor/Progesterone Receptor
(ER/PR) Positive Breast Cancer

5.1b. If related or competing measures are not NQF endorsed please indicate measure title and steward.

5a. Harmonization of Related Measures

The measure specifications are harmonized with related measures;

OR

The differences in specifications are justified
5a.1. If this measure conceptually addresses EITHER the same measure focus OR the same target population
as NQF-endorsed measure(s):
Are the measure specifications harmonized to the extent possible?
No
5a.2. If the measure specifications are not completely harmonized, identify the differences, rationale, and
impact on interpretability and data collection burden.
These measures are related but assess different levels of analysis and different data systems are used to
determine eligibility and compliance.
5b. Competing Measures

The measure is superior to competing measures (e.g., is a more valid or efficient way to measure);

OR

Multiple measures are justified.
5b.1. If this measure conceptually addresses both the same measure focus and the same target population
as NQF-endorsed measure(s):
Describe why this measure is superior to competing measures (e.g., a more valid or efficient way to measure
quality); OR provide a rationale for the additive value of endorsing an additional measure. (Provide analyses
when possible.)
0387 assesses hormone therapy for patients with stage Ic through Ill hormone receptor positive cancer. 0387
assesses if hormone therapy was prescribed within a 12 month period while our measure (0220) assesses if
hormone therapy was administered within one year of diagnosis or if it was recommended but not received
based on patient refusal, medical co-morbidity or other valid reasons.
0220 also assesses compliance at the facility level while 0387 assesses individual physician or practice level
performance. The two measures use different data sources as well. 0220 utilizes cancer registry coding.

Appendix

A.1 Supplemental materials may be provided in an appendix. All supplemental materials (such as data
collection instrument or methodology reports) should be organized in one file with a table of contents or
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bookmarks. If material pertains to a specific submission form number, that should be indicated. Requested
information should be provided in the submission form and required attachments. There is no guarantee that
supplemental materials will be reviewed.

No appendix Attachment:

Contact Information

Co.1 Measure Steward (Intellectual Property Owner): Commission on Cancer, American College of Surgeons
Co.2 Point of Contact: Bryan, Palis, bpalis@facs.org, 312-202-5436-

Co.3 Measure Developer if different from Measure Steward: Commission on Cancer, American College of
Surgeons

Co.4 Point of Contact: Bryan, Palis, bpalis@facs.org, 312-202-5436-

Additional Information

Ad.1 Workgroup/Expert Panel involved in measure development

Provide a list of sponsoring organizations and workgroup/panel members’ names and organizations.
Describe the members’ role in measure development.

Original Developers: Christopher (Chris) Pezzi, MD, FACS (Abington Memorial Hospital, Abington PA); Lawrence
Shulman, MD (Dana Farber Cancer Institute, Boston MA); Stephen Edge, MD, FACS (Roswell Park Cancer
Institute, Buffalo NY); Richard Swanson, MD, FACS (Partners Health Care, Boston MA); Peter Enzinger, MD
(Dana Farber Cancer Institute, Boston MA); Elin Sigurdson, MD, FACS (Fox Chase Cancer Center, Philadelphia
PA); Mitchell Posner, MD, FACS (University of Chicago, Chicago IL); Anthony Robbins, MD, PhD (American
Cancer Society)

The current Measure workgroup includes:

Charles Cheng MD, FACS (Fox Valley Surgical Associates, Appleton, WI), Daniel McKellar, MD, FACS (Wayne
Healthcare, Greenville, OH), David Jason Bentrem, MD (Northwestern Memorial Hospital, Chicago, IL),

Karl Bilimoria, MD, FACS (Northwestern Univ/Feinberg Sch of Med, Chicago, IL), Lawrence Shulman MD
(University of Pennsylvania, Philadelphia, PA), Matthew A Facktor, MD FACS (Geisinger Medical Center,
Danville, PA), Ted James (University of Vermont, Burlington, VT)

This panel meets at least once annually to review quality measures currently supported and implemented by
the ACoS Commission on Caner and to investigate and consider/review development of possible new
measures.

Measure Developer/Steward Updates and Ongoing Maintenance

Ad.2 Year the measure was first released: 2007

Ad.3 Month and Year of most recent revision: 01, 2019

Ad.4 What is your frequency for review/update of this measure? Annual
Ad.5 When is the next scheduled review/update for this measure? 01, 2020
Ad.6 Copyright statement:

Ad.7 Disclaimers:

Ad.8 Additional Information/Comments:
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