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Brief Measure Information

NQF #: 0091
Measure Title: COPD: Spirometry Evaluation
Measure Steward: American Thoracic Society

Brief Description of Measure: Percentage of patients aged 18 years and older with a diagnosis of COPD who
had spirometry results documented.

Developer Rationale:
Current Submission: The following rationale contains updated information from our recent literature search-:

“Despite major efforts to broadly disseminate the Global Initiative for Chronic Obstructive Lung Disease
(GOLD) guidelines and use of COPD performance measures across different specialty societies, COPD remains
underdiagnosed and misdiagnosed (Collins et al., 2015; Perez et al., 2011; Diabet al., 2018; Gershon et al,,
2018; Tisiet.al 2022; Faroogi et al, 2022). Although spirometry use has increased, it remains underutilized to
confirm airflow obstructionand accurately diagnose COPD (CDC, 2012; Nishi et al., 2013; Rodwin et al., 2022).
Studies show proper COPD diagnosis with spirometryis done on just over half of patientsin the US and
Canada (Boulet et al., 2013; Bourbeau et al., 2008; Collins et al., 2015; Nishi et al., 2013; Perez et al., 2011; Yu
et al., 2013) and ranges from 10-48% in the Asia-Pacific region, Africa, eastern Europe, and Latin America
(Aisanov et al., 2012). World-wide, as many of 70% of patients with COPD may be underdiagnosed, while 30-
60% of patients are over-diagnosed (Diab et. al, 2018) A study of physician-diagnosed COPD patients
hospitalized for exacerbations found that 22% of patients did not have COPD upon spirometrytesting (Prieto
Centurion, et al., 2012). Treatment of COPD without accurate diagnosis and understanding of true etiology of
symptoms results in patients not receiving medication that would improve symptoms and quality of life,
prevent exacerbations and reduce costly use of emergency and hospital services. Patients may be exposed to
adverse effects of unneeded medication and or delays in true diagnosis and management of another condition
increasing overall cost of care (Boulet et al., 2013; Bourbeauet al., 2008; CDC, 2012; Collins et al., 2015; Joo et
al., 2011). Several recent studies emphasize the association between both under- and over- diagnosis of COPD
with increasedrespiratory symptoms and health care utilization (Gershon et al, 2018; Farooqi et al, 2022). We
believe this measure will continue to increase appropriate spirometry use to assist physicians in the accurate
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diagnosis and treatment of patients with COPD, improving patient management and reducing total costs of

COoPD.”

Additional New Citations:
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Overdiagnosis of Chronic Obstructive Pulmonary Disease. Am J Respir Crit Care Med. 2018 Nov
1;198(9):1130-1139.

Farooqi MAM, Ma J, Ali MU, et al. Prevalence and burden of COPD misclassificationin the Canadian
Longitudinal Study on Aging (CLSA). BMJ Open Resp Res 2022;9(1):e001156. doi:10.1136/ bmjresp-
2021-001156

Gershon AS, Thiruchelvam D, Chapman KR, Aaron SD, Stanbrook MB, BourbeaulJ, Tan W, To T for the
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Rodwin, BA, DeRycke, EC, Han, L. et al. Characteristics Associated with Spirometry Guideline
Adherence in VA Patients Hospitalized with Chronic Obstructive Pulmonary Disease. J GenIntern
Med.14 Oct 2022.
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Collins BF, Feemster LC, Rinne ST, Au DH. Factors predictive of airflow obstruction among Veterans
with presumed empirical diagnosis and treatment of COPD. Chest. 2015 Feb;147(2):369-76.
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Prieto Centurion V, Huang F, Naureckas ET, Camargo CAJr, Charbeneaul, Joo MJ, Press VG, Krishnan
JA. Confirmatory spirometry for adults hospitalized with a diagnosis of asthma or chronic obstructive
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Yu WC, Fu SN, TaiEL, Yeung YC, Kwong KC, Chang Y, Tam CM, Yiu YK. Spirometry is underused in the
diagnosis and monitoring of patients with chronic obstructive pulmonary disease (COPD). IntJ Chron
Obst Pulmon Dis. 2013;8:389-95.
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Previous 2015 Submission

Despite major efforts to broadly disseminate the Global Initiative for Chronic Obstructive Lung Disease (GOLD)
guidelines and use of COPD performance measures across different specialty societies, COPD remains
underdiagnosed and misdiagnosed (Collins et al., 2015; Perez et al., 2011). Although spirometry use has
increased, it remains underutilized to confirm airflow obstruction and accurately diagnose COPD (CDC, 2012;
Nishi et al., 2013). Studies show proper COPD diagnosis with spirometryis done on just over half of patientsin
the US and Canada (Boulet et al., 2013; Bourbeauet al., 2008; Collins et al., 2015; Nishi et al., 2013; Perez et
al., 2011; Yu et al., 2013) and ranges from 10-48% in the Asia-Pacific region, Africa, eastern Europe, and Latin
America (Aisanov et al., 2012). A study of physician-diagnosed COPD patients hospitalized for exacerbations
found that 22% of patients did not have COPD upon spirometry testing (Prieto Centurion, et al., 2012).

Treatment of COPD without accurate diagnosis and understanding of true etiology of symptoms results in
patients not receiving medicationthat would improve symptoms and quality of life, prevent exacerbations and
reduce costly use of emergency and hospital services while other patients may be exposed to adverse effects
of unneeded medication and or delays in true diagnosis and management of another condition increasing
overall cost of care (Boulet et al., 2013; Bourbeau et al., 2008; CDC, 2012; Collins et al., 2015; Joo et al., 2011).
We believe this measure will continue to increase appropriate spirometry use to assist physicians inthe
accurate diagnosis and treatment of patients with COPD, improving patient management and reducing total
costs of COPD.
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Numerator Statement: Patients with documented spirometry results inthe medical record (FEV1 and
FEV1/FVC)

Denominator Statement: All patients aged 18 years and older with a diagnosis of COPD

Denominator Exclusions: Documentation of medical reason(s) for not documenting and reviewing spirometry
results

Documentation of patient reason(s)for not documenting and reviewing spirometry results

Documentation of system reason(s) for not documenting and reviewing spirometry results

Measure Type: Process
DataSource:

Claims
Level of Analysis:

Clinician: Group/Practice

IF Endorsement Maintenance — Original Endorsement Date: 2009-08-10 12:00 AM
Most Recent Endorsement Date: 8/3/2016 5:09:28 PM

Preliminary Analysis: Maintenance of Endorsement

To maintain NQF endorsement, endorsed measures are evaluated periodically to ensure that the measure 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 unlessthere is new information or a change in evidence
since the prior evaluation

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

Thedeveloper providesthe following description for this measure:

e This is a maintenance process measure at the group/practice level that measures the percentage of
patients aged 18 years and older with a diagnosis of COPD who had spirometry results documented.
The developer provides a logic model statement that says the use of spirometry is important to



confirm the correct diagnosis of COPD. The correct diagnosis leads toappropriate treatment choices
which improve patient outcomes, decrease symptoms, reduced exacerbation, and improve health
related quality of life.

Thedeveloper providesthe following evidence for this measure:

e SR of the evidence specific to this measure? Yes ] No
e Quality, Quantity, and Consistency of evidence provided? Yes CJ No
e Evidence graded? Yes 1 No

Summary of prior review in 2016

e The 2016 Pulmonary and Critical Care Committee agreed with the developer that the underlying
evidence for the measure hasn’t changedsince the last NQF endorsement review in 2012, which
included recommendations from the 2011 Clinical Practice Guideline Update from the American
College of Physicians, American College of Chest Physicians, American Thoracic Society, and European
Respiratory Society. The Committee agreedthe guidelines are clear about using spirometry to confirm
the diagnosis of COPD, and not for general screening or monitoring of treatment.

e The Global Initiative for Chronic Obstructive Lung Disease, (GOLD), concurred with similar
recommendations to the joint society guidance.

e |n 2016 the Pulmonary and Critical Care Committee accepted the prior evaluation rating for evidence.

Changes to evidence fromlast review
The developer provided updated evidence for this measure:

e The developer summarizes a few studies that found continued underuse of spirometry for
confirmation of COPD and highlighted the continued patterns of both under and over-diagnosis of
COPD.

e The Global Initiative for Chronic Obstructive Lung Disease GOLD guidelines were updated in 2022 to
include that spirometryis now required (instead of support) to make a confident diagnosis of COPD.

e The developer further states that a study published in 2022 regarding the utility of using spirometry to
screen asymptomatic individuals for COPD and in 2022 the US Preventive Task Force and the and
continue to recommend against the use of routine screening for COPD and therefore NQF #0091
maintains it specifications to confirm the diagnosis of COPD and not as a screening tool.

Exception to evidence
e N/A

Questions for the Standing Committee:

* Theevidence provided by the developer is updated, directionally the same, and stronger compared to
that for the previous NQF review. Doesthe Standing Committee agree that there is no need for
repeated discussion and a vote on evidence?

* |stheevidence directly applicable to the process of care being measured?

Guidance Fromthe Evidence Algorithm

Process measure based on systematic review (SR) (Box 3). A summary of the quantity, quality, and consistency
of the body of evidence from the SR is provided in the submission form (Box 4). The SR rated the evidence as
moderate (Box 5b). The highest possible rating is high.



Preliminary rating for evidence: [1 High X Moderate [ Low O Insufficient

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

Maintenance measures —increased emphasis on gapand variation

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

e For NQF maintenance of endorsement, measure stewards/developers are expected to provide current
performance data on the measure as specified. Data from the literature can be considered if current
data are not available.

e The developer provided performance data available for measure NQF #0577, noting that although
there are important differences in the measures, the two are similar enough that an identified gapin
performance could likely apply to both. Additionally, the developer provided literature to further
support that an opportunity for improvement exists.

e Performance data provided for NQF #0577 includes aggregate rates by health plan type (Commercial
PPO, Commercial HMO, Medicare HMO etc.) of adults 40 and older who have a new COPD, or newly
active COPD, who received spirometry testing to confirm the diagnosis. The data show a decreasein
performance in 2020 (pandemic) data compared 2018 for all plan types reported. In both 2018 and
2020, the Medicaid Health Maintenance Organizations (HMO) had the lowest average spirometry
testing rates with 31 percent and 26.8 percent respectfully. In 2018 and 2020 Commercial HMO plans
had the highest rates reported with averages rates of 41.7 percent and 37.3 percent respectfully.
2018 data is the comparisonyear since not all plan types reported in 2019.

e The developer also references a study published in 2018 that found worldwide, “up to 70% of patients
with COPD may be underdiagnosed, while 30-60 percent of patients are over diagnosed with COPD.

Disparities
e The developer provided a summary of literature that indicates gender and race disparities exist in the
diagnosis of COPD, which may be linked to a disparity in performing spirometryon at risk populations.

Questions for the Standing Committee:

* [sthere a gap in care that warrants a national performance measure?

Preliminary rating for opportunityforimprovement: [1 High Moderate [ Low [ Insufficient

Criteria 2: Scientific Acceptability of Measure Properties

Complex measure evaluated by the Scientific Methods Panel (SMP)? [ Yes No
Measure evaluated by the Technical Expert Panel (TEP)? [ Yes No

2a. Reliability: Specifications and Testing

For maintenance measures—no change in emphasis —specifications should be evaluated the same as with
new measures.

2al. Specifications require the measure, as specified, to produce consistent (i.e., reliable) and credible (i.e.,
valid) results about the quality of care when implemented.

For maintenance measures —less emphasis if no new testing data are provided.



2a2. Reliability testing demonstrates whether the measure data elements are repeatable and producing the
same results a high proportion of the time when assessedin the same population during the same time
period, and/or whether the measure score s precise enough to distinguish differences in performance across
providers.

Specifications:
e Have the measure specifications changed since the last review? [ Yes No

e Measure specifications are clear and precise.

Reliability Testing:
e Did the developer conduct new reliability testing? [ Yes No

e The 2016 Pulmonary and Critical Care Committee passedthe measure on reliability with a moderate
rating.

e The 2016 Committee expressed concernthat the time window indicates a one-year measurement
period, but it appears that a spirometrytest at any time from age 18 and up counts in the numerator.
The developer clarified the goal of the measureis to capture whether the spirometrytest was
conducted before treatment occurred. The physicians conducting treatment do not necessarily have
to perform the test within that year, but need to verify that the test was completed and annually
record the results.

e Reliability testing conducted at the accountable entity level:

o The method used for reliability testing was not describedin the submission. The developer
should be preparedto speak to the methodology should the Standing Committee choose to
discuss and revote on reliability.

o The developer did not provide updated testing data, using CY 2012 claims data that were used
in the 2015 submission. This included over 11.5M Medicare beneficiaries from 2,064 groups
of physicians with at least 25 eligible providers (EPs). Groups were included if they had at least
20 eligible cases for the measure.

o Reliability was tested as a ratio of performance between groups over the total variation.
Detailed references and explanations were not provided for the methodology.

o Reliability for groups with 25 or more EPs (average of 2,974 beneficiaries) was 0.73.

o Reliability for groups with 100 or more EPs (average of 7,842 beneficiaries) was 0.83.

Questions for the Standing Committee regarding reliability:

* Thedeveloper attests that the specifications have not changed and that additional reliability testing
was not conducted. Does the Standing Committee agree that the measure is still reliable and that there
is no need for repeated discussion and a vote on reliability?

Guidance Fromthe Reliability Algorithm

The developer provided complete specifications that can be consistentlyimplemented by users (Box 1) > The
empirical reliability was tested using statistical tests with the measure as specified (Box 2) > The empirical
reliability testing was conducted at the accountable entity level for each level of analysis (Box 4) > The
developer conducted testing method reliability that estimated as a ratio of variation on performance between
groups and the total variation (variation between groups and variation from measurement error) (Box 5):
There is moderate confidence that the accountable entity levels are reliable (Box 6b) >Moderate. The highest
possible rating is high.

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



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

For maintenance measures —less emphasis if no new testing data are provided

2b1. Measure Intent: The measure specifications are consistent with the measure’s intent and capture the
most inclusive target population.

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.

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

Validity Testing
e Did the developer conduct new validity testing? [ Yes No

e The 2016 Pulmonary and Critical Care Committee passed the measure on validity with a moderate
rating.

e Validity testing conducted at the accountable-entity level:

o The measure was demonstrated using face validity and data element validity. The developer
did not provide updated results from the 2015 submission.

o 12 members of the ATS Clinical Practice Committee rated their agreement if the measure
provides an accurate reflection of quality and can be used to distinguish between good and
poor quality. Mean rating score was 4.6, with 8= strongly agree, 3 agree, 1 neither
agree/disagree (N=12 respondents).

o The developer also tested the data element generated from the EHR against manually
calculated scores by trained abstractors. The Kappa statistic for the numerator (N=123) was
0.7281(0.60860, 0.8476 Cl). They could not calculate a Kappa for the denominator (N=123)
because they had 100% agreement. The data have not been updated since the 2015
submission. Note that the measure is specified using claims data and not EHR data.

Exclusions

e The following exclusions are applied to the measure:
o Documentation of medical, patient or system reason for not documenting and reviewing
spirometryresults.
o Ofthe 123 records reviewed, there was only 1 exclusion (0.81%) and on further review this
was found not to be a valid exclusion.
o Testing of exclusions was not provided due to the lack of any appropriate exclusions.

Risk Adjustment
e The measureis not risk-adjusted or stratified.

Meaningful Differences

e The developer calculated benchmarks using the weighted average of groups with 25 or more EPs and
groups with 100 or more EPs.

e 45.6% of groups differed from the benchmark for groups with 25 or more EPs (p<.05).

e 47.1% of groups differed from the benchmark for groups with 100 or more EPs (p<.05).

e Mean performance for this measure was 54.3%. 25th percentile performance was 17.39% and 75th
percentile performance was 83.33%. The interquartile range is 65.94 percentage points.



Missing Data

e The developer states that missing data analysis was not performed for this measure. Itis unclear from
the developer’s response if there is missing data. The developer should be prepared to clarify if there
is missing data.

Comparability

e The measure only uses one set of specifications for this measure.

Questions for the Standing Committee regarding validity:

* Thedeveloper attests that additional validity testing was not conducted. Is the sample size (123
records from one provider group) adequate for generalizability?

* Thedeveloperdid not provide validity testing on missing data. The Standing Committee should
consider asking the developer to provide a rationale for this. Doesthe Standing Committee have
concerns about the lack of missing data information and testing?

* Does the Standing Committee agree that the measure is still valid and that there is no need for
repeated discussion and a vote on validity?

Guidance Fromthe Validity Algorithm

Threats tovalidity including missing data were not empirically assessed (Box 1).

Preliminary rating for validity: [0 High [0 Moderate [ Low Insufficient
All threats tovalidity relevant to the measure, including miss data, must be empirically assessed.

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.

e The measureis claims based and all data elements are in defined electronicfields. The datais
collected by and used by healthcare personnel during the provision of care.

Questions for the Standing 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)?

Preliminary rating for feasibility: [1 High Moderate L[] Low [ Insufficient

Criterion 4: Use and Usability

Maintenance measures —increased emphasis — much greater focus on measure use and usefulness,
including both impact/improvement and unintended consequences



4a. Use (4al. Accountability and Transparency; 4a2. Feedback on measure)

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

4a.1. Accountability and Transparency. Performance results are usedin 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 they are not in use at the time of initial
endorsement, then a credible plan for implementation within the specified time frames is provided.

Currentuses ofthe measure

Publicly reported? ] Yes No
Current use in an accountability program? [ Yes No [ UNCLEAR
Planned use in anaccountability program? Yes [0 No [ NA

Accountability program details

e The measureis not currently publicly reportedand is not used in an accountability program which are
both required for maintenance measures following initial endorsement.

e The measure was included in the Medicare PQRS Program ending in 2016 and more recently usedin
the Centers for Medicare & Medicaid, (CMS ), Merit Based Incentive Program (MIPS) though
performance year 2019. CMSremoved the measure from MIPS starting in performance year 2020 as
documentation of spirometryis a required component of another measure, NQF #102 Appropriate
Use of Long-Acting Bronchodilators.

e The developer is scheduling a meeting with CMSto discuss future use in the CMS MIPS Value
Pathways relatedto COPD, asthma, sleep and general pulmonary.

e 4a.2.Feedback on the measure provided 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 withinterpreting the measure results and data; (2) Those being measuredand other
users have been given an opportunity to provide feedback on the measure performance or
implementation; and (3) This feedback has been considered when changes are incorporated into the
measure.

Feedback on the measure provided by those being measured or others

e CMS publicly reports Quality Payment Program (QPP) performance data for participating healthcare
providers (and groups, etc.)in the Provider Data Catalog (PDC). The data was previously available from
Physician Compare. CMSincluded the spirometry measure for Performance years 2017- 2019 and
archive datais available.

e The developer has not obtained any specific feedback about the measure from those being measured
and other data users and states that CMS did not report problems.

e The developer did not report any feedback from those using the measure and have not made updates
to the measure.

Questions for the Standing 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?
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Preliminary rating for Use: [ Pass No Pass

RATIONALE: NQF requires that performance results are used in at least one accountability application within
three years afterinitial endorsement and are publicly reported within six years after initial endorsement (or
the data on performance results are available).

4b. Usability (4b1. Improvement;4b2. Benefits of measure)

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

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

Improvement results
e Datatosupport progress on improvement or trends in performance results were not provided.

e The developer reports that the use of spirometry to confirm COPD diagnosis remains low, especially as
thereis evidence of misdiagnosis (both over and under) of COPD which leads to poor treatment
decisions resulting poorer health outcomes.

4b2. Benefits versus harms. 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).

Unexpected findings (positive or negative) during implementation

e The developer states theyare not aware of any intended consequences or benefits relatedto this
measure.

Potentialharms

e The developer states theyare not aware of any intended consequences or benefits relatedto this
measure.

Questions for the Standing 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: [0 High [0 Moderate [ Low Insufficient

Rationale: Data to support progress onimprovement or trends in performance results were not provided.

Criterion 5: Related and Competing Measures

Related Measures

e NQF #0577 Use of Spirometry Testing in the Assessment and Diagnosis of COPD

Harmonization

The 2016 Committee felt measure #0091 and #0577 were related and should be harmonized. The Committee
agreedthat because the measures have similar goals, the developers should consider harmonizing the age
limit and timeframe for both the diagnosis of COPD and the timeframe in which the spirometry evaluationis
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completed. Ifrecommended for endorsement, the current Committee may be asked to provide additional
recommendations for harmonizing the measures.
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Developer Submission

Criteria 1: Importance to Measure and Report

1a. Evidence

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 thereis variation in
or overall less-than-optimal performance. Measures must be judgedto meetall sub criteria to pass this criterion and be
evaluated against the remaining criteria

1ma.01.Indicate whether there is new evidence about the measure since the most recent maintenance evaluation. If
yes, please briefly summarize the new evidence, and ensure you have updated entries in the Evidence section as
needed.

[Response Begins]
Yes
[Yes Please Explain]

Since the mostrecent measure evaluation, several studies have been published that demonstrate continued underuse of
spirometry for confirmation of COPD and highlight the continued high prevalence of both under-and over-diagnosis of
COPD (Rodwin etal.,2022; Diab Netal.,2018; GershonAS etal, 2018; Tisi etal., 2022; Farooqi MA etal,2022) .

There has beenadditional study into the utility of usingspirometry to screen asymptomatic individuals for COPD (Bhatt et
al., 2022), but updated US Preventative Task Force recommendations and current guidelines/statements continue to
recommend against the use of routine screening for COPD (USPTF 2022; GOLD 2022; Qaseemetal 2011). Asaresult, our
measure remains focused on the use of spirometry for the confirmation of the diagnosis of COPD, rather than as a routine
screeningtool.

Please also see 1a.12for more complete detail regarding this new evidence.

[Response Ends]

Please separate added or updated informationfrom the most recent measure evaluation within each question response
inthe Importance to Measure and Report: Evidence section. For example:

Current Submission:
Updated evidence information here.
Previous (Year) Submission:

Evidencefromthe previous submission here.

1a.01. Providealogic model.

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.

[Response Begins]
Current Submission: The measure’s focusis on ensuring that spirometry is used to confirm the diagnosis of COPD
(process measure). Receipt of confirmatory spirometryis a necessary stepin ensuring that patients with COPD receive
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appropriate treatments known to improve patient outcomes, including decreasing symptoms, reducing exacerbations,
and improving health-related quality of life.

Our current response is an edited versionof the prior submission response, copied here:

“The measure focus is the process of providing a spirometry evaluation to all adults with COPD to assistin proper
diagnosis and routine treatment of patients with COPD. This process is directlyrelated to reducing COPD exacerbations
and inpatient hospitalizations. Proper diagnosis leads to better COPD treatment, which should lead to less comorbid
disease, physical dysfunction, and death from COPD.”

[Response Ends]

1a.02. Select the type of source for the systematic review of the body of evidence that supports the performance
measure.

A systematic review is a scientificinvestigation 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.

[Response Begins]
Clinical Practice Guideline recommendation (with evidence review)

[Response Ends]

If the evidenceis not based on a systematic review, skip to the end of the section and do not complete the repeatable
question groupbelow. If you wish to include more than one systematic review, add additional tables by clicking “Add”
after the final question in the group.

Evidence - Systematic Reviews Table (Repeatable)

Group 1 - Evidence - Systematic Reviews Table

1a.03. Provide the title, author, date, citation (including page number) and URL for the systematicreview.

[Response Begins]

Amir Qaseem, MD, PhD, MHA; Timothy J. Wilt, MD, MPH; Steven E. Weinberger, MD; Nicola A. Hanania, MD, MS; Gerard
Criner, MD; Thys van der Molen, PhD; DarcyD. Marciniuk, MD; Tom Denberg, MD, PhD; Holger Schu” nemann, MD, PhD,
MSc; Wisia Wedzicha, PhD; Roderick MacDonald, MS; and Paul Shekelle, MD, PhD, for the American College of Physicians,
the American College of Chest Physicians, the American Thoracic Society, and the European Respiratory Society*
Diagnosis and Management of Stable Chronic Obstructive Pulmonary Disease: A Clinical Practice Guideline Update from
the American College of Physicians, American College of Chest Physicians, American ThoracicSociety, and European
RespiratorySociety. Ann Intern Med.2011;155:179-191.

https://www.thoracic.org/statements/resources/copd/179full.pdf

[Response Ends]

1a.04. Quote the guideline or recommendation verbatim about the process, structure or intermediate outcome being
measured. If not aguideline, summarize the conclusions from the systematic review.

[Response Begins]

“Recommendation 1: ACP, ACCP, ATS, and ERS recommend that spirometry should be obtained to diagnose airflow
obstruction in patients with respiratory symptoms (Grade: strong recommendation, moderate-quality evidence).
Spirometry shouldnot be usedto screenfor airflow obstruction in individuals without respiratory symptoms (Grade:
strong recommendation, moderate-quality evidence).” (Qaseemetal,2011)
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“COPD should be considered in any patient with dyspnea, chronic cough or sputum production, and/or a history of
exposureto risk factors for the disease. Spirometryis required to make the diagnosis in this clinical context; the presence
of post-bronchodilator FEV1/FVC <0.70 confirms the presence of persistent airflow limitation and thus of COPDin
patients with appropriate symptoms andsignificant exposure to noxious stimuli. Spirometryis the most reproducible and
objective measurement of airflow limitation. Itis a noninvasive and readily available test.” (GOLD2022)

The GOLD 2022 recommendations are an update of the GOLD 2015 guideline recommendation that was provided in
the last submission:

“A clinical diagnosis of COPD should be consideredin any patient who has dyspnea, chronic cough or sputum production,
and/or a history of exposure to risk factors forthe disease. Spirometry is required to make the diagnosis in this clinical
context; the presence of a post-bronchodilator FEV1/FVC < 0.70 confirms the presence of persistent airflow limitation
and thus of COPD. Whereas spirometry was previously used to support a diagnosis of COPD, spirometry is now required
to make a confident diagnosis of COPD. Spirometryis the mostreproducible and objective measurement of airflow
limitation available. (GOLD 2015)”

[Response Ends]

1a.05. Provide the grade assigned to the evidence associated with the recommendation, and include the definition of
the grade.

[Response Begins]

Evidenceto supportthe ACP, ACCP, ATS, ERS guideline recommendationis based on the GRADE (Grading of
Recommendations, Assessment, Development, and Evaluation) workgroupand is classified as: Strong-recommendation
based on moderate-quality evidence.

The following description of the definition of the grading of the evidenceis taken from our prior submission, as it has
not changed since:

“A strong recommendation means that benefits clearly outweigh risks and burden, or risks and burden clearly outweigh
benefits. Evidence is considered moderate quality when it is obtained from RCTs with important limitations —for example,
biased assessment of the treatment effect, large loss to follow-up, lack of blinding, unexplained heterogeneity (even if it
is generated from rigorous RCTs), indirect evidence originating from similar (but notidentical) populations of interest, and
RCTs with avery small number of participants or observed events. In addition, evidence from well-designed controlled
trials without randomization, well designed cohort or case—control analytic studies, and multiple time series with or
withoutintervention arein this category. Moderate-quality evidence also means that further research will probably have
animportanteffect on ourconfidencein the estimate of effectand may change the estimate. (Amir Qaseem, MD, PhD,
MHA; Vincenza Snow, MD; Douglas K. Owens, MD, MS; and Paul Shekelle, MD, PhD, for the Clinical Guidelines Committee
of the American College of Physicians. The Development of Clinical Practice Guidelines and Guidance Statements of the
American College of Physicians: Summaryof Methods. Annintern Med. 2010;153:194-199.)”

[Response Ends]

1a.06. Provide all other grades and definitions from the evidence grading system.

[Response Begins]
This was not providedin the prior submission, so is added here:

Evidenceis considered to be high qualitywhen itis obtained from RCTs withoutimportant limitations or overwhelming
evidence from observational studies. Evidence is low-quality whenitis obtained from observational studies or case
series. Strong recommendationscan be made with high-, moderate-, or low-quality evidence. If strong recommendations
are based on moderate or high quality evidence, thenthey can be applied to most patients in most circumstances
withoutreservation. Strong recommendations based on low-quality evidence could change when higher quality evidence
becomes available.
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Weak recommendations can be made based on moderate-or high-quality evidence in cases where the benefits must be
closely balanced with the risks and the burdens and the bestaction may differ depending on circumstances or patients’ or
societal values. Weak recommendations based on low-quality evidence obtained from observational studies or case
seriesindicate thatthereis uncertainty in the estimates of benefits, risks and burden or they may be closelybalanced;
other alternatives may be equallyreasonable.

When the balance of benefits and riskscannot be determined due to evidence thatis conflicting, poor quality, or lacking,
thenitis decidedthatthereisinsufficientinformationto make a recommendation. (Qaseemetal 2010).

[Response Ends]

1a.07. Provide the grade assigned to the recommendation, with definition of the grade.

[Response Begins]
See 1a.05 above

[Response Ends]

1a.08. Provide all other grades and definitions from the recommendation grading system.

[Response Begins]
See 1a.06 above

[Response Ends]

1a.09. Detail the quantity (how many studies) and quality (the type of studies) of the evidence.

[Response Begins]

The following is copied from our prior submission, as it has not changed: “The quantity of studies reviewedin the
ACP/ACCP/ATS/ERS guideline was not stated, but the guideline paper references 62 articles. This guideline is basedon a
targeted literature update from March 2007 to December 2009 to evaluate the evidenceand update the 2007 ACP
clinical practice guideline on diagnosis and management of stable COPD.”

[Response Ends]

1a.10. Provide the estimates of benefit, and consistency across studies.

[Response Begins]
The following is copied from our prior submission withonly minor edits for clarity, as the substance has not changed:

Targeted use of spirometry for diagnosis of airflow obstructionis beneficial for patients with respiratory symptoms,
particularly dyspnea. In symptomatic patients, spirometryis helpfulfor determining whetherthe symptoms are due to
respiratory disease orother conditions and to ensure appropriate therapy.

Existing evidence does not support the use of spirometry to screen for airflow obstructionin individuals without
respiratory symptoms, including those with current or past exposure to risk factors for COPD. In asymptomatic individuals
who have spirometric evidence of airflow obstruction, thereis insufficient evidence to support treatment as it does not
change annual rate of FEV1 decline or prevent of symptoms. No evidence from RCTs supports treating asymptomatic
individuals, with or without risk factors forairflow obstruction, who do not have spirometric evidence of airflow
obstruction. In addition, evidence does not show any independent benefit of obtainingand providing spirometry results
on success ratesin smoking cessation. No study evaluated the use of periodic spirometry afterinitiation of therapyto
monitor ongoing disease status or modify therapy.
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[Response Ends]

1a.11. Indicate what, if any, harms wereidentifiedin the study.

[Response Begins]
No specific harms of spirometry were identified in the guideline.

[Response Ends]

1a.12. Identify any new studies conducted since the systematic review, and indicate whether the new studies change
the conclusions from the systematic review.

[Response Begins]

We have identified several studies published since our last submission that examine the use of spirometry forthe
diagnosis of COPD. These studies are summarized briefly here and added to relevant sections of the Evidence Section.
None of these studies change the conclusions from the systematic review performedas part of the 2011 ATS Guidelines
and the mostrecent GOLD statement, both of whichendorse the use of spirometry to confirm airflow obstructionamong
patients with respiratory symptoms and risk factors for COPD.

Studies that demonstrate continued underuse of spirometry forthe diagnosis of COPD:

One recent studyassessed patients hospitalized within VA for COPD and foundthat only a little more than half (54.2%)
had spirometry performedwithin a year before or after hospitalization. While the study did not report the proportion of
patients that had ever had spirometry performed, it does provide continued evidence of overallunderuse of the test,
even among high risk patients (Rodwin etal., 2022)

Several other studies have focused on the discordance of spirometry findings and clinician diagnosis, r esulting in both
under- and over-diagnosis of COPD:

Diab and colleagues published a concise clinical review in 2018 that highlighted the prevalence of both under-and over-
diagnosis of COPD (Diab N etal.,2018). The authors estimated thatabout 70% of COPD world-wide may be
underdiagnosed. In contrast, 30-60% of patients are over-diagnosed, with no evidence of airflow obstructionon
spirometry despite a clinician diagnosis of COPD.

Among 1403 participants in the Canadian Obstructive Lung Disease study, 14% had undiagnosed COPD, 5% were over-
diagnosed, and only 4% had correctlydiagnosed COPD(Gershon AS et al, 2018). Compared to patients without COPD,
those with over-diagnosed COPDhad higher healthcare utilization (hospitalization, ED and outpatient visits). Patients
with undiagnosed COPD had higher rates of hospitalization than those without COPD.

Among 16,010currentand formersmokers aged55-77 participatingin alung cancer screening study, 1 in 5 patients were
found to have undiagnosed COPD, defined as respiratory symptoms, no prior COPDdiagnosis, and the presence of airflow
obstruction on spirometry (Tisi etal., 2022)

Among 21,242 participants in the Canadian Longitudinal Study on Aging, researchers found significant discordance
between self-reported COPDand spirometry findings, with 4% of participants representing under-diagnosis (no self-
reported COPD, butairflow obstruction) and 4% having over-diagnosis (self-reported COPD, but no airflowobstruction).
Participants with confirmed, under- and over-diagnosed COPD had higher risk of respiratory symptoms and health care
utilization than participants with no self-reported COPD and no airflow obstruction (Faroogi MAetal, 2022).

Studies that address the potential of expanding the use of spirometry to screen asymptomatic patients with COPD:

Bhatt and colleagues examined lung function and clinical data from nine U.S general population cohorts to determine the
burden of subclinical airflow obstruction (SAO) and developa probability score of for SAO to inform detection programs
(Bhattet al., 2022). Of 33,546 patients, 13.2% had SAO, which was associated with a 3-fold higherincidence of
hospitalizations and death due to COPD. The probability score, based on demographicvariablesand smoking history, was
well calibrated and showed excellent discrimination. While the score may prove useful in future targetedscreening
programs, this has notyetbeen tested.
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In 2016, the US Preventative Services Task Force reviewed the evidence for and against screening asymptomatic
individuals for COPD and determinedthere was no evidence that screening for COPD improved outcomes. In 2022, they
published an updated recommendation statement based on an updated systematic review and reiterated their position
against screening asymptomaticindividuals.

As a result, our measure remains focused on the use of spirometry to confirm a diagnosis of COPD, ratherthan its use as a
screeningtool.

References:

Tisi S, Dickson JL, Horst C, et al. Detection of COPD in the SUMMIT Study Lung Cancer Screening Cohort using Symptoms
and Spirometry. Eur Respirl). 2022 Jul 26; online ahead of print (https://doi.org/10.1183/13993003.00795-2022).

Rodwin, BA, DeRycke, EC, Han, L. etal. Characteristics Associated with Spirometry Guideline Adherence in VA Patients
Hospitalized with Chronic Obstructive Pulmonary Disease. ) Gen InternMed.14 Oct 2022.

Farooqi MAM, MaJ, Ali MU, et al. Prevalence and burden of COPD misclassificationin the Canadian Longitudinal Studyon
Aging (CLSA).BMJ Open Resp Res 2022;9(1):e001156. doi:10.1136/bmjresp-2021-001156

Diab N, Gershon AS, Sin DD, Tan WC, Bourbeau J, Boulet LP, and AaronSD. Underdiagnosis and Overdiagnosis of Chronic
Obstructive Pulmonary Disease. Am J Respir Crit Care Med. 2018 Nov 1;198(9):1130-1139.

Gershon AS, Thiruchelvam D, Chapman KR, Aaron SD, Stanbrook MB, Bourbeau J, Tan W, To T for the Canadian
RespiratoryResearch Network. Health services burden of undiagnosed and overdiagnosed COPD. Chest2018;
153(6):1336-1346.

Bhatt SP, Balte PP, Schwartz JE, Jaeger BC, et al. Pooled cohort probability score for subclinical airflow obstruction. Ann
AmThorac Soc. 2022 Aug;19(8):1294-1304.

US Preventive Services Task Force, Siu AL, Bibbins-Domingo K, Grossman DC, et al. Screening for chronic obstructive
pulmonary disease: US Preventive Services Task Force recommendation statement. JAMA. 2016;315(13): 1372-1377

US Preventive Services Task Force, Mangione CM, Barry MJ, Nicholson WK, et al. Screening for chronic obstructive
pulmonary disease: US Preventive Services Task Force reaffirmation recommendation statement. JAMA. 2022 May
10;327(18):1806-1811.

[Response Ends]

1a.13. If source of evidence is NOT from a clinical practice guideline, USPSTF, or systematic review, describe the
evidence on which you are basing the performance measure.

[Response Begins]
Not applicable—evidenceis from a systematic review performed as part of a clinical guideline.

[Response Ends]

1a.14. Briefly synthesize the evidence that supports the measure.

[Response Begins]

Targeted use of spirometry for diagnosis of airflow obstructionis beneficial for patients with respiratory symptoms,
particularly dyspnea. In symptomatic patients, spirometryis helpfulfor determining whether the symptoms are dueto
COPD, other respiratory disease or non-pulmonary conditionsand to ensure appropriate therapy. Confirming airflow
obstruction with spirometry helpsto identify who will benefit from treatment for COPD, including use of inhaled
bronchodilators, long-term oxygenand/or pulmonary rehabilitation.

Existing evidence does not support the use of spirometry to screen for airflow obstructionin individuals without
respiratory symptoms, including those with current or past exposure to risk factors for COPD. In asymptomatic individuals
who have spirometric evidence of airflow obstruction, thereis insufficient evidence to support treatment as it does not
change annual rate of FEV1 decline or prevent of symptoms. No evidence from RCTs supports treating asymptomatic
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individuals, with or without risk factors forairflow obstruction, who do not have spirometric evidence of airflow
obstruction. In addition, evidence does not show any independent b enefit of obtainingand providing spirometry results
on success ratesin smoking cessation. No study evaluated the use of periodic spirometry afterinitiation of therapyto
monitor ongoing disease status or modify therapy.

[Response Ends]

1a.15. Detail the process usedto identify the evidence.

[Response Begins]
The following informationincludes information providedin the last submission:

“The ACP/ACCP/ATS/ERSguideline panel included representatives from each of the 4 collaborating organizations, and the
resulting guideline represents an officialand joint clinical practice guideline fromthose organizations. The guideline panel
communicatedvia conference calls and e-mails. The membersreached agreement and resolved any disagreements
through facilitated discussion. The final recommendations were approved by unanimous vote. The key questions and
scope for the guideline were developed with inputfrom the joint guideline panel. Evidence reviews andtables were
presented to the guideline panel for review and comments. The guideline panel evaluated the recommendations on the
basis of the evidence.”

Additional information available in the guideline methods is added for clarity with this submission:

“The Minnesota Evidence-based Practice Center performed an updated literature search thatincluded studies from
MEDLINE published between March 2007 and December 2009. Additional background material reviewed by the guideline
panelincluded the 2007 systematicevidence review by Wilt and colleagues and the 2004 Agency for Healthcare Research
and Quality—sponsored Minnesota Evidence-based Practice Center evidence report. The literature searchfocusedon
evidence forthe value of spirometry for screening or diagnosis of COPD; the efficacy and comparative effectiveness of
management strategies, suchas inhaled monotherapies (anticholinergics, long-acting beta-agonists, or corticosteroids),
combination therapies, and pulmonary rehabilitation programs, for patients with COPD. For diagnosticaccuracy of the
physical examination and spirometry, the guideline developers used an updated systematicreview from 2008, because
the guideline panelagreed thatthere is no reason to suspect that diagnosticaccuracy of the physical examination or
spirometry would have changedsince the ACP guideline was publishedin 2007.”

[Response Ends]

1a.16. Provide the citation(s) for the evidence.

[Response Begins]
Prior Submission:

QaseemA, Snow V, Shekelle P, Sherif K, Wilt TJ, Weinberger S, et al; Clinical Efficacy Assessment Subcommittee of the
American College of Physicians. Diagnosis and management of stable chronic obstructive pulmonary disease: a clinical
practice guideline from the American College of Physicians. Ann InternMed. 2007;147:633-8.

Wilt TJ, Niewoehner D, MacDonaldR, Kane RL. Management of stable chronic obstructive pulmonarydisease: a
systematic review for a clinical practice guideline. AnninternMed. 2007;147:639-53.

Agency for Healthcare Research and Quality. Use of Spirometry for Case Finding, Diagnosis, and Management of Chronic
Obstructive Pulmonary Disease. Rockville, MD: Agency for Healthcare Research and Quality; 2005. Report no. 290-02-
0009.

Amir Qaseem, MD, PhD, MHA; Timothy J. Wilt, MD, MPH; Steven E. Weinberger, MD; Nicola A. Hanania, MD, MS; Gerard
Criner, MD; Thys van der Molen, PhD; DarcyD. Marciniuk, MD; Tom Denberg, MD, PhD; Holger Schu™ nemann, MD, PhD,
MSc; Wisia Wedzicha, PhD; Roderick MacDonald, MS; and Paul Shekelle, MD, PhD, for the American College of Physicians,
the American College of Chest Physicians, the American Thoracic Society, and the European Respiratory Society*
Diagnosis and Management of Stable Chronic Obstructive Pulmonary Disease: A Clinical Practice Guideline Update from
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the American College of Physicians, American College of Chest Physicians, American Thoracic Society, and European
RespiratorySociety. Ann Intern Med.2011;155:179-191.

Aisanov Z, Bai C, Bauerle O, Colodenco FD, Feldman C, Hashimoto S, Jardim J, Lai CK, Laniado-Laborin R, Nadeau G,
Sayiner A, ShimJJ, Tsai YH, Walters RD, Waterer G. Primary care physician perceptionson the diagnosis and management
of chronic obstructive pulmonary disease in diverse regionsof the world. IntJ Chron Obstruct Pulmon Dis. 2012;7:271-82.

BouletLP, BourbeaulJ, Skomro R, GuptaS. Major care gaps in asthma, sleepand chronic obstructive pulmonary disease: a
road map for knowledge translation. Can RespirJ. 2013 Jul-Aug; 20(4):265-9.

BourbeauJ, SebaldtRJ, Day A, BouchardJ, Kaplan A, Hernandez P, Rouleau M, et al. Practice patternsin the management
of chronic obstructive pulmonary disease in primarypractice: the CAGE study. Can RespirJ. 2008 JanFeb:15(1):13-9.

Centers for Disease Control and Prevention (CDC). Chronic obstructive pulmonary disease and associated healthcare
resource use - North Carolina, 2007 and 2009. MMWR Morb Mortal WklyRep. 2012 Mar 2;61(8):143-6.

Collins BF, Feemster LC, Rinne ST, Au DH. Factors predictive of airflow obstructionamong Veterans with presumed
empirical diagnosis and treatment of COPD. Chest. 2015 Feb;147(2):369-76.

Joo MJ, Au DH, Fitzgibbon ML, McKell J, Lee TA. Determinants of spirometry use and accuracy of COPDdiagnosisin
primary care.) Gen Intern Med. 2011 Nov;26(11):1272-7.

Nishi SP, WangY, Kuo YF, Goodwin JS, Sharma G. Spirometry use among older adults with chronic obstructive pulmonary
disease;1999-2008. Ann Am Thorac Soc. 2013 Dec:10(6):565-73.

Perez X, Wisnivesky JP, Lurslurchachail, KleinmanLC, Kronish IM. Barriers to adherence to COPD guidelines among
primary care providers. Respir Med. 2012 Mar;106(3):374-81.

Prieto CenturionV, Huang F, Naureckas ET, Camargo CA Jr, Charbeneaul, Joo MJ, Press VG, Krishnan JA. Co nfirmatory
spirometry for adults hospitalized with a diagnosis of asthma or chronic obstructive pulmonarydisease exacerbation.
BMCPulm Med.2012Dec 7;12:73.

Yu WG, Fu SN, Tai EL, Yeung YC, Kwong KC, Chang Y, Tam CM, Yiu YK. Spirometry is underused in th e diagnosis and
monitoring of patients with chronic obstructive pulmonary disease (COPD). IntJ Chron Obst Pulmon Dis. 2013;8:389-95.

Additional Citations from Current Submission:

Tisi S, Dickson JL, Horst C, et al. Detection of COPD in the SUMMIT Study Lung Cancer ScreeningCohort using Symptoms
and Spirometry. Eur RespirJ. 2022 Jul 26; online ahead of print ( https://doi.org/10.1183/13993003.00795-2022).

Rodwin, BA, DeRycke, EC, Han, L. et al. Characteristics Associated with Spirometry Guideline Adherence in VA Patients
Hospitalized with Chronic Obstructive PulmonaryDisease. ) Gen InternMed.14 Oct 2022.

Farooqi MAM, MaJ, Ali MU, et al. Prevalence and burden of COPD misclassificationin the Canadian Longitudinal Studyon
Aging (CLSA). BMJ Open Resp Res 2022;9(1):e001156. doi:10.1136/bmjresp-2021-001156

Diab N, Gershon AS, Sin DD, Tan WC, Bourbeau J, Boulet LP, and AaronSD. Underdiagnosis and Overdiagnosis of Chronic
Obstructive Pulmonary Disease. AmJ Respir Crit Care Med. 2018 Nov 1;198(9):1130-1139.

Gershon AS, Thiruchelvam D, Chapman KR, Aaron SD, Stanbrook MB, Bourbeau J, Tan W, To T for the Canadian
RespiratoryResearch Network. Health services burden of undiagnosed and overdiagnosed COPD. Chest 2018;
153(6):1336-1346.

Bhatt SP, Balte PP, Schwartz JE, Jaeger BC, et al. Pooled cohort probability score for subclinical airflow obstruction. Ann
AmThorac Soc. 2022 Aug;19(8):1294-1304.

US Preventive Services Task Force, Siu AL, Bibbins-Domingo K, Grossman DC, etal. Screening for chronicobstructive
pulmonary disease: US Preventive Services Task Force recommendation statement. JAMA. 2016;315(13): 1372-1377

US Preventive Services Task Force, Mangione CM, Barry MJ, Nicholson WK, et al. Screening for chronic obstructive
pulmonary disease: US Preventive Services Task Force reaffirmation recommendation statement. JAMA. 2022 May
10;327(18):1806-1811.

[Response Ends]
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1b. Gap in Care/Opportunity for Improvement and Disparities

1b.01. Briefly explain the rationale for this measure.

Explain how the measure will improve the quality of care, and list the benefits orimprovements in quality envisioned by
use of this measure.

[Response Begins]
Current Submission: The following rationale contains updatedinformation from our recent literature search-:

“Despite major efforts to broadly disseminate the Global Initiative for Chronic Obstructive LungDisease (GOLD) guidelines
and use of COPD performance measuresacross different specialty societies, COPD remains underdiagnosed and
misdiagnosed (Collins etal.,2015; Perezetal.,2011; Diab etal., 2018; Gershon etal,, 2018; Tisi et.al 2022; Farooqi et al,
2022). Although spirometry use hasincreased, it remains underutilized to confirm airflow obstructionand accurately
diagnose COPD(CDC, 2012; Nishietal.,2013; Rodwin etal., 2022). Studies show proper COPD diagnosis with spirometry
is done on just over half of patients in the US and Canada (Bouletetal.,2013; Bourbeauetal.,2008; Collinsetal., 2015;
Nishietal., 2013; Perezetal.,2011; Yuetal., 2013)and ranges from 10-48% in the Asia-Pacific region, Africa, eastern
Europe, and Latin America (Aisanovetal., 2012). World-wide, as many of 70% of patients with COPD may be
underdiagnosed, while 30-60% of patients are over-diagnosed (Diab et. al, 2018) A study of physician-diagnosed COPD
patients hospitalized for exacerbations found that 22% of patients did not have COPD upon spirometrytesting (Prieto
Centurion, etal., 2012). Treatment of COPD without accurate diagnosis and understanding of true etiology of symptoms
results in patients not receivingmedication that would improve symptoms and quality of life, prevent exacerbations and
reduce costly use of emergencyand hospital services. Patients may be exposed to adverse effects of unneeded
medication and or delays in true diagnosis and management of another condition increasing overall cost of care (Boulet
etal., 2013; Bourbeauetal.,2008; CDC, 2012; Collins etal.,2015;Joo etal.,2011). Several recent studies emphasize the
association betweenboth under- and over- diagnosisof COPD with increased respiratory symptoms and health care
utilization (Gershonetal, 2018; Faroogi etal, 2022). We believe this measure will continue to increase appropriate
spirometry useto assist physicians in the accurate diagnosis and treatment of patients with COPD, improving patient
management and reducing total costs of COPD.”

Additional New Citations:

1. DiabN, Gershon AS, Sin DD, Tan WC, Bourbeau J, Boulet LP, and AaronSD. Underdiagnosis and Overdiagnosis of
Chronic Obstructive Pulmonary Disease. AmJ Respir Crit Care Med. 2018 Nov 1;198(9):1130-1139.

2. Faroogi MAM, MaJ, AliMU, etal. Prevalence and burden of COPD misclassificationin the Canadian Longitudinal
Study on Aging (CLSA). BMJ OpenRespRes 2022;9(1):e001156. doi:10.1136/ bmjresp-2021-001156

3. Gershon AS, Thiruchelvam D, Chapman KR, AaronSD, Stanbrook MB, Bourbeau J, Tan W, To T for the Canadian
Respiratory Research Network. Health services burden of undiagnosed and overdiagnosed COPD. Chest2018;
153(6):1336-1346.

4. Rodwin, BA, DeRycke, EC, Han, L. et al. Characteristics Associated with Spirometry Guideline Adherence in VA
Patients Hospitalized with Chronic Obstructive PulmonaryDisease. ) Gen InternMed.14 Oct 2022.

5. Tisi S, DicksonJL, Horst C, etal. Detection of COPD in the SUMMIT Study Lung Cancer ScreeningCohort using

Symptoms and Spirometry. Eur Respirl). 2022 Jul 26; online ahead of print
(https://doi.org/10.1183/13993003.00795-2022).

Prior Citations:

1. AisanovZ, BaiC, Bauerle O, Colodenco FD, Feldman C, Hashimoto S, JardimJ, Lai CK, Laniado-Laborin R, Nadeau
G, Sayiner A, ShimJJ, Tsai YH, Walters RD, Waterer G. Primarycare physician perceptions on the diagnosis and
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management of chronic obstructive pulmonarydiseasein diverse regions of the world. IntJ Chron Obstruct
Pulmon Dis.2012;7:271-82.

2. BouletLP,Bourbeaul,Skomro R, GuptaS. Major care gapsin asthma, sleepand chronic obstructive pulmonary
disease: aroad map for knowledge translation. Can RespirJ. 2013 Jul-Aug;20(4):265-9.

3. Bourbeaul,SebaldtRJ, Day A, BouchardJ, Kaplan A, Hernandez P, RouleauM, et al. Practice patternsin the
management of chronicobstructive pulmonarydiseasein primary practice: the CAGE study. Can Respir J. 2008
JanFeb:15(1):13-9.

4. Centersfor Disease Control and Prevention (CDC). Chronic obstructive pulmonary disease and associated
healthcareresource use - North Carolina, 2007 and 2009. MMWR Morb Mortal WklyRep. 2012 Mar 2;61(8):143-
6.

5. Collins BF, FeemsterLC, Rinne ST, Au DH. Factors predictive of airflow obstructionamong Veterans with
presumed empirical diagnosis and treatment of COPD. Chest. 2015 Feb;147(2):369-76.

6. Joo MJ, Au DH, Fitzgibbon ML, McKell J, Lee TA. Determinants of spirometry use and accuracy of COPD diagnosis
in primary care.J Gen Intern Med. 2011 Nov;26(11):1272-7.

7. NishiSP, WangY, Kuo YF, Goodwin JS, Sharma G. Spirometry use among older adults with chronic obstructive
pulmonary disease;1999-2008. Ann Am Thorac Soc. 2013 Dec:10(6):565-73.

8. PerezX, Wisnivesky JP, Lurslurchachail, KleinmanLC, Kronish IM. Barriers to adherence to COPD guidelines
among primary care providers. Respir Med. 2012 Mar; 106(3):374-81.

9. PrietoCenturionV, HuangF, Naureckas ET, Camargo CA Jr, Charbeneaul, Joo MJ, Press VG, Krishnan JA.
Confirmatory spirometry for adults hospitalized with a diagnosis of asthma or chronic obstructive pulmonary
disease exacerbation. BMC Pulm Med. 2012 Dec7;12:73.

10. YuWC, Fu SN, Tai EL, Yeung YC, Kwong KC, Chang Y, Tam CM, Yiu YK. Spirometry is underused in the diagnosis
and monitoring of patients with chronic obstructive pulmonary disease (COPD). IntJ Chron Obst Pulmon Dis.
2013;8:389-95.

Previous 2015 Submission

Despite major efforts to broadly disseminate the Global Initiative for Chronic Obstructive Lung Disease (GOLD) guidelines
and use of COPD performance measuresacross different specialty societies, COPD remains underdiagnosed and
misdiagnosed (Collins etal.,2015; Perezetal., 2011). Although spirometry use has increased, it remains underutilized to
confirmairflow obstructionand accurately diagnose COPD (CDC, 2012; Nishi et al., 2013). Studies show proper COPD
diagnosis with spirometry is done on just over half of patientsin the US and Canada (Bouletetal., 2013; Bourbeauetal.,
2008; Collins etal.,2015; Nishietal.,2013; Perezetal.,2011; Yuetal., 2013) and ranges from 10-48% in the Asia-Pacific
region, Africa, eastern Europe, and Latin America (Aisanov et al., 2012). A study of physician-diagnosed COPD patients
hospitalized for exacerbations found that 22% of patients did not have COPD upon spirometry testing (Prieto Centurion,
etal., 2012).

Treatment of COPD without accurate diagnosis and understanding of true etiology of symptoms results in patients not
receiving medication that would improve symptoms and quality of life, prevent exacerbations and reduce costly use of
emergencyand hospital services while other patients may be exposed to adverse effects of unneeded medication and or
delaysin true diagnosis and management of another conditionincreasing overall cost of care (Bouletetal., 2013;
Bourbeau etal., 2008; CDC, 2012; Collins et al., 2015; Joo et al., 2011). We believe this measure will continue to increase
appropriate spirometry use to assist physicians in the accurate diagnosis and treatment of patients with COPD, improving
patient management and reducing total costs of COPD.

Citations:

1. AisanovZ,BaiC,Bauerle O, Colodenco FD, Feldman C, Hashimoto S, Jardim J, Lai CK, Laniado-LaborinR, Nadeau
G, Sayiner A, ShimJJ, Tsai YH, Walters RD, Waterer G. Primarycare physician perceptions on the diagnosis and
management of chronicobstructive pulmonarydiseasein diverse regions of the world. IntJ Chron Obstruct
Pulmon Dis.2012;7:271-82.
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2. BouletLP,Bourbeaul, Skomro R, GuptaS. Major care gaps in asthma, sleepand chronic obstructive pulmonary
disease: aroad map for knowledge translation. Can RespirJ. 2013 Jul-Aug;20(4):265-9.

3. BourbeauJ,SebaldtRJ, Day A, BouchardJ, Kaplan A, Hernandez P, RouleauM, etal. Practice patternsin the
management of chronic obstructive pulmonarydiseasein primary practice: the CAGE study. Can Respir J. 2008
Jan-Feb:15(1):13-9.

4. Centersfor Disease Control and Prevention (CDC). Chronic obstructive pulmonary disease and associated health -
care resource use - North Carolina, 2007 and 2009. MMWR Morb Mortal Wkly Rep. 2012 Mar 2;61(8):143-6.

5. Collins BF, FeemsterLC, Rinne ST, Au DH. Factors predictive of airflow obstructionamong Veterans with
presumedempirical diagnosis and treatment of COPD. Chest. 2015 Feb; 147(2):369-76.

6. Joo MJ, Au DH, Fitzgibbon ML, McKell J, Lee TA. Determinants of spirometry use and accuracy of COPD diagnosis
in primary care.J Gen Intern Med. 2011 Nov;26(11):1272-7.

7. NishiSP, WangY, Kuo YF, Goodwin JS, Sharma G. Spirometry use among older adults with chronic obstructive
pulmonary disease;1999-2008. Ann Am Thorac Soc. 2013 Dec:10(6):565-73.

8. PerezX, Wisnivesky JP, Lurslurchachail, KleinmanLC, Kronish IM. Barriers to adherence to COPD guidelines
among primary care providers. Respir Med. 2012 Mar;106(3):37 4-81.

9. PrietoCenturionV, HuangF, Naureckas ET, Camargo CA Jr, Charbeneaul, Joo MJ, Press VG, Krishnan JA.
Confirmatory spirometry for adults hospitalized with a diagnosis of asthma or chronic obstructive pulmonary
disease exacerbation. BMC Pulm Med. 2012 Dec7;12:73.

10. YuWC, Fu SN, Tai EL, Yeung YC, Kwong KC, Chang Y, Tam CM, Yiu YK. Spirometry is underused in the diagnosis
and monitoring of patients with chronic obstructive pulmonary disease (COPD). IntJ Chron Obst Pulmon Dis.
2013;8:389-95.

[Response Ends]

1b.02. Provide performance scores on the measure as specified (current and overtime) at the specified level of
analysis.

Include mean, std dev, min, max, interquartile range, and 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 (4b) under Usability and Use.

[Response Begins]

Information regarding performance of spirometry is publiclyavailable for recent yearsfor NQF measure 0577. Although
there are important differences between 0577 and our measure (0091) (summarized in Section 5.05), the two are similar
enough thatagap in this measure likely reflects a similar gap in our measure. This is further supported by the literature
summarizedin section 1b.03.

Spirometry testingrate by year among patients with COPD

Year Commercial HMO | Commercial PPO Medicaid HMO Medicare PPO Medicare

2020 37.4% 37.2% 26.8% 29.8% 31.5%
2019 41.5% 39.1% 30.4% * *
2018 41.7% 39.9% 31% 34% 34.2%
2017 41.6% 39.6% 31.6% 34.2% 33.5%
2016 42% 40.5% 31.6% 34.9% 35%

23



Year Commercial HMO Commercial PPO Medicaid HMO Medicare PPO Medicare

2015 43.4% 41.1% 31% 36.3% 36.6%

* Cellintentionally left empty
Source: Use of Spirometry Testing in the Assessment and Diagnosis of COPD - NCQA

https://www.ncga.org/hedis/measures/use-of-spirometry-testing-in-the-assessment-and-diagnosis-of-copd/

Informationfrom prior 2015 submission copied here:
This measure has beenin use by the CMS Physician Quality Reporting Initiative/System (PQRI/S) since 2007 with the
following reportingoptions:

e 2007 —Claims option

e 2008-2010,2012,2013-Claims and registryoptions

e 2011-Claims, registry and GPROIl options

Data from CMS(1) indicates a gap in care, trending favorably over time. Most recent data indicate a greater than 30% gap
in care for 2014. This gap is aligned with research findings cited in 1b.3.

Average performancerate:
e 2010-56.0%
e 2011-68.3%
e 2012-69.4%
e 2013-53.4%
e 2014-67.1%
Source: Timothy Jackson, CMS.

Performance scores from 2012 comprehensive review submitted by PCPIto provide history.
CMS Physician Quality Reporting Initiative/System:

This measure was used in the CMS Physician Quality Reporting Initiative/System (PQRI/S) in the 2007 through 2011 claims
option; 2009 through 2011 registry option; and the 2011 group practice reporting Il option.

There isagap in care as shown by this 2008 data; 45.7% of patients reported on did not meet the measure.(1)
e 10th percentile: 4.17%
e 25th percentile: 17.39%
e 50th percentile: 51.45%
e  75th percentile: 83.33%
e 90th percentile: 94.85%
e Exceptionrate: 2.5%
(1) Confidential CMSPQRI Performance Information by Measure. Jan-Sept TAP file.

[Response Ends]

1b.03.If no or limited performance data on the measure as specified is reported above, thenprovide asummary of
datafrom the literature thatindicates opportunity for improvement or overall less than optimal performance on the
specificfocus of measurement. Include citations.

[Response Begins]

Additional information in current submission:
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World-wide, as many of 70% of patients with COPDmay be underdiagnosed, while 30-60% of patients are over-diagnosed
(Diabet. All,2018)

Diab N, Gershon AS, Sin DD, Tan WC, Bourbeau J, Boulet LP, and Aaron SD. Underdiagnosis and Overdiagnosis of Chronic
Obstructive Pulmonary Disease. Am J Respir Crit Care Med. 2018 Nov 1;198(9): 1130-1139.

Prior response from 2015 submission copied here:

Studies show proper COPDdiagnosis with spirometry is done on just over half of patientsin the US and Canada (Boulet et
al., 2013; Collins etal., 2015; Nishietal.,2013; Perezetal., 2011;Yu etal.,2013,) and globally ranges from 6.5%in China
to 59%in Sweeden with amean of 26%in the Asia-Pacificregion, Africa, eastern Europe, and Latin America (Aisanov et
al.,, 2012; Yuetal.,2013).

Citations:
1. AisanovZ, BaiC, Bauerle O, Colodenco FD, Feldman C, Hashimoto S, Jardim J, Lai CK, Laniado-Laborin R, Nadeau
G, Sayiner A, ShimJJ, Tsai YH, Walters RD, Waterer G. Primarycare physician perceptions on the diagnosis and
management of chronicobstructive pulmonarydiseasein diverse regions of the world. IntJ Chron Obstruct
Pulmon Dis.2012;7:271-82.
2. BouletLP,Bourbeaul, Skomro R, GuptaS. Major care gaps in asthma, sleepand chronic obstructive pulmonary
disease: aroad map for knowledge translation. Can RespirJ. 2013 Jul-Aug;20(4):265-9.

3. Collins BF, FeemsterLC, Rinne ST, Au DH. Factors predictive of airflow obstructionamong Veterans with
presumed empirical diagnosis and treatment of COPD. Chest. 2015 Feb;147(2):369-76.

4. NishiSP,WangY, Kuo YF, Goodwin JS, Sharma G. Spirometry use among older adults with chronic obstructive
pulmonary disease;1999-2008. Ann Am Thorac Soc. 2013 Dec:10(6):565-73.

5. PerezX, Wisnivesky JP, Lurslurchachail, Kleinman LC, Kronish IM. Barriers to adherence to COPD guidelines
among primary care providers. Respir Med. 2012 Mar; 106(3):374-81.

6. YuWOC, FuSN, Tai EL, Yeung YC, Kwong KC, ChangY, Tam CM, Yiu YK. Spirometry is underused in the diagnosis
and monitoring of patients with chronic obstructive pulmonary disease (COPD). IntJ Chron Obst Pulmon Dis.
2013,8:389-95.

[Response Ends]

1b.04.Provide disparities data fromthe measure as specified (currentand over time) by populationgroup, e.g., by
race/ethnicity, gender, age, insurance status, socioeconomic status, and/or disability.

Describe the data source including number of measured entities; number of patients; dates of data, if a sample,
characteristics of the entities included. Include mean, std dev, min, max, interquartile range, and scores by decile. For
measures thatshow high levels of performance, i.e., “topped out”, disparities data may demonstrate an opportunity for
improvement/gapin care for certain sub-populations. This information also will be used to address the sub-criterion on
improvement (4b) under Usability and Use.

[Response Begins]
Our response is unchangedfrom our prior submissionin 2015:

“We are notaware of disparities data from this measure as specified. Please see 1b.05for a summary of our findingsin
the literature regarding disparities.”

[Response Ends]
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1b.05.If no or limited data on disparities from the measure as specified is reportedabove, then provide a summary of
datafrom the literature that addresses disparities in care on the specific focus of measurement. Include citations. Not
necessary if performance dataprovidedin above.

[Response Begins]

Additional information in Current Submission:

Disparities in COPD Diagnosis:

Mamary and colleagues examinedthe influence of race, gender, and severity of airflow obstruction on prevalence of
COPD diagnosis at enrollment into COPDGene, a US multicenter cohort study designed to assess genetic susceptibility to
COPD. Regardless of severity of airflow obstruction, African-Americans were less likelyto have a prior COPDdiagnosisat
enrollmentas compared to non-Hispanic whites. Womenhad a higher odds of prior COPD diagnosisthan men regardless
of severity of airflow obstruction. This study highlights genderand race disparities in the diagnosis of COPD. Since the

diagnosis of COPD depends on spirometry, this study might be evidence of a disparity in performing spirometryon at-risk
individuals.

Mamary AJ, StewartJl, Kinney GL, et al. Race and gender disparitiesare evidentin COPD underdiagnosis across all
severities of measuredairflowobstruction. Chronic Obstr Pulm Dis. 2018; 5(3):177-184.

Additional studies of the association of gender andrace with diagnosis of COPD:

A recentstudy examined difference in emphysema prevalence on CT scans among Blackand White participants with
normal spirometry participating in the Coronary ArteryRisk Developmentin Young Adults (CARDIA) study (Liuetal.,
2022).The study found a higher prevalence of emphysema amongBlack participants with race-specific FEV1 within the
normal % predicted range. Whenrace-neutral equations were used, these differences were attenuated among menand
eliminated among women. The study concludedthat reliance on spirometry alone to “differentiate between lung health
and lung disease” may underestimate impaired respiratory health and exacerbate racialdisparitie s. While the study
makes an important contributionto the literature and generates discussionas to how and if CT scan findings should be
incorporatedinto diagnostic criteria, the current guidelines remain unchangedand require spirometry to confirmCOPD
diagnosis.

Liu GY, Khan SS, Colangelo LA etal. "Comparing racial differences in emphysema prevalence among adults with normal
spirometry: a secondary data analysis of the CARDIA lung study." AnnIntern Med. 2022 Aug;175(8):1118-1125.

Prior Response from 2015 Submission copied here:

“Studies have been done to show associations between education level and income and outcomes relatedto COPD
(Eisner etal.,2011;Holtetal.,2011). Studies also show association between gender and race on the incidence/severity of
COPD (Bruse etal.,2011; Diazetal.,2014; Foremanetal.,2011; Han etal.,2011). However, few research studies have
been conductedto show disparities in use of spirometry.

One study showed misdiagnosis of COPD in an underserved, uninsured population. In a study of COPD patients from
February2011 to June 2012 atafederally qualified health center “eighty patients treatedfor a previous diagnosis of
COPD (n=72)or onanticholinergicinhalers (n = 8) with no COPD diagnosis were e valuated. The average age was 52.9
years; 71% were uninsured. Only 17.5% (14/80) of patients reported previous spirometry. Spirometryrevealed that 42.5%
had no obstruction, 22.5% had reversible obstruction, and 35% had nonreversible obstruction.” Thus 42% of the patients
were being over/mistreated (Ghattas etal., 2013).

Another studyconductedin an outpatient primary clinic of a large urban hospital found no differencein use of
spirometry between Caucasians and minorities, or between normal weight and obese patients (Joo etal., 2011).

A review of COPDin Hispanics notedthat common reasons for misdiagnosisin Hispanics may include lack of access to
health care (which may include spirometry)and a high proportion of uninsuredindividuals (Brehm and Celeddn, 2008).
The ATS is aware of health disparities related to respiratory diseases and has recently createda Health Equality
Subcommittee of the Health Policy Committee. This group has been tasked with providing recommendations for moving

toward respiratoryhealth equalityto include improving environmental factors, healthylifestyle promotion, high quality
healthcare (prevention, screening, diagnosis andtreatment) and further research (Celedén etal., 2014).”

26



Citations:

1.

BrehmJM, CeleddnJC. Chronicobstructive pulmonary disease in Hispanics. Am J Respir Crit Care Med. 2008 Mar
1;177(5):473-8.
Bruse S,Sood A, Petersen H, LiuY, LengS, CeledénlC, Gilliland F, Celli B, Belinsky SA, TesfaigziY. New Mexican

Hispanic smokers have lower odds of chronic obstructive pulmonary disease and less declinein lung function
than non-Hispanic whites. AmJ Respir Crit Care Med. 2011 Dec 1;184(11):1254 -60.

Celeddn JC,Roman J, Schraufnagel DE, Thomas A, Samet J. Respiratory health equality in the United States. The
American thoracicsociety perspective. AnnAm ThoracSoc. 2014 May;11(4):473-9.

Diaz AA, Come CE, Mannino DM, Pinto-PlataV, Divo MJ, Bigelow C, Celli B, Washko GR. Obstructive lung disease
in Mexican Americans and non-Hispanic whites: an analysis of diagnosis and survival in the National Health and
Nutritional Examination Survey lll Follow-up Study. Chest. 2014 Feb; 145(2):282-9.

Eisner MD, Blanc PD, Omachi TA, YelinEH, Sidney S, Katz PP, Ackerson LM, Sanchez G, Tolstykh |, Iribarren C.
Socioeconomicstatus, race and COPD health outcomes. J Epidemiol Community Health 2011;65:26—34.

Foreman MG, ZhangL, Murphy J, Hansel NN, Make B, Hokanson JE, et al. Early-onset chronic obstructive
pulmonary disease is associated with female sex, maternal factors, and African American racein the COPDGene
Study. AmJ Respir Crit Care Med. 2011 Aug 15;184(4):414-20.

Ghattas C, Dai A, Gemmel DJ, Awad MH. Over diagnosis of chronic obstructive pulmonarydiseasein an
underserved patient population. IntJ Chron Obstruct Pulmon Dis. 2013;8:545-9.

Han MK, Curran-Everett D, Dransfield MT, Criner GJ, Zhang L, MurphyJR, Hansel NN, DeMeo DL, Hanania NA,
Regan EA, Make BJ, Martinez FJ, Westney GE, Foreman MG; COPDGene Investigators. Racial differences in
quality of life in patients with COPD. Chest. 2011 Nov;140(5):1169-76.

HoltJB, Zhang X, Presley-Cantrell L, Croft JB. Geographic disparities in chronic obstructive pulmonary disease
(COPD) hospitalization among Medicare beneficiariesin the United States. IntJ Chron Obstruct Pulmon Dis.
2011; 6321-328.

10. Joo MJ, Au DH, Fitzgibbon ML, McKell J, Lee TA. Determinants of spirometry use and accuracy of COPDdiagnosis

in primary care.J Gen Intern Med. 2011 Nov;26(11):1272-7.

[Response Ends]

Criteria 2: Scientific Acceptability of Measure Properties

2a. Reliability

spma.01.Indicate whetherthere are changes to the specifications since the last updates/submission. If yes, update the
specifications in the Measure Specifications section of the Measure Submission Form, and explain your reasoning for
the changes below.

[Response Begins]

No

[Response Ends]

spma.02. Briefly describe any important changes to the measure specifications since the last measure update and
provide arationale.

For annual updates, please explain how the change in specifications affects the measure results. If a material change in
specification is identified, data from re-testing of the measure with the new specifications is required for early
maintenance review.
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Forexample, specifications may have been updated based on suggestionsfrom a previous NQF CDPreview.

[Response Begins]
No changes

[Response Ends]

sp.01. Provide the measure title.

Measure titles should be concise yet convey who andwhat is being measured (see What Good Looks Like).

[Response Begins]
COPD: Spirometry Evaluation

[Response Ends]

sp.02. Provide a brief description of the measure.

Including type of score, measure focus, target population, timeframe, (e.qg., Percentage of adult patients aged 18-75 years
receiving one or more HbA1c tests peryear).

[Response Begins]
Percentage of patients aged 18 years and older with a diagnosis of COPDwho had spirometry results documented.

[Response Ends]

sp.04. Check all the clinical condition/topicareas that apply to your measure, below.

Please refrain from selecting the following answer option(s). We are in the process of phasing out these answer options
and requestthatyou instead select one of the other answer options as they applyto your measure.

Please do not select:

e Surgery: General

[Response Begins]
Respiratory
Respiratory: Chronic Obstructive Pulmonary Disease (COPD)

[Response Ends]

sp.05. Check all the non-condition specific measure domain areas that apply to your measure, below.

[Response Begins]
Other (specify)

[Other (specify) Please Explain]
Diagnosis

[Response Ends]
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sp.06. Select one or more target population categories.

Select only those target populations which can be stratified in the reporting of the measure'sresult.

Please refrain from selecting the following answer option(s). We are in the process of phasing out these answer options
and requestthatyou instead select one of the other answer options as they applyto your measure.

Please do not select:

e Populations at Risk: Populations at Risk

[Response Begins]
Adults (Age >=18)

[Response Ends]

sp.07. Select thelevels of analysis that apply to your measure.

Check ONLY the levels of analysis for which the measure is SPECIFIED and TESTED.

Please refrain from selecting the following answer option(s). We are in the process of phasing out these answer options
and requestthatyou instead select one of the other answer options as they apply to your measure.

Please do not select:
e  (Clinician: Clinician
e  Population: Population

[Response Begins]
Clinician: Group/Practice

[Response Ends]

sp.08. Indicate the care settings that apply to your measure.

Check ONLY the settings for which the measure is SPECIFIED and TESTED.
[Response Begins]
OutpatientServices

[Response Ends]

sp.09. Provide a URL link to aweb page specific for this measure that contains current detailed specifications including
code lists, risk model details, and supplemental materials.

Do notentera URL linking to a home page or to general information. If no URL is available, indicate “none available".
[Response Begins]

The specifications forthis measure are included within this form.

[Response Ends]

sp.12. Attach the datadictionary, code table, or value sets (and risk model codes and coefficients when applicable).
Excel formats (.xlIsx or .csv) are preferred.
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Attach an excel orcsv file; if this poses an issue, contact staff. Provide descriptors for any codes. Use one file with multiple
worksheets, if needed.

[Response Begins]
No data dictionary/code table — all information provided in the submission form

[Response Ends]

sp.13. Statethe numerator.

Brief, narrative description of the measure focus or what is beingmeasured 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.

[Response Begins]
Patients with documented spirometry results in the medical record (FEV1 and FEV1/FVC)

[Response Ends]

sp.14. Provide details needed to calculate the numerator.

Allinformation requiredto 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 orcsv file in required
formatatsp.11.

[Response Begins]
Numerator Quality-Data Coding Options for Reporting Satisfactorily

Numerator Instructions: Look for documentation of spirometry evaluationresults in the medical record atany time in the
past; do not limit the search to the reporting period.

To submitthe numeratoroptionfor spirometryresults documented and reviewed, report the following:
Performance Met: CPT 113023F: Spirometry results documentedand reviewed

OR

Spirometry Results not Documented for Medical, Patient, or System Reasons

Append a modifier (1P, 2P or 3P) to CPT Category Il code 3023F to report documented circumstances that appropriately
exclude patients from the denominator.

Medical Performance Exception: 3023F with 1P: Documentation of medical reason(s) for not documenting and reviewing
spirometry results

OR

Patient Performance Exception: 3023F with 2P: Documentation of patient reason(s) for not documenting and reviewing
spirometry results

OR

System Performance Exception: 3023F with 3P: Documentation of system reason(s) for not documentingand reviewing
spirometry results

OR

Spirometry Results not Documented, Reason not Otherwise Specified
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Append areporting modifier (8P) to CPT Category|l code 3023F to report circumstances when the action describedin the
numerator is not performedand the reasonis not otherwise specified.

Performance Not Met: 3023F with 8P: Spirometryresults not documented and reviewed, reason not otherwise specified

[Response Ends]

sp.15. Statethe denominator.

Brief, narrative description of the target population being measured.

[Response Begins]
All patients aged 18 years and older with a diagnosis of COPD

[Response Ends]

sp.16. Provide details needed to calculate the denominator.

Allinformation 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
formatatsp.11.

[Response Begins]

All Patients aged >= 18 years on date of encounter

AND
Diagnosis for COPD

ICD-9-CM [for use before 9/30/2014]:
491.0,491.1,491.20,491.21,491.22,491.8,491.9,492.0,492.8,493.20,493.21,493.22,496

ICD-10-CM [for use after 10/1/2014]:
J41.0,)41.1,)41.8,142,)43.0,J43.1,)43.2,143.8,143.9,144.0,)44.1,144.9

(Please see listing below for ICD-9/ICD-10 code definitions)

AND

Patientencounterduring thereporting period (CPT): 99201, 99202,99203,99204,99205,99212,99213,99214,99215
ICD-9/1CD-10 code definitions:

ICD-9-CM [for use before 9/30/2014]:

491.0—Simple chronicbronchitis

491.1 — Mucopurulent chronic bronchitis

491.20 — Obstructive chronic bronchitis without exacerbation
491.21 — Obstructive chronic bronchitis with (acute) exacerbation
491.22 - Obstructive chronic bronchitis with acute bronchitis
491.8 — Otherchronic bronchitis
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491.9 — Unspecified chronic bronchitis

492.0 — Emphysematous bleb

492.8 — Otheremphysema

493.20 — Chronic obstructive asthma, unspecified

493.21 — Chronic obstructive asthma with status asthmaticus
493.22 — Chronic obstructive asthma with (acute) exacerbation
496 — Chronicairwayobstruction, not elsewhere classified

ICD-10-CM [for use after 10/1/2014]:

J41.0 - Simple chronic bronchitis

J41.1 — Mucopurulent chronic bronchitis

J41.8 — Mixed simple and mucopurulent chronic bronchitis

J42 — Unspecified chronic bronchitis

J43.0 — Unilateral pulmonary emphysema [MacLeod’s syndrome]

J43.1 - Panlobular emphysema

J43.2 — Centrilobular emphysema

J43.8 — Other emphysema

J43.9 — Emphysema, unspecified

J44.0 - Chronicobstructive pulmonary disease with acute lower respiratory infection
J44.1 - Chronicobstructive pulmonary disease with (acute) exacerbation
J44.9 — Chronicobstructive pulmonary disease, unspecified

[Response Ends]

sp.17. Describe the denominator exclusions.

Brief narrative description of exclusions from the target population.

[Response Begins]

Documentationof medical reason(s) for not documenting and reviewing spirometry results
Documentationof patientreason(s) for not documenting and reviewing spirometry results
Documentation of system reason(s) for not documenting and reviewing spirometry results

[Response Ends]

sp.18. Provide details needed to calculate the denominatorexclusions.

Allinformation requiredto identify and calculate exclusions from the denominator such as definitions, time period for data
collection, specificdata collection items/responses, code/value sets — Note: lists of individual codes with descriptors that
exceed 1 page shouldbe provided in an Excel or csv file in required formatatsp.11.

[Response Begins]

ATS continues to use the PCPl exception methodologythat usesthree categories of exceptionreasons for whicha patient
may be removed from the denominator of an individual measure: medical, patientand systemreasons.

Exceptions are usedto remove patients from the denominator of a performance measure when a patientdoes not
receiveatherapy or service AND that therapy or service would not be appropriate due to specific reasons; otherwise, the
patientwould meetthe denominator criteria. Exceptions are not absolute, and the application of exceptions is based on
clinical judgment, individual patient characteristics, or patient preferences. These measure exception categories are not
uniformly relevantacross all measures; foreach measure, there must be a clearrationale to permitan exceptionfor a
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medical, patient, or system reason. Examples are provided in the measure exception language of instances that may
constitute an exception and areintended to serve as a guide to clinicians. For this measure, exceptions include medical
reason(s), patient reason(s) or systemreason(s) for not documenting spirometry results. Although this methodologydoes
notrequirethe external reporting of more detailed exception data, the ATS recommends that physicians document the
specific reasons for exceptionin patients’ medical records for purposes of optimal patient managementand audit-
readiness. The ATS also conducts systematic review and analysis of exceptions data to identify practice patterns and
opportunities for quality improvement.

For Claims:
Documentationof medical, patient, or system reason(s) for not documenting and reviewing spirometry results.

Append a modifier (1P, 2P or 3P) to CPT Category Il code 3023F to report documented circumstances that appropriately
exclude patients from the denominator.

3023F with 1P: Documentation of medicalreason(s)for not documenting and reviewing spirometry results
3023F with 2P: Documentation of patient reason(s) for not documenting and reviewing spirometry results
3023F with 3P: Documentation of system reason(s)for not documenting and reviewing spirometry results

The PCPI performed validitytesting on a sample of 123 patient encounters from a single site (presented in their2012
comprehensive review). There was only 1 exception (0.81%). Upon review, this was found not to be avalid exce ption, so
percentages cannot be provided.

[Response Ends]

sp.19. Provide all information required to stratify the measure results, if necessary.

Include 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 in the
Data Dictionary field.

[Response Begins]
We encourage the results of this measure to be stratified by race, ethnicity, primary language, and administrative sex.

[Response Ends]

sp.20. Is this measure adjusted for socioeconomic status (SES)?

[Response Begins]
No

[Response Ends]

sp.21. Select therisk adjustment type.

Select type. Provide specifications for risk stratification and/or risk models in the Scientific Acceptability section.
[Response Begins]
No risk adjustment or risk stratification

[Response Ends]

sp.22. Select the mostrelevanttype of score.
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Attachment: If available, please provide a sample report.

[Response Begins]

Rate/proportion

[Response Ends]

sp.23. Select the appropriate interpretation of the measure score.

Classifies interpretation of score according to whether better quality or resource use is associated with a higher score, a
lowerscore, a score falling within a defined interval, or a passing score

[Response Begins]

Better quality = Higherscore

[Response Ends]

sp.24. Diagram or describe the calculation of the measure score as an ordered sequence of steps.

Identify the target population; exclusions; cases meeting the target process, condition, event, or outcome; time period of
data, aggregating data, risk adjustment; etc.

[Response Begins]

1.
2.

Start with Denominator
Check Patient Age:

a. Ifthe Ageisgreater than orequalto 18 years of age on Date of Service and equals No during the
measurement period, do notincludein Eligible Patient Population. Stop Processing.

b. If the Ageisgreater than orequalto 18 years of age on Date of Service and equals Yes during the
measurement period, proceed to check Patient Diagnosis.

Check Patient Diagnosis:

a. If Diagnosis of COPD as Listed in the Denominator equals No, do notinclude in Eligible Patient
Population. Stop Processing.

b. If Diagnosis of COPD as Listed in the Denominator equals Yes, proceed to check Encounter Performed.

Check Encounter Performed:

a. If EncounterasListed in the Denominatorequals No, do notinclude in Eligible Patient Population. Stop
Processing.

b. If Encounteras Listed inthe Denominatorequals Yes, includein the Eligible population.

Denominator Population:

a. Denominator population is all Eligible Patients in the denominator. Denominatoris represented as
Denominator in the Sample Calculationlisted at the end of this document. Letter d equals 80 patients in
the sample calculation.

Start Numerator
Check Spirometry Results Documented and Reviewed:

a. If SpirometryResults Documentedand Reviewed equalsYes, include in ReportingMetand Performance
Met.

b. Reporting Metand Performance Met letteris representedin the Reporting Rate and Performance Rate
inthe Sample Calculation listed atthe end of this document. Letter a equals 40 patients in Sample
Calculation.

c. If SpirometryResults Documentedand Reviewed equalsNo, proceed to Documentation of Medical
Reason(s) for Not Documenting and Reviewing Spirometry Results.

Check Documentation of Medical Reason(s)for Not Documenting and Reviewing Spirometry Results:

a. If Documentationof Medical Reason(s) for Not Documentingand Reviewing Spirometry Results equals

Yes, include in Reporting Met and Performance Exclusion.
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b. Reporting Metand Performance Exclusion letteris representedin the Reporting Rate and Performance
Rate in the Sample Calculation listed at the end of this document. Letter b1 equals 10 patients in the
Sample Calculation.
c. If Documentation of Medical Reason(s) for Not Documentingand Reviewing Spirometry Results equals
No, proceedto Documentation of Patient Reason(s) for Not Documenting and Reviewing Spirometry
Results.
9. Check Documentation of Patient Reason(s)for Not Documenting and Reviewing Spirometry Results:
a. If Documentationof Patient Reason(s) for Not Documentingand Reviewing Spirometry Results equals
Yes, include in Reporting Metand Performance Exclusion.
b. Reporting Metand Performance Exclusion letteris representedin the Reporting Rate and Performance
Rate in the Sample Calculation listed atthe end of this document. Letter b2 equals 0 patientsin the
Sample Calculation.
c. If Documentationof Patient Reason(s) for Not Documentingand Reviewing Spirometry Results equals
No, proceedto Documentation of System Reason(s) for Not Documenting and ReviewingSpirometry
Results.
10. Check Documentation of System Reason(s) for Not Documenting and Reviewing Spirometry Results:
a. If Documentationof System Reason(s) for Not Documenting and ReviewingSpirometry Results equals
Yes, include in Reporting Met and Performance Exclusion.
b. Reporting Metand Performance Exclusion letteris representedin the Reporting Rate and Performance
Rate in the Sample Calculation listed at the end of this document. Letter b3 equals 0 patientsin the
Sample Calculation.
c. If Documentationof System Reason(s) for Not Documenting and ReviewingSpirometry Results equals
No, proceedto SpirometryResults Not Documented and Reviewed, Reason Not Specified.
11. Check Spirometry Results Not Documented and Reviewed, Reason Not Specified:
a. If SpirometryResults Not Documented and Reviewed, Reason Not Specified equals Yes, include in
Reporting Metand Performance Not Met.
b. Reporting Metand Performance Not Met letteris represented in the Reporting Metin the Sample
Calculation listed atthe end of document. Letter c equals 20 patients in the Sample Calculation.
c. If SpirometryResults Not Documented and Reviewed, Reason Not Specified equals No, includein
Reporting Not Met.
12. Check Reporting Not Met
a. If Reporting Not Met equals No, Quality Data Code or equivalent notreported. 10 patients have been
subtracted fromthe reporting numeratorin sample calculation.

“Sample Calculation’ referenced above can be foundin Appendix 1

[Response Ends]

sp.27. If measuretesting is based on asample, provide instructions for obtaining the sample and guidance on
minimum samplesize.

Examples of samples used for testing:

» Testing may be conducted on a sample of the accountable entities (e.g., hospital, physician). The analytic unit specified
forthe particular measure (e.g., physician, hospital, home health agency) determines the sampling strategy for scientific
acceptability testing.

e The sample should represent the variety of entities whose performance will be measured. The 2010 Measure Testing

Task Force recognized that the samples used for reliability and validity testing often have limited generalizability because

measured entities volunteer to participate. Ideally, however, all types of entities whose performance will be measured
should be includedin reliability and validity testing.

e The sample should include adequate numbers of units of measurement and adequate numbers of patients to answer the
specific reliability orvalidity question with the chosen statistical method.

* When possible, units of measurement and patients within units should be randomly selected.
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[Response Begins]
Not applicable. The measure doesnotrequire sampling or a survey.

[Response Ends]

sp.30. Select only the data sources for which the measure is specified.

[Response Begins]
Claims

[Response Ends]

sp.31. Identify the specific data source or data collection instrument.

Forexample, provide the name of the database, clinical registry, collection instrument, etc., and describe how data are
collected.

[Response Begins]
The measure is specified for claims data; itis not specified for other data sources.

[Response Ends]

sp.32. Provide the data collectioninstrument.

[Response Begins]
No data collectioninstrument provided

[Response Ends]

2ma.01. Indicate whether additional empirical reliability testing at the accountable entity level has been conducted. If
yes, please provide results in the following section, Scientific Acce ptability: Reliability - Testing. Include information on
all testing conducted (priortesting as well as any new testing).

Please separate added or updated information from the most recent measure evaluation within each question
response in the Scientific Acceptability sections. For example:

Current Submission:
Updated testing information here.
Previous Submission:

Testing from the previous submission here.

[Response Begins]
No

[Response Ends]

2ma.02. Indicate whether additional empirical validity testing at the accountable entity level has been conducted. If
yes, please provide results in the following section, Scientific Acceptability: Validity - Testing. Include information on all
testing conducted (priortesting as well as any new testing).
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Please separate added or updated information from the most recent measure evaluation within each question
response in the Scientific Acceptability sections. For example:

Current Submission:
Updated testing information here.
Previous Submission:

Testing from the previous submission here.

[Response Begins]
No

[Response Ends]

2ma.03. For outcome, patient-reported outcome, resource use, cost, and some process measures, risk
adjustment/stratification may be conducted. Did you perform arisk adjustment or stratification analysis?

[Response Begins]
No

[Response Ends]

2ma.04. For maintenance measures in which risk adjustment/stratification has been performed, indicate whether
additional risk adjustment testing has beenconducted since the most recent maintenance evaluation. This may include
updatesto the risk adjustment analysis with additional clinical, demographic, and social risk factors.

Please update the Scientific Acceptability: Validity - Other Threats to Validity section.
Note: This section must be updatedevenif social risk factors are not included in the risk adjustment strategy.

[Response Begins]
No additional risk adjustment analysis included

[Response Ends]

Measure testing must demonstrate adequate reliability and validity in orderto be recommendedfor endorsement.
Testing may be conductedfor data elements and/orthe computed measure score. Testing information and results should
be entered in the appropriate fields in the Scientific Acceptability sections of the Measure Submission Form.

O Measures must be tested for all the data sources and levels of analyses that are specified. If thereis more than
one set of data specifications or more than one level of analysis, contact NQF staff about how to presentall the
testing information in oneform.

o Allrequired sections mustbe completed.

o For composites with outcome and resource use measures, Questions 2b.23-2b.37 (Risk Adjustment) also must
be completed.

o |If specifiedfor multiple data sources/sets of specifications (e.g., claims and EHRs), Questions 2b.11-2b.13 also
must be completed.

O Anappendixfor supplemental materialsmay be submitted (see Question 1 in the Additional section), butthere
is no guarantee it will be reviewed.

o Contact NQF staff with any questions. Check for resources at the Submitting Standards webpage.

O Forinformation on the most updated guidance on how to address social riskfactors variables and testing in this
formrefer to the release notes forthe 2021 Measure Evaluation Criteria and Guidance.
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Note: The information provided in this formisintended to aid the Standing Committee and other stakeholdersin
understanding to whatdegree the testing results for this measure meet NQF’s evaluation criteria for testing.

2a. Reliability testing demonstrates the measure data elements are repeatable, producing the same results a high
proportionof the time whenassessed in the same population in the same time periodand/or thatthe measurescore is
precise. For instrument-based measures (including PRO-PMs) and composite performance measures, reliability should be
demonstratedfor the computed performance score.

2b1.Validity testing demonstratesthat the measure data elements are correct and/or the measure score correctly
reflects the quality of care provided, adequately identifying differences in quality. For instrument based measures
(including PRO-PMs) and composite performance measures, validity should be demonstrated forthe computed
performancescore.

2b2. Exclusions are supported by the clinical evidence and are of sufficient frequencyto warrantinclusion in the
specifications of the measure;

AND

If patient preference (e.g., informed decision-making) is a basis for exclusion, there must be evidence that the exclusion
impacts performance on the measure; in such cases, the measure must be specified so that the informationabout patient
preferenceand the effecton the measureis transparent (e.g., numerator category computed separately, denominator
exclusion categorycomputed separately).

2b3. For outcome measures and other measures when indicated (e.g., resource use):

O anevidence-based risk-adjustment strategy (e.g., risk models, riskstratification) is specified; is based on patient
factors (including clinical and socialrisk factors) that influence the measured outcome and are present at start of
care; 14,15and has demonstrated adequate discriminationand calibration

o rationale/datasupportno riskadjustment/ stratification.

2b4. Data analysis of computed measure scores demonstrates that methods for scoring and analysis of the specified
measure allow for identification of statistically significant and practically/clinically meaningful 16 differencesin
performance;

OR

there is evidence of overall less-than-optimal performance.

2b5. If multiple data sources/methods are specified, there is demonstrationthey produce comparable results.

2b6. Analyses 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 non-responders) and how
the specified handling of missing data minimizes bias.

2c. For composite performance measures, empirical analyses support the composite construction approach and
demonstrate that:

2c1.the component measures fit the quality construct and add value to the overall composite while achieving the related
objective of parsimony to the extent possible; and

2c2.the aggregationand weighting rules are consistent with the quality construct and rationale while achieving the
related objective of simplicity to the extent possible.

(if notconductedor results not adequate, justification must be submitted and accepted)

Definitions

Reliability testing applies to both the data elements and computed measure score. Examples of reliability testing for data
elementsinclude, butare notlimitedto: inter-rater/abstractor or intra-rater/abstractor studies; internal consistency for
multi-item scales; test-retest for survey items. Reliability testing of the measure score addresses precision of
measurement (e.g., signal-to-noise).

Validity testing applies to both the data elements and computed measure score. Validity testing of data elements
typically analyzes agreement with anotherauthoritative source of the same information. Examples of validity testing of
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the measure scoreinclude, butare notlimitedto: testing hypotheses that the measuresscores indicate quality of care,
e.g., measure scores are different for groups known to have differencesin quality assessed by anothervalid quality
measure or method; correlation of measure scores with another valid indicator of quality for the specific topic; or
relationship to conceptually related measures (e.g., scores on process measures to scores on outcome measures). Face
validity of the measure score as a quality indicator may be adequate if accomplished through a systematic and
transparent process, by identified experts, and explicitly addresses whether performance scores resulting fromthe
measure as specified can be usedto distinguish good from poor quality. The degree of consensus and any areas of
disagreement must be provided/discussed.

Examples of evidence that an exclusion distorts measureresultsinclude, but are notlimitedto: frequencyof occurrence,
variability of exclusions across providers, and sensitivity analyseswith and without the exclusion.

Patient preferenceis nota clinical exception to eligibility and can beinfluenced by provider interventions.
Risk factors thatinfluence outcomes should not be specified as exclusions.

With large enough sample sizes, small differences that are statistically significant may or may not be practically or
clinically meaningful. The substantive question may be, for example, whether a statistically significant difference of one
percentage pointin the percentage of patients who received smokingcessation counseling (e.g., 74 percentv. 75
percent) is clinically meaningful; or whether a statistically significant difference of $25 in cost foran episode of care (e.g.,
$5,000v.55,025) is practically meaningful. Measures with overall less-than-optimal performance may not demonstrate
much variability across providers.

Please separate added or updated informationfrom the most recent measure evaluation within each question response
in the Scientific Acceptabilitysections. Forexample:

Current Submission:
Updated testing information here.
Previous (Year) Submission:

Testing fromthe previous submissionhere.

2a.01. Select only the data sources for which the measureis tested.

[Response Begins]
Claims

[Response Ends]

2a.02. 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).

[Response Begins]
From 2015 submission

"The data source for reliability testing that was performedis the Centers for Medicare & Medicaid Services (CMS)
Medicare administrative claims database.

The testing was conducted by Mathematica Policy Researchas a component of the 2012 Quality and Resource Use Report
(QRUQ), part of the CMS Physician Feedback Reporting Program.

Citation:
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Mathematica Policy Research. Experience Report forthe Performance Year 2012 Quality and Resource Use
Reports. January 8,2014. Accessed December 7,2015. Accessibleat: https://www.cms.gov/Medicare/Medicare-

Fee-for-Service-Payment/PhysicianFeedbackProgram/Downloads/2012-QRUR Experience Report.pdf"

This measure was also tested in 2012 by the PCPI to support NQF re-endorsement for the 2012 comprehensive review
which has been provided previously with the 2015 submission and is copied again here:

“EHR Measure Validity
The measure was calculated using data collected using two different methods of collection:

e Automated EHRreport
e Visualinspection of the medical record by professional data abstractors to capture the data elements to
manually construct the performance

The data source was electronichealthrecordsin an ambulatory care setting.

The data sample came from 1 site representing an academic medical centerlocated in an urbanarea.
The sample consisted of 123 patient encounters.

Data collected from patients seenbetween01/01/2010-12/31/2011.

Visual inspection of the medical record was performed between02/06/2012 and 02/10/2012.”

[Response Ends]

2a.03. Provide the dates of the datausedin testing.

Use the following format: “MM-DD-YYYY - MM-DD-YYYY”

[Response Begins]
01-2012-12-2012

The mostrecent reliability testing is the Mathematica report that was published in January2014 and used claims data
from2012. Please indicate if more updated testing is needed.

[Response Ends]

2a.04. Select the levels of analysis for which the measure is tested.

Testing must be provided for all the levels specified andintended for measure implementation, e.g., individualclinician,
hospital, health plan.

Please refrain from selecting the following answer option(s). We are in the process of phasing out these answer options
and request that you instead select one of the other answer options as they apply to your measure.

Please do not select:
e (Clinician: Clinician
e Population: Population

[Response Begins]

Clinician: Group/Practice

[Response Ends]

2a.05. Listthe measured entities includedin the testing and analysis (by level of analysis and data source).
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Identify the number and descriptive characteristics of measured entities includedin the analysis (e.g., size, location, type);
if a sample was used, describe how entities were selected forinclusion in the sample.

[Response Begins]
Fromthe 2015 submission:

"Testing and analysis included 2,064 groups of physicians with atleast 25 eligible professionals (EPs) (average of 120 EPs
per group). Of these, there were 693 groups of physicians with atleast 100 EPs (average of 322 EPs). This group
represents 30% of medical group practices with 25 or more EPs nationwide. Groups wereincluded if they reported at
least 20 eligible cases for the measure. The groups were distributed across all states, the District of Columbia, Guam and
Puerto Rico."

[Response Ends]

2a.06. Identify the number and descriptive characteristics of patients included in the analysis (e.g., age, sex, race,
diagnosis), separated by level of analysis and data source; if a sample was used, describe how patients were selected
for inclusion in the sample.

If there is a minimum case count used for testing, that minimum must be reflected in the specifications.

[Response Begins]
Fromthe 2015 submission:

"Testing and analysisincluded 11,593,241 Medicare beneficiaries identified on claims associated with the groups
described in 1.5. Beneficiariesattributed to groups with more than 25 EPs averaged 2,974 (standard deviation =

5,105). Approximately half (52%) of the groups were attributed fewerthan 1,000 beneficiaries. Beneficiaries attributed
to groups with more than 100 EPs averaged 7,077 (standard deviation=7,842)."

[Response Ends]

2a.07. Ifthere are differences in the data or sample used for different aspects of testing (e.g., reliability, validity,
exclusions, risk adjustment), identifyhow the data or sample are different for each aspect of testing.

[Response Begins]
Fromthe 2015 submission:

The data were used for reliability testingonly. Facevaliditytesting was done with asurvey. Otheranalyses werenot
done or notapplicable.

[Response Ends]

2a.08. Listthe social risk factors that were available and analyzed.

Forexample, patient-reporteddata (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.

[Response Begins]

Fromthe 2015 submission:
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"Patientsin the testing and analysis were Medicare beneficiaries. No other sociodemographicvariables were available
for analysis."

[Response Ends]

Note: If accuracy/correctness (validity) of data elements was empirically tested, separate reliability testing of data
elementsisnotrequired—in 2a.09 check patient or encounter-level data; in 2a.010 enter “see validity testing section of
data elements”; and enter “N/A” for 2a.11 and 2a.12.

2a.09. Select the level of reliability testingconducted.

Chooseoneorboth levels.
[Response Begins]
Accountable Entity Level (e.g., signal-to-noise analysis)

[Response Ends]

2a.10. For each level of reliability testing checked above, describe the method of reliabilitytesting and what it tests.

Describe the steps—do notjust name a method; what type of error does it test; what statistical analysis was used.

[Response Begins]

Asnoted in 2a.02: Reliability testing was performed using Centers for Medicare & MedicaidServices (CMS) Medicare
administrative claims database.

The testing was conducted by Mathematica Policy Researchas a component of the 2012 Quality and Resource Use
Report, part of the CMS Physician Feedback Reporting Program. The informationthatis provided is obtained from the
following publication.

Mathematica Policy Research. Experience Report forthe Performance Year 2012 Quality and Resource Use

Reports. January 8,2014. Accessed December 7,2015. Accessibleat: https://www.cms.gov/Medicare/Medicare-Fee-
for-Service-Payment/PhysicianFeedbackProgram/Downloads/2012-QRUR_Experience Report.pdf

We have provided details from the publicationabout how the reliability testing was performed. Additional detailsare not
available.

Fromthe 2015 submission:
The method of reliability testing as used by Mathematica Policy Researchis described as:

“For each of these measures, reliability was estimated as aratio of variation on performance between groups and the
total variation (variationbetween groups and variation from measurementerror):

“Reliability = Variation between groups/(Variation between groups + Variation within group)

“If a score is deemed highly reliable, we would expect thata group’s performance rates would be very similar if
performance were calculated on the basis of arandom sample of the practice’s beneficiaries.

“Reliability scores arerepresented on a continuum from zero to one. Scores closerto zeroindicate lower reliability and
scores closerto one indicate higher reliability. Althoughthereis no universally agreed-upon minimum reliability
threshold, reliability scores in the 0.40-0.70 range are often considered moderate, and scores greaterthan 0.70are
consideredhigh.”

[see 2a.02 for citation)]

[Response Ends]
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2a.11. For each level of reliability testing checked above, what were the statistical results fromreliability testing?

Forexample, provide the percent agreement and kappa for the critical data elements, or distribution of reliability statistics
from a signal-to-noise analysis. For score-level reliability testing, when using a signal-to-noise analysis, more thanjust one
overall statistic should be reported (i.e., to demonstrate variation in reliability across providers). If a particular method
yields only one statistic, this should be explained. In addition, reporting of results stratified by sample size is preferred (pg.
18, NQF Measure Evaluation Criteria).

[Response Begins]

Copied fromthe 2015 submission:

"As noted above, scores above 0.70are considered high.

The reliability for this measure among groups with 25 or more EPs was 0.73.
The reliability for this measure among groups with 100 or more EPs was 0.83."

[Response Ends]

2a.12. Interpret the results, in terms of how they demonstrate reliability.

(In other words, what do the results mean and what are the norms for the test conducted?)

[Response Begins]
Copied fromthe 2015 submission:

"We believe this measure remains reliable based on highreliability test scores and relatively large test sample size. We
also believe thatthe measureis reliable across relatively small groups and relatively large groups."

[Response Ends]

2b. Validity

2b.01.Selectthe level of validity testing that was conducted.

[Response Begins]

Systematic assessment of face validity of performance measure score as an indicator of qualityor resource use (i.e., isan
accurate reflection of performance on quality or resource use and candistinguish goodfrom poor performance)

[Response Ends]

2b.02. For each level of testing checked above, describe the method of validity testingand what it tests.

Describe the steps—do not just name a method; what was tested, e.g., accuracy of data elements comparedto
authoritative source, relationship to another measure as expected; what statistical analysis was used.

[Response Begins]
Copied fromthe 2015 submission:
"Face validity of the measure score as an indicator of quality was systematically assessed using the following approach:

After the measure was fully specified, the ATS Clinical Practice Committee was asked to rate their agreement with the
following statement:
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The scores obtained from the measure as specified will provide an accurate reflection of quality and can be used to
distinguish good and poor quality.

The rating scale used was 1-5, where 1=Strongly Disagree; 3= Neither Agree nor Disagree; 5= Strongly Agree
The 12 membersofthe ATS COPDClinical Practice Committee were selectedto serve as an expert panel:
Kevin L. Kovitz,, MD

Robert DeMarco, MD

Scott Manaker, MD

Michael Donahoe, MD

Omar Hussain, MD

Katina Nicolacakis, MD

Tom Gildea, MD

Steve G. Peters, MD

Kashif Hussain, MD

Stephen Hoffman, MD

Alan Plummer, MD

Mike Nelson, MD"

Additional validitytestingwas performed by PCPI as part of 2012 comprehensive review - copied here and provided
with the 2015 submission:

Copied from 2012 comprehensive review testing form submitted by the AMA-PCPI:
"EHR Measure Validity

Data froma performance report for the measure automatically-generatedfrom the EHR (designed to collect the
necessary data elements to identify eligible cases and calculate the performance score) were compared to data elements
found and scores calculated manually on visual inspection of the medical record by trained abstractors.

Data analysisincluded:

¢ Percentagreementatthe denominatorand numerator(exception - for those measures with exception)
¢ Kappa statistic to ensure thatagreementrates are nota phenomenon of chance

Face Validity

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

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

The scores obtained from the measure as specified will provide an accurate reflection of quality and can be used to
distinguish good and poor quality.
Scale 1-5, where 1=Strongly Disagree; 3=Neither Agree nor Disagree; 5= Strongly Agree"

[Response Ends]

2b.03. Provide the statistical results from validity testing.

Examples may include correlations or t-test results.

[Response Begins]
Copied fromthe 2015 submission:
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The results of the expert panel rating of the validity statementinclude:
e N=12
e Meanrating=4.6
e Paneliststhatagree or strongly agree that this measure can accuratelydistinguish good and poor quality=91.7%

Frequencydistribution of ratings

1-Strongly disagree 0
2 0
3 —Neither Agree nor Disagree 1
4 3
5—Strongly Agree 8

Table displaying the frequency of distributionratings from strongly disagree to strongly agree

Additional validitytesting was performed by PCPI as part of 2012 comprehensive review - copied here and provided
with the 2015 submission:

Copied from 2012 comprehensive review testing form submitted by the AMA-PCPI:

EHR Measure Validity

This measure demonstrates substantial agreement when comparing the automated EHR report to visual inspection.
Reliability: N, % Agreement, Kappa

Numerator: 123,86.89%, 0.7281 (0.6086-0.8476 Cl)

Denominator: 123, 100%, kappa non-calculable (non-calculable Cl)*

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

Face Validity

The results of the expert panel rating of the validity statement were as follows: N=7; Mean rating=4.86and 100% of
respondents either agree or strongly agree that this measure canaccurately distinguish good and poor quality.

Frequency Distribution of Ratings
1- 0 (Strongly Disagree)

2-0

3-0(Neither Agree nor Disagree)
4-1

5-6 (Strongly Agree)

[Response Ends]

2b.04. Provide 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?)

[Response Begins]
Copied fromthe 2015 submission as remainsunchanged:
"We believe this measure remains valid based on the degree of agreement by a panel of testers."

[Response Ends]

2b.05. Describe the method for determining if statistically significant and clinically/practically meaningful differences
in performance measure scores among the measured entities can be identified.
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Describe the steps—do not just name a method; what statistical analysis was used? Do not just repeat the information
provided in Importance to Measure and Report: Gap in Care/Disparities.

[Response Begins]
Copied fromthe 2015 submission as remainsunchanged:

“Analysis of the differences in performance rates was conducted throughbenchmarks. According to Mathematica Policy
Research, ‘Prior-year benchmarks were also computed forthe claims-based quality indicators, and none of the measures
differedsignificantly atthe 5 percentlevelfromthe prioryearbenchmark. A weighted average (based on eligible cases)
of performance for groupswith 25 or more EPs servesas the benchmark for all groups of this size, whereas acomparable
weighted average amonggroups with atleast 100 EPs forms the benchmark forlarger groups (100 or more EPs).”

[see 2a.02 for citation]

Additional data from the 2012 comprehensive review testing form submitted by the AMA-PCPI: Copied here from the
2015 submission.

"CMS Physician Quality Reporting Initiative /System:

98,074 cases werereportedon for the 2008 program, the most recent year for which datais available.
The following information is for the 2009 program, the only year for which such datais available.
Clinical Conditionand Measure: #51 Spirometry Evaluation

# Eligible Professionals: 212,885

# Professionals Reporting: 1,841

% Professionals Reporting: 0.86%

# Professionals Reporting >=80% of eligible instances: 737

% Professionals Reporting >=80%of eligible instances: 40.03%

CMS Physician Quality Reporting Initiative/System:

The inter-quartilerange (IQR) was calculated to determine the variability of performance on the measure."

[Response Ends]

2b.06. Describe the statistical results from testing the ability to identify statistically significant and/or
clinically/practically meaningful differences in performance measure scores across measured entities.

Examples may include 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.

[Response Begins]
Copied fromthe 2015 submission:

"The percent of groups different than the benchmark (p<0.05) for this measure among groups with 25 or more EPs was
45.6%.

The percent of groups different than the benchmark(p<0.05) for this measure among groups with 100 or more EPs was
47.1%."

Additional data from the 2012 comprehensive review testing form submitted by the AMA-PCPI: Copied here from the
2015 submission.

"CMS Physician Quality Reporting Initiative/System:
Scoreson this measure: N=98,074; Mean = 54.30%,
10th percentile: 4.17%
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25th percentile: 17.39%
50th percentile: 51.45%
75th percentile: 83.33%
90th percentile: 94.85%

The inter-quartilerange (IQR) providesa measure of the dispersion of performance. The IQRis 65.94 and indicates that
50% of physicians have performance on this measure ranging from 17.39% and 83.33% and 10% of physicians have
performancerateslessthan or equalto 4.17%.(1)"

(1)Confidential CMS PQRI 2008 Performance Information by Measure. Jan-Sept TAP file.

[Response Ends]

2b.07.Provide 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.

In other words, what do the results mean in terms of statistical and meaningful differences?

[Response Begins]
Copied fromthe 2015 submission:

The proportion of groups statistically different than the benchmark suggests that there s variation across group
performance.

[Response Ends]

2b.08. Describe the method of testing conductedto identify the extent and distribution of missing data (or non-
response) and demonstrate that performance results are not biased due to systematic missing data (or differences
between responders and non-responders). Include how the specified handling of missing data minimizes bias.

Describe the steps—do not just name a method; what statistical analysis was used.

[Response Begins]

Missing data analysis was not conducted as part of the reliability testing performed by Mathematica.
Copied fromthe 2015 submission:

Missing data analysis was not conducted on this measure in this study.

[Response Ends]

2b.09. Provide the overall frequency of missing data, the distribution of missing data across providers, and the results
from testing related to missing data.

Forexample, provide results of sensitivity analysis of the effect of various rules for missing data/non-response. If no
empirical sensitivity analysis was conducted, identify the approaches for handling missing data that were considered and
benefits and drawbacks of each).

[Response Begins]
Copied fromthe 2015 submission:

Not available
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[Response Ends]

2b.10.Provide your interpretation of the results, in terms of demonstrating that performance results are not biased
due to systematic missing data (or differences betweenresponders and non-responders), and how the specified
handling of missing data minimizes bias.

In other words, what do the results mean in terms of supporting the selected approach for missing data and whatare the
norms forthe test conducted; if no empirical analysis was conducted, justify the selected approach for missing data.

[Response Begins]
Copied fromthe 2015 submission:
Not available

[Response Ends]

Note: Thisitemis directedto measures thatare 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 identifyand compute the
measure from medicalrecord abstraction and a different set of specifications for claimsor eCQMs). It does not apply to
measures that use more than one source of data in one set of specifications/instructions(e.g., claims data to identify the
denominatorand medical record abstraction forthe numerator). Comparability is not required when comparing
performance scores with and without socialrisk 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.

2b.11.Indicate whetherthereis morethan one set of specifications for this measure.

[Response Begins]
No, there is only one set of specifications for this measure

[Response Ends]

2b.12.Describethe method of testing conductedto compare performance scores for the same entities across the
different data sources/specifications.

Describe the steps—do notjust name a method. Indicate what statistical analysiswas used.

[Response Begins]
From 2015 submission: Not applicable

Also provided in the 2015 Submission and copied from 2012 comprehensive review testing form submitted by the AMA -
PCPI:

The measure was calculated using data collected using two different methods of collection:
. Automated EHR report

o Visual inspection of the medical record by professional data abstractors to capture the data elements to
manually construct the performance

Data froma performance report for the measure automatically-generated from the EHR (designed to collect the
necessary data elements to identify eligible cases and calculate the performance score) were compared to data elements
found and scores calculated manually on visual inspection of the medical record by trained abstractors.
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Data analysisincluded:
o Percentagreement at the denominatorand numerator(exception- for those measures with exception)

. Kappa statistic to ensure thatagreement rates are not a phenomenon of chance

[Response Ends]

2b.13. Provide the statistical results from testing comparability of performance scores for the same entities when using
different data sources/specifications.

Examples may include correlation, and/or rank order.

[Response Begins]
From 2015 submission: Not applicable

Also provided in the 2015 Submission and copied from 2012 comprehensive review testing form submitted by the AMA-
PCPI:

"EHR Measure Validity

This measure demonstrates substantial agreement when comparing the automated EHR report to visual inspection.
Reliability: N, % Agreement, Kappa

Numerator: 123, 86.89%, 0.7281 (0.6086-0.8476 Cl)

Denominator: 123, 100%, kappa non-calculable (non-calculable Cl)*

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

[Response Ends]

2b.14.Provide your interpretation of the results in terms of the differences in performance measure scores for the
same entities across the different data sources/specifications.

In other words, whatdo the results mean and what are the norms for the test conducted.

[Response Begins]
This measure demonstrates substantial agreement when comparing the automated EHR report to visual inspection.

[Response Ends]

2b.15. Indicate whetherthe measure uses exclusions.

[Response Begins]
Yes, the measure uses exclusions.

[Response Ends]

2b.16.Describe the method of testing exclusions and what was tested.

Describe the steps—do notjust name a method; what was tested, e.g., whether exclusions affect overall performance
scores; whatstatistical analysis was used?
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[Response Begins]

No updated testing has beenperformed. Please indicateif itis needed.
From 2015 submission:

"Exclusion analysis was not conducted on this measure in this study".

Also provided in the 2015 Submission and copied from 2012 comprehensive review testing form submitted by the AMA-
PCPI:

Copied from 2012 comprehensive review testing form submitted by the AMA-PCPI:

"EHR Measure Validity

The data sample came from 1 site representing an academic medical centerlocated in an urbanarea.
The sample consisted of 123 patient encounters.

Data collected from patients seenbetween01/01/2010-12/31/2011.

Visual inspection of the medical record was performed between02/06/2012 and 02/10/2012.

Exceptionsincluded medical, patient and system reasons. Exceptions were analyzed for frequency and variability across
providers".

[Response Ends]

2b.17.Provide 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.

[Response Begins]
From 2015 submission: Not available

Also provided in the 2015 Submission and copied from 2012 comprehensive review testing form submitted by the AMA -
PCPI:

Copied from 2012 comprehensive review testing form submitted by the AMA-PCPI:
EHR Measure Validity

Exceptionrate: 0.81%

Validity of exceptions was 0% agreement with a kappa of 0.0000*

*Due to the small sample size and the single exceptionfound during manual abstraction, the resulting agreement rate
and kappa statistic are low.

[Response Ends]

2b.18.Provide your interpretation of the results, in terms of demonstrating that exclusions are neededto prevent
unfair distortion of performanceresults.

In other words, the value outweighsthe 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.g., scores with and
withoutexclusion.

[Response Begins]
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Although the number of exceptions was low in the abstracted records, they remain necessary as there may be medical
reasons that spirometry cannot be performed, patients may choose to not undergothe procedure, or the testing may not
be available in a healthcare system (e.g. spirometry was suspendedin many health systems due to the COVID pandemic).

[Response Ends]

2b.19.Check all methods usedto address risk factors.

[Response Begins]
No risk adjustment or stratification

[Response Ends]

2b.20. If using statistical risk models, provide detailed risk model specifications, including the risk model method, risk
factors, risk factor data sources, coefficients, equations, codes with descriptors, and definitions.

[Response Begins]

[Response Ends]

2b.21.1f an outcome or resource use measure is not risk-adjusted or stratified, provide rationale and analyses to
demonstratethat controlling for differences in patient characteristics (i.e., case mix) is not needed to achieve fair
comparisons across measured entities.

[Response Begins]
Not applicable.

[Response Ends]

2b.22.Selectall applicable resources and methods used to develop the conceptual model of how social riskimpacts
this outcome.

[Response Begins]

[Response Ends]

2b.23. Describe the conceptual and statistical methods and criteria used to test and select patient-level risk factors
(e.g., clinical factors, social risk factors) used in the statistical risk model or for stratification by risk.

Please be sure to address the following: potential factors identified in the literature and/or expert panel; regression
analysis; statisticalsignificance of p<0.10 or other statistical tests; correlation of x or higher. Patient factors should be
presentatthe start of care, if applicable. Alsodiscuss any “ordering” of risk factor inclusion; note whether social risk
factors are added afterall clinical factors. Discuss any considerations regarding data sources (e.g., availability, specificity).

[Response Begins]

[Response Ends]

2b.24. Detail the statistical results of the analyses used to test and select risk factors for inclusion in or exclusion from
the risk model/stratification.

[Response Begins]
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[Response Ends]

2b.25. Describe the analyses and interpretationresulting in the decision to select or not select social risk factors.

Examples may include prevalence of the factor across measured entities, availability of the data source, empirical
association with the outcome, contribution of unique variation in the outcome, or assessment of between-unit effects and
within-unit effects. Also describe the impact of adjusting for risk (or making no adjustment) on providers at highorlow
extremes of risk.

[Response Begins]

[Response Ends]

2b.26.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 amethod; what statistical analysis was used). Provide
the statistical results from testing the approach to control for differences in patient characteristics (i.e., case mix)
below. If stratified ONLY, enter “N/A” for questions about the statistical risk model discrimination and calibration
statistics.

Validation testing should be conducted in a data set that is separate from the one used to develop the model.

[Response Begins]

[Response Ends]

2b.27.Providerisk model discriminationstatistics.

Forexample, provide c-statistics or R-squared values.

[Response Begins]

[Response Ends]

2b.28. Provide the statistical risk model calibration statistics (e.g., Hosmer-Lemeshow statistic).

[Response Begins]
Not applicable

[Response Ends]

2b.29.Providetherisk decile plots or calibration curves used in calibrating the statistical risk model.

The preferred file formatis.png, but mostimage formats are acceptable.

[Response Begins]

[Response Ends]

2b.30.Providetheresults of therisk stratification analysis.
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[Response Begins]

[Response Ends]

2b.31.Provideyour interpretation of the results, in terms of demonstrating adequacy of controlling for differencesin
patient characteristics (i.e., case mix).

In other words, what do the results mean and what are the norms for the test conducted ?

[Response Begins]

[Response Ends]

2b.32. Describe any additional testing conductedto justify the risk adjustment approach usedin specifying the
measure.

Notrequired but would provide additional support of adequacy of the risk model, e.g., testing of risk model in another
data set; sensitivity analysis for missing data,; other methods that were assessed.

[Response Begins]

[Response Ends]

Criterion 3. Feasibility

Extent to which the specifications including measure logic, require data that are readilyavailable or could be captured
without undue burden and can beimplementedfor performance measurement.

3.01. Check allmethods belowthat are used to generate the data elements needed to compute the measure score.

[Response Begins]

Generated or collected by and used by healthcare personnel during the provision of care (e.g., blood pressure, lab value,
diagnosis, depression score)

Coded by someone otherthan personobtaining original information (e.g., DRG, ICD-10 codes on claims)

[Response Ends]

3.02. Detail to what extent the specified data elements are available electronically in definedfields.

In other words, indicate whether data elements that are needed to compute the performance measure score are in
defined, computer-readable fields.

[Response Begins]
ALL dataelements arein definedfieldsin electronicclaims

[Response Ends]

3.03. If ALL the data elements needed to compute the performance measure score are not from electronic sources,
specify a credible, near-term pathto electronic capture, OR provide a rationale for using data elements not from
electronicsources.
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[Response Begins]
N/A

[Response Ends]

3.04. Describe any efforts todevelop an eCQM.

[Response Begins]
N/A

[Response Ends]

3.06. 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/implementationissues.

[Response Begins]

We are notaware of any difficulties regarding data collection. As the measure is specified from claims data, there should
be no problems with obtaining data, availability of data, patient confidentiality, or other fe asibility or implementation
issues. All claims data has some degree of misclassification of diagnosis or missingness; this should not affect this
particular measure any morethan other claims based measures.

[Response Ends]

Consider implications for both individuals providing data (patients, service recipients, respondents) and those whose
performanceis beingmeasured.

3.07. Detail any fees, licensing, or otherrequirements to use any aspect of the measure as specified (e.g., value/code
set, risk model, programmingcode, algorithm),

Attach the fee schedule here, if applicable.
[Response Begins]

The measure isfreeto use.

[Response Ends]

Criterion 4: Use and Usability

4a. Use

Extent to which potential audiences (e.g., consumers, purchasers, providers, policy makers) are using orcoulduse
performanceresults for both accountabilityand performance improvement to achieve the goal of high -quality, efficient
healthcarefor individuals or populations.

Extentto which intended audiences (e.g., consumers, purchasers, providers, policy makers)can understandthe results of
the measure and arelikelyto find them useful for decision making.
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NQF-endorsed measures are expected to be usedin at least one accountability applicationwithin 3 years and publicly
reportedwithin 6 years of initial endorsement, in addition to demonstrating performance improvement.

4a.01. Check all current uses. For each current use checked, please provide:

Name of program and sponsor

URL

Purpose

Geographicareaand numberand percentage of accountable entities and patientsincluded
O Level of measurement and setting

OO0 OO

[Response Begins]
Other (specify)
[Other (specify) Please Explain]

The measure was previously part of Medicare’s Physician Quality Reporting System (PQRS), which has now changed to
the Merit Based Incentive Program (MIPS), part of CMS’s Quality Payment Program. The measure is currently not part of
the MIPS Quality Measures, though spirometry is required in orderto meetanother measure, use of long-acting inhaled
bronchodilators in patients with COPD (NQF 0102). CMS is seeking input on their proposed MIPS Value Pathways for
2023.We arecoordinating aresponse with several other professional societies and are scheduling a meeting with them
to providefeedback. During this meeting, we plan to suggest that the spirometry measure is added backto the
MIPS/MVP quality measures, given the importance of confirming accurate COPDdiagnosis and continued widespread
underuse of spirometry.

[Response Ends]

4a.02. Check all planned uses.

[Response Begins]
Public reporting
Quality Improvement (internal to the specific organization)

[Response Ends]

4a.03. If not currently publicly reported OR usedin at least one other accountability application (e.g., payment
program, certification, licensing), explain why the measureis not in use.

Forexample, do policies or actions of the developer/steward or accountable entities restrict access to performance results
or blockimplementation?

[Response Begins]

As noted above, the measure was previously part of Medicare’s PQRS Program (whichendedin 2016). The measure was
initially part of the MIPS program as well, through Performance Year 2019. Starting in Performance Year 2020, the
individual measure was droppedfrom the MIPS program because documentation of spirometryis arequiredcomponent
of another measure, the appropriate use of long-acting inhaled bronchodilators (NQF 102). We still believe thatthe
measure hasvalue as a stand-alone measure, giventhe widespread underuse of spirometry to confirm a diagnosis of
COPD. If spirometry is not performed, patients are not eligible for the denominator for NF102, so the use of NQF102
neither ensures that spirometry is performed, norassesses the frequency of its performance.

[Response Ends]
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4a.04. If not currently publicly reported OR usedin at least one other accountability application, provide a credible
plan for implementationwithin the expected timeframes: used in any accountability application within 3 years, and
publicly reportedwithin6 years of initial endorsement.

A credible plan includes the specific program, purpose, intended audience, and timeline forimplementing the measure
within the specified timeframes. A plan for accountability a pplications addresses mechanisms for data aggregation and
reporting.

[Response Begins]

CMS hasreachedoutto the AmericanThoracic Society, alongwith the Academy of Allergy, Asthma, and Immunology
(AAAALI), American College of Chest Physicians (ACCP), American Lung Association (ALA) to provide multi-society inputon
the development of MIPS Value Pathways, which are intended to allow clinicians to report on quality measuresin the
fields of COPD, asthma, Sleepand general pulmonary. We arein the process of scheduling a meeting with them to
provide overall feedback, which will include the importance of the inclusion of the spirometrymeasurein their MVP
program. We are optimistic that the data supportthe inclusion of the spirometrymeasure in the program to promote
improved diagnosis and care quality for COPD.

[Response Ends]

4a.05. Describe how performance results, data, and assistance with interpretationhave been providedto those being
measured or otherusers during development or implementation.

Detail how many and which typesof measured entities and/or others were included. If only a sample of measured entities
were included, describe the full populationand how the sample was selected.

[Response Begins]

CMS publicly reports Quality Payment Program (QPP) performance information for doctors, clinicians, groups and
accountable care organizations (ACOs) on Medicare Care Compare Doctors and Clinicians profile pages and in the
Provider Data Catalog (PDC). (Previously this information was reported on Physician Compare Profile pagesand in the
Physician Compare Downloadable Database).

CMS reports MIPS eligible clinicians’ final scores and performance under each MIPS performance category, includingfor
the spirometry measure through Performance Year 2019. While this information was previouslyreportedoneyearata
time, CMS recentlyexpanded the archive for Doctors and Clinicians in the PDC on Care Compare, allowing usersto access
historic MIPS program performance data dating back to the programs’ inceptionin 2017 (including the spirometry
measure).

More informationavailable at:
https://www.cms.gov/medicare/quality-initiatives-patient-assessment-instruments/care-compare-dac-initiative

https://data.cms.gov/provider-data/topics/doctors-clinicians

[Response Ends]

4a.06. Describe the process for providing measure results, including when/how often results were provided, what data
were provided, what educational/explanatory efforts were made, etc.

[Response Begins]
See 4a.05

[Response Ends]
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4a.07. Summarize the feedback on measure performance and implementation fromthe me asured entities and others.
Describe how feedback was obtained.

[Response Begins]
No specific feedbackhas beenobtained, but we have had no problems reported by CMS.

[Response Ends]

4a.08. Summarize the feedback obtained from those being measured.

[Response Begins]
No specific feedback has beenobtained, but we have had no problems reported by CMS.

[Response Ends]

4a.09. Summarize the feedback obtained from other users.

[Response Begins]
No specific feedbackhas beenobtained, but we have had no problems reported by CMS.

[Response Ends]

4a.10. Describe howthe feedback described has been considered when developing or revising the measure
specifications or implementation, including whether the measure was modified and why or why not.

[Response Begins]
No specific feedbackhas beenobtained, but we have had no problems reported by CMS.

[Response Ends]

4b. Usability

4b.01.You may referto data provided in Importance to Measure and Report: Gap in Care/Disparities, but do not
repeat here. Discuss any progress on improvement (trends in performance results, numberand percentage of people
receiving high-quality healthcare; Geographic area and number and percentage of accountable entities and patients
included). If no improvement was demonstrated, provide an explanation. 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 furtherthe goal of high-quality, efficient healthcare for individuals or populations.

[Response Begins]

As highlighted in the Importance to Measure and Report section, there remains significant underuse of spirometryto
confirmthe diagnosis of COPD. For this reason, we are providing feedbackto CMS about the impo rtance of adding the
measure back to its QPP MIPs value pathways.

The performance results from this measure can be easily used by clinicians to improve care, as there are minimal barriers
to increasing the use of spirometry that would be faced by clinicians whoseekto do so. Spirometryis reimbursed andis
readily available in most practice settings and creates minimal burden to patients. Increased use of spirometry will
improve care by minimizing the risk of misdiagnosis of COPD in patients who have other conditions that cause respiratory
symptoms and by verifyingthe presence of airway obstruction in patients who do have COPD. In fact, one intervention
shown to improve outcomes in COPD is only reimbursed in patients who meet spirometrycriteria for reimbursement.
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[Response Ends]

4b.02. Explain any unexpectedfindings (positive or negative) during implementation of this measure, including
unintendedimpacts on patients.

[Response Begins]
We are notaware of any unintended consequences related to this measure.

[Response Ends]

4b.03. Explain any unexpected benefits realized from implementation of this measure.

[Response Begins]

We are notaware of any unexpected benefits related to this measure.

[Response Ends]

Criterion 5: Related and Competing Measures

If a measure meets the above criteriaand 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 harmonizationand/or selection of the best measure.

If you are updating a maintenance measure submission for the first time in MIMS, please note that the previous related
and competing data appearingin question 5.03 may need to be enteredin to 5.01 and 5.02, if the measuresare NQF
endorsed. Please review and update questions 5.01,5.02, and 5.03 accordingly.

5.01. Search and select all NQF-endorsed related measures (conceptually, either same measure focus or target
population).

(Can search and select measures.)

[Response Begins]

[Response Ends]

5.02. Search and select all NQF-endorsed competing measures (conceptually, the measures have both thesame
measure focus or target population).

(Can search and select measures.)

[Response Begins]

0577: Use of SpirometryTesting in the Assessment and Diagnosis of COPD

[Response Ends]

5.03. If there arerelated or competing measures to this measure, but they are not NQF-endorsed, please indicate the
measure titleand steward.

[Response Begins]

N/A
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[Response Ends]

5.04. If this measure conceptually addresses EITHER the same measure focus OR the sametarget populationas NQF-
endorsed measure(s), indicate whetherthe measure specifications are harmonized to the extent possible.

[Response Begins]
No

[Response Ends]

5.05. If the measure specifications are not completely harmonized, identify the differences, rationale, and impact on
interpretability and data collection burden.

[Response Begins]

These measures have distinct differences in their denominators and numerators. First, our measure is broader in
denominator population, being forall patients age 18 years and older with a diagnosis of COPD, while 0577 is for patients
age 40 yearsand olderwith a new diagnosis of COPD. Our measure is more consistent with COPD guidelines, whichdo
not state an age to start using a spirometry evaluation; rather, spirometry should be usedto assess all adults with COPD,
not just adults with a new diagnosis of COPD. Second, our measure’s numeratoris more flexible than 0577, allowing a
spirometry evaluation anytime during the measurement period, ratherthan 0577’s requirement that spirometrybe
performed within 6 months of a new diagnosis of COPD. Our measure numerator is also specificto spirometryresults,
requiring both the FEV1/FVCvalues.

[Response Ends]

5.06. Describe why this measureis superiorto competing measures (e.g., amore valid or efficient way to measure
quality). Alternatively, justify endorsing an additional measure.

Provide analyses when possible.

[Response Begins]

We believe our measure to be superior to the competing measure for reasons specifiedabove: 1) our measure hasa
broader denominator populationthatis more consistent with COPD guidelines rather than just patients “newly”
diagnosed;- 2) we allow spirometry to be performedany time in the past for confirmation of a diagnosis, rather than the
requirement of it being performed only within a specified time period (please note, the time period listedin 5.05
inadvertently says within 6 months, but should have said within 2 years prior to the index episode date or 6 months after
the episode start date). This is more consistent with standard clinical practice as many patients with COPDdo not need
regularly repeated spirometry, so evenone performed several years prior is adequate to confirm COPD in the right
clinical circumstances; and 3) our measure numerator requires both FEV1 and FVC values, making our validationof COPD
based on the spirometry more accurate.

[Response Ends]
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