Changes in Patient-Reported Outcomes (PROs) Following
Non-Emergent Percutaneous Coronary Intervention (PCl)

MEASURES

The Centers for Medicare & Medicaid Services (CMS) seeks stakeholder
comments on the following electronic clinical quality measure under
development:

Title

Changes in Patient-Reported Outcomes (PROs) Following Non-Emergent Percutaneous
Coronary Intervention (PCI)

Description

This measure assesses the percentage of patients age 18 or older who undergo a qualifying non-
emergent PCI procedure with documented improvement in self-reported functional status,
health-related quality of life (HRQoL), and symptoms based on a combination of disease-
specific patient-reported outcome measures (PROMs). The selected PROMs are (1) the Seattle
Angina Questionnaire Short Form (SAQ-7) and (2) the Rose Dyspnea Scale (RDS).

This document provides information about the measure’s rationale, intent, and history. We
seek comments from the public about (1) the measure specification and (2) the specific questions
outlined in the Questions section of this document.

Measure rationale

An estimated 15.5 million Americans over the age of 20 have coronary heart disease (CHD),
which was the underlying cause of about 1 in 7 deaths in the United States in 2011 (Mozaffarian
et al. 2015). Including the cost of health care services, medications, and lost productivity, CHD
costs the United States an estimated $108.9 billion each year, a number projected to increase by
up to 100 percent between 2013 and 2030 (Centers for Disease Control and Prevention 2015;
Mozaffarian et al. 2015; Heidenreich et al. 2011). CHD can lead to serious, often fatal acute
coronary syndromes, in addition to chronic and debilitating heart conditions such as angina or
heart failure (Mozaffarian et al. 2015).

Non-emergent PCI, one of the most commonly performed cardiovascular procedures, can be
used to improve the HRQoL, functional status, and angina and dyspnea symptoms of patients
with CHD (Levine et al. 2011; Weintraub et al. 2008; American College of Cardiology
Foundation 2015). The benefits of PCI can be measured with disease-specific, validated tools
that assess changes in HRQoL, functional status, and symptom burden (Spertus et al. 2004; Chan
et al. 2014; McNamara et al. 2015). These patient-reported outcome measures (PROMs) are
increasingly recognized as a valuable source of information about a patient’s health status and
are guiding more informed discussions about the management of their care (McNamara et al.
2015). Data obtained from the SAQ-7 and RDS about patient symptoms prior to and after PCI
procedures can be used to inform clinical decision making as well as to increase quality of care.
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Measure intent

This measure, as specified, is intended to assess and improve quality of care of non-
emergent PCI procedures with respect to patient-centered outcomes by assessing patient-reported
health status (that is, symptoms, HRQoL, and functional status) before and after a non-emergent
PCI procedure. This can lead to the following:

e Better quality of care associated with the treatment. Implementation of the measure
would incentivize clinicians to identify patients for PCI who are most likely to benefit from
it and to seek additional training, which could increase provider performance of the
procedure.

e Enhanced communication between providers and patients. Clinicians and patients would
work together to determine areas for improvement in functional status, symptom burden,
and quality of life. Then they could use this information as a factor in their joint decision
about whether or not to perform a PCI on a patient.

e Better alignment between patient goals and treatment decisions. PROMs such as the
SAQ-7 and RDS would help providers make more informed, patient-centered treatment
decisions.

e Improved patient outcomes. Using PROMs to assess patient health status before and after
non-emergent PCI may result in more patients achieving improved quality of life, symptom
reduction, and improved functional status.

In alignment with the measure intent, this measure does not assess compliance with
guidance on appropriate use criteria for performing non-emergent PCI, nor do the measure
specifications exclude every clinical scenario in which PCI is indicated without the expectation
of symptom improvement. Our exclusions instead remove cases of acute (emergent) PCI,
specifically patients with acute coronary syndromes and patients with other acute processes, as
well as patients undergoing PCI in anticipation of another procedure.

Measure history

There is substantial evidence that up to 30 percent of patients who receive PCI procedures
continue to experience symptoms after the procedure (Weintraub et al. 2008). This evidence, in
addition to the fact that PROMs are currently underutilized in clinical practice, provided a basis
for our initial development of the measure. Our measure addresses these issues by incorporating
use of PROMs to help providers understand patient health status and by using these outcomes to
assess changes in health status post-PCI. Feedback from (1) interviews and surveys of clinical
stakeholder organizations, (2) a panel of clinical experts, and (3) a technical expert panel made
up of multiple stakeholders also informed the measure.

The Yale New Haven Health Services Corporation/Center for Outcomes Research &
Evaluation (CORE) team developed a similar hospital-level measure under contract with CMS.
Under CMS direction, our team has worked closely with the CORE team to align our measures
where possible, including alignment of our measure specifications, cohort exclusions, PROM
tools, and outcome definition (minimally important difference approach). The CORE team
conducted research as well as various discussions with expert stakeholders and patients to define
the aforementioned criteria, which our team incorporated into our measure. It should be noted
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that although the measures are aligned, they are intended for use in different settings and are
aggregated at different levels (i.e., our measure is calculated at the eligible clinician level and
could include procedures taking place in hospitals as well as ambulatory surgical centers).

Next steps for measure development

After feedback is collected through the public comment period, we intend to review this
information with a team of clinical experts to determine if revisions to the measure specification
are necessary. At a later time, we intend to test the feasibility and reliability of the measure and
explore and test the possibility and need for risk adjustment.

Questions

We are seeking feedback on all components of the proposed measure (for example, choice
of denominator exclusions) as well as the following specific questions:

1. The measure’s numerator includes patients who show an improvement of at least the MID
for one of the two disease-specific PROMs: 5 points in the summary score for the short
SAQ-7 or 1 point in the RDS. The SAQ-7 is derived from the full-length SAQ. Although it
only contains 7 items compared to the full-length version’s 19 items, it has comparable
psychometric properties. The full-length SAQ has limited routine use in clinical practice
because of its length.

a. We seek comments on the importance of using these disease-specific PROMs (that is,
the SAQ-7 and the RDS) to select patients in the numerator of this measure.

b. If a site uses the long form of the SAQ when the measure specifies use of the SAQ-7,
should the site be allowed to report this measure using the relevant portions of the SAQ
or should the site be excluded from the measure?

c. Is there any other feedback on the RDS or the SAQ-7 that we should be aware of when
considering numerator inclusion?

2. The draft measure currently attributes measure performance to the interventional
cardiologist (that is, the clinician performing the PCI). Often times, there may be another
cardiologist who meets with patients and refers them to an interventional cardiologist to
receive a PCIL.

a. We seek feedback about whether the measure attribution should be for the interventional
cardiologist or the referring cardiologist.

3. As part of next steps in measure development, we plan to explore and test possible risk
adjustment for body mass index (BMI), left ventricular ejection fraction (LVEF), glomerular
filtration rate (GFR), age, and other patient characteristics.

a. We seek feedback on our existing list of variables, as well as other suggested patient
characteristics that should be considered for risk adjustment.

4. In some cases patients will have missing PROM data, due to not receiving a baseline or
follow-up assessment from their provider, declining to complete or not completing a
baseline or follow-up assessment or receiving a baseline or follow-up assessment from a
different provider. Excluding patients with missing post-PCI assessments could result in
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clinicians improving their score by administering the pre- and post-PCI PROM only to
patients who responded well to the procedure.

a. We seek feedback for handling patient data in the event that PROM pre- or post-PCI
scores are missing. Should we exclude patients with a missing baseline or follow-up
PROM score?

5. To address concerns about missing data, we have considered dividing the measure into two
measures: (1) one that assesses the percentage of patients who have received a pre- and post-
PCI PROM assessment and (2) one that evaluates the percentage of patients from the first
population who have experienced improvement in self-reported functional status, HRQoL,
and symptoms.

a. We seek feedback about whether this proposed measure revision seems feasible.
In addition to the questions above, we welcome your feedback on the following topics:

e The usefulness of the measure to assess and improve the quality of care for patients

e The feasibility of the measure to assess provider performance and any unintended
consequences of implementing the measure

e  Whether data elements related to this measure are available in structured, extractable fields
in electronic health record systems

e  Whether there are any additional exclusions that should be included in this measure




PROS FOR PCI FRAMING DOCUMENT MATHEMATICA POLICY RESEARCH

REFERENCES

American College of Cardiology Foundation. “National Cardiovascular Data Registry (NCDR®)
CathPCI Registry® Institutional Outcomes Report 2015 Q2.” American College of
Cardiology Foundation, October 2015.

Centers for Disease Control and Prevention. “Heart Disease Fact Sheet.” Updated November 30
2015. Available at
http://www.cdc.gov/dhdsp/data_statistics/fact sheets/fs_heart disease.htm. Accessed
December 17 2015.

Chan, P. S., P. G. Jones, S. A. Arnold, J. A. Spertus. “Development and Validation of a Short
Version of the Seattle Angina Questionnaire.” Circulation: Cardiovascular Quality and
Outcomes, vol. 7, no. 5, September 2014, pp. 640—647.

Heidenreich, P. A., J. G. Trogdon, O. A. Khavjou, J. Butler, K. Dracup, M. D. Ezekowitz, E. A.
Finkelstein, Y. Hong, S. C. Johnston, A. Khera, D. M. Lloyd-Jones, S. A. Nelson, G. Nichol,
D. Orenstein, P. W. Wilson, and Y. J. Woo. “Forecasting the Future of Cardiovascular

Disease in the United States: A Policy Statement from the American Heart Association.”
Circulation, vol. 123, no. 8, 2011, pp. 933-944.

Levine, G. N., E. R. Bates, J. C. Blankenship, S. R. Bailey, J. A. Bittl, B. Cercek, C. E.
Chambers, S. G. Ellis, R. A. Guyton, S. M. Hollenberg, U. N. Khot, R. A. Lange, L. Mauri,
R. Mehran, 1. D. Moussa, D. Mukherjee, B. K. Nallamothu, and H. H. Ting. “2011
ACCF/AHA/SCALI Guideline for Percutaneous Coronary Intervention: A Report of the
American College of Cardiology Foundation/American Heart Association Task Force on
Practice Guidelines and the Society for Cardiovascular Angiography and Interventions.”
Journal of the American College of Cardiology, vol. 58, no. 24, December 6, 2011, pp. e44—
el22.

McNamara, R. L., E. S. Spatz, T. A. Kelley, C. J. Stowell, J. Beltrame, P. Heidenreich, R.
Tresserras, T. Jernberg, T. Chua, L. Morgan, B. Panigrahi, A. Rosas Ruiz, J. S. Rumsfeld, L.
Sadwin, M. Schoeberl, D. Shahian, C. Weston, R. Yeh, and J. Lewin. “Standardized
Outcome Measurement for Patients with Coronary Artery Disease: Consensus from the
International Consortium for Health Outcomes Measurement (ICHOM).” Journal of the
American Heart Association, vol. 4, no. 5, May 19, 2015, p. e1767.

Mozaffarian, D., E. J. Benjamin, A. S. Go, D. K. Amett, M. J. Blaha, M. Cushman, S. de
Ferranti, J. P. Després, H. J. Fullerton, V. J. Howard, M. D. Huffman, S. E. Judd, B. M.
Kissela, D. T. Lackland, J. H. Lichtman, L. D. Lisabeth, S. Liu, R. H. Mackey, D. B.
Matchar, D. K. McGuire, E. R. Mohler 3rd, C. S. Moy, P. Muntner, M. E. Mussolino, K.
Nasir, R. W. Neumar, G. Nichol, L. Palaniappan, D. K. Pandey, M. J. Reeves, C. J.
Rodriguez, P. D. Sorlie, J. Stein, A. Towfighi, T. N. Turan, S. S. Virani, J. Z. Willey, D.
Woo, R. W. Yeh, M. B. Turner, American Heart Association Statistics Committee, and
Stroke Statistics Subcommittee. “Heart Disease and Stroke Statistics—2015 Update.”
Circulation, vol. 131, 2015, pp. e29—e322.



http://www.cdc.gov/dhdsp/data_statistics/fact_sheets/fs_heart_disease.htm

PROS FOR PCI FRAMING DOCUMENT MATHEMATICA POLICY RESEARCH

Spertus, J. A., A. C. Salisbury, P. G. Jones, D. G. Conway, and R. C. Thompson. “Predictors of
Quality-of-Life Benefit After Percutaneous Coronary Intervention.” Circulation, vol. 110,
no. 25, December 2004, pp. 3789-3794.

Weintraub, W. S., J. A. Spertus, P. Kolm, D. J. Maron, Z. Zefeng, C. Jurkovitz, W. Zhang, P. M.
Hartigan, C. Lewis, E. Veledar, J. Bowen, S. B. Dunbar, C. Deaton, S. Kaufman, R. A.
O’Rourke, R. Goeree, P. G. Barnett, K. K. Teo, and W. E. Boden for the COURAGE Trial
Research Group. “Effect of PCI on Quality of Life in Patients with Stable Coronary
Disease.” New England Journal of Medicine, vol. 359, August 2008, pp. 677—687.




	Changes in Patient-Reported Outcomes (PROs) Following Non-Emergent Percutaneous Coronary Intervention (PCI)
	Measures
	The Centers for Medicare & Medicaid Services (CMS) seeks stakeholder comments on the following electronic clinical quality measure under development:
	Title
	Description
	Measure rationale
	Measure intent
	Measure history
	Next steps for measure development
	Questions


	REFERENCES





Accessibility Report





		Filename: 

		eCQM PRO PCI Framing Document.pdf









		Report created by: 

		



		Organization: 

		







[Enter personal and organization information through the Preferences > Identity dialog.]



Summary



The checker found no problems in this document.





		Needs manual check: 2



		Passed manually: 0



		Failed manually: 0



		Skipped: 1



		Passed: 29



		Failed: 0







Detailed Report





		Document





		Rule Name		Status		Description



		Accessibility permission flag		Passed		Accessibility permission flag must be set



		Image-only PDF		Passed		Document is not image-only PDF



		Tagged PDF		Passed		Document is tagged PDF



		Logical Reading Order		Needs manual check		Document structure provides a logical reading order



		Primary language		Passed		Text language is specified



		Title		Passed		Document title is showing in title bar



		Bookmarks		Passed		Bookmarks are present in large documents



		Color contrast		Needs manual check		Document has appropriate color contrast



		Page Content





		Rule Name		Status		Description



		Tagged content		Passed		All page content is tagged



		Tagged annotations		Passed		All annotations are tagged



		Tab order		Passed		Tab order is consistent with structure order



		Character encoding		Passed		Reliable character encoding is provided



		Tagged multimedia		Passed		All multimedia objects are tagged



		Screen flicker		Passed		Page will not cause screen flicker



		Scripts		Passed		No inaccessible scripts



		Timed responses		Passed		Page does not require timed responses



		Navigation links		Passed		Navigation links are not repetitive



		Forms





		Rule Name		Status		Description



		Tagged form fields		Passed		All form fields are tagged



		Field descriptions		Passed		All form fields have description



		Alternate Text





		Rule Name		Status		Description



		Figures alternate text		Passed		Figures require alternate text



		Nested alternate text		Passed		Alternate text that will never be read



		Associated with content		Passed		Alternate text must be associated with some content



		Hides annotation		Passed		Alternate text should not hide annotation



		Other elements alternate text		Passed		Other elements that require alternate text



		Tables





		Rule Name		Status		Description



		Rows		Passed		TR must be a child of Table, THead, TBody, or TFoot



		TH and TD		Passed		TH and TD must be children of TR



		Headers		Passed		Tables should have headers



		Regularity		Passed		Tables must contain the same number of columns in each row and rows in each column



		Summary		Skipped		Tables must have a summary



		Lists





		Rule Name		Status		Description



		List items		Passed		LI must be a child of L



		Lbl and LBody		Passed		Lbl and LBody must be children of LI



		Headings





		Rule Name		Status		Description



		Appropriate nesting		Passed		Appropriate nesting










Back to Top

