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RE: Merck Comments on 2025 Measures Under Consideration (MUC) List

Merck Sharp & Dohme LLC, a subsidiary of Merck & Co. Inc., Rahway, NJ, U.S.A.
(collectively, “Merck”™), appreciates the opportunity to submit comments to the Partnership for
Quality Measurement (PQM) on the Centers for Medicare & Medicaid Services’ (CMS’s) 2025
Measures Under Consideration (MUC) List. As a global health care leader in pharmaceutical,
vaccine, and biologics development, Merck is committed to harnessing the best science and
state-of-the-art medicine to produce essential medicines and vaccines.

Merck supports the inclusion of the following proposed measures under consideration for the
Merit-based Incentive Payment Program: MUC2025-034 (Low-Density Lipoprotein Cholesterol
(LDL-C) Monitoring and Management); MUC2025-042 (Rate of Timely Follow-up on
Abnormal Screening Mammograms for Breast Cancer Detection); and MUC2025-043 (Rate of
Timely Follow-up on Positive Stool-based Tests for Colorectal Cancer Detection). We value the
opportunity to provide input on the measures proposed for review and have outlined our
measure-specific feedback below for your evaluation and consideration.

MUC2025-034: Low-Density Lipoprotein Cholesterol (LDL-C) Monitoring and
Management (MIPS)

Merck is highly supportive of the proposed “Low-Density Lipoprotein Cholesterol (LDL-C)
Monitoring and Management” measure (MUC2025-034) and commends CMS for advancing
evidence-based atherosclerotic cardiovascular disease (ASCVD) care. ASCVD remains the
leading cause of death in the United States, driving significant morbidity, mortality, and health
care costs.! This measure fills a critical gap in current CMS quality metrics, which have
historically focused on statin prescribing and adherence rather than on monitoring and achieving

!'Virani SS, Alonso A, Aparicio HJ, et al. Heart disease and stroke statistics—2021 update: a report from the
American Heart Association. Circulation. 2021 Feb 23;143(8):¢254-743.
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guideline-directed LDL-C targets.? Elevating LDL-C monitoring and management has the
potential to catalyze better outcomes for patients as care teams confirm treatment effectiveness
and intensify therapy when needed to achieve LDL-C targets.

The measure appropriately aligns with American College of Cardiology/American Heart
Association (ACC/AHA) cholesterol management guidelines that emphasize LDL-C reduction to
lower ASCVD risk.? Robust evidence has demonstrated LDL-C is a modifiable, causal risk
factor for ASCVD* and LDL-C reductions lead to proportional reductions in major
cardiovascular events.® Despite this, persistent gaps in real-world practice exist. Among
Medicare beneficiaries, only about 30% receive LDL-C testing within 90 days following
myocardial infarction,® even though timely LDL-C measurement and control are associated with
improved survival and better adherence to therapy.” The measure steward’s validity and
reliability testing using their Get With The Guidelines — Outpace™ registry also indicate there is
meaningful room for improvement, with mean performance for monitoring at 46.8% (range 30%
- 100%) and management at 64.9% (range 18.2% - 85.7%). These data underscore both the need
and opportunity for a national measure to raise performance across diverse settings.

To enhance the measure’s clinical relevance and population-health impact, Merck recommends
CMS consider exploring risk-based stratification for the measure. The current measure
specifications support treating to an LDL-C target of <70mg/dL for those with clinical ASCVD.
The 2022 ACC Expert Consensus Decision Pathway supports an LDL-C target of <70mg/dL for
those with clinical ASCVD who are considered not at very high-risk; however, an LDL-C target
of <55mg/dL is recommended for those at very high-risk for future events.>® Clinical practice
guidelines define very high-risk for future events as either two or more major ASCVD events or
one major ASCVD event and multiple high-risk conditions. One study estimated about 82% of
U.S. adults with ASCVD fall within the very-high ASCVD risk category.’ Exploring stratified
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control as performance measures: a joint clinical perspective from the National Lipid Association and the American
Society for Preventive Cardiology. Am J Prev Cardiol. 2023;13:100472. doi:10.1016/j.ajpc.2023.100472
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performance reporting for those at very-high-risk with an LDL-C target of <55 mg/dL could
identify gaps and guide targeted quality improvement efforts that could affect the majority of
U.S. adults currently living with ASCVD.

Overall, Merck urges CMS to implement the “LDL-C Monitoring and Management” measure in
the Merit-based Incentive Payment System (MIPS) program. In addition, Merck recommends
CMS consider enhancements to the measure by exploring risk-based stratification for the very
high-risk clinical ASCVD population with an LDL-C target of <55mg/dL.

MUC2025-042: Rate of Timely Follow-up on Abnormal Screening Mammograms for
Breast Cancer Detection (MIPS)

Merck supports the proposed “Timely Follow-up on Abnormal Screening Mammograms for
Breast Cancer Detection” measure (MUC2025-042), recognizing its potential to enhance the
quality of care in breast cancer. Breast cancer was the second most common cause of cancer
deaths among women in the U.S. in 2023.!° Research has highlighted the importance of timely
follow-up care for breast cancer after receiving abnormal screening mammograms, as delays can
lead to further progression of the disease and worsening outcomes.'! Five-year survival for
breast cancer is about 99.6% when diagnosed at a localized stage but drops to roughly 32.9% for
metastatic disease.

The measure specifications align with clinical practice guidelines, which emphasize the
importance of timely follow-up care and appropriate diagnostics that can lead to earlier,
treatment opportunities.'* However, gaps in timely follow-up on abnormal screening
mammograms are significant; one systematic review found 7.2%-33% did not have any follow-
up within 3 months and 27.3%-71.6% within 6 months.!'* The wide variability in the lack of
follow-up post-abnormal screening may indicate barriers limiting mammography facilities from
carrying out complete diagnostic resolution within a timely manner for all patients. This quality
measure can be used to address quality gaps by monitoring timeliness and completeness of care
to improve breast cancer screening and diagnostic processes.

Overall, Merck encourages CMS to implement the “Timely Follow-up on Abnormal Screening
Mammograms for Breast Cancer Detection” measure in the MIPS program. We are encouraged
that CMS is continuing to prioritize care improvements for patients at risk of, or living with,
cancer.

10°U.S. Cancer Statistics Working Group. United States Cancer Cases and Death Statistics At a Glance. U.S.
Department of Health and Human Services, Centers for Disease Control and Prevention and National Cancer
Institute. Published June 2025. Accessed December 16, 2025. https://gis.cdc.gov/Cancer/USCS/.
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mammograms in primary care: a systematic review. BMC Cancer. 2021 Apr 7;21(1):373.
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MUC2025-043: Rate of Timely Follow-up on Positive Stool-based Tests for Colorectal
Cancer Detection (MIPS)

Merck supports the proposed “Timely Follow-up on Positive Stool-based Tests for Colorectal
Cancer Detection” measure (MUC2025-043), recognizing its potential to enhance the quality of
care in colorectal cancer. Colorectal cancer is the fourth leading cause of cancer mortality in the
U.S. for men and women combined in 2023.!° Early detection and removal of colorectal polyps
and early-stage cancers prevents disease progression and improves the odds of survival.'®

This measure, aligned with established clinical guidelines, emphasizes the importance of prompt
diagnostic evaluation and can enable the initiation of effective therapies at a stage when they can
have the greatest impact. Delays in ongoing evaluation and appropriate actions for patients with
colorectal cancer may lead to later-stage diagnosis, resulting in limited treatment options and
poorer outcomes. !”!8 Early detection and linkage to treatment are critical to improving survival
rates and quality of life for patients.'® However, gaps in timely follow-up on positive stool-based
tests are significant, with follow-up rates being reported near 50% in the literature.?® This quality
measure can be used to measure rates of timely completion of the full screening process after
positive non-invasive colorectal cancer screening stool-based test results to help improve the
quality of health care delivery and patient outcomes.

Overall, Merck encourages CMS to implement the “Timely Follow-up on Positive Stool-based
Tests for Colorectal Cancer Detection” measure in the MIPS program. We are encouraged that
CMS is continuing to prioritize care improvements for patients at risk of, or living with, cancer.

* * *

We appreciate your consideration of these comments and look forward to seeing how these
important measures can be incorporated into the MIPS program to enhance patient care and
outcomes. Please feel free to contact us with any questions or if we may provide additional
information.
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Sincerely,
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Bjorn J. Oddens, MD, PhD



