December 17, 2024

The Honorable Chiquita Brooks-LaSure

Administrator, Centers for Medicare and Medicaid Services
Department of Health and Human Services

7500 Security Boulevard

Baltimore, MD 21244

Dear Administrator Brooks-LaSure,

As members of Congress and advocates for colorectal cancer (CRC) prevention and awareness, we extend
our sincere gratitude to CMS for its commendable work expanding access to CRC screening. We
appreciate CMS’s decision to cover CRC screenings for Americans aged 45 and older, aligning with the
US Preventive Services Task Force’s (USPSTF) recommendations. Additionally, the decision to cover
follow-on screening colonoscopies after a Medicare-covered, noninvasive stool-based CRC screening test
returns a positive result is a critical step forward in improving outcomes related to CRC diagnosis.'

Despite these significant advancements, we are concerned about a critical barrier hindering effective CRC
screening for patients, the cost-sharing associated with colonoscopy preparation medications.
Colonoscopy, recognized as the gold standard for CRC screening, is essential in detecting and preventing
the progression of this disease. However, the success of a colonoscopy is heavily dependent on the proper
use of a laxative medication, commonly known as a "colonoscopy preparation,” to safely and effectively
cleanse a patient's intestines. CMS has recognized the importance of colonoscopy preparation as “an
integral part of the procedure.”

Cost-sharing and cost shifting to patients, imposed by health plans for colonoscopy preparation, are
contributing to disparities in CRC outcomes and a clinically recognized phenomenon called “prep
hesitancy.” In correlation with CRC screening being a recommended preventive service covered by health
plans at no cost sharing under the Affordable Care Act (ACA), CMS released guidance in 2016 asserting
that colonoscopy preps should be covered by plans under CMS’ jurisdiction free-of-charge to patients,
subject to “reasonable medical management”.? Despite this, only 17% of patients are receiving
colonoscopy preps with no cost sharing liability. There are many examples of ACA-compliant private
health plans, particularly due to the business practices of their Pharmacy Benefit Managers (PBMs),

inappropriately shifting costs onto patients for more effective and modern colonoscopy preparations.**
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This often forces patients to use less effective, or over the counter, non-FDA approved products
contributing to prep hesitancy and inadequate colonoscopy preparation. Prep hesitancy is recognized as a
significant factor which contributes to 53% of patients with a positive stool-based CRC screening test
never having a follow-up colonoscopy.® Studies also indicate that bowel preparation is inadequate in 15%
to 35% of colonoscopies, with variations across medical settings and patient populations. Inadequate
bowel preparation negatively affects the Adenoma Detection Rate (ADR) and, as CMS has identified,
ADR is a validated leading quality indicator associated with significant protection against incident
colorectal cancer in the five years following screening colonoscopy.™ Other quality indicators of
colonoscopy, such as cecal intubation rates are also negatively impacted by inadequate colonoscopy
preparation.’ Inadequate colonoscopy preparation also leads to longer procedure times, increased costs
and worse outcomes for patients diagnosed with cancer."

Additionally, cost-shifting and prep hesitancy are contributing to higher rates of inadequate CRC
screening among medically underserved populations. For instance, when compared to white men, CRC
death rates are 46% higher in Native American and Alaskan Native men and 44% higher in Black men,
with incidence gaps of 37% and 21%, respectively. Additionally, participation in CRC screening is lower
in all racial/ethnic minority groups compared to White individuals."

In order to address this barrier in CRC screening, we urge CMS to:

e Restate the 2016 guidance specifying that colonoscopy preparations must be covered at no cost
sharing for patients when prescribed for a screening colonoscopy and further specify that all FDA
approved colonoscopy preparations that meet medical guideline established efficacy standards
will be made available to patients at no cost.

e Review the plans under its jurisdiction to ensure enforcement of the above request to confirm
compliance with the requirements of the ACA.
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e Determine whether additional rulemaking is needed to bring noncompliant plans into compliance.

These measures would not only enhance access to screening for Americans enrolled in ACA-compliant
plans but would also influence other payers to close gaps in coverage for more effective colonoscopy
preparation products. By removing barriers and costs associated with CRC screening, we believe that
these measures would make a significant impact in turning the tide against colorectal cancer.
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Member of Congress

Sincerely,

Terri A. Sewell
Member of Congress

Frederica S. Wilson
Member of Congress
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Member of Congress
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