Congress of the United States

Washington, BDE 20515
December 10, 2024

The Honorable Xavier Becerra

Secretary

U.S. Department of Health and Human Services
200 Independence Avenue, SW

Washington, DC 20201

Dear Secretary Becerra:

We are writing to urge you to ask the U.S. Preventive Services Task Force (USPSTF) to
commence an expedited review and update process of its 2021 colorectal cancer screening
guidelines to reflect the availability of new, innovative FDA approved non-invasive colorectal
cancer tests. According to publicly available information, USPSTF indicates that it typically
updates its recommendations every five years, with the last update for colorectal cancer
screening released on May 18, 2021." Based on this timeframe, USPSTF should already have
initiated its colorectal cancer screening guideline update process; however, there is no indication
as to when the agency will begin this important work. Of further concern is that a standard
review and update process typically spans an approximate two-year timeframe. As such, without
prioritization and accelerated review, the colorectal cancer screening guidelines will not be
updated until at least 2026, and potentially as late as 2028 if the review process does not begin as
soon as possible. With the American Cancer Society reporting that colorectal cancer is now the
leading cause of cancer deaths for males — and the second leading cause of cancer deaths for
females — under the age of 50, this timeframe outlook does not meet the nation’s public health
needs.’

Fortunately, colorectal cancer can be prevented through regular screenings, but
unfortunately tens of millions of eligible Americans go unscreened often due to limited access or
reluctance to undergo invasive methods including colonoscopies. Meanwhile, the speed of
innovation in cancer screening and detection is outpacing the USPSTF’s standard review
timelines. We are pleased that several new, innovative, noninvasive colorectal cancer screening
tests will enter the market soon. The USPSTF has set out criteria for whether an early update of a
topic is appropriate, and those criteria include “Whether the study provides new evidence on a
new intervention/strategy not previously considered.” These new FDA-approved screening tests
have not previously been considered under USPSTF’s recommendations, and it is our
understanding there is published evidence available for the Task Force to consider an early
review.

'https://www.uspreventiveservicestaskforce.org/uspstf/about-uspstf/methods-and-processes/
procedure-manual/procedure-manual-section-2-topic-selection-prioritization-and-updating
*https://pressroom.cancer.org/releases?item=1303#:~:text=According%20to%20the%20American
%20Cancer,80%25%20are%20not%20getting%20screened
*https://www.uspreventiveservicestaskforce.org/uspstf/about-uspstf/methods-and-processes/
procedure-manual/procedure-manual-section-2-topic-selection-prioritization-and-updating#sect2.6
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New, innovative, and accessible screening tests are essential to increase colorectal cancer
screening rates — across the eligible population — with a particular need among Americans aged
45-49 and individuals from underserved and rural communities. However, due to the way the
2021 recommendation test categories were framed, without an update or amendment, these new
tests fall outside the guidelines and might not be covered by insurers. Importantly, many
commercial insurers will decline to cover a preventive screening test until it is included in the
USPSTF guidelines, regardless of strong data that supports a test’s efficacy, endorsement by
other organizations including the American Cancer Society, CMS coverage, or FDA approval.
Even if the tests are covered by insurers, they will not be available to patients without cost-
sharing; we know out-of-pocket costs erect a significant barrier to utilization. Furthermore, the
National Committee for Quality Assurance (NCQA) ties its colorectal cancer quality metrics to
the screening modalities included in the USPSTF recommendations, meaning providers will only
receive bonus payments — or credit — for patients who utilize the screening tools contained in the
Task Force’s 2021 guidelines, even if one of the newer screening tools is better suited for a
specific patient. This disadvantages both patients and providers.

USPTF recommendations directly impact insurance coverage, patient costs, and
physician quality measures related to colorectal cancer screening, and out-of-date guidelines will
prevent patients from receiving the colorectal cancer screening test that their provider determines
is most appropriate for them. Without updated guidelines, our constituents and their providers
will have to make an unfair tradeoff between a test that may be the most appropriate but comes
with out-of-pocket expenses, or a less appropriate test with full coverage. Waiting two years for
the guidelines to be updated is not practical and will harm public health.

Per recent correspondence from Melanie Egorin, HHS Assistant Secretary for
Legislation, to several members, including some of the undersigned here, the USPSTF can
undertake an early review and such a review can be requested by “the public, USPSTF members,
governmental partners, professional organizations (including USPSTF partner organizations),
health agencies, and advocacy groups.” We know the constitutionality of the appointment of
USPSTF members and the USPSTF coverage requirement are currently being considered in the
courts; however, for the time-being, the requirement that USPSTF-recommended tests and
services generally is still in effect. As such, USPSTF recommendations remain relevant and
impactful for most Americans with respect to access to colorectal cancer screening without cost-
sharing. Further, the constitutionality of the Affordable Care Act’s (ACA) coverage mandate has
no bearing on the NCQA practice of only adding tests to its quality measures once adopted by
USPSTF. Therefore, it is essential that USPSTF recommendations are up to date with respect to
the latest breakthroughs in colorectal cancer. To that end, we are writing to officially request that
USPSTF undertake and complete an expedited review and update of its colorectal cancer
screening guidelines prior to the end of 2024. A timely update will help ensure more Americans
have access to the innovative colorectal cancer screening test they need and in turn more cases of
colorectal cancer will be prevented and caught in the earliest stage possible — a goal we know
you share.

Thank you for your attention to our concerns. We look forward to hearing from you.

Sincerely,



I oricm pabte() Thetn, Yiad,

Mariannette Miller-Meeks,
M.D.
Member of Congress
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Ann Wagner
Member of Congress
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Bonnie Watson Coleman
Member of Congress

Marc A. Vesasey) \
Member of Congress




