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JoAnna Baldwin, Acting Director,

Coverage and Analysis Group

Centers for Medicare & Medicaid Services
7500 Security Boulevard Baltimore, MD 21244

RE: Proposed Decision Memo for Screening for Colorectal Cancer-Non-Invasive Biomarker Tests CAG-
00440R.

Dear Ms. JoAnna Baldwin,

On behalf of the Association for Molecular Pathology (AMP), we thank you for the opportunity to
comment on the proposed decision memo: Screening for Colorectal Cancer-Non-Invasive Biomarker
Tests CAG-00440R.

AMP is an international medical and professional association representing approximately 3,100
physicians, doctoral scientists, and medical laboratory scientists (technologists) who perform or are
involved with laboratory testing based on knowledge derived from molecular biology, genetics, and
genomics. Membership includes professionals from academic medicine, hospital-based and private
clinical laboratories, the government, and the in vitro diagnostics industry.

AMP appreciates that CMS recognizes the value of non-invasive biomarker tests in screening for
colorectal cancer. We do have some concerns regarding the proposed coverage policy. As such, AMP
would like to provide comments on the following proposed coverage criteria:

The test must demonstrate performance characteristics that meet EITHER Criteria 1, a sensitivity of
greater than or equal to 90% and a specificity greater than or equal to 87%, OR Criteria 2, a sensitivity of
greater than or equal to 79% and a specificity of greater than or equal to 90% in the detection of
colorectal cancer compared to the recognized standard (accepted as colonoscopy at this time), based on
the FDA labeling.

AMP has significant concerns with CMS dictating sensitivity and specificity requirements in any coverage
policy and believes it is not the role of the Coverage and Analysis Group at CMS to evaluate tests’
sensitivity and specificity requirements in order to determine a test’s medical usefulness. Diagnostic
performance, such as test sensitivity and specificity, should be determined by FDA in the event the test
is an in vitro diagnostic test kit, or under the CLIA program if the test is a laboratory developed testing
procedure. The Coverage and Analysis Group dictating performance standards is outside its mandate
to evaluate the clinical utility of a service and even more concerning, staff lack the scientific expertise
to establish performance characteristics. This should be left to agencies and divisions with those
oversight authorities, i.e. FDA and the CLIA Program.

If CMS insists upon including the specificity and sensitivity within the coverage document, AMP insists
upon using the positive predictive value (PPV) and the negative predictive value (NPV) in its stead. The



PPV and NPV include the prevalence of a disease within its calculations and therefore is more
meaningful for screening due to the context of real-world performance.

FDA market authorization with an indication of colorectal cancer screening

Requiring FDA market authorization unreasonably narrows patient access to clinically useful blood-
based colorectal cancer screening tests, and as drafted, this policy eliminates any possible path for tests
without FDA authorization; it states that “All other indications for colorectal cancer screening not
otherwise specified in the Act and regulations, or otherwise specified above, remain nationally non-
covered.” Non-invasive biomarker screening tests are a growing and dynamic type of testing. To ensure
that clinically and analytically-validated colorectal screening tests are recognized by Medicare as a
viable, covered service for beneficiaries, CMS should provide coverage pathways within the NCD for
other tests, such as those performed in a Clinical Laboratory Improvement Amendments (CLIA)-
certified laboratory.

The CMS Coverage and Analysis Group has existing policies that support coverage pathways for
laboratory developed testing procedures and clarification that such tests do not require FDA
authorization. Specifically, the National Coverage Determination (NCD) for Next Generation Sequencing
(NGS) (90.2) provides coverage pathways for both FDA-approved or —cleared tests as well as laboratory
developed testing procedures, the latter via promulgation by Medicare Administrative Contractors
(MACs)!.We ask that the NCD add the language below to include coverage available via MACs:

Medicare Administrative Contractors (MACs) may determine coverage of Non-invasive Biomarker Tests
as a diagnostic laboratory test for patients every one- to — three years when the test is performed in a
CLIA-certified laboratory, meeting test performance criteria in b.4. when ordered by the physician,
physician assistant, nurse practitioner, or clinical nurse specialist who will use the results in the
management of the patient, and when the patient meets the Patient Criteria in Section B.a.

Thank you again for the opportunity to review and provide comments on this proposed decision memo.
AMP appreciates CMS'’ efforts to ensure access to medically necessary testing and provide coverage for
testing more broadly. We welcome the opportunity to work with you and should you have any questions
or require additional information, please direct your correspondence to Samantha Pettersen, AMP
Manager of Public Policy and Advocacy, at spettersen@amp.org.

Sincerely,

Jay Patel, MD MBA

Chair of Economic Affairs Committee,
Association for Molecular Pathology
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