
 
 

 

 
 
 
January 17, 2018 
 
Ms. Tamara Syrek Jensen, JD 
Director, Coverage and Analysis Group 
Centers for Medicare and Medicaid Services 
U.S. Department of Health and Human Services 
7500 Security Boulevard 
Baltimore, MD 21244 
 
Dear Ms. Jensen: 
 
On behalf of the American Society of Clinical Pathology (ASCP), I am writing to provide comment on 
the proposed National Coverage Determination for the FoundationOne CDx (F1CDx) next 
generation sequencing (NGS)-based test.  While ASCP supports coverage of novel diagnostics that 
can improve the ability of physicians to treat patient diseases like cancer, we are concerned that 
this proposed NCD could undermine the ability of clinical laboratories to provide patients and their 
providers with the diagnostic services that may be best-suited to their medical needs, delivered via 
laboratory developed tests (LDTs).  Consequently, we urge CMS not to include any provisions or 
policies in its final NCD that would adversely affect the coverage of other clinical laboratory tests, 
including LDTs, that are currently covered by local coverage determinations (LCDs). 
 
The ASCP is a 501(c)(3) nonprofit medical specialty society representing over 100,000 members. 
Our members are board certified pathologists, other physicians, clinical scientists (PhDs), certified 
medical laboratory scientists/technologists and technicians, and educators. ASCP is one of the 
nation’s largest medical specialty societies and is the world’s largest organization representing the 
field of laboratory medicine and pathology. As the leading provider of continuing education for 
pathologists and medical laboratory personnel, ASCP enhances the quality of the profession 
through comprehensive educational programs, publications, and self-assessment materials.  
 
ASCP appreciates the efforts of the FDA and CMS to recognize advanced oncology diagnostics that 
enhance patient care via companion diagnostics.  The FoundationOne test can detect 324 genetic 
mutations and two genomic signatures in solid tumors.  It is only the second test to be reviewed 
under the Food and Drug Administration and CMS Parallel Review Program, which allows device 
makers to request a simultaneous, overlapping review by the two agencies to reduce the time 
between a marketing decision by FDA and a national coverage determination by CMS.  According to 
the FDA, the test can help identify patients with five specific tumor types and could benefit from 15 
targeted therapies already approved by the agency.  
 
While we are supportive of providing coverage to this test, ASCP is deeply troubled with the 
implications that this NCD could have beyond this particular test, such as for those LDTs which 
perform the same function.  In its NCD, CMS proposes to limit future coverage of NGS-based tests 
with companion diagnostic indications and other potentially tests to those that are FDA-approved 
and also sets in place very narrow criteria for Coverage with Evidence Development (CED).  
Because the NCD imposes a no-coverage policy for tests that do not satisfy the criteria outlined in 
the NCD, CMS would not reimburse novel NGS LDTs (and possibly other laboratory methodologies) 
developed by clinical laboratories and academic medical centers for in-house use.    
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I. CMS Limitation on Medicare Coverage to FDA-Approved Tests Only is Inappropriate 

 
Under the proposed NCD, clinical laboratory tests would have to obtain FDA-approval to receive 
Medicare reimbursement.  While this requirement is focused on NGS-based tests, it is hard to 
believe that this requirement would not ultimately affect other laboratory services.  This proposal 
is not sound policy as it could prevent LDTs (and not just those that perform a similar function) 
from securing Medicare coverage.  
 
LDTs are developed, validated and used for in-house purposes and have been well-integrated into 
standard practice for diagnosing and managing disease, and informing decisions about lifestyle and 
behavior. These tests are enabling improved prevention, diagnosis, treatment and disease 
management and prevention for an array of common chronic conditions such as cancer, heart 
disease, and diabetes, as well as rare genetic disorders and infectious diseases. They are 
indispensable tools in the practice of medicine. 
 
The Clinical Laboratory Improvement Amendments of 1988 (CLIA) was crafted purposely to enable 
and encourage clinical laboratories to develop and utilize their own innovative laboratory testing 
protocols/systems.  CLIA is an appropriate regulatory oversight scheme that focuses on the 
accuracy and reliability of the testing process, with specific requirements for analytic quality 
control, proficiency testing, testing personnel qualifications, laboratory test reports, and 
documentation of standard operating procedures.  The CLIA model has also been aided by the 
development of consensus guidelines, such as those that exist specifically for the validation and 
performance of NGS on tissue specimens.   
 
Moreover, to ensure that laboratories adhere to these requirements, data are reviewed through 
rigorous inspections performed under the auspices of CLIA. This framework has allowed timely and 
appropriate introduction of innovative testing into practice, and has been instrumental in providing 
quality patient care. As numerous published studies have demonstrated, LDTs have a solid track 
record of advancing patient care safely and effectively.  As a result, ASCP believes that CLIA, not 
FDA, provides the most appropriate regulatory oversight scheme for most LDTs.  
 
Conditioning Medicare coverage of laboratory tests on whether they are FDA-approved would 
undermine the ability of clinical laboratories to develop innovative diagnostics. As Karen Kaul, MD, 
PhD1 noted in a recent blog post to CollabRx.com, the gene panel proposed for approval here “will 
not be suitable for many samples, many types of cancer, and certainly not biopsies or aspirates. 
Sending the representative tumor block may negate performance of other studies needed for 
appropriate patient care.”  It is important that CMS be aware that many of the advances establishing 
NGS as an important laboratory technology occurred as a result of research performed by academic 
medical centers and other clinical laboratory sites to develop for their own LDTs.  These advances 
benefitting patients, providers, and the medical diagnostic industry would be lost if CMS and/or 
FDA impose requirements that disincentivize innovation within clinical laboratories.  
                                                           
1 Karen Kaul MD, PhD, Chair, Department of Pathology and Laboratory Medicine, NorthShore 
University HealthSystem; Duckworth Family Chair of Molecular Pathology; Clinical Professor of 
Pathology, University of Chicago Pritzker School of Medicine; Chicago, IL; Email: 
KKaul@northshore.org  
 

http://www.collabrx.com/foundation-medicine-cms-fda-cap-and-academic-molecular-pathology-a-clash-of-values/
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The FDA’s-approval only requirement would be particularly problematic for infectious disease 
testing as many LDTs have preceded the availability of FDA-cleared or approved assays, often by 
many years.  This concern also relates to low-volume tests, such as those for rare disorders, which 
have historically been developed at smaller laboratories and academic medical centers.  Creating 
disincentives to innovation could present significant risks to the public health by increasing the 
time needed for assay development during pandemics and other emerging infectious disease 
scenarios.  
 
As CMS is aware, the FDA-approval process is extremely expensive, resource-intensive and time 
consuming.  Requiring tests to be FDA approved will slow down the process of developing 
diagnostic devices.  It would also disincentivize smaller clinical laboratories and academic medical 
centers from engaging in advanced research to improve available diagnostics.  CMS should be 
aware that many of the advances establishing NGS (as a critical tool to improving patient care) are 
the product of molecular pathologists and scientists working in academic and large community 
hospitals. This NCD’s attack on LCDs will hurt patient care as the lack of predictable reimbursement 
will stymie the development and use of these critical tools.  
 
ASCP urges CMS not to specify in this NCD that FDA-approval is necessary for Medicare 
coverage of laboratory services.  Medicare coverage should be made available to tests 
developed and maintained in accordance with the CLIA regulations. 
 
 
II. CMS’ Proposed Coverage with Evidence Development Requirements are too Restrictive 

 
This NCD requires clinical laboratories, test developers and other entities seeking Medicare 
coverage of their NGS companion diagnostics to satisfy CMS’ CED requirements, which outlines 
requirements for participation in clinical trials and access to patient outcomes data.  Under the 
proposal, CMS would generally allow coverage for NGS-based tests approved by FDA under the Pre-
market Approval (PMA) process. However, both PMA approved tests used off-label and 510(k) 
approved tests would need to participate in NCA-sponsored clinical trials to obtain coverage. 
 
Such a mandate, however well-intentioned, could pose insurmountable obstacles for many clinical 
laboratories at the forefront of diagnostics development.  Many lack the financial resources and 
staff to engage in clinical studies.  Similarly, many laboratories lack access to the patient outcome 
data required by the NCD.  Without reasonable alternatives, the proposed CED provisions would 
harm innovation and patient care.  ASCP believes that the NCD’s CED requirements are too 
prescriptive and onerous and would prove harmful to patient care. 
 
ASCP urges CMS to allow clinical laboratories to adhere to CLIA as an alternative to the 
proposed CED requirements, unless there is sufficient evidence indicating that a particular 
test or methodology in ineffectual. 
 
 
III. The Impact of the NCD is Overly Broad and Restrictive 
 
In addition to the concerns outlined above, ASCP is also troubled with the broad and restrictive 
scope of the NCD, which effects testing far beyond the coverage of the FoundationOne CDx (F1CDx) 
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NGS-based test. First, we should point out that NGS is a technology, not a diagnostic test, and thus 
this NCD has far-reaching implications for the entire spectrum of laboratory tests using this 
methodology. We also note that CMS’ NCD strays from past convention that has focused on specific 
biomarkers or HCPCS codes without regard to the test methodology or its FDA approval status.   
 
One feature of NCDs is that they supplant local coverage decisions (LCDs) that allow LDTs to 
receive reimbursement under the Medicare program.  Thus, this proposed NCD would 
disenfranchise patients currently being served by the hospital-based and independent clinical 
laboratories that are currently receiving reimbursement under Medicare for similar NGS-based 
tests. Further, since the FoundationOne test is the first and only FDA-approved comprehensive 
genomic profiling test for all solid tumors that has been covered under a preliminary NCD from 
CMS, this NCD has the potential to create monopolies and/or oligopolies, and not just for this test 
but others as well.  This directly diminishes innovation, increases healthcare costs, and delays the 
development of laboratory tests—all of which is detrimental to patient care.  Also alarming is that 
this NCD may harm Medicare beneficiaries currently receiving advance cancer diagnostics at 
academic medical centers and cancer treatment centers in the United States. 
 
ASCP does not believe that it is necessary or appropriate to use a NCD specific to one NGS-based 
test to recast the Medicare coverage landscape for other tests.  Moreover, such a tactic seems 
contrary to the Administration’s policy with regard to development of regulatory policies.  We note 
that Executive Order 12866 states that “Federal agencies should promulgate only such regulations2 
as are… made necessary by compelling public need (emphasis added)…” Given that the term 
laboratory developed tests appears once in the background section of the NCD, the Agency has 
clearly not demonstrated that a compelling need exists for such a policy. 
 
 
IV.  Coverage Issues 

 
ASCP must point out several issues specific to CMS’s coverage plans.  CMS’ coverage decision is 
drafted to include all oncology test indications and all cancer patients, but later states that non-
advanced cancer patients are exclude from coverage of any type of NGS-based genomics test.  This 
suggests that NGS-based testing for non-advanced cancers is not medically necessary, which 
potentially causes patient harm at a point in time where accurate diagnoses and treatments are 
most effective.  ASCP urges CMS to correct this to allow coverage of all individuals with cancer. 
 
ASCP is also concerned that the NCD seems to suggest that Medicare may not provide coverage for 
BRCA Risk NGS testing.   Medicare currently provides coverage for women with a history of breast 
cancer.  There are several methodologies currently used for this type of tests.  Frequently, however, 
the technology used for this testing is NGS.  Currently, however, there are no FDA-approved or 
cleared tests for germline mutations. Our reading of the rule is that the NCD would not allow for 
coverage of BRCA Risk Testing by NGS, and may require testing using an alternative technology, 
such as Sanger sequencing.  According to a study by Hyung Seok Park et al. entitled Next-generation 

                                                           
2The term “regulation” used in this Executive Order (EO) is defined as “an agency statement of general applicability and 

future effect, which the agency intends to have the force and effect of law, that is designed to implement, interpret, or 
prescribe law or policy or to describe the procedure or practice requirements of an agency. It does not, however, include: 
regulations or rules issued in accordance with the formal rulemaking provisions of 5 U.S.C. 556, 557.  Therefore, we 
believe the E.O. is applicable to the Agency’s proposed coverage documents. 
 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5416916/
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sequencing of BRCA1/2 in breast cancer patients: potential effects on clinical decision-making using 
rapid, high-accuracy genetic results “NGS yielded comparably accurate results to Sanger sequencing 
and in a much shorter time with respect to BRCA1/2 mutation identification. The shorter 
turnaround time and higher accuracy of NGS may help clinicians make more timely and informed 
decisions regarding surgery or neoadjuvant chemotherapy in patients with breast cancer.” We do 
not believe that it is CMS’s intent to restrict coverage for these tests and urge CMS to ensure that 
coverage for these services is not threatened by the final NCD. 

 
 

----- ----- ----- ----- ----- ----- ----- ----- ----- ----- ----- ----- 
 
In closing, we note that companion diagnostics are not products, but a collaborative process 
involving the patient, his or her clinicians, the diagnostic team and other health care professionals.  
Optimum patient care requires the ability and flexibility to analyze patient specimens, the need to 
discuss findings with local tumor boards and to be involved in quality improvement initiatives 
within the treating institution.  This type of care, however, can be diminished when coverage 
determinations require testing to be performed at a single centralized laboratory, far removed from 
the patient.   Such a development would be troubling and seems plausible, if not likely, under this 
NCD.  Laboratory services account for only 2 percent of health care costs in the United States, but 
their influence is far greater.   
 
As a result, ASCP believes that CMS should try to incentivize the development of novel and 
advanced laboratory tests, not disincentivize them.  Consequently, ASCP urges CMS to limit 
approval to the FoundationOne CDx.  CMS should not include any provisions or policies that would 
establish broad coverage policies affecting other clinical laboratory tests or services, including but 
not limited to those that are currently covered by local coverage determinations (LCDs). ASCP 
encourages CMS to revise the proposed NCD to remove those provisions applicable beyond the 
FoundationOne CDx. 
 
ASCP appreciates the opportunity to comment on this proposed NCD. If we can be of any assistance, 
please contact me or Matthew Schulze, Director of the ASCP Center for Public Policy at 202-408-
1110 (x 2905) or Matthew.Schulze@ASCP.org.  
 
Sincerely,  

  
James L Wisecarver, MD, PhD 
President, ASCP 
 

mailto:Matthew.Schulze@ASCP.org

