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October 13, 2026

Mehmet Oz, M.D., M.B.A.

Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244

Re: Medicare Program; Regulatory Alignment for Predictable and Immediate
Device (RAPID) Coverage Pathway (CMS-3487-NC)

Dear Administrator Oz:

The Personalized Medicine Coalition (PMC), a multi-stakeholder group
established 20 years ago and comprising more than 150 institutions from across
the health care spectrum to promote the understanding and adoption of
personalized medicine concepts, services, and products, thanks the Centers for
Medicare & Medicaid Services (CMS) for the opportunity to provide comments
on the notice regarding the Regulatory Alignment for Predictable and Immediate
Device (RAPID) coverage pathway.' PMC applauds your leadership in trying to
improve patient access to certain Class I and Class III Breakthrough-designated
Devices authorized by the U.S. Food and Drug Administration (FDA). We support
the objective of the proposed RAPID pathway to facilitate greater coordination
and efficiency between CMS and the FDA; however, we are concerned that the
RAPID pathway as proposed could stifle the potential of personalized medicine at
a time of rapid progress. PMC’s comments urge CMS to remove its exclusion of
diagnostic tests from RAPID pathway eligibility, to support RAPID with
dedicated resources while strengthening its existing Medicare coverage
infrastructure, and to provide a clear transition pathway for innovators
experiencing changes resulting from RAPID’s development.

PMC defines personalized medicine as an evolving field in which physicians use
diagnostic tests and individual details about a person’s health to determine which
medical treatments will work best for each patient or use medical interventions to
alter molecular mechanisms that impact health. By combining data from diagnostic
tests with an individual’s medical history, circumstances, and values, health care
providers can develop targeted treatment and prevention plans with their patients.

Personalized medicine is helping to shift patient and provider experiences away
from trial-and-error toward a more streamlined process for making clinical
decisions, which will lead to improved patient outcomes, a reduction in unnecessary
treatment costs, and better patient and provider satisfaction. PMC and its members
are leading the way in personalized medicine and in developing evidence showing
how patients and the health care system can benefit from appropriate testing and
tailored treatment as soon as possible during their clinical experiences.



Unfortunately for areas of unmet medical need, the newness of a medical device and, in some cases, small
patient population sizes can create challenges to gathering in a timely manner the clinical evidence needed for
determining coverage and reimbursement for the innovative technologies that make personalized medicine
possible. A survey conducted by the Stanford Byers Center for Biodesign found it takes an average of 5 years
for medical devices to achieve nationwide coding, coverage, and payment.' Technologies that receive
breakthrough designation and marketing authorization from the FDA provide for more effective treatment or
diagnosis of life-threatening or irreversibly debilitating diseases or conditions. Encouraging early discussion
among CMS, FDA, and innovators could help reduce some of the historic delays between FDA market
authorization and Medicare coverage that currently exist. The RAPID pathway represents an important step
toward creating a process that allows for these communications to occur. With the improvements recommended
below, we believe RAPID could provide timelier coverage for, and thus patient access to, technologies
underpinning personalized medicine.

Statement of Neutrality

Many of PMC’s members will present their own responses to CMS on the RAPID pathway notice and will
actively advocate for those positions. PMC’s comments are designed to provide feedback so that the general
concept of personalized medicine can advance, and are not intended to adversely impact the ability of
individual PMC members, alone or in combination, to pursue separate comments with respect to this proposed
pathway or similar coverage modernization initiatives at CMS.

Expanding the scope of RAPID eligible technologies

PMC appreciates the dialogue we have had with CMS for several years as the agency shaped the development
of a new coverage pathway for breakthrough devices, including the agency’s Transitional Coverage for
Emerging Technologies (TCET) pathway and the proposal preceding TCET, the Medicare Coverage of
Innovative Technology (MCIT) pathway.! " Under MCIT, PMC supported a pathway that would provide
coverage to all breakthrough devices immediately upon FDA marketing authorization for up to 4 years. Because
timely coverage of breakthrough devices can improve patients’ access to these technologies and facilitate the
post-market collection of any additional evidence needed to inform future coverage decisions, PMC still
maintains that a voluntary pathway providing immediate coverage after FDA marketing authorization is the
most expeditious approach. Such a pathway would have a transformational effect on the coverage environment
for patients and manufacturers.

Personalized medicines have now accounted for at least a quarter of new drug approvals for each of the last

10 years." Diagnostic tests play a critical role in helping patients and providers evaluate their treatment

options, allow for earlier disease detection, and in some cases reduce the cost and complexity of care.

Whereas MCIT would have applied to all devices that receive breakthrough designation, CMS proposes to
exclude in vitro diagnostics (IVDs) from RAPID. Specifically, the RAPID pathway notice states that “IVD
products will not be accepted into the RAPID coverage pathway.” CMS describes [VDs as a highly specific
area of coverage policy development and states that it has historically delegated review of many such products
to specialized Medicare Administrative Contractors (MACs). The notice further states that most coverage
determinations for breakthrough-designated IVDs should continue through existing MAC pathways. CMS notes
that in cases where CMS and a manufacturer agree that a National Coverage Determination (NCD) is
appropriate for an IVD, the manufacturer may still submit an NCD request through the conventional process
(i.e., not through RAPID). We believe the proposed exclusion of diagnostics does not align with CMS’ goals for
the RAPID pathway and that the agency’s own practices do not support delegating Breakthough-designated
IVD coverage decisions to the MACs. The agency has issued several NCDs that pertain to [IVDs. Two
technologies have completed FDA-CMS Parallel Review, a program created expressly to shorten the interval



between FDA authorization and national coverage. Both were IVDs — a colon cancer screening test'' covered
under NCD 210.3"" and a next-generation sequencing-based IVD"!!! covered under NCD 90.2. Earlier this
year, CMS updated NCD 210.3 and recently added NCD 90.2 to the reconsideration waitlist. These actions are
difficult to align with the rationale used to exclude IVDs from the RAPID coverage pathway.

PMC’s membership includes diagnostics companies as well as clinical and academic laboratories whose
innovations are essential to personalized medicine. For diagnostic tests underpinning personalized medicine, the
lack of clarity and consistency of payer coverage policies within and between states and across clinical areas
creates barriers for providers in adapting to new requirements, practices, and policies associated with advances
in, for example, genomic testing.* These technologies are often developed by teams that face the same coverage
uncertainty as devices. The purpose of RAPID is to facilitate more expeditious national Medicare coverage for a
unique class of devices that are likely to be highly relevant to the needs of the Medicare population. Excluding
diagnostics from RAPID sends a signal that some of the most transformative technologies must continue
navigating costly and fragmented processes. MAC-by-MAC coverage has produced multi-year delays and
geographic variation in access — precisely the problems RAPID is intended to solve. These delays are structural
rather than incidental. The MolDX program governs coverage of molecular diagnostics that are central to
personalized medicine, and its policies apply across MACs representing more than half of the states. Its current
backlog in Local Coverage Determinations (LCDs) produces multi-year delays, during which Medicare
beneficiaries go without access to advances in care. Compounding this problem, MolDX does not allow tests to
undergo the technical assessment (TA) process in the absence of an applicable LCD and as a result, there is no
interim reimbursement mechanism analogous to the claim-by-claim adjudication that occurs in other
circumstances and in other MAC jurisdictions. This results in multiple years of non-coverage for new, clinically
meaningful tests if they do not fit under an existing LCD.

Medicare beneficiaries stand to benefit equally from diagnostic tests that receive breakthrough designation from
FDA and from expedited national coverage under RAPID. In fact, CMS stated in the preceding MCIT proposal
that diagnostic tests that receive breakthrough designation and fall within an existing benefit category would be
eligible for expedited coverage. In addition, for several categories of diagnostics, the NCD process is not merely
customary, but required, making delegation to MACs impossible. Coverage of additional preventive services
that fall outside the regulatory definition of “preventive services” — a category that can include IVDs — may be
added only through the NCD process following a recommendation from the U.S. Preventive Services Task
Force.® Coverage for screening IVDs generally require an NCD rather than an LCD, and for NCD
reconsiderations that pertain to [VDs, the national policy itself must be revised to expand coverage. Reliance on
LCDs can impose undue burden by prolonging the coverage process and requiring multiple determinations to
achieve national coverage, ultimately resulting in fragmented patient access based on geographic locality rather
than whether the device satisfies applicable performance and medical necessity criteria. Given the foundational
role of diagnostic testing to personalized medicine and the importance of diagnostics to patient care, we believe
limiting diagnostic tests’ eligibility for RAPID significantly hinders the pathway’s ability to improve Medicare
beneficiary access to important emerging technologies. PMC strongly urges CMS to reconsider the proposed
exclusion of diagnostics and specify that diagnostic tests that receive breakthrough designation from FDA
are appropriate candidates for the RAPID pathway. If necessary, the agency should create a tailored track or
phased approach that clarifies evidence expectations and coverage timelines for diagnostics under RAPID.

Facilitating timelier Medicare coverage for more technologies

PMC strongly supports CMS’s goal of reducing the prolonged gap between FDA authorization and

Medicare coverage for novel technologies; however, we are concerned about the effect that prioritizing RAPID
NCDs could have on new NCD requests and reconsiderations for technologies that are not eligible for RAPID.
Early FDA-CMS coordination, same-day proposed national coverage determinations, and greater transparency
would be meaningful improvements to benefit patients, however, RAPID requires dedicated, stable coverage



resources to be successful. CMS estimates that approximately 40 devices would qualify initially, with about 20
more subsequently, and the agency acknowledges that it cannot run TCET and RAPID simultaneously.
Prioritizing RAPID ahead of all other NCDs, including those on the existing NCD waitlist — where some
devices have been pending for 5 or more years — risks widening disparities in patient access. If RAPID is
supported by diverting resources from existing coverage work, the pathway may accelerate access for a narrow
set of technologies while prolonging delays for others. Companies that do not qualify for RAPID could find
themselves further back in the queue. This concern is compounded by the pathway’s own design. Because a
device is ineligible for RAPID if it is already the subject of a controlling NCD, a categorical preference for
RAPID NCDs would push every reconsideration behind every new RAPID request. Reconsideration is often the
only means of lifting an outdated national non-coverage policy that current evidence no longer supports and can
therefore carry urgent consequences for beneficiaries. Prioritization of RAPID NCDs should not come at the
expense of new NCDs or reconsideration requests where the NCD process is required to enable coverage.
PMC urges CMS to support RAPID with dedicated resources while strengthening its existing coverage
infrastructure, including regular reporting on the agency’s coverage capacity and timelines for coverage
of RAPID and non-RAPID technologies.

Furthermore, a coverage decision is only meaningful if beneficiaries can receive the technology. Clear transition
mechanisms are necessary to navigate changes experienced as a result of the RAPID pathway’s development.
For example, TCET is paused indefinitely and the RAPID pathway notice does not specify how TCET
participants that built evidence programs around TCET can obtain expedited coverage consideration under
RAPID. We encourage CMS to establish a transition track into RAPID, a grandfathering mechanism, or
a separate expedited pathway recognizing prior CMS engagement. Importantly, physicians and facilities
also need to be paid appropriately for offering services utilizing breakthrough technologies. PMC provided
separate comments to CMS on its hospital inpatient prospective payment system (IPPS) and outpatient
prospective payment system (OPPS) proposed rules for CY 2027.% Xiil These proposed rules significantly
shifted policies for add-on and pass-through payments for breakthrough devices that have helped bridge the gap
between FDA authorization and early provider adoption of new and innovative technologies. CMS announced
that the policy shifts to IPPS and OPPS were made to accommodate RAPID; however, they limited a critical
pathway providers relied on for securing additional Medicare reimbursement for providing patients with access
to breakthrough devices. Given RAPID’s limited scope, we again urge CMS to reverse its IPPS and OPPS
policies requiring breakthrough technologies to demonstrate substantial clinical improvement relative to
existing technologies. Without this reversal the evidentiary burden for innovations that are not eligible
for RAPID will be greater and providers will be required to somehow absorb the increased costs of
providing patients with the cutting-edge care.

Finally, coverage and payment for a new technology requires appropriate coding to describe it. The RAPID
pathway notice outlines an accelerated coverage decision but does not address how a covered device or the
associated clinical service will be reported on a claim. TCET was designed to coordinate benefit category
determination, coding, and payment review together, and CMS should consider preserving that coordination
under RAPID. A final NCD issued 60 to 90 days after FDA market authorization delivers limited practical
benefit if physicians and facilities have no code to report the service. That result could reintroduce additional
unpredictability at the claims level that RAPID is intended to remove. PMC encourages CMS to explore
coding solutions for technologies moving through the RAPID pathway. Early coordination on coding and
payment would help ensure that accelerated coverage translates into more predictable access for
Medicare beneficiaries and providers.

Conclusion

PMC appreciates CMS’ attempts to foster innovation and ensure Medicare beneficiaries have access to
breakthroughs that may improve their health outcomes. We look forward to working with you and your



colleagues at CMS to ensure the Medicare program facilitates patient access to personalized medicine and the
emerging technologies enabling this approach to care. If you have any questions about the content of this letter,
please contact me at 202-499-0986 or cbens(@personalizedmedicinecoalition.org.

Sincerely,

e B

Cynthia A. Bens
Senior Vice President, Public Policy
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