January 14, 2026

JoAnna Baldwin

Deputy Director, Coverage & Analysis Group
Centers for Medicare & Medicaid Services
7500 Security Blvd.

Baltimore, MD 21244

Re: CAG-00430R2 National Coverage Analysis: Transcatheter Aortic Valve Replacement
(TAVR) (and Broader CED Policy Considerations)

Dear Ms. Baldwin,

As authors of “A Roadmap for Improving Medicare’s Application of Coverage With Evidence
Development” recently published in Value in Health," we are writing to comment on the request to
reconsider the National Coverage Determination (NCD) for Transcatheter Aortic Valve
Replacement (TAVR) 20.32 and, more broadly, on the application of Coverage with Evidence
Development (CED) policy.” The request to reconsider the TAVR NCD presents an important
opportunity for CMS to demonstrate how CED requirements should be appropriately retired when
evidentiary goals have been met, consistent with several key recommendations we have made for
improving CED policy.

Clear Criteria for Applying CED and Ending CED Requirements

As has been documented in the academic and gray literature, the lack of clarity around the
criteria and process for applying and reconsidering CED requirements has been a significant
concern.?In our 2023 comments on CMS’s proposed CED guidance, we recommended that CMS
“adopt clear and predictable criteria for when CED should be considered, enabling patient
groups, physicians, hospitals, and innovators to know when to expect the implementation of CED
and plan accordingly.”® The same principle applies to criteria for ending CED: stakeholders
should be able to anticipate when CED requirements will be retired based on objective, pre-
specified standards.” TAVR represents one of the longest-standing CED requirements, with
coverage first established in 2012 and updated in 2019. The extensive body of evidence now
available—including over 30 clinical trials and robust registry data from the STS/ACC TVT
Registry—appears to address the original CED questions posed by CMS. Notably, in 2019, CMS
indicated that developing a periprocedural composite metric incorporating relevant patient health
outcomes was a priority, stating that procedure-related factors contributing to TAVR outcomes
“must be addressed through a composite metric.”* That composite measure, along with the
underlying data to drive it, was published in 2021, drawing on a development cohort of over
52,000 patients and subsequently implemented for public reporting.® Had a transparent
framework for evaluating when CED questions are satisfied existed at that time, CMS could have
initiated reconsideration of the TAVR CED requirements approximately four years ago.

"The opinions expressed herein represent those of the authors and do not represent the positions
of any of their affiliated organizations.



We recommend that CMS use this reconsideration as an opportunity to articulate clearly how
CED requirements will be evaluated for retirement across all cases. This process should include:

1. Objective, ex ante criteria for success: Before CED studies are implemented, CMS
should work with stakeholders to develop objective criteria—based on outcomes that
matter most to patients—that would trigger various CED outcomes (extension, removal, or
revocation of the NCD).?

2. Time-limited CED with defined review milestones: As we have previously
recommended, “CED would apply for up to 3 years, or when the research questions are
answered through sufficient data collection and objective analysis, whichever comes
first,” with “an option to extend CED longer than 3 years, not to exceed another 2 years, if
significant new evidence arises.” We have stated that “CED should not last more than five
years under any circumstances.”?® CED requirements lasting more than a decade, as with
TAVR, risk undermining the policy’s credibility and effectiveness.

3. Fit-for-purpose data collection: We have consistently recommended that CED
requirements be “narrowly address[ed] to the questions or concerns identified, and
remov[ed] as soon as those questions are answered.”® Data collection activities should be
limited to information necessary to answer the original research questions posed by CED,
avoiding unnecessary burdens on clinicians and patients. When validated quality
measures become available that directly address CED questions—as occurred with TAVR
in 2021, when both the composite measure and the underlying registry data to support it
were published and subsequently implemented for public reporting—CMS should evaluate
whether continued CED requirements remain necessary or whether they impose burdens
that exceed their informational value.

Distinguishing CED’s Purpose from Ongoing Quality Improvement

CED is designed to answer specific evidentiary questions about a technology's safety and
effectiveness—not to serve as a permanent infrastructure for quality improvement. While the TVT
Registry has yielded valuable quality improvement benefits, these are ancillary to CED's core
purpose: as we noted in our 2023 comments, CED requirements should be "narrowly address[ed]
to the questions or concerns identified, and remov[ed] as soon as those questions are
answered."® Unless Congress otherwise grants CMS the authority, it is the responsibility of
professional societies, academic institutions, healthcare systems, industry and other non-
governmental stakeholders in the healthcare ecosystem—not CMS—to sustain ongoing quality
improvement efforts. Conflating CED's evidentiary function with quality improvement risks
perpetuating requirements beyond their intended purpose and creates misaligned incentives for
stakeholders who benefit financially from continued mandatory registry participation.

Prioritizing Patient Preferences and Access

Incorporating patient-centered outcomes and validated patient preference information is crucial
in both applying and evaluating CED requirements. In our 2023 comments, we recommended that
CMS adopt “a patient-centered approach to decision-making that includes the patient voice and
perspective” and that the level of significance of outstanding questions “should be weighed using
the priority outcomes of the targeted patient population, supported with evidence of the patient
community’s perspective.”? Published research on patient preferences for TAVR treatment



attributes demonstrates how such data could inform CED policy decisions. A 2021 study found
that patients would tolerate a maximum acceptable mortality risk of 12.6% following TAVR—
substantially higher than the actual 1.1% mortality rate observed with TAVR—and a maximum
acceptable stroke risk of 20.7%, far exceeding observed stroke rates.® Had CMS incorporated
validated patient preference data into its evaluation of TAVR CED requirements, the agency may
have concluded earlier that the risk-benefit profile of TAVR fell well within patients’ tolerance
levels for the specific outcomes of concern, potentially accelerating the timeline for reconsidering
CED requirements.

We also urge CMS to consider how outdated NCD requirements may create barriers to timely
patient access, particularly for underserved populations. In our 2023 comments, we noted that
“coverage constraints that are fit for the purpose of data collection” should guide CED
implementation, and that “if a goal of CED is to collect real-world evidence, coverage should not
be limited to ‘centers of excellence.’”® Recent analysis of CMS data confirms that TAVR’s center-
of-excellence requirements have exacerbated geographic and socioeconomic disparities in
access.’ CED-qualified hospitals are distributed unequally across the country, precluding access
for patients in access-challenged regions: 14-16% the patients treated at CED-qualified hospitals
(i.e. those participating in CED registries and clinical trials) reside in rural areas, compared with
21-25% of the patients treated at non-CED qualified hospitals. Similarly, CED-qualified hospitals
treat fewer low-income subsidy (LIS)-enrolled patients and fewer patients residing in
socioeconomically disadvantaged neighborhoods. These constraints not only reduce equitable
access but also undermine a key goal of CED: to generate evidence on a nationally representative
sample of clinically eligible Medicare beneficiaries. Instead, restricted coverage skews the use of
technologies like TAVR to patients with ready access to academic medical centers and other high-
end medical facilities. Moreover, additional research has shown that CED requirements have
distorted markets and skewed TAVR adoption toward physician practices facing less competition,
as the requirements for substantial prior procedural volume and high upfront investments have
favored practices earning higher profits on larger market shares.’”

Conclusion

The request to reconsider the TAVR NCD provides CMS with an important opportunity to
demonstrate effective implementation of CED policy principles, particularly as they relate to
CMS’s commitment to ending CED. As CMS’s Guidance states, “CMS does not believe that an
NCD that requires CED as a condition of coverage should last indefinitely.”® We recommend that
CMS:

1. Establish a transparent framework with objective, pre-specified criteria for evaluating
when CED requirements have been satisfied and should be retired.

2. Enforce time limits on CED, ensuring that requirements do not extend beyond five years
without compelling justification.

3. Incorporate validated patient preference data into decisions about both the application
and termination of CED requirements.

4. Consider patient access implications of NCD requirements, particularly theirimpact on
underserved populations.



These principles should apply not only to TAVR but to all technologies currently covered under
CED requirements. We encourage CMS to use this reconsideration as a model for implementing
an improved, predictable approach to CED that balances evidence generation with timely patient
access. CMS should also develop a framework clarifying when CED is appropriate, particularly
considering that it may better suit medical devices than pharmaceuticals given differences in FDA
approval standards, care settings, and the greater dependence of device outcomes on provider
skill and intervention. As policy researchers, we appreciate the opportunity to comment on this
important NCD reconsideration and the broader implications for CED policy. We would be happy
to provide any additional information or clarification that might be helpful in improving the CED
process across all applications.

Respectfully,

Darius Lakdawalla, PhD
Quintiles Chair in Pharmaceutical Development and Regulatory Innovation
University of Southern California Schaeffer Center for Health Policy & Economics

Sean Tunis, MD
Senior Fellow
Tufts Center for Evaluation of Value and Risk in Health

Peter Neumann, ScD
Director, Center for the Evaluation of Value and Risk in Health
Institute for Clinical Research and Health Policy Studies, Tufts Medical Center

Danielle Whicher, PhD
Senior Researcher
Mathematica

Emily Zeitler, MD MHS

Associate Professor of Medicine

The Dartmouth Institute for Health Policy and Clinical Practice
Geisel School of Medicine at Dartmouth

Barry Liden, JD
Director of Public Policy
USC Schaeffer Center for Health Policy & Economics
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