February 21, 2023

Dr. Juan Schaening

First Coast Contractor Medical Director
Novitas Solutions

2020 Technology Pkwy

Suite 100

Mechanicsburg, PA 17050

Dear Dr. Schaening:

We write to express disappointment in the process for the Multi-Jurisdictional Contractor Advisory
Committee (CAC) Meeting on Remote Physiologic Monitoring (RPM) and Remote Therapeutic Monitoring
(RTM) for Non-implantable Devices on February 28, 2023. Given the enormous power the Local Coverage
Decision (LCD) process has over access to services and technologies by Medicare patients, we urge you to
consider our recommendations for modifications. Our top concerns are the absence of important studies
from the bibliography, the brevity of scheduled discussion, the combination of RPM and RTM into one
meeting, whether the Medicare Administrative Contractors understand how health care providers
offering RPM and RTM services operate to deliver high-quality care, and the absence of certain clinical
conditions and disease states from consideration.

Pursuant to Section 4009 of H.R. 34-21st Century Cures Act (Public Law No: 114-255), the Local Coverage
Determination process was changed to “help to increase transparency, clarity, consistency, reduce
provider burden and enhance public relations while retaining the ability to be responsive to local clinical
and coverage policy concerns.” ! These changes are reflected in Chapter 13 of the Medicare Program
Integrity Manual which recognizes that:

“...advice rendered by the CAC is most useful when it results from a process of full
scientific inquiry and thoughtful discussion with careful framing of recommendations
and clear identification of the basis of those recommendations.... The CAC is used to
supplement the MAC's internal expertise and to ensure an unbiased and contemporary
consideration of ‘state of the art’ technology and science.”?

We are concerned that advice rendered by the CAC in this instance will not be the result of a full scientific
inquiry, nor will it help ensure unbiased or contemporary consideration of state of the art technology and
science. The ability to utilize remote patient monitoring (whether RPM or RTM) in managing patients post-
hospitalization, and those patients with ongoing chronic disease is essential to better health outcomes.
RPM and RTM provides better patient compliance and improved ability for physicians to manage care
outside of the institution. Given the importance of these new technologies, we urge you to consider the
evidence more comprehensively and allow for more time to digest and discuss the implications of the
findings.

1 MLN Matters, Local Coverage Determinations, Effective October 3, 2018 (available at:
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-
MLN/MLNMattersArticles/downloads/MM10901.pdf).

2 Medicare Program Integrity Manual Chapter 13, February 12, 2019 (available at:
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/pim83c13.pdf)



https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/downloads/MM10901.pdf
https://www.cms.gov/Outreach-and-Education/Medicare-Learning-Network-MLN/MLNMattersArticles/downloads/MM10901.pdf
https://www.cms.gov/regulations-and-guidance/guidance/manuals/downloads/pim83c13.pdf)

The bibliography is missing at least 45 credible studies, including studies from some of the most well-
known physicians using RPM. We understand that individual Subject Matter Experts (SMEs) can submit
studies, but these will not be listed for review by all of the volunteer SMEs nor the MAC Committee and
it is unclear by the agenda whether additionally submitted studies will only be accepted if they pertain to
a condition not already covered by other literature in the bibliography. We urge you to re-issue the list
with a more comprehensive review of the literature, including the resources attached to this letter.

The allocated meeting time is far too short for a fulsome discussion of the topic, especially with RPM and
RTM combined into one meeting. RPM and RTM are very different services, each of which deserve their
own deliberation. You have assembled a group of SMEs who have on-the-ground experience and
important insights into the use of these technologies, and you have asked them in pre-meeting questions
to share that experience. However, you only allow for seventy-five minutes on the agenda for discussion,
which is not enough time for meaningful evidentiary presentation and deliberation. These SMEs are
meant to provide important education to CAC members about the use of RPM and RTM and put the
evidence in context. They must be allowed to share those insights in a meaningful way. Further, we
suggest that you allocated time for an introduction by experts with “on the ground” experience with
remote monitoring on how these monitoring technologies are currently being deployed to improve care
and the payment models which support them.

Finally, we urge you to broaden the evidence related to the wide range of conditions for which RPM/RTM
are appropriate and rely upon the impressive SME expertise collected to determine the most appropriate
studies for review. There is a broad range of chronic conditions for which utilizing RPM and RTM are
appropriate, and limiting the evidentiary review indicates you are considering limiting an LCD to only the
conditions considered. This would leave clinicians currently using RPM outside of cardiology with no
feasible way to continue.

In conclusion, we believe that an inclusive discussion with CAC members on RPM and RTM experiences
and efficacy, consistent with the above, will have immense benefit to MACs, other policymakers, and the
public. We request your partnership in advancing policy that will bring the benefits of digital health
technologies, including RPM and RTM, to American patients equitably.

Thank you for your consideration.

Sincerely,
.” 4 ! ’ \“
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Kyle Zebley Chris Adamec
Senior Vice President, Public Policy Vice President

American Telemedicine Association Alliance for Connected Care
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