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April 26, 2021

Ryan Howe, Ph.D.

Acting Director, Hospital and Ambulatory Policy Group
Centers for Medicare and Medicaid Services

7500 Security Boulevard

Baltimore MD 21244

RE: Level of Supervision of Pulmonary, Cardiac, and Intensive Cardiac Rehabilitation Services
under Physician Fee Schedule and Hospital Outpatient Services

Dear Dr. Howe:

Our organizations would like to offer comments on proposed changes to level of supervision
requirements for pulmonary, cardiac, and intensive cardiac rehabilitation services under the
Physician Fee Schedule and Hospital Outpatient services. In the proposed CY 2021 Hospital
Outpatient Prospective Payment regulation!, CMS proposed that direct supervision for
pulmonary, cardiac, and intensive cardiac rehabilitation services could be met virtually without
requiring the physician’s physical presence in that location. The rationale provided by CMS
explained that this would continue to improve access for patients and reduce burden for
providers after the end of the public health emergency (PHE). Virtual presence would be met
through audio/video real-time communications technology (excluding audio-only), subject to
the clinical judgment of the supervising physician.

CY 2021 final regulations under PFS and HOPPS made two significant changes:

1. Aligned the definitions of virtual direct supervision under the PFS (410.32) and OPPS
(410.27). This provided clarity and consistency, allowing for practical application of this
option.

2. Modified the proposed permanent status of virtual direct supervision from permanent
to expiring at the end of the year that the public health emergency (PHE) expires. This
was done to reconsider any potential negative impact of virtual direct supervision on
the quality of pulmonary, cardiac, and intensive cardiac rehabilitation services.

COVID safety protocols have severely limited and continue to limit patient access to pulmonary,
cardiac, and intensive cardiac rehabilitation services. The inclusion of direct supervision via
virtual presence has improved access for patients during the PHE. It has allowed the relocation
of pulmonary, cardiac, and intensive cardiac rehabilitation services from the hospital to satellite
locations where there is not an MD or DO physically available. Rural and critical access hospitals
(CAHSs) have benefited from the direct supervision waiver by allowing the expansion of program



hours as these services cautiously and gradually re-open to full capacity without the restriction
of a physician required to be physically available to serve in the direct supervision role. This
flexibility has also benefitted these rehabilitation patients throughout the nation, regardless of
geography, through enhanced access to care that should be permanently implemented in CY
2022 rulemaking.

The following information addresses comments submitted following the proposed permanent
status for virtual direct supervision. Questions about safety and oversight were raised by some
commenters in response to the CMS consideration of virtual direct supervision for pulmonary,
cardiac, and intensive cardiac rehabilitation services.

Beneficiaries begin a cardiac, intensive cardiac, or pulmonary rehabilitation program with the
development of an individualized treatment plan (ITP) with the patient. This includes an initial
assessment and exercise prescription that is reviewed and signed by the medical director.

The safety of pulmonary rehabilitation has been well-substantiated. Rates of reported adverse
events are very low at 0.4%.”

Data demonstrating low rates of serious cardiovascular events in cardiac rehabilitation go back
to the 1980s. Findings from three well-known studies are as follows:

e 1 cardiac arrest per 111,996 patient-hours, 3.4 myocardial infarctions per 293,990
patient-hours, 1 death per 783,972 patient-hours®

e 1 event per 49,565 patient-hours of exercise training’

e In higher-risk patients with heart failure, there were similar rates of adverse safety
events in patients randomized to cardiac rehabilitation, compared to patients
randomized to usual care.?

CMS states it intends to monitor the use of interactive audio/video real-time communications
technology to meet the direct supervision requirement through the PHE. The professional
societies believe it will be evident that the quality and safety of pulmonary, cardiac, and
intensive cardiac rehabilitation services are not negatively affected and, in fact, access to these
services is improved with a virtual option for direct supervision.

Thank you for your attention to this matter. Please contact Karen Lui at
karen@grgconsulting.com if any additional information would be helpful for setting policy
proposals.

Sincerely,
American Association for Cardiovascular American Heart Association
and Pulmonary Rehabilitation American Thoracic Society
American Association for Respiratory Care CHEST/American College of Chest Physicians

American College of Cardiology
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