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October 15, 2021  
 
Chiquita Brooks-LaSure 
Administrator  
Centers for Medicare and Medicaid Services  
Department of Health and Human Services  
Attention: CMS-3372-P2 
P.O. Box 8013  
Baltimore, MD 21244-8013  
Submitted electronically via www.regulations.gov  
 
RE: [CMS-3372-P2] RIN 0938-AT88 Medicare Program  
Medicare Coverage of Innovative Technology (MCIT) and Definition of “Reasonable 
and Necessary” 
 
Dear Administrator Brooks-LaSure:  
 
On behalf of the Society for Cardiovascular Angiography and Interventions (SCAI), 
thank you for the opportunity to comment on the Centers for Medicare & Medicaid 
Services’ (CMS) Medicare Coverage of Innovative Technology (MCIT) and Definition 
of “Reasonable and Necessary” Final Rule. We share the Administration’s 
commitment to providing Medicare-eligible Americans access to new and innovative 
medical devices that are safe and effective. We appreciate the intent of the MCIT 
pathway to encourage medical device innovation and to efficiently bring these 
products to Medicare patients with life-threatening or debilitating chronic 
conditions. This past September, CMS proposed to stop the plan for the MCIT 
program which was scheduled to begin in December 2021. The rationale provided by 
CMS is that the breakthrough device may not have adequate evidence for both 
safety and efficacy in the Medicare population.  
 
SCAI is a non-profit professional association with over 4,500 members representing 
the majority of practicing interventional cardiologists and cardiac catheterization 
teams in the United States, including those providing percutaneous coronary 
interventions (PCI). SCAI promotes excellence in invasive and interventional 
cardiovascular medicine through education, representation and the advancement of 
quality standards to enhance patient care. 
 
BACKGROUND 
 
The MCIT rule is designed to provide national Medicare coverage as early as the 
same day as Food and Drug Administration (FDA) market authorization for 
breakthrough devices and coverage for up to four (4) years. This new coverage 
pathway has the potential for beneficiaries to access new, breakthrough devices to 
help improve their health outcomes which is part of the stated mission of CMS.  
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As you know, the breakthrough device designation is only given to devices that meet specific criteria 
provided by the 21st Century Cures Act. Under the law, a breakthrough device must provide for more 
effective treatment or diagnosis of a life-threatening or irreversibly debilitating human disease or 
condition and must also meet at least one part of a two-part criterion. The device must be a 
“breakthrough technology” or offering a treatment option when no other cleared or approved 
alternatives exist. The coverage would last for four years from as early as the date of FDA market 
authorization. For MCIT, the breakthrough device must be used in accordance with the FDA indication 
for use label and requires the procurement of continued high-quality data that is assessed by both the 
FDA and CMS at four years for both regulatory and coverage decisions.  
 
NEW DEVICE PATHWAY IMPORTANT 
 
SCAI supports the MCIT program and is concerned that the typical pathways, such as national coverage 
decisions and other existing pathways, will delay care for Medicare patients. We are concerned that 
their health status, given the absence of alternatives for these patients, would suffer. We are in support 
of coverage only for the patients who meet the instructions for use with a concurrent process 
coordinated with CMS and the FDA. The ability of CMS to provide coverage is important to enhance 
device innovation by industry and to enhance the health of our population. We are concerned that 
rescinding this program may adversely impact access to innovation and thereby impede treatment of 
cardiovascular conditions. We do, however, believe that a more coordinated and synergistic effort with 
CMS committed to the parallel tract pathway may be adequate, especially when repeal may appear to 
be inevitable. In either case, we urge haste. We believe that it is important, as well, that the use of the 
Coverage with Evidence Development framework be used to enhance the collection of the necessary 
data to confirm the safety and efficacy of these devices after FDA breakthrough device regulatory 
approval. 
 
SCAI continues to support the close collaboration which is required by FDA and CMS to enable the 
improvement in cardiovascular health of our patients via device innovation. The success of the 
breakthrough device program which can benefit the American public, including CMS eligible patients, 
can only be achieved by patient access which will require both timely regulatory and coverage 
pathways. Should you have questions, please contact Curtis Rooney, Vice President, Government 
Relations at SCAI at crooney@scai.org. 
 
Sincerely, 
 
 
 

    
 
 
 
Timothy Henry, MD, FSCAI     
President        


