
 

 

 

 

October 15, 2021 

 

 

The Honorable Chiquita Brooks-LaSure 

Administrator  

Centers for Medicare & Medicaid Services  

U.S. Department of Health and Human Services  

7500 Security Boulevard  

Baltimore, MD 21244 

 

Re: Medicare Program; Medicare Coverage of Innovative Technology (MCIT) and Definition 

of “Reasonable and Necessary” [CMS-3372-P2] 

 

Submitted electronically 

 

Dear Administrator Brooks-LaSure: 

 

Biocom California appreciates the opportunity to offer comments on the Centers for Medicare and 

Medicaid Services’ (CMS) proposed rule Medicare Program; Medicare Coverage of Innovative 

Technology (MCIT) and Definition of “Reasonable and Necessary” (“the proposed rule”)1. Our 

comments focus on the Medicare Coverage of Innovative Technology (MCIT) pathway. We are not 

commenting on the definition of reasonable and necessary. 

 

Biocom California is the largest, most experienced leader and advocate for California’s life science 

sector, which includes biotechnology, pharmaceutical, medical device, genomics and diagnostics 

companies of all sizes, as well as research universities and institutes, clinical research organizations, 

investors and service providers. With more than 1,500 members dedicated to improving health and 

quality of life, Biocom California drives public policy initiatives to positively influence the state’s 

life science community in the research, development, and delivery of innovative products. 

California’s life sciences industry generates over $400 billion in annual economic activity, supports 

almost 1.4 million jobs, and increases labor income by $131 billion per year2.  

 

Biocom California is disappointed in the proposed withdrawal of the MCIT final rule, which was 

published on January 14, 2021, and would have been effective on December 15, 2021.  

 
1 Federal Register, 42 CFR 405, pp. 51326-51335, September 15, 2021. 
2 Biocom California 2021 Economic Impact Report Databook.  

https://www.govinfo.gov/content/pkg/FR-2021-09-15/pdf/2021-20016.pdf
https://www.govinfo.gov/content/pkg/FR-2021-09-15/pdf/2021-20016.pdf
https://www.biocom.org/eir/


Biocom California comments on CMS’ 2021 MCIT Withdrawal 

 
 

2 

 

Biocom California offered comments on the pathway twice34, in support of both the proposed rule 

and the interim final rule, which would have provided four years of automatic national Medicare 

coverage for medical devices and diagnostics that have been designated as breakthrough by the 

Food and Drug Administration (FDA), starting on the date of FDA market authorization. 

 

Congress recognized that innovative medical technologies are revolutionizing health care by 

enhancing delivery options and improving outcomes, and passed the 21st Century Cures Act of 

2016, which created the Breakthrough Devices Program to expedite the review and approval 

process for innovative devices and diagnostics. However, it did not provide a pathway for the 

coverage of these technologies, which is effectively delaying patients’ access to these 

advancements. 

 

Currently, there can be a significant time lapse between a medical device’s market authorization by 

the FDA and the issuance of coverage policies. This “coverage gap” makes it difficult for Medicare 

beneficiaries to access new technologies, often resulting in high out-of-pocket costs for patients. 

Moreover, it is difficult to predict the time it will take to navigate the Medicare coverage process or 

the evidence that will be required.  

 

An expedited coverage pathway would help increase Medicare beneficiaries’ access to innovative 

products, expand treatment choices for patients and physicians, and support the collection of 

additional clinical evidence that will further improve care, and foster investment in the next 

generation of life-saving technologies. 

 

In addition, the several delays of the MCIT pathway by CMS over the past year, followed recently 

by its proposed repeal, have created uncertainty in the innovation community. The upcoming 

establishment of immediate Medicare coverage has been a de-risking factor for many investors. 

Breakthrough devices are often developed by early-stage companies, for which an automatic 

coverage pathway can make a significant difference in their ability to efficiently market a new 

product.  

 

While public commenters to the final rule have noted that the median time from FDA approval to a 

National Coverage Determination (NCD) publication was 17 months on average, small companies 

generally lack the capital to sustain a period of limited revenue following FDA market 

authorization. Uncertainty over the implementation of the pathway has the potential to divert capital 

investment from medical device research and development, and impact the development of future 

breakthrough innovations.  

 

Therefore, considering the upcoming repeal of the MCIT pathway, Biocom California urges 

CMS to develop an alternative pathway to reimburse breakthrough technologies and issue a 

new proposed rule that addresses the concerns raised by CMS in its proposed withdrawal. 

Please find below our responses to the Agency’s concerns related to second-to-market devices and 

Medicare population. 

 

 
3 Biocom California MCIT Comments, November 2, 2020.  
4 Biocom California MCIT Comments, April 16, 2021.  

https://s3.amazonaws.com/public-inspection.federalregister.gov/2020-19289.pdf
https://www.govinfo.gov/content/pkg/FR-2021-03-17/pdf/2021-05490.pdf
https://www.biocom.org/wp-content/uploads/2020/11/Biocom-MCIT-Pathway-Comment-Letter-11.2.20-1.pdf
https://www.biocom.org/wp-content/uploads/2021/04/Biocom-MCIT-Pathway-Comment-Letter-16Apr2021-FINAL.pdf
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Breakthrough Devices and Second-To-Market Devices 

 

CMS notes in this proposed rule that some commenters to the September 2020 proposed rule 

expressed concern that the MCIT pathway could give breakthrough technologies an unfair 

advantage that would be unavailable to subsequent market entrants, thereby decreasing innovation 

and market competition. CMS acknowledges that there are drawbacks to limiting coverage through 

the MCIT pathway only to those devices that are part of the Breakthrough Devices Program. 

Biocom California does not believe that the existence of a coverage pathway for breakthrough 

technologies impede second-to-market or other products access to reimbursement. 

 

The designation of a device as ‘breakthrough’ by the FDA requires two criteria: that the device 

provides for more effective treatment or diagnosis of life-threatening or irreversibly debilitating 

human disease or conditions and that it must satisfy one of the following elements: 

 

• It represents a breakthrough technology 

• No approved or cleared alternatives exist 

• It offers significant advantages over existing approved or cleared alternatives 

• Device availability is in the best interest of patients  

 

Breakthrough approval is expeditated by the FDA due to the significant impact the technology 

could have on a patient population, which played an important role in the initial policy decisions 

regarding creating the MCIT pathway. The existence of a breakthrough device should not impede 

innovation and, in fact, provides more predicate devices for following products to use for their own 

FDA review process.  

 

We do not support the assumption that breakthrough technologies, which by their character 

are cutting-edge and first-of-their-kind, have an unfair advantage over products that follow 

solely because breakthrough devices have a dedicated option for reimbursement. Biocom 

California notes that the development of the MCIT pathway is an additional reimbursement 

option and does not limits access to traditional reimbursement methods for other products, 

including National Coverage Determinations, Local Coverage Determinations, and the 

Parallel Review Program.  

 

 

 

Medicare Patient Benefit/Protection 

 

In the proposed rule, CMS outlines concerns that the Medicare population is not sufficiently 

represented in the clinical studies for breakthrough devices and CMS also notes that some clinical 

trials that were conducted to support market authorization through the breakthrough devices 

pathway lack data on patients older than 65, patients with disabilities, and patients with end stage 

renal disease (ESRD). This is a generalization about all breakthrough devices when clinical trial 

populations vary based on the device.  
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The FDA holds the authority to decide if a device is safe and effective for the patient population and 

rigorously reviews clinical data to ensure patient safety. The FDA is already exploring enhancing 

the diversity of clinical trials, and Biocom California encourages CMS to collaborate with and 

support FDA’s initiatives to do so. 
 

 

Biocom California is dedicated to improving patient access to innovative technologies and thanks 

you again for the opportunity to provide these comments. We are disappointed about the withdrawal 

of this critical rule and urge the agency to develop an alternative pathway to reimburse 

breakthrough devices and provide timely access to these innovative technologies for the Medicare 

population. If you have any questions about these comments, please contact Isabel Omer, 

Regulatory Policy Associate at iomer@biocom.org.  
 

Sincerely, 

 
Joe Panetta  

President and CEO 

Biocom California 

mailto:iomer@biocom.org

