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September 13, 2021 

 
Administrator Chiquita Brooks-LaSure 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, District of Columbia 20201 
 
Re: Medicare Program; CY 2022 Payment Policies Under the Physician Fee Schedule 
and Other Changes to Part B Payment Policies; Medicare Shared Savings Program 
Requirements; Provider Enrollment Regulation Updates; Provider and Supplier 
Prepayment and Post-Payment Medical Review Requirements. 
 
Submitted electronically 
 
Dear Administrator Brooks-LaSure: 
 
Biocom California appreciates the opportunity to offer comments to the Center for 
Medicare and Medicaid Services on CY 2022 Payment Policies Under the Physician Fee 
Schedule.  
 
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 1,400 
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 $372 billion in annual economic output, boosts the state's total gross product by 
$212 billion, supports over 1.4 million jobs, and increases labor income by more than $115 
billion per year1. 
 
 
Summary of Comments 

• Biocom California supports CMS’s proposal to continue audio/video telehealth 
services for the duration of the PHE and encourages the Agency to expand the list of 
Medicare telehealth services permanently. 

• Software and its applicable components and updates in devices are evolving rapidly, 
and we encourage CMS to align with FDA on SaMD AI’s designation as a device, not 
"off the shelf" software, and acknowledge it as a direct Physicians Expense (PE), 
versus an indirect PE. 

 
1 Biocom California 2020 Economic Impact Report Databook. https://www.biocom.org/eir/   

https://www.federalregister.gov/documents/2021/07/23/2021-14973/medicare-program-cy-2022-payment-policies-under-the-physician-fee-schedule-and-other-changes-to-part
https://www.federalregister.gov/documents/2021/07/23/2021-14973/medicare-program-cy-2022-payment-policies-under-the-physician-fee-schedule-and-other-changes-to-part
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• We recommend CMS explore intersectionality in health equity data to address 
inequities in the Medicare system. 

 
Telehealth Expansion 
 
Since the public health emergency (PHE) was declared in early 2020, telehealth has played 
a central role in response to the COVID-19 pandemic. Implementation of telehealth has 
expanded rapidly during the crisis, as policymakers, insurers, and health systems have 
looked for ways to deliver care to patients in their homes to limit the transmission of the 
novel coronavirus. Most of the temporary flexibilities will sunset upon the expiration of the 
PHE, most recently extended by Secretary Becerra through October 20th, 2021.  
 
The proposed rule maintains the expanded list of Medicare-covered telehealth services and 
remote service flexibilities until the end of the calendar year in which the COVID-19 PHE 
ends, or in some cases beyond. Biocom California supports CMS's proposal to continue 
audio/video telehealth services for the duration of the PHE and encourages the 
Agency to expand the list of Medicare telehealth services permanently. The expansion 
of telehealth services helps facilitate public health mitigation strategies by increasing social 
distancing and reduces the strain on healthcare systems by minimizing the surge of patient 
demand on facilities. Telehealth services also help to maintain continuity of care and 
increase participation for those who are medically or socially vulnerable or who do not 
have ready access to providers. We believe that expansion of services beyond the PHE 
should supplement existing services, especially for patients whose conditions may require 
or benefit greatly from face-to-face evaluation, such as mental health and others.  
 

 
Artificial Intelligence  
 
CMS requested feedback on artificial intelligence and the use of innovative technologies to 
understand better the resource costs for services involving their use. We are excited to see 
the Agency exploring opportunities to utilize artificial intelligence in the Medicare system. 
Artificial intelligence has a vital role in medicine and has the potential to allow for 
innovative methods of care, data collection, and solutions. There are many ways that 
artificial intelligence can play a role in the healthcare system, from improving patient 
records to providing algorithms to adjust medical devices in real-time. While all forms of 
artificial intelligence are essential, we note in particular the importance of continuing to 
explore reimbursement for Software as a Medical Device (SaMD). There are over a million 
types of medical devices globally, and as these devices grow in complexity, so does their 
applicable software. Software and its applicable components and updates in devices 
are evolving rapidly, and we encourage CMS to align with FDA on SaMD AI’s 
designation as a device, not “off the shelf” software, and acknowledge it as a direct 
Physicians Expense (PE), versus an indirect PE. 
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Addressing Health Disparities and Promoting Health Equity 
 
Biocom California commends CMS’s continued efforts to address health disparities and 
promote health equity, particularly in regards to increasing comprehensive and usable 
data. We are very committed to addressing health disparities at different levels within our 
organization and member companies. Biocom California commented on the recent draft 
legislation for Cures 2.0 in support of enhancing clinical trial diversity and the Cures 2.0 
proposal to require updates from federal health agencies on efforts to improve diversity in 
clinical trials and identify barriers to participation, which have made it difficult for clinical 
trial sponsors to recruit diverse pools of participants. As leaders in life science, we 
acknowledge our responsibility to provide and promote a more diverse, equitable, and 
inclusive environment for our current and future workforce.  Through Biocom California’s 
Diversity, Equity, & Inclusion (DE&I) initiative and DE&I Task Force, we are taking action to 
advance a welcoming and thriving life sciences industry that recognizes the value of 
individuals with diverse backgrounds, talents, experiences, and perspectives. Our 
commitments include building diversity of representation at the Board Level, partnering 
with professional associations, student groups, and minority-serving institutions to identify 
and promote BIPOC talent, continuing to identify, develop, and promote career exploration, 
hands-on experiences, internships, fellowships, training, and scholarships for 
underrepresented groups and schools to diversify and strengthen the talent pool, and 
more. 
 
We note CMS’ Office of Minority Health’s program developing the Mapping Medicare 
Disparities Tool as a significant accomplishment by the Agency and believe that this tool 
will contribute to the fight to close the health equity gap in Medicare. Biocom California 
recommends CMS explore intersectionality in health equity issues, that is, looking 
into multiple elements of an individual’s identity, culture, or upbringing that may be 
compounding health equity issues—for example, exploring the plight of the disabled 
Latino community versus exploring the Latino and disabled communities separately. 
Biocom California is willing to support CMS in this vital work, should the agency request 
additional support from industry.  
 
We appreciate the opportunity to provide feedback on behalf of our members and thank 
you for your time and diligence in examining our comments. Please contact Biocom’s 
Regulatory Policy Associate, Izzie Omer, at iomer@biocom.org for additional information 
or questions. We look forward to continuing working with you on this critical matter. 
 
Sincerely, 

 
Joe Panetta  
President and CEO 
Biocom California 

https://www.biocom.org/diversity-equity-and-inclusion/pledge/
https://www.biocom.org/diversity-equity-and-inclusion/pledge/
https://www.cms.gov/About-CMS/Agency-Information/OMH/OMH-Mapping-Medicare-Disparities
https://www.cms.gov/About-CMS/Agency-Information/OMH/OMH-Mapping-Medicare-Disparities
mailto:iomer@biocom.org

