
 

 
 

 
September 2, 2025 

 
 
The Honorable Dr. Mehmet Oz 
Administrator 
Centers for Medicare & Medicaid Services  
Department of Health and Human Services  
200 Independence Avenue, S.W.  
Washington, District of Columbia 20201 
 
 
RE:  Comments of the Connected Health Initiative, Medicare and Medicaid 

Programs: Hospital Outpatient Prospective Payment and Ambulatory Surgical 
Center Payment Systems; Quality Reporting Programs; Overall Hospital Quality 
Star Ratings; and Hospital Price Transparency (CMS-1834-P; 90 FR 33476)  

 
 
Dear Administrator Oz: 
 
The Connected Health Initiative (CHI) appreciates the opportunity to provide input and 
suggestions to the Centers for Medicare & Medicaid Services (CMS) on its proposed 
updates to the Medicare Hospital Outpatient Prospective Payment System (OPPS) and the 
Medicare Ambulatory Surgical Center (ASC) payment system for calendar year (CY) 2026.1 
 

I. Introduction & Statement of Interest 
 
CHI is the leading multistakeholder policy and legal advocacy effort dedicated to 
connected health technologies that improve health outcomes and reduce costs. We seek 
to advance responsible pro-digital health policies and laws in areas including 
reimbursement/payment, privacy/security, effectiveness/quality assurance, U.S. Food and 
Drug Administration (FDA) regulation of digital health, health data interoperability, and the 
rising role of artificial/augmented intelligence (AI) in care delivery. For more information, 
see www.connectedhi.com.  
 

II. Connected Health’s Integral Role in the Future of Medicare 
 
 

 
1 89 Fed Reg 59186. 

http://www.connectedhi.com/
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Data and clinical evidence from a variety of use cases continue to demonstrate digital 
health technologies available today improve patient care, prevent hospitalizations, reduce 
complications, and improve patient engagement. These benefits are particularly impactful 
for the chronically ill. Connected health tools, including wireless health products, mobile 
medical devices, software as a medical device, mobile medical apps, and cloud-based 
portals and dashboards, can fundamentally improve and transform American healthcare. 
Despite the proven benefits of connected health technology to the American healthcare 
system, statutory restrictions and CMS regulatory-level policy decisions, among other 
constraints, inhibit the use of these solutions. As a result, there was low utilization of 
digital health innovations prior to the COVID-19 public health emergency (PHE), despite 
the ability to drastically improve beneficiary outcomes and generate immense cost 
savings.  
 
Further, as discussed below in further detail, CMS should support the use of wearables 
and patient-generated health data (PGHD) through AI. There are various applications of AI 
systems in health care such as research, health administration and operations, population 
health, practice delivery improvement, and direct clinical care. Payment and incentive 
policies must be in place to invest in building infrastructure, preparing personnel and 
training, as well as developing, validating, and maintaining AI systems with an eye toward 
ensuring value. Payment policies must incent a pathway for the voluntary adoption and 
integration of AI systems into clinical practice as well as other applications under existing 
payment models. As a community, we continue to support CMS’ efforts to utilize advanced 
technology to augment care for every patient. With the congressionally mandated shift 
from fee-for-service to value-based care in Medicare now overdue, it is essential CMS 
continues efforts to advance the range of connected health innovations that will help 
American healthcare improve outcomes and cost savings. 
 
Thanks to CMS’ expanded support, reliance on digital health technologies has increased 
over the last decade. Use of these tools continues to allow many underserved populations’ 
access to prevention, diagnosis, and treatment for both acute and chronic conditions. 
CMS should leverage every opportunity for permanent policy changes that will incent 
responsible deployment and use of innovative digital health technologies that will be vital 
in ensuring that no American beneficiary is left behind. Over the years, CMS has proactively 
supported the integration of AI within its OPPS rule by including reimbursement pathways, 
soliciting ongoing stakeholder feedback, and adapting regulatory safeguards that enable 
the use of innovative AI-driven technologies in clinical settings. Most recently, CMS 
finalized its policy to reimburse for AI-powered services such as cardiac assessments 
using advanced ECG algorithms under the 2026 OPPS final rule.  
 
While the developments discussed above represent important digital health policy 
changes, the pace of uptake for digital health innovations in the Medicare system 
continues to lag when compared to the well-established benefits and efficiencies this 
cutting-edge technology offers. As a community, we continue to support CMS’ efforts to 
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utilize advanced technology to augment care for every patient through its OPPS policies. It 
is essential that the OPPS and ASC leverage the wide range of connected health tools and 
services available today, as well as those in development to advance care and lower costs. 
 

III. Connected Health Initiative Views on Various CMS Proposed 2026 OPPS 
ASC Policies 

 
CHI provides the following specific input on a variety of CMS’ proposals impacting digital 
health interests in its draft CY2026 OPPS rule: 
 
 

a. Chronic Disease and Behavioral Health Management 
 
CHI appreciates CMS’ consideration of ways to enhance chronic disease prevention and 
management efforts under Medicare, including whether gaps in coverage are impeding the 
effective delivery of services that address underlying contributors to chronic illness, such 
as social isolation and physical inactivity. Digital health technologies offer tremendous 
potential to advance Medicare’s prevention and treatment efforts by improving access, 
engagement, and early intervention. Most notably, wearable health devices have become 
widely available as tools to empower patients to proactively engage in their own efforts to 
combat disease. Wearables that provide timely and actionable patient-generated health 
data (PGHD) enhance situational awareness for both the patient and their care team, 
better informing decisions related to preventative measures and treatment plans. Recent 
advancements in edge computing (processing and storing data closer to the device), cloud 
computing, and AI/machine learning have enabled the development of numerous personal 
and population health innovations. Notably, wearables provide health insights through 
measuring various physiological and therapeutic metrics, including activity levels, sleep 
patterns, heart rate variability, and oxygen saturation. Such readings are critical to the 
detection of early warning signs that often signal the onset or further development of 
disease, providing a critical window to prevent disease. Further, chat-based healthcare 
services can play a vital role in preventing and managing chronic diseases by providing 
continuous support, empowering patients with timely information, and enabling early 
intervention through accessible and personalized communication with care teams. Such 
functionalities that support disease prevention and improve engagement in care provide 
CMS with an immense opportunity to reduce costs, and wearables and the data they 
provide should be the foundation for any modernized healthcare system. CMS can, and 
should, transform the Medicare system to embrace the preventative tools that wearables 
and PGHD provide. CMS can do this through, for example, launching new programs 
modeled after the Diabetes Prevention Program, which is set to see further virtualization in 
the CY2026 rule. CMS should consider new incentives to promote orchestration amongst 
devices and apps, which would encourage the creation of scalable, integrated solutions 
while helping to reduce the inefficiencies and complexity associated with managing 
multiple apps and devices. 
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CHI also recommends that CMS broaden Medicare coverage for digital care navigation 
services beyond the current focus on breast and cervical cancer, in order to provide timely, 
coordinated care across a wider range of conditions. While recent policy updates 
appropriately recognize the importance of navigation in cancer screening and follow-up, 
beneficiaries with other complex or chronic conditions, such as cardiovascular disease, 
musculoskeletal disorders, and mental health challenges, could also benefit from 
personalized, technology-enabled support. 
 
Further, CHI has encouraged CMS to, in the PFS, enhance the uptake, accessibility, and 
effectiveness of the Annual Wellness Visit (AWV) by integrating at-home diagnostic 
specimen collection solutions. These innovative technologies enable patients to collect 
samples easily and privately at home, which can then be sent to labs for testing. This 
approach complements in-person AWVs by making preventive care and chronic disease 
management more convenient and accessible, especially for patients with limited mobility 
or those in remote areas. Currently, CMS’ practice expense methodology does not fully 
capture costs related to at-home testing, such as shipping kits to patients, sending 
specimens to labs, and the cost of the collection devices themselves. For example, CPT 
code 99001, which addresses specimen handling, is bundled with other services and not 
separately reimbursed, and there are no codes for many at-home testing kits like those for 
cervical cancer or HPV. This gap slows adoption of at-home testing, potentially increasing 
the cost and difficulty of preventive care. Given that many adults miss routine visits due to 
access barriers and that rural populations face worse health outcomes partly because of 
limited care access, CMS should advance policies that support at-home diagnostic 
specimen collection to improve AWV participation and preventive care efficiency. 
 
To address gaps, CMS notes that it is considering the creation of distinct billing codes for 
interventions including intensive lifestyle programs, medically tailored meals, FDA-cleared 
digital therapeutics, and motivational interviewing. CHI supports the creation of such 
billing codes, while strongly encouraging their being inclusive of the range of digital health 
innovations described above in this comment, as appropriate. 
 
 

b. Mental Health Services 
 
CHI continues to support CMS permitting mental health services furnished remotely by 
hospital staff using communications technology to beneficiaries in their homes as covered 
outpatient department services payable under the OPPS, and to create OPPS-specific 
coding for these services. We encourage CMS to responsibly expand the availability of 
critical mental health services already demonstrated to improve patient outcomes while 
reducing costs. CHI appreciates CMS’ clarifications on remote mental health Healthcare 
Common Procedure Coding System (HCPCS) codes and its creation of C79XX, which 
builds on its finalizing HCPCS codes for mental health services furnished by hospital staff 
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to beneficiaries in their homes through communications technology in the CY2023 OPPS 
rule. 
 
However, CHI also continues to oppose CMS requirements for in-person service within six 
months prior to the initiation of the remote service and then every 12 months thereafter, 
with exceptions to the in-person visit requirement allowed to be made based on 
beneficiary circumstances (with the reason documented in the patient's medical record), 
and that more frequent visits are also allowed per clinical needs on a case-by-case basis. 
Requirements for in-person service in order to receive remote mental health services 
directly undermines the goal of making such services more widely available and places 
America’s most vulnerable beneficiaries at risk during a pandemic. Further, the 
requirement would place special restrictions on mental health services without any 
evidence to justify the stricter treatment of telemental health services. CHI strongly 
encourages CMS to discard its proposed in-person restrictions from its rules for 
telemental health entirely. Should CMS elect to retain such restrictions, we support 
similarly retaining the ability for exceptions to the in-person visit requirement allowed to be 
made based on beneficiary circumstances. CHI therefore supports CMS’ proposal to delay 
the in-person visit requirements for mental health services furnished remotely by hospital 
staff to beneficiaries in their homes until January 1, 2026.  
 
Further, CHI encourages CMS to permit audio-only interactive telecommunications 
systems to be used to furnish mental health services in instances where the beneficiary is 
not capable of, or does not consent to, the use of two-way, audio/video technology. Such 
flexibilities are appropriate and reflect allowances made for telemental health in other 
CMS payment rules. 
 
 

c. Virtual Direct Supervision of Cardiac Rehabilitation (CR), Intensive 
Cardiac Rehabilitation (ICR), Pulmonary Rehabilitation (PR) Services 
and Diagnostic Services Furnished to Hospital Outpatients 

 
CHI appreciates CMS’ discussion of virtual direct supervision in the draft CY2026 OPPS 
and has long urged CMS to permit remote supervision as widely as practicable on a 
permanent basis. We therefore support CMS proposals to permanently extend flexibilities 
in the OPPS related to virtual direct supervision for cardiac rehabilitation, intensive cardiac 
rehabilitation, and pulmonary rehabilitation and diagnostic services via audiovisual 
communications technology (excluding audio-only technologies). 
 
 

d. Needed Support for Remote Monitoring in OPPS 
 
CHI renews its call for CMS to take all steps necessary to ensure that critical access 
hospitals (CAHs) and rural emergency hospitals (REHs) are able to provide services via the 
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most appropriate and accessible modality, whether live voice/video or asynchronous 
modalities including remote monitoring. CAHs and REHs, at the front lines of care for 
America’s most underserved populations, need the ability to monitor key PGHD metrics. 
CAHs and REHs should enjoy support that Federally-Qualified Health Centers (FQHCs) 
and Rural Health Clinics (RHCs) enjoy for remote monitoring in the PFS. 
 
We further request that CMS allow for the care management services captured in remote 
monitoring CPT Codes to be billed when provided by a hospital’s clinical staff, in alignment 
with CMS’ approach to Chronic Care Management (CCM), Principal Care Management 
(PCM), Transitional Care Management (TCM), and Behavioral Health Integration (BHI) 
services, which are billable across sites of care and where remote monitoring is 
appropriately used as a follow-up to a hospital stay (even when that facility does not have 
an independent medical group). 
 
 

e. Quality Measures for Various Digital Health Use Cases:  
 
CHI encourages CMS to adopt measures that advance value and protect against overuse 
and fraud, while avoiding overburdensome requirements to alleviate provider burnout. 
CMS is also encouraged to avoid technology-specific mandates that reduce providers’ 
ability to adopt and scale their use of digital health tools to best provide value to 
beneficiaries. CMS should acknowledge that the use of digital health tools and a more 
connected care continuum lends to the easier tracking of quality and efficacy, and makes 
detection of overuse and fraud easier.  
 
 

f. Software-as-a-Service and Artificial Intelligence’s Use in the 
Medicare System 

 
CHI appreciates CMS’ request for information on alternative and consistent payment 
methods for software as a service (SaaS) services under the OPPS to consider for future 
rulemaking. Leveraging health data with AI tools holds incredible promise for advancing 
value-based care in research, health administration and operations, population health, 
practice delivery improvement, and direct clinical care. Payment and incentive policies 
must be in place to invest in building infrastructure, preparing personnel and training, as 
well as developing, validating, and maintaining AI systems to ensure value. CHI is 
immensely appreciative of CMS’ efforts to responsibly bring AI to the Medicare system in a 
way that will benefit all providers and patients. 
 
As part of its commitment to responsibly advance AI in healthcare, CHI has assembled a 
Health AI Task Force consisting of a range of innovators and thought leaders. CHI’s AI Task 
Force has developed a range of resources, including a position piece supporting AI’s role in 
healthcare, a set of principles addressing how policymakers should approach the role of AI 
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in healthcare, and a terminology document targeted at policymakers.2 Even more recently, 
CHI’s AI Task Force has developed Good Machine Learning Practices, specifically for AI 
development and risk management of AI meeting the FDA’s definition of a medical device;3 
recommendations on ways to improve transparency for caregivers, patients, and others 
necessary for the appropriate uptake of AI tools across the care continuum;4 and, most 
recently, a framework that advances a shared responsibility for efficacy and safety across 
the healthcare AI value chain.5 
 
Although SaaS AI has various definitions based on context and sector-specific qualifiers, 
most individuals in the field would agree that AI includes systems or machines that mimic 
human intelligence to perform tasks. AI is an evolving constellation of technologies that 
enables computers to simulate elements of human thinking – learning and reasoning 
among them. Furthermore, AI is a multidimensional term that encompasses a range of 
approaches and technologies, such as machine learning (ML) and deep learning, where an 
algorithm can adapt by “learning” when exposed to new inputs, allowing for independent 
or assisted decision making. AI-driven algorithmic decision tools and predictive analytics 
are having, and will continue to have, substantial direct and indirect effects on Americans. 
Some forms of AI are already in use to improve American consumers’ lives today. For 
example, AI can augment efforts to detect financial and identity theft and to protect the 
communications networks upon which Americans rely against cybersecurity threats. 
 
If leading policymakers such as CMS navigate the challenges and opportunities effectively, 
AI will improve beneficiaries’ lives through faster and better-informed decision making 
enabled by cutting-edge distributed cloud computing. AI will also provide for more 
effective governance through its ability to enhance infrastructure foresight and support 
efficient budgeting decisions. AI will beneficially impact every aspect of Americans’ lives if 
we encourage ethical innovation at AI’s beginning stages.  
 
Along with these transformative benefits, AI raises a variety of unique considerations for 
societal concerns that policymakers must address to realize the promise of AI. 
Policymakers must find a balanced approach to the implementation of AI innovation with 
necessary safeguards to protect consumers and society. It is important that policymakers 
consider the variety of stakeholders that AI may influence. This is especially true in the 
healthcare context when making statutory and regulatory changes impacting AI. Such 

 
2 The CHI Health AI Task Force’s deliverables are accessible at https://actonline.org/2019/02/06/why-does-
healthcare-need-ai-connected-health-initiative-aims-to-answer-why/.  
3 The CHI’s Good Machine Learning Practices are available at https://bit.ly/3gcar1e.  
4 The CHI’s recommendations on necessary policy changes to enhance transparency for healthcare AI are 
available at https://bit.ly/3Gd6cxs.  
5 The CHI’s Roles and Interdependencies Framework is available at https://connectedhi.com/wp-
content/uploads/2024/02/CHI-Health-AI-Roles.pdf.  

https://actonline.org/2019/02/06/why-does-healthcare-need-ai-connected-health-initiative-aims-to-answer-why/
https://actonline.org/2019/02/06/why-does-healthcare-need-ai-connected-health-initiative-aims-to-answer-why/
https://bit.ly/3gcar1e
https://bit.ly/3Gd6cxs
https://connectedhi.com/wp-content/uploads/2024/02/CHI-Health-AI-Roles.pdf
https://connectedhi.com/wp-content/uploads/2024/02/CHI-Health-AI-Roles.pdf
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changes must be based on risk of harm and benefit accounting for a host of factors, 
including evidence of safety and efficacy including addressing bias, AI system methods, 
level of automation, transparency, and conditions of deployment. We urge CMS, when 
considering the value of AI in healthcare, to view the proposition through the lens of the 
“quadruple aim” framework. Built on the Institute for Healthcare Improvement’s “triple 
aim,”6 a widely accepted compass to optimize health system performance,7 the quadruple 
aim focuses on four key metrics for optimizing health systems to meet the needs a wide 
range of key stakeholders and communities. The four areas are (1) enhancing population 
health; (2) improving patient experience, satisfaction, and health outcomes; (3) better 
clinician and healthcare team experience and satisfaction; and (4) lowered overall costs of 
healthcare. 
 
AI can dramatically reduce administrative burdens, improve physicians’ ability to care for 
their patients, and permit resource redeployment within Medicare to better serve the most 
vulnerable populations. Furthermore, AI has also demonstrated an ability to help manage 
public health emergencies at the state level. In addressing the COVID-19 pandemic, health 
authorities found that AI greatly assists in population health management (infection 
trends, resource management, etc.), as well as in diagnosis and treatment of individuals.8 
Additionally, AI played a role in tracking helpful research that contributed to the COVID-19 
vaccine.9  
 
AI-enabled tools offer great promise in overcoming the challenges faced by clinicians, 
health systems, health plans, and public health officials working to advance population 
health management and public health. Social determinants of health (SDOH) can also 
provide key indicators of health and well-being, helping providers and health plans manage 
population health. This can provide public health officials, healthcare systems, and 
providers near real-time access to essential and actionable data to assist with more timely 
and accurate population level disease surveillance and health care resource distribution. 
As more systems are created and deployed, the opportunity for AI to help improve 
healthcare outcomes across communities is significant, with estimates suggesting 
outcomes could be improved by 30-40 percent.10 
 

 
6 http://www.ihi.org/engage/initiatives/tripleaim/pages/default.aspx.  
7 Thomas Bodenheimer, MD and Christine Sinsky, MD, From Triple to Quadruple Aim: Care of the Patient 
Requires Care of the Provider, Ann Fam Med November/December 2014 vol. 12 no. 6 573-576. 
8 https://hbr.org/2020/04/how-hospitals-are-using-ai-to-battle-covid-19.  
9 https://www.wired.com/story/opinion-ai-can-help-find-scientists-find-a-covid-19-vaccine/.  
10 Nicole Lewis, Artificial Intelligence to play key role in population health, Medical Economics (2017) 
(available at http://www.medicaleconomics.com/medical-economics-blog/artificial-intelligence-play-key-
role-population-health). 

http://www.ihi.org/engage/initiatives/tripleaim/pages/default.aspx
https://hbr.org/2020/04/how-hospitals-are-using-ai-to-battle-covid-19
https://www.wired.com/story/opinion-ai-can-help-find-scientists-find-a-covid-19-vaccine/
http://www.medicaleconomics.com/medical-economics-blog/artificial-intelligence-play-key-role-population-health
http://www.medicaleconomics.com/medical-economics-blog/artificial-intelligence-play-key-role-population-health
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Implementation of AI healthcare tools can not only reduce overall healthcare costs 
directly, but also contribute to increased efficiencies that address challenges such as lack 
of care coordination, overtreatment, low value of care, burdensome administrative 
processes, and identification of fraud and abuse within medical systems. These 
efficiencies will enable professional medical staff to spend more time with patients by 
utilizing tools that rely on AI to analyze large datasets, facilitating more informed patient 
care. Healthcare experts see enormous promise in AI’s ability to more accurately capture 
and leverage the range of health data available. Estimates suggest successful use of AI 
applications will create $150 billion in annual savings for the U.S. healthcare economy 
alone by 2026 (note that this savings estimate should be considered conservative, as it 
only includes a “top 10” of AI scenarios, such as assisted surgery, virtual nursing 
assistants, and administrative workflow assistance).11 More efficient and timely use of 
health data will provide many further benefits across a range of further scenarios and use 
cases. Because improved patient outcomes for Medicare beneficiaries will entail allotting 
resources to services other than those addressing acute and chronic illnesses, AI can help 
bring the right resources to the right areas to support additional services such as therapy, 
tailored case management, habilitative services, and transport and translation costs.  
 
CHI appreciates CMS’ efforts to responsibly bring AI to the Medicare system in a way that 
will benefit all providers and patients. To date, CMS has taken a number of important steps 
to make AI’s benefits available to more caregivers and patients, including incrementally 
extending support for AI use cases in the OPPS. Relatedly, CMS has also updated its PFS 
rules to provide national payment rates for AI’s responsible use in addressing specific use 
cases, such as in diabetic retinopathy; and integrating AI into value-based care, 
specifically in various Quality Payment Program Merit-based Incentive Payment System 
(MIPS) quality measures. 
 
In its proposed CY2026 OPPS rule, CMS briefly tees up a wide range of questions about the 
use of software-as-a-service and AI in health to better understand the resource costs for 
services involving their use. We are encouraged by CMS’ leadership in exploring medical AI 
definitions, present and future AI solutions, how AI is changing the practice of medicine, 
and how Medicare can best leverage SaaS and AI innovations. 
 
We generally encourage CMS to monitor health AI developments that it can build on. For 
example, the CPT® Editorial Panel accepted the addition of a new Appendix S to provide 
guidance for classifying various AI applications. The Panel intended the Appendix to be 
consulted for code change applications to describe work associated with the use of AI-
enabled medical services and/or procedures. This taxonomy provides guidance for 
classifying various AI applications (e.g., expert systems, machine learning, algorithm-
based services) for medical services and procedures into one of three categories: 

 
11 Accenture, Artificial Intelligence: Healthcare’s New Nervous System (2017), available at 
https://www.accenture.com/_acnmedia/PDF-49/Accenture-Health-Artificial-Intelligence.pdf#zoom=50.  

https://www.accenture.com/_acnmedia/PDF-49/Accenture-Health-Artificial-Intelligence.pdf#zoom=50
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assistive, augmentative, or autonomous, and its adoption represents a significant step 
forward in the evolution of CPT® coding. 
 
The Need for Updates to CMS’ Practice Expense Data Collection and Methodology 
 
Over recent years, CMS has issued multiple requests for comments and information on 
technology and digital medicine topics, which parallel the topics addressed in this year’s 
SaaS Request for Information. Despite CMS’s repeated inquiries about software-based 
technologies and AI, and concerns about outdated methodologies for supporting clinical 
decision-making in outpatient and physician office settings, the agency has yet to provide 
substantive public clarity. CMS can, and should, make overdue modernization to its 
policies by explicitly incorporating Software as a Medical Device into the current payment 
methodology as a Direct Practice Expense Relative Value Unite (RVU). 
 
While CMS has traditionally considered SaMD to be an indirect cost (effectively, a refusal 
to reimburse any costs for SaMD), beginning in 2022, CMS has consistently indicated its 
interest in revising its approach to SaMD. Until that systemic change is accomplished, 
CMS has been cross-walking payment rates for SaMD-inclusive codes to different services’ 
whole rates that are similar to what CMS would have paid if the SaMD product had been 
included as a direct input. CHI appreciates these interim steps taken by CMS, but 
recognizes that cross-walking is not a long-term solution. Given the rise of digital health 
solutions, CMS now has an ethical obligation to steward Medicare beneficiary access to 
leading clinically-validated SaMD treatment solutions. CMS should seize this opportunity 
to advance meaningful practice expense (PE) methodology reform, taking a leadership role 
in advancing modernized coverage and payment policies across the U.S. healthcare 
ecosystem. 
 
In particular, SaMD must be classified as a Direct Practice Expense under medical 
equipment, not as “computer software” that falls under indirect and non-allocable 
practice expenses. CMS has acknowledged that its current PE methodology struggles to 
account adequately for innovative technologies like software algorithms and AI. PE 
consists of direct costs (clinical labor, medical supplies, medical equipment) and indirect 
costs (administrative labor, office expenses, and other costs including computer 
software); direct costs are estimated per service, while indirect costs are mostly non-
allocable and based on outdated data from the Physician Practice Information Survey last 
conducted in 2007-2008, before many current digital health technologies existed. Software 
supporting clinical decision-making is simply “other expenses” like administrative labor. 
Since SaMD qualifies as a medical device, the regulatory and financial responsibilities for 
SaMD manufacturers are as stringent as those for hardware device makers. Therefore, 
categorizing SaMD as an indirect expense is inappropriate; it should be recognized and 
reimbursed as a direct practice expense aligned with medical equipment, whether 
physical or software-based. 
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It is inaccurate for CMS to exclude SaMD from its existing payment framework by treating it 
as indirect "computer software" rather than direct medical equipment PE. Historically, 
CMS has recognized procedure-specific software as direct PE inputs. SaMD continuously 
evolves with updates and cybersecurity improvements, which should be accounted for as 
direct PE costs, similar to disposable medical supplies. Although CMS has acknowledged 
that its PE methodology struggles to capture costs related to “computer software” 
properly, it has the authority and ability to integrate SaMD appropriately as direct PE. SaMD 
services are distinct procedures, as demonstrated by CMS’s coverage of augmentative 
software codes like Fractional Flow Reserve derived from Computed Tomography, which 
have defined beginnings and ends akin to new technology classifications in hospital 
outpatient settings. Additionally, as AI increasingly augments or replaces provider work, 
CMS and the American Medical Association (AMA) have begun developing taxonomies to 
classify AI applications in healthcare. With AI automating professional work (e.g., 
autonomous retinal imaging analysis), CMS should apply existing direct PE payment 
methodologies to SaaS/SaMD reflective of medical equipment, not reduce it to indirect 
expense. 
 
CHI strongly encourages CMS to make valuable SaaS/SaMD more accessible to Medicare 
beneficiaries by evolving its PE methodology to reflect the value that software provides by 
incorporating the value of software into CPT codes to address PE and/or work intensity for 
RVUs. Specifically, the value of services delivered by a physician to interpret or act on new 
digital health technology information should be included in work RVUs, and the value of 
the software used to address improvements and efficiency in patient care should be 
factored into practice expense RVUs. As CMS allows for SaaS reimbursement as direct 
supply inputs, CMS should obtain the most accurate estimate of the per-service cost of 
the input as possible, particularly by relying on invoices. CMS’ equipment amortization 
formula should only apply in the case of locally installed computer programs with an 
upfront payment where a useful life can be estimated and where that SaaS is only used in 
one service at one time. Further, because a service is represented by a fee does not mean 
that there are no indirect practice costs associated with using the service. 
 
Relatedly, CHI is aware of CMS’ position (most recently articulated in the finalized TCET 
rule) that CMS does not have authority to establish new benefit categories, and that benefit 
categories are statutory and established by Congress. However, the authorizing statutory 
language for Medicare does not address digital health technology (with the exception of 
Medicare Telehealth Services, which are specifically addressed in statute) and also does 
not limit CMS’ ability to provide coverage for digital health technologies within its existing 
benefit categories. Under its existing authority, CMS can and should exercise flexibility 
when determining whether a potential device or diagnostic falls within a Medicare benefit 
category by considering how such a solution may already be eligible for inclusion in an 
existing benefit category even if not explicitly outlined in statute. Notably, CMS should 
bring eligible digital health innovations into Medicare beneficiaries’ care continuum by 
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clarifying whether digital medical devices, such as SaMD, are included in existing benefit 
categories and if so, which category. 
 
CY2026 offers an excellent opportunity for continued CMS leadership and for timely and 
impactful policy changes to further support the responsible deployment of AI to benefit 
Medicare beneficiaries. We strongly urge CMS to: 

• Align with CHI’s leading detailed health AI recommendations, including: 

o CHI’s general principles addressing how policymakers like CMS should 
approach the role of AI in healthcare: https://connectedhi.com/wp-
content/uploads/2022/02/Policy-Principles-for-AI.pdf  

o CHI recommendations on ways to improve transparency for caregivers, 
patients, and others necessary for the appropriate uptake of AI tools across 
the care continuum: https://connectedhi.com/wp-
content/uploads/2022/02/AdvancingTransparencyforArtificialIntelligenceint
heHealthcareEcosystem.pdf  

o CHI’s roles and interdependencies framework that advances a shared 
responsibility for efficacy and safety across the healthcare AI value chain: 
https://connectedhi.com/wp-content/uploads/2024/02/CHI-Health-AI-
Roles.pdf  

• Rely on the CPT® Editorial Panel’s Appendix S to harmonize CMS’ definitions and 
understanding of health AI and the CHI AI Task Force’s released general health AI 
policy recommendations as a baseline for payment policy decisions impacting AI’s 
use in Medicare. 

• Continue to support and expand responsible payment for augmentative and 
autonomous AI tools that will drive greater access to innovative and efficacious 
care for Medicare beneficiaries. CMS should adopt national rates for the payment of 
AI services and shift away from contractor pricing that encourages disparate 
approaches among Medicare Administrative Contractors.  

• Recognize that SaaS and AI (either standing alone or used in a system) is 
appropriately paid for as a direct PE. AI software is not simple off-the-shelf software 
and cannot be properly categorized as an indirect PE. Like medical equipment and 
medical supplies, SaMD is a device as defined by FDA regardless of whether it is 
loaded onto and used on general purpose platforms or used as dedicated ancillary 
medical devices. 

• Continue to engage in dialogue with the digital health community to inform new 
steps forward towards an expanded and nationally harmonized approach to AI’s 
use in Medicare. 

 

https://connectedhi.com/wp-content/uploads/2022/02/Policy-Principles-for-AI.pdf
https://connectedhi.com/wp-content/uploads/2022/02/Policy-Principles-for-AI.pdf
https://connectedhi.com/wp-content/uploads/2022/02/AdvancingTransparencyforArtificialIntelligenceintheHealthcareEcosystem.pdf
https://connectedhi.com/wp-content/uploads/2022/02/AdvancingTransparencyforArtificialIntelligenceintheHealthcareEcosystem.pdf
https://connectedhi.com/wp-content/uploads/2022/02/AdvancingTransparencyforArtificialIntelligenceintheHealthcareEcosystem.pdf
https://connectedhi.com/wp-content/uploads/2024/02/CHI-Health-AI-Roles.pdf
https://connectedhi.com/wp-content/uploads/2024/02/CHI-Health-AI-Roles.pdf
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We commit to continued collaboration with CMS to realize the benefits of AI tools in 
Medicare and welcome the opportunity to meet with you to discuss the above. 
 

 
IV. Conclusion 

 
CHI appreciates the opportunity to submit comments to CMS and urges its thoughtful 
consideration of the above input. We look forward to the opportunity to further work with 
CMS and other stakeholders towards realizing the most successful OPPS and ASC 
possible. 
 
 
 

Sincerely, 
 

 
 

Brian Scarpelli 
Executive Director 

 
Chapin Gregor 
Policy Counsel 

 
Connected Health Initiative 

1401 K St NW (Ste 501) 
Washington, DC 20005 

 


