
 

The Honorable Diana DeGette             The Honorable Fred Upton  
U.S. House of Representatives               U.S. House of Representatives  
2111 Rayburn House Office Building             2183 Rayburn House Office Building 
Washington, DC 20515               Washington, DC 20515 
 
Dear Representatives DeGette and Upton:  

On behalf of the more than 82,000 members of the American College of Surgeons 
(ACS), thank you for the opportunity to share feedback on the Cures 2.0 Act 
discussion draft (Cures 2.0). The ACS is a scientific and educational association of 
surgeons, founded in 1913, to improve the quality of care for the surgical patient by 
setting high standards for surgical education and practice. The ACS puts the welfare 
of our surgical patients above all else, and we support policies and regulations that 
promote high-quality care, reduce the regulatory burdens placed on physicians, 
streamline clinical workflows, and empower patients with data. 

We welcome the opportunity to build on the 21st Century Cures Act, which has done 
a great deal to advance the use of health information technology and reduce 
administrative burdens, among many other advances in the healthcare system at 
large. As Congress further refines Cures 2.0 and moves toward leveraging the 
knowledge and advancements made in the 21st Century Cures Act, the ACS looks 
forward to working together to make improvements to the healthcare system. 

Title I: Public Health  

Sec. 102. National Testing and Response Strategy for Future Pandemics 

The ACS appreciates the attention to the urgent need to create a structure to handle 
future pandemics and mass emergency events. As Congress and the U.S. Department 
of Health and Human Services (HHS) develop a national strategy to prevent and 
respond to future pandemics and other public health emergencies based on the 
lessons learned and best practices that were developed as a result of the COVID-19 
pandemic, we ask that policymakers consider the following: 

1. Developing a Regional Medical Operation Center (RMOC) structure that 
brings together emergency management, public health, and a National 
Trauma System to enable timely response, resource sharing, and efficient 
casualty care 

A mass casualty event, such as a pandemic, challenges a health system’s triage, 
casualty flow, and care, often highlighting the scarcity of resources. The COVID-19 
pandemic demonstrated that medical systems throughout the country were not 
prepared to handle the severity and scale of the disease. Our public health agencies, 
emergency management services, and acute-care health systems do not routinely 
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work together, and there is no overarching body to assist in coordinating a prolonged 
emergency response as was needed in the face of COVID-19. Looking ahead, total 
health system mobilization for effective prolonged response would benefit from a 
strengthened local-regional coordination of casualty and resource distribution, 
applying practices from the nation’s trauma systems.  

In addition to providing day-to-day trauma care, trauma systems form the backbone 
of disaster preparedness and response to other time-sensitive emergencies. To 
address issues with coordination in real time during the COVID-19 pandemic, trauma 
surgeon leaders across the country established RMOCs to align and coordinate health 
systems, long-term care facilities, governments, and organizations for rapid response 
to the pandemic’s demands. An RMOC is a local/regional organization that manages 
casualty care in a surge event by integrating emergency management, public health, 
and acute medical care systems, with the goal of saving lives and enhancing rapid 
community recovery by balancing the distribution of resources and patients in the 
acute healthcare system. In mass casualty care, an RMOC is similar to a Medical 
Operations Coordinating Cell or a Health Emergency Operations Center and is the 
medical/health component of a local, regional, or state Emergency Operations 
Center.1 RMOCs function as the “air traffic control” for coordination of the health 
and medical response in affected geographic areas across all healthcare partners and 
along the continuum of care.2  

An RMOC may also function daily to coordinate ongoing community healthcare 
needs for patients with time-sensitive conditions (e.g., injury, heart attack, and 
stroke) and existing patients who may need to move between healthcare facilities. 
An RMOC can scale quickly from daily patient management to mass casualty 
management. While the population in need expands with casualties from a surge 
event, routine emergency cases unrelated to the surge event continue as well. The 
RMOC has the situational awareness to distribute the casualties in the context of 
existing healthcare needs and resources, helping a region sustain and optimize 
available resources for injured patients, thus limiting the need for mass casualty 
triage.  

The RMOC structure was extremely successful in managing statewide responses 
during the early days of the COVID-19 pandemic. In January 2020, Washington State 

 
1 Establishing Medical Operations Coordination Cells (MOCCs) for COVID-19. Assistant 
Secretary for Preparedness and Response, April 24, 2020, 
files.asprtracie.hhs.gov/documents/aspr-tracie-mocc-webinar--4-24-20-final-slides.pdf.  
2 Stewart, Ronald M, et al. How to Set Up a Regional Medical Operations Center to Manage 
the COVID-19 Pandemic. American College of Surgeons, April 13, 2020, www.facs.org/covid-
19/clinical-guidance/rmoc-setup.  
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had the first case of COVID-19 and the first large scale cluster outbreak in a long-term 
care facility. While the region did have the King County Disaster Management Control 
Center (DMCC) at Harborview Medical Center, the needs of the pandemic exceeded 
DMCC ability to manage casualty distribution. Therefore, an RMOC, the Western 
Washington Regional COVID Coordinating Center (WRC), was developed and has 
since been extended statewide. The WRC contributed significantly to a lower COVID-
19 fatality rate (per million population) and coordinated a more efficient resource 
projection compared with other states. The WRC RMOC did four things to coordinate 
response: provided (1) early communication and coordination among stakeholders; 
(2) regional coordination of the casualty and resource distribution; (3) rapid access to 
viral testing for diagnosis, care, and surveillance; (4) proactive management of long-
term care, skilled nursing facility, and vulnerable populations.3 

In San Antonio, Texas, an existing RMOC under the South Texas Regional Advisory 
Council (STRAC) scaled up quickly in response to the February 2020 evacuation of 
COVID-19 exposed cruise ship passengers to Joint Base San Antonio-Lackland. The 
STRAC organization consists of 74 acute care and specialty hospitals (including two 
Level 1 Trauma Centers, 16 primary percutaneous coronary intervention centers, and 
12 stroke centers), air medical providers, and over 70 emergency medical services 
agencies. The RMOC maintained the regional healthcare system for the non-COVID-
19 sick and injured, coordinated COVID-19 casualty response with early load-
balancing, organized personal protective equipment (PPE) allocation and utilization 
guidelines, distributed Remdesivir and anticipated issues through the Health System 
Stress Score. Further, the STRAC RMOC provided essential information to local and 
regional leaders, which helped to shape policy, maintain consistent and relevant 
public information, and encourage safe behaviors in the community. The STRAC 
RMOC has scaled further to support its counterpart RMOC in El Paso, Texas, with 
COVID-19 load-balancing and resource sharing across a larger geographic area. The 
STRAC demonstrates how an RMOC is an expanded application of trauma system 
principles.4 

The geographic response to the COVID-19 pandemic reveals inconsistencies in the 
integration of emergency management, public health, and acute healthcare systems.  
A “just in time” formation of inter-organizational relationships, information 

 
3 A Coordinated COVID-19 Response Helped Western Washington State ‘Flatten the Curve.’ 
American College of Surgeons, June 16, 2020, www.facs.org/media/press-
releases/2020/coordinated-covid-061620.  
4 Petrie, Bonnie. How San Antonio Is Preparing For The Possible Spread Of The Coronavirus. 
Texas Standard, February 27, 2020, www.texasstandard.org/stories/how-san-antonio-is-
preparing-for-the-possible-spread-of-the-coronavirus/.  
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technology support, and communication infrastructure falls short with rapid and 
sustained surge. The above models in Washington State and Texas are excellent 
examples of how the RMOC structure can be scaled quickly to address urgent need. 
In contrast, a June 2020 Wall Street Journal article noted that the COVID-19 response 
in New York City was less structured and collaborative. Reports suggest insufficient 
isolation protocols, inadequate staff planning, mixed public messaging, resource 
maldistribution, and PPE shortfalls.5 An RMOC, with all-stakeholder situational 
awareness, might have facilitated standard isolation protocols, casualty load 
balancing, consistent information dissemination, need-based staff sharing, and 
equitable PPE distribution.   

Having a medical response organization like the RMOC that exists before surge 
events, like a pandemic, can make expansion more seamless for surge events.  
Between surge events, RMOCs can facilitate the flow of patients with time-sensitive 
conditions in the acute healthcare system.  By leveraging trauma systems, RMOCs 
can coordinate medical response across the spectrum of surge, from time-limited to 
protracted high resource events. RMOCs are also well-positioned to coordinate total 
population public health interventions like vaccination.  

To meet the goal of the discussion draft to establish a national strategy for future 
pandemics that addresses testing, data sharing infrastructure, administration of 
vaccines and therapeutics, and medical supply readiness to mitigate future 
pandemics and public health emergencies, the ACS recommends that Congress 
work with relevant stakeholders to encourage the development, implementation, 
and sustainment of RMOCs via the creation of a grant program for states to be 
administered by HHS. Additionally, to build on the strengths of highly functional 
state/regional trauma systems and promote universal access to high quality trauma 
care across the U.S., Congress should establish a National Trauma System. A 
National Trauma System would support public health readiness and coordination of 
care during major events. 

2. Managing the population’s ongoing acute care needs and high-risk 
screenings during and after a pandemic 

During the COVID-19 pandemic, many acute care services including elective surgeries 
and high-risk screenings were halted. These decisions were applied broadly without 
regard for the local needs and patient risks. While the decisions were well intended 
efforts to maximally protect the population, several patients suffered fatalities or 

 
5 Ramachandran, Shalini, et al. How New York's Coronavirus Response Made the Pandemic 
Worse. The Wall Street Journal, June 11, 2020, www.wsj.com/articles/how-new-yorks-
coronavirus-response-made-the-pandemic-worse-11591908426.  
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preventable harms from the lack of critical services due to the pandemic restrictions.  
Even when these services were resumed, many patients continued to delay 
treatments in fear of COVID-19 exposure.  

While necessary at the time, in many cases, delaying services led to later disease 
detection, more advanced disease and other treatment complications in patients 
with acute conditions. For example, cancer screenings dropped 86% (colon) and 94% 
(breast and cervical) in 2020 compared to 2017-2019.6 Screening numbers have 
begun to rise but are 29% (breast), 36% (colon) and 35% (cervical) lower than pre-
pandemic rates based on electronic health record data.7 This has led to drastic 
declines in cancer diagnosis, and the long-term impact has yet to be seen.  

To reverse this trend, resume screening practices to pre-pandemic rates, and 
accommodate the backlog of patients who have delayed or missed screenings, 
several measures must be considered. It will be necessary for surgical oncologists and 
others in the oncology community to collaborate with primary care physicians and 
healthcare systems, rethink organizational tactics, consider extended hours for 
increased access to screening services, and provide necessary resources, to name a 
few.  

When considering strategies for future pandemics, Congress must keep in mind the 
need to manage ongoing acute care needs during a public health emergency 
through at-home screening and other similar services. It is essential that we find 
ways to address acute condition prevention, early detection, and other related needs 
to ensure that the prevalence and severity of these conditions is not intensified 
during and after future public health emergencies as has been the case during 
COVID-19.  

3. Managing the blood pool and blood products  

The COVID-19 pandemic resulted in an unprecedented shortage in the blood pool 
and low supply of blood products. The shortage has major implications across the 
healthcare system—hospitals are being forced to delay crucial patient care such as 
elective surgeries until the blood supply stabilizes. As Congress determines priorities 
and strategies to support recovery from the COVID-19 pandemic and responses for 
the future, the ACS recommends that Congress highlight the blood pool as a critical 
element.  

 
6 Delayed Cancer Screenings. EPIC Health Research Network, May 4, 2020, 
https://ehrn.org/articles/delays-in-preventive-cancer-screenings-during-covid-19-pandemic/.  
7 Delayed Cancer Screenings—A Second Look. EPIC Health Research Network, July 17, 2020.   
https://ehrn.org/articles/delayed-cancer-screenings-a-second-look/.  

https://ehrn.org/articles/delays-in-preventive-cancer-screenings-during-covid-19-pandemic/
https://ehrn.org/articles/delayed-cancer-screenings-a-second-look/
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The America Red Cross cites that they “are distributing over 75,000 more blood 
products than expected over the past three months and the supply of type O blood 
has reduced to less than a half day supply in recent weeks.”  The national blood 
shortage can be attributed to many factors, including low rates of blood donations, a 
rise in the number of trauma cases and organ transplants, resumption of elective 
surgery, advanced disease progression in patients who deferred care during the 
pandemic, and an inability to immediately detect COVID-19 infections in blood.8 
Therefore, the ACS urges Congress to prioritize solutions to the current national 
blood shortage and establish strategies to ensure the safety and availability of 
blood products. This should include investment to achieve evidence-based 
advances in robust screening and testing to limit the risk of infectious disease in the 
blood pool, as well as enhanced resources and infrastructure to help facilitate 
blood donation. 

4. Evaluating the healthcare business model post-pandemic 

The ACS expresses its appreciation to the Congress and administration for their 
efforts to fiscally bolster the healthcare sector from financial collapse during the 
COVID-19 pandemic. The federal government lifted many regulatory restrictions and 
offered large sums of monetary relief to support healthcare providers and hospitals 
as they fought on the front lines, which had a major impact on the healthcare 
business model. Following the pandemic, we urge HHS and Congress to consider 
ways to study the financial stability of the healthcare sector to ensure it can 
weather future pandemic-like events.  

Nearly every facet of the healthcare sector has faced significant financial hardship 
during the COVID-19 pandemic. While commercial insurers have financial reserves 
funded from premium payments to cover extraordinary healthcare needs, little is 
known about the use of these emergency funds. Hospital reserves are limited and 
typically are used to cover new technologies and capital needs to meet accreditation 
standards and could not meet the exhaustive needs of the COVID-19 pandemic. 
Additionally, physicians have minimal ability to draw on cash reserves during a public 
health emergency. During the COVID-19 pandemic, many were forced into greater 
debt and reduced their employed staff. For these reasons, there must be an intensive 
review that examines the most rational and responsible way to create a sustainable 
workforce that not only allows the healthcare business model to recover post-
pandemic but allows the sector to respond if faced with future emergencies or 

 
8 Nation Confronts Severe Blood Shortage – Blood Donations Urgently Needed. American Red 
Cross, June 14, 2021, https://www.redcross.org/about-us/news-and-events/press-
release/2021/nation-confronts-severe-blood-shortage-blood-donations-urgently-
needed.html.  

https://www.redcross.org/about-us/news-and-events/press-release/2021/nation-confronts-severe-blood-shortage-blood-donations-urgently-needed.html
https://www.redcross.org/about-us/news-and-events/press-release/2021/nation-confronts-severe-blood-shortage-blood-donations-urgently-needed.html
https://www.redcross.org/about-us/news-and-events/press-release/2021/nation-confronts-severe-blood-shortage-blood-donations-urgently-needed.html
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pandemics. As we begin to return to a “new” normal practice, part of HHS’ 
evaluation should include an examination of the current business model to better 
understand the state of the workforce, funding needs, rural availability of care, 
access to care in underserved populations, and related issues.    

Title III: Food and Drug Administration  

Sec. 301. Report on Collaboration and Alignment in Regulating Digital Health 
Technologies 

The ACS was pleased to see Cures 2.0 call for a report to Congress on efforts to 
ensure collaboration and alignment across the U.S. Food and Drug Administration 
(FDA). We agree that the points below are important topics for the FDA to study as it 
works to advance and regulate digital health technologies.  

1. Use of digital endpoints for regulatory review, including the validation and 
qualification of digital endpoints and digital biomarkers 

Endpoints are events or outcomes that can be measured objectively to determine 
whether an intervention being studied is beneficial. Biomarkers are objectively 
measured and evaluated indicators of normal processes or responses to a 
therapeutic intervention. These can include clinical tests such as measuring 
cholesterol levels, blood pressure, body temperature, or pulmonary function. Digital 
endpoints and biomarkers are consumer-generated physiological and behavioral 
assessments or measures collected through connected digital tools, i.e., digital 
versions of traditional endpoints and biomarkers. While traditional endpoints and 
biomarkers are required for FDA regulation, advanced digital tools allow for 
continuous, longitudinal, and more cost-effective data capture. Such data (digital 
biomarkers) can be used to supplement data captured by existing traditional 
biomarkers. Digital endpoints and biomarkers must be validated appropriately 
before being used for regulatory review. Validation should include an assessment 
of the device that is used for data collection, which might include ensuring that the 
proper terminologies and data standards are used, and assessment of the 
biomarker itself. The proper stakeholders and experts, whether within the FDA, 
specialty societies, or others should be included in the validation process.     

2. Acceptance of decentralized trials 

Clinical trials are necessary to bring safe and effective drugs and devices to the 
market. However, many drugs and devices are developed on small populations in 
laboratory-controlled settings that may not be reflective of real-life experience with a 
disease. Travel to study centers for traditional randomized controlled trials can be 
burdensome and further limit engagement. Decentralized clinical trials, on the other 
hand, are conducted in a study participant’s home using digital tools. These can 
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include more sensitive, objective measures with greater density of information (for 
example, samples can be taken multiple times a day, not just every few months), and 
can include many more study participants. Although fully decentralized trials are not 
appropriate for all research, in many instances, decentralized trials can deeply 
enrich a study and the FDA should support the use of such trials.      

3. The use of digital health technologies in patient-focused development of 
products 

Patient-focused products can enhance patient engagement and activation, 
facilitate shared decision-making and patient goal identification, enhance 
clinician/patient communication, and improve symptom monitoring, thereby 
supporting the overall goal of patient-centered care. Such products can include 
wearables, mobile medical apps, patient portals, and telehealth platforms. As new 
technologies advance, patient-facing products will play an increasing role in 
healthcare delivery, patient safety, and improved outcomes.   

4. The use and validation of digital health technology tools 

The ability to smoothly integrate digital health tools into a physician’s workflow is 
central to the use of digital health tools. Digital health tools should reduce, not add 
to, a physician’s cognitive burden. Digital health tools can enhance a physician’s 
ability to gather, process, and exchange knowledge and ultimately improve patient 
care when the tool is developed using semantic data exchange standards in 
alignment with validated clinical workflows. This enables these tools to provide the 
right information at the right time and seamless incorporation into the clinical 
workflow. Validation of digital health tools is truly essential to physician trust, 
improving care delivery, and avoiding patient harm. There are many aspects to 
validation. Validation is necessary in terms of the technology/algorithm used, the 
patient population on which the device (especially in the case of artificial intelligence 
[AI]) is trained, whether the outcomes are accurate and unbiased, and whether the 
tool is appropriate for the specific setting in which it is used. Digital tools should not 
be validated by the FDA alone, but in collaboration with an appropriate specialty 
society, clinical expert, or physician informaticist to reinforce physician trust in the 
tool. Use and validation of digital health tools are two of the most critical areas for 
physicians to successfully realize the potential of these technologies. 

Sec. 304. Increasing Use of Real-World Evidence 

The ACS supports efforts to expand the use of real-world evidence (RWE). RWE is the 
clinical evidence regarding the use and the potential benefits or risks of a medical 
product derived from analysis of real-world data (RWD). RWD are data related to a 
patient’s health status or delivery of care that can be collected from a variety of 
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sources such as mobile devices, wearables, and sensors; patient generated data used 
in home-use settings; product and disease registries; claims and billing activities; 
electronic health records, and more. Such data can complement data that are 
collected through traditional means and enhance clinical decision-making.  

Use of RWE is one way to leverage technology to harness vast amounts of data 
generated in the healthcare system. RWD and RWE can benefit physicians by 
providing a more complete picture of the patient’s health status and response to 
therapies. RWD and RWE also have the potential to improve care delivery for 
diseases and conditions that progress quickly and for tracking the spread of disease.  

For the FDA and other regulators, RWE is necessary for monitoring the safety of 
drugs and devices. Real world performance monitoring also plays a critical role in the 
regulation of devices trained in AI and machine learning (ML). As devices that use AI 
and ML evolve, RWD will be reported back to the FDA regarding the product’s safety, 
effectiveness, and potential risks. The true power of AI and ML-based software lies in 
its ability to improve over time instead of remaining static. But this is problematic for 
regulation because the device that was approved or cleared may no longer be 
operating in a similar fashion as it learns. RWD is necessary to show that the AI or 
ML-based device still functions appropriately and in the way that it was intended. 
RWD is also important for accurately training AI and ML algorithms. These data 
should be high quality, diverse, valid, and representative to the uses for which it will 
be applied.  

RWE and RWD would also be beneficial when developing guidelines of care. Today, 
care guidelines are developed through a retrospective review process and care 
guidelines cannot be easily adjusted in real-time to leverage new advances and 
technologies applied in medicine. With today’s ability to gather data directly from 
patients and other clinical sources, RWD can be leveraged to better understand 
conditions, how they are treated with drugs and devices, and the effectiveness of 
these treatments throughout patients’ care journey. Through continuous living 
assessments of knowledge, the guidelines could be adjusted for various factors, such 
as demographics, social determinants of health, completeness of therapy, 
compliance to therapy, etc., to better guide physicians as they care for patients. This 
presents an opportunity for the FDA and the Centers for Disease Control and 
Prevention (CDC) to collaborate and develop a process that uses RWD to develop and 
then continually adjust clinical guidelines. This is especially important for high-risk 
conditions where medicine rapidly advances. Without the ability to update clinical 
guidelines for these conditions in real-time, essential best practices may be 
overlooked in the retrospective process used today. We believe that the use of RWE 
could have a positive impact across many of the federal healthcare initiatives 
where the Centers for Medicare & Medicaid Services (CMS) and Office of the 
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National Coordinator for Health Information Technology (ONC) could use the living 
guidelines created by specialty medicine in concert with the FDA and CDC to inform 
the development of quality and value-based incentive systems built around 
modern care processes and workflows.  

It is critical that RWE based on RWD be validated before use by physicians or HHS. 
The data sources, methods of data collection, data quality, data completeness, 
whether the data are fit for purpose, and how the data are analyzed, must all be 
considered. There is a lack of standardized methodologies to develop RWE. 
Therefore, transparency is required for how the data are used and the effects of the 
use of RWE should be continuously examined for bias. 

Title IV: Centers for Medicare & Medicaid Services  

Sec. 401. GAO Study and Report 

Cures 2.0 directs the Comptroller General of the United States to submit a report to 
Congress on recommendations for administrative actions that may be taken by the 
Secretary of HHS to enhance coverage and reimbursement approaches under the 
Medicare program for innovative technologies that increase access to healthcare, 
improve healthcare quality, decrease expenditures under the Medicare program, or 
otherwise improve the program or healthcare for beneficiaries under the Medicare 
program. The report should also include recommendations to better harmonize and 
integrate the operating structure of the Medicare program to improve interagency 
collaboration and communication.  

The ACS is supportive of this report and believes that it is important for HHS to 
continue to evaluate ways to increase the use of innovative technologies that offer 
benefits to healthcare delivery, provide affordable care options for patients, help 
improve quality of care and healthcare access, and more. Use of innovative 
technologies to support patient care will continue to expand and it is essential that 
Congress and HHS take steps to integrate these technologies into HHS programs to 
keep pace with the evolution and continual advancements in healthcare delivery.  

Sec. 402. Strategies to Increase Access to Telehealth under Medicaid and Children’s 
Health Insurance Program 

Cures 2.0 requires HHS to issue guidance to states to clarify strategies to overcome 
existing barriers and increase access to telehealth under Medicaid and the Children’s 
Health Insurance Program (CHIP).  
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The discussion draft also requires two studies to be conducted: 

1. The Medicaid and CHIP Payment and Access Commission shall conduct a 
study, with respect to a minimum of 10 states, and submit to Congress a 
report on the impact of telehealth on access, utilization, cost, and outcomes, 
broken down by race, ethnicity, sex, age, disability status, and zip code.  

2. The Comptroller General shall conduct a study and submit to Congress a 
report evaluating collaboration between Federal agencies with respect to 
telehealth services furnished under Medicaid or CHIP to individuals under the 
age of 18, including such services furnished to such individuals in early care 
and education settings.  

The ACS supports continued guidance from HHS to assist states in implementing 
telehealth programs. We also support the studies outlined in Cures 2.0, which 
address important components of telehealth access and utilization. We encourage 
Congress to mandate such studies specifically examine the use of telehealth for the 
management of surgical patients, along with related barriers for telehealth 
integration in surgery.  

Sec. 403. Extending Medicare Telehealth Flexibilities 

Telehealth has played a vital role in healthcare access and delivery during the COVID-
19 pandemic, and it is important that Congress carefully consider which regulatory 
flexibilities should extend beyond the public health emergency. Below, we offer 
some considerations on the proposed amendments to the Social Security Act: 

1. The term “originating site” means any site at which the eligible telehealth 
individual is located at the time the service is furnished via a 
telecommunications system, including the home of the individual. The ACS 
strongly supports this revision to the telehealth originating site 
requirement. We believe that such revision will substantially increase 
access to telehealth services and reduce barriers to care for Medicare 
beneficiaries.  

2. The Secretary, after consulting with stakeholders regarding services that are 
clinically appropriate, may expand the types of practitioners who may furnish 
telehealth services to include any provider that is eligible to bill Medicare for 
their professional services. The ACS is concerned that this provision may 
create significant scope of practice issues, such that some providers could 
practice outside of their scope should they be permitted to furnish 
telehealth services. This provision may have unintended consequences for 
patient safety and appropriateness and could result in fraud and abuse of 
telehealth services under the Medicare program.      
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3. The Secretary may retain as appropriate the expanded list of telehealth 
services pursuant to the waiver authority and retain the subregulatory 
process used to modify the services included on the telehealth services list. 
The ACS recommends that CMS be required to conduct a thorough review 
of all services added to the telehealth services list during the pandemic to 
determine whether such services remain safe and appropriate to furnish 
via telehealth after the COVID-19 public health emergency ends.  

Sec. 404. Coverage and Payment for Breakthrough Devices Under the Medicare 
Program 

Cures 2.0 codifies the Medicare Coverage of Innovative Technology (MCIT) pathway, 
which provides for Medicare coverage under certain Medicare payment systems for 
medical devices that meet the criteria for FDA “breakthrough devices.” These are 
devices that provide for a more effective treatment or diagnosis of life-threatening or 
irreversibly debilitating diseases or conditions. The discussion draft sets forth that the 
device must be deemed reasonable and necessary for diagnosis and treatment of an 
illness or injury and additional payment and approved for pass-through payment to 
be eligible for coverage during a transitional coverage period. The transitional 
coverage period would begin on the date of FDA approval or clearance and end the 
last day of the 4-year period that begins on the date that HHS updates the applicable 
payment system to recognize the unique temporary or permanent code(s) assigned 
to the breakthrough device.  

The ACS supports the increased and expedited access to breakthrough devices via 
the MCIT pathway to enhance care delivery, reduce inefficiencies, and improve 
value. We support the changes that were included in Cures 2.0 to the policy set 
forth in the CMS MCIT final rule (CMS-3372-F), which was released on January 14, 
2021, and delayed on May 14, 2021, to December 15, 2021 (CMS-3372-F2). These 
changes include a clear directive on when the Secretary should assign codes to the 
devices as well as details on updates to the CMS payment systems. Cures 2.0 also 
sets forth that breakthrough devices for which no Medicare benefit category exists 
may also receive coverage under the MCIT pathway. These two points were raised by 
commenters in response to the delayed MCIT final rule and we support these 
refinements to the MCIT pathway as set forth in the discussion draft.  

However, we agree with CMS that the MCIT pathway should also require evidence 
that the MCIT devices will benefit the Medicare population. Gathering of Medicare 
population evidence should be required before regular coverage is allowed. It is 
critical that manufacturers continue to evaluate the devices as they are more widely 
used across the diverse Medicare population. In ACS’ past feedback to the proposed 
MCIT pathway, we suggested that CMS require that manufacturers conduct clinical 
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studies during the transitional coverage period and that the data and outcomes 
experienced in these studies should be published. It is important for manufacturers 
to also be transparent about information on the health outcomes of their devices, 
including patient-reported outcomes and longer-term outcomes, to support the 
delivery of evidence-based care. We also agree that CMS should have the authority 
to deny coverage at any point without FDA action. Currently, the final rule requires 
the FDA to act before CMS can deny coverage of a breakthrough device.  

The ACS also urges Congress to direct CMS to consider additional facets of 
Medicare’s process for determining coverage and payment rates. Most surgical 
devices are not billed separately; rather, reimbursement for their use is included in 
hospitals’ diagnosis-related group (DRG) payments. The ACS requests that CMS 
carefully assess how breakthrough device coverage would be included as part of 
additional Medicare payment models such as DRGs, ambulatory payment 
classifications, and per member per month payments, along with innovative 
payment models like bundled payments and alternative payment models, including 
when the devices are paid separately, such as through a new technology add-on 
payment.   

Finally, understanding expenses incurred by healthcare facilities when adopting new 
technologies is an important aspect of Medicare coverage and payment 
determination. The ACS appreciates that Congress is acknowledging the potential 
benefits of breakthrough devices, but we urge Congress to direct CMS, when 
determining payment, to consider additional costs for vendors, developers, health 
systems and more that may be passed on to clinicians when implementing these 
devices.  

Sec. 405. Secretary of Health and Human Services Report on Coverage for Innovative 
Technologies 

Healthcare is constantly evolving, and innovative technologies are increasingly 
becoming foundational elements of modern healthcare delivery. The ACS is 
supportive of exploring coverage pathways for innovative technologies and believes 
that coverage of innovative technologies will only increase access to tools that can 
enhance care delivery, reduce inefficiencies, and improve value. Many of the 
innovative technologies on the market today do not fall under existing Medicare 
benefit categories. As Congress directs HHS to explore new alternative coverage 
pathways, we recommend that HHS modernize the current Medicare benefit 
categories. 

Modern healthcare delivery involves the use of clinical decision support, mobile apps, 
wearables, and technology based on AI, ML, and more. We appreciate that Congress 
is taking steps to acknowledge the benefits of these technologies and recommending 
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the creation of more distinct guidelines to define digital alternatives to treatment 
and therapies. The ACS believes that establishing a standardized process for coverage 
of these technologies will ultimately benefit patients, providers, and the broader 
healthcare industry. For example, some devices that have already received FDA 
breakthrough designation utilize AI tools to enable faster and more accurate 
diagnosis and treatment recommendations for cancer and Alzheimer’s patients.9 
With clear pathways for coverage, the use of these innovative technologies will 
continue to expand and will increasingly be an essential part of modern care delivery. 

Additional Policy Considerations to Support Patient Privacy, Safety, and Care 
Coordination  

Beyond the policy proposals presented in Cures 2.0, the ACS would like to offer some 
additional policy solutions intended to support patient privacy, safety, and care 
coordination.  

Update Patient Privacy and Confidentiality Regulations 

As digital health continues to expand, privacy and security standards need to be 
updated to keep pace with modern technology and the innovative ways in which 
patients and providers access and interact with health data. 

Unfortunately, the ONC and CMS interoperability and patient access final rules do 
not go far enough in closing these ongoing gaps. For example, they rely simply on 
patient education and disclosure to protect patient privacy and place much of the 
onus on providers and payers to educate patients on how third-party applications 
could use their information. Therefore, the ACS urges Congress to continue working 
with federal agencies such as ONC, the Office for Civil Rights and the Office of the 
Inspector General to more broadly re-evaluate current enforcement mechanisms. 
In addition, we believe that patients should be in control of their own personal health 
information (PHI). To achieve this, current regulations need to be updated to better 
ensure that data sharing will not occur unless a patient explicitly authorizes it and 
limit the extent to which third-party/direct-to-consumer applications and other non–
HIPAA–covered entities can use and share patient data without the patient’s 
knowledge and consent. Updating privacy regulations is essential for establishing 
patient and clinician trust in new technologies, establishing this trust will also reduce 
additional burdens on physicians related to determining which apps can be trusted 
when sharing PHI.  

 
9 Wolf, Mike. Understanding the FDA’s Breakthrough Device Program. Med Device Online, July 
8, 2019, https://www.meddeviceonline.com/doc/understanding-the-fda-s-breakthrough-
devices-program-0001. 

https://www.meddeviceonline.com/doc/understanding-the-fda-s-breakthrough-devices-program-0001
https://www.meddeviceonline.com/doc/understanding-the-fda-s-breakthrough-devices-program-0001
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Enable the Use of a Universal Patient Identifier 

In order for interoperability to advance in a safe, patient-centered way, a universal 
patient identifier (UPI) is essential to prevent inaccurate patient matching. Inaccurate 
patient matching leads to adverse events, compromised safety and privacy, 
inappropriate and unnecessary care and unnecessary burden on both patients and 
physicians. Correcting misidentification is a time consuming and expensive burden on 
health systems which requires them to detect and reconcile potentially dangerous 
duplicate patient records and improper record merges. This leads to increased 
healthcare costs, and poor oversight of fraud and abuse. Inaccurate data matching 
poses a significant risk to patient safety because information may be unavailable 
when needed or records may be merged incorrectly, leading to inappropriate 
treatment choices.  

The critical need for a UPI was also highlighted during the COVID-19 pandemic. A UPI 
would have been beneficial in helping physicians track their patients’ testing results, 
monitor the long-term effects of COVID-19, support research efforts, and track 
vaccination. Because many pop-up COVID-19 testing and vaccination sites have been 
deployed during the pandemic, patient results may have never made it to their 
medical record. With a UPI, these results could have seamlessly followed patients to 
the records held by their general practitioners and typical sites of care.  

Errors in individual data matching will be compounded with the expansion of 
electronic health information sharing. Further, in the absence of a UPI, algorithms are 
left to rely on other personal data, including, but not limited to, social security 
number, birthdate, address, and credit information. The ACS continues to support 
legislative efforts to allow HHS to explore and adopt a UPI as it would help to 
ensure that surgeons have a safer, more accurate and consistent way of linking 
their patients to their health information across the continuum of care. 

Thank you again for the opportunity to provide feedback as part of the Cures 2.0 
initiative. The ACS looks forward to working with Congress to expand on the 
important work of the 21st Century Cures Act. Please contact Emma Zimmerman in 
the ACS Division of Advocacy and Health Policy at ezimmerman@facs.org if you have 
any questions or need additional information.   

Sincerely, 

 

David B. Hoyt, MD, FACS  
Executive Director 


