July 14, 2021
The Honorable Diana DeGette
Chair
Subcommittee on Oversight and Investigations
House Committee on Energy and Commerce
U.S. House of Representatives
Washington, D.C. 20515

The Honorable Fred Upton
Ranking Member
Subcommittee on Energy
House Committee on Energy and Commerce
U.S. House of Representatives
Washington, D.C. 20515

Re: 21st Century Cures 2.0 Discussion Draft
Dear Chair DeGette and Ranking Member Upton,
On behalf of the American Academy of Family Physicians (AAFP), which represents more than 133,500
f amily physicians and medical students across the United States, we write to provide f eedback on the
f ollowing provisions in the Cures 2.0 Act discussion draf t released last month.
Similar to the original Cures Act, the Cures 2.0 discussion draft ref lects a goal to safely and efficiently
modernize health care delivery – particularly as we are still f ighting the coronavirus pandemic. The AAFP
has long advocated for better integration of primary care in our health care system. Primary care is the
only health care component where increased access is associated with better population health and more
equitable outcomes. The COVID-19 pandemic has also underscored the urgency of building and f inancing
a robust and accessible primary care system in our country.
The AAFP is pleased that you have included the importance of many pressing issues including, achieving
clinical trials that ref lect the diversity of the patient population; leveraging real -world data to create closer
alignment between medical progress and patient need; improving health literacy to improve patient
outcomes; and advancing solutions for individuals confronting long COVID.
Sec. 101. Further Understanding the Implications of Long COVID
The AAFP supports the Department of Health and Human Services (HHS) conducting a national survey to
better understand the impact of long COVID on our health care system. We have called f or f ederal
research ef f orts, including a comprehensive national plan, to better understand the impact and causes of
long COVID, particularly in vulnerable populations, and urge the inclusion of primary care physicians, who
will play a vital role in identif ying long COVID, helping patients manage symptoms, long term treatment,
and ref erring to sub-specialists when appropriate.
Sec. 102. National Testing and Response Strategy f or Future Pandemics
The Academy supports the need f or a national strategy f or f uture pandemics and has stressed that
national preparedness ef f orts must include a clearly def ined primary care strategy. A f uture national
response strategy must include plans f or stockpiling and distribut ing personal protective equipment (PPE)
to primary care and other f rontline clinicians in an ef f icient and ef fective way. Family physicians struggled
to f ind adequate and usable PPE during the beginning the COVID-19 pandemic, f orcing them to pay
extremely high prices to keep themselves, their staf f , and their patients saf e. PPE shortages also
contributed to practices temporarily and permanently closing their doors.
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Consistent and accurate messaging among f ederal agencies on testing and treatment options is vital to
successf ully address a pandemic. A f uture national response strategy should include processes that
support consistent messaging that is rooted in science and data. Testing and treatment options should be
authorized based on stringent criteria and updated with f requent and coordinated communication as
inf ormation evolves. Testing supplies and reagents should be included in stockpiles with PPE.
Lastly, community primary care practices must be incorporated in any national vaccination campaign f rom
the outset. In the f uture, existing distribution pathways should be used to ship new vaccines to community
primary care physicians, in addition to retail pharmacies, mass vaccination sites, and community health
centers. Data conf irms that patients would pref er to receive the COVID-19 vaccine f rom their own primary
care physician. i Making vaccines more immediately available in primary care clinics could mitigate
disparities in vaccination status and f oster trust.
Sec. 104. Vaccine and Immunization Programs
The AAFP has long called f or upgrading and the modernization of the Immunization Inf ormation System
(IIS). We endorsed the Immunization Inf rastructure Modernization Act (H.R. 550); and have highlighted the
important role that the IIS system plays in f acilitating coordinated care. Currently, f amily physicians
struggle to f ind the vaccination records for patients who receive various vaccines f rom retail pharmacies or
other locations. This contributes to care f ragmentation and administrative burden. Additionally, a national
immunization registry should be integrated into existing state registries, so it does not add administrative
burden to physicians.
Sec. 202. Increasing Health Literacy to Promote Better Outcomes f or Patients
The Academy is supportive of federal ef forts to increase health literacy among patients. We would urge
the inclusion of strategies to combat misinformation, particularly seen during the COVID-19 pandemic, due
to its negative impact on health literacy. Misinf ormation is even more prevalent in underserved and diverse
populations where low health literacy skills and unique health inf ormation needs play a part in making
people in these groups more vulnerable to predatory practices.
National data indicate that more than one-third of U.S. adults have limited health literacy, which
contributes to poor health outcomes and af fects patient saf ety, and health care access and quality. ii The
AAFP champions the promotion of health literacy throughout all aspects of the health care sys tem
including but not limited to strategic and organizational design, research and quality improvement metrics
and provision of direct patient care, especially to patients with low health literacy.
Sec. 203. Increasing Diversity in Clinical Trials
The AAFP strongly supports the inclusion of diverse populations in clinical trials, surveys, and other
research since it is the only way to understand the drivers of health disparities and their impact on health,
whether it be increased risk f or disease or dif ferences in treatment ef f icacy. Women’s representation
remains low in clinical trials, particularly in phase I trials (about 22%). Pregnant and lactating women
continue to be excluded f rom clinical trials. These evidence gaps present dif ficulties for physicians who
need to advise pregnant and breastf eeding women requiring drug treatment. iii
It is equally important that once the drivers of disparity are identif ied, to develop a national strategy to
address them. This will be the only way to comprehensively address disparities over time.
Sec. 401. GAO Study and Report
This section requires a GAO report on enhancing coverage and reimbursement approaches under
Medicare f or innovative technologies that "increase access to health care, improve health care quality,
decrease expenditures, or otherwise improve the Medicare program or health care f or benef iciaries under
such program." We urge the inclusion of primary care as a f ocus in the GAO report, because primary care
is the only health care component where increased access and supply is associated with better population
health and more equitable outcomes. iv Research also conf irms that advanced primary care, such as
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patient-centered medical homes and other accountable care models, help f ulf ill the “quadruple aim”: highquality care, better health, lower costs, and improved experience f or clinicians and staff in the delivery of
care. v
Sec. 402. Strategies to Increase Access to Telehealth under Medicaid and Children’s Health Insurance
Program
Bef ore the COVID-19 pandemic, Medicaid coverage and payment f or telehealth services varied
signif icantly across states and patient po pulations. Given that the availability of telehealth services can
improve access to needed care and care continuity, it is vital that Medicaid benef iciaries have equitable
coverage and access to telehealth services within their medical home. The AAFP suppo rts the creation of
guidance f or states to assist in ef fectively integrating telehealth in their Medicaid programs, including in
existing value-based care models.
The AAFP has stressed that CMS guidance should encourage states to cover audio-only telephone E/M
visits in the Medicaid & CHIP program to preserve telehealth access f or patients who may lack broadband
access and help address health equity. Until longer-term solutions can be deployed to address these
barriers, telephone visits will be essential f or ensuring that telehealth expands access to care f or
vulnerable populations and does not worsen health disparities.
Concerning the commissioned GAO study f or the Telehealth Improvement f or Kids’ Essential Services
(TIKES) Act, the Academy stresses the inclusion of key demographic inf ormation such as race, ethnicity
and language to analyze how telehealth is impacting equity in access .
The AAFP also supports the GAO study on coordination of telehealth policies across f ederal prog rams.
Payment models should support the patients’ ability to choose their pref erred modality of care (i.e., audio video or audio-only) and ensure appropriate payment f or care provided. For example, E/M services require
the same level of physician work regardless of the modality of care. Family physicians report that there are
unique costs associated with implementing telehealth in their practices and altering clinical workf lows to
ensure successf ul telehealth visits. Payment f or telehealth services must app ropriately account for these
costs.
Sec. 403. Extending Medicare Telehealth Flexibilities
Telehealth benef it expansions must increase access to care and promote high-quality,
comprehensive, continuous care. Telehealth, when implemented thought f ully, can improve the
quality and comprehensiveness of patient care and expand access to care f or under resourced
communities. The AAFP stresses that any telehealth benef it expansion should enhance the physicianpatient relationship rather than disrupt it, and incentivize coordinated, continuous care provided by the
medical home.
The AAFP supports permanently removing the section 1834(m) geographic and originating site restrictions
to ensure that all Medicare benef iciaries can access telehealth care at home. The COVID -19 pandemic
has demonstrated that enabling physicians to virtually care f or their patients at home cannot only reduce
patients’ and clinicians’ risk of exposure and inf ection but also increase accessibility for patients who may
be homebound or lack transportation. It can also of fer opportunities for physicians to engage distant family
members and caregivers. Telehealth visits allow physicians to get to know their patients in their home,
observe things they normally cannot during an in-of f ice visit, and develop a more personalized treatment
plan.
In order to make long-term investments in telehealth platf orms and workf low modifications, physician
practices need advanced notice of changing Medicare telehealth policies. While more data will be needed
to make determinations on whether to permanently continue certain telehealth services, temp orary policies
should be avoided f or well-established, high-value telehealth services such as E/M of f ice visits and mental
health services.
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The AAFP also recognizes concern about telehealth benef it expansion and preventing waste, f raud, and
abuse and considering policy options to reduce those risks. We recommend relying on existing Medicare
policies to minimize conf usion and administrative burden imposed on physician practices. For example,
Medicare def ines an established patient as one that has received p rof essional services from a clinician in
the same practice and of the same medical specialty within the last three years. This def inition should be
repurposed in any new telehealth policies, instead of creating a new def inition for an established patient
that could conflict with current coding guidelines.
Sec. 404. Coverage and Payment f or Breakthrough Devices Under the Medicare Program
The AAFP supports Medicare coverage and payment f or breakthrough devices that the Food and Drug
Administration has approved, while also ensuring patient saf ety. Physicians should receive payment f or
services that are reasonable and necessary, saf e and ef f ective, medically appropriate, and provided in
accordance with accepted standards of medical practice.
Sec. 405. Secretary of Health and Human Services Report on Coverage f or Innovative Technologies
The AAFP supports the creation of this report and believes it would help modernize coverage and
payment of digital adjunct devices and services that may improve patient outcomes. The Secretary of HHS
and the CMS Administrator should consult with f amily physicians, patients, and other stakeholders
throughout the development of this report. We also suggest the term be "digital adjuncts and alternatives"
to ref lect the broader solution space.
Sec. 406. Secretary of HHS Report on CMS Computer Systems
The AAFP agrees there is a strong need to modernize the CMS inf ormation technology infrastructure.
With any modernization, CMS should leverage the same standards and APIs required of covered entities
to access Medicare data under f ederal regulations. This will help drive adoption and utilization of the
standards and allow certif ied EHR technology to connect to Medicare APIs more easily. We also
recommend the inclusion of solutions be part of the report to the Secretary of HHS, as well as a timeline
f or CMS to address any def iciencies.
The AAFP commends your actions to build upon the success of the original Cures Act and hopes to be a
resource to you and your staf f as you finalize Cures 2.0. Should you have any questions, please contact
John Aguilar, Manager of Legislative Affairs at jaguilar@aaf p.org.
Sincerely,

Gary L. LeRoy, MD, FAAFP
Board Chair
American Academy of Family Physicians
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