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May 27, 2025 
 
Submitted electronically via www.regulations.gov 
 
The Hon. Abigail Slater   
Assistant Attorney General 
Antitrust Division     
U.S. Department of Justice  
950 Pennsylvania Avenue, NW 
Washington, DC 20530    
 
Re: Comments to Anticompetitive Regulations Task Force, Antitrust Division, U.S. Department 
of Justice, Docket No. ATR-2025-0001 
 
Dear Assistant Attorney General Slater: 
 
Physician-Led Healthcare for America (PHA) appreciates the opportunity to submit these comments 
in response to the request from the Antitrust Division’s Anticompetitive Regulations Task Force.1 We 
commend the Task Force’s desire “to identify laws and regulations that raise barriers to 
competition.”2 This is a bold, timely, and much-needed initiative. 
 
We are particularly pleased to see that the Task Force has selected healthcare as one of five key 
markets where laws and regulations make it more difficult for businesses to compete effectively. 
We strongly agree with you and your colleagues that “laws and regulations in healthcare markets 
too often discourage doctors and hospitals from providing low-cost, high-quality healthcare and 
instead encourage…consolidation.”3 
 
PHA was founded in 2001 as the stakeholder voice for physician-led and -owned hospitals (POHs) 
and has worked to represent physician-led hospitals, physician-led facilities, physician-led 
practices, and other physician-led initiatives to better advance access to care in local communities.  
 
Today, PHA serves as a voice for all physician-led initiatives that advance clinical quality and 
efficiency. PHA promotes, educates, and advocates for exceptional patient centered care through 
physician leadership with core values that include helping define and advance innovative healthcare  
 

 
1 U.S. Department of Justice, Antitrust Division, “Anticompetitive Regulations Task Force Press Release”, Docket No. 
ATR-2025-0001, March 26, 2025, accessed: https://www.regulations.gov/document/ATR-2025-0001-0002.   
2 Ibid. 
3 Ibid. 

https://www.regulations.gov/document/ATR-2025-0001-0002


 

105 E Street, SE | Washington, DC 20003 
+1 (419) 250-5873 | info@physicianled.us | www.physiciansled.com  

 

 
models, collaboration among physicians, optimum clinical quality and efficiency and patient first 
approach to care delivery. PHA helps its members support efforts to advance quality and availability 
of patient care in local communities, while continuing to maintain and expand healthcare standards 
for patient care through quality improvement initiatives. 
 
Anticompetitive laws and regulations plague our nation’s healthcare system at seemingly every turn. 
As a result, patients nationwide are increasingly facing higher costs, lower-quality care, and severe 
limitations to accessing critical care when they need it most. In the closing decades of the 20th 
century, corporate interests, including health insurance companies, hospital systems, and other 
powerful sectors of the healthcare industry, began to systematically displace physicians from 
leadership roles.  
 
This trend is accelerating at an alarming rate, thanks in large part to federal laws and regulations 
emanating from Washington. Increasingly, critical decisions about patient care and resource 
allocation are being made not by those in “scrubs” at the bedside, but by the “suits” in boardrooms. 
As a result, the priorities of business often overshadow the clinical judgment and patient-first values 
that have traditionally guided medical practice.  
 
Without question, onerous laws and regulations are standing in the way of high-quality and efficient 
care throughout America. We must do better. This request from the Justice Department represents 
an extraordinary opportunity to fix broken laws and regulations that promote consolidation and 
anticompetitive activity in our healthcare system. It also represents an important vehicle to promote 
patient-centered reforms.  
 
Below, we address three specific healthcare policy issues for the Task Force’s consideration: 1.) the 
Centers to Medicare & Medicaid Services’ (CMS) “2-2-2” requirements; 2.) the arbitrary and harmful 
ban on POHs; and 3.) Stark Law. The Task Force’s decisive action to revise or eliminate these laws 
and regulations would be significant wins for the Trump administration—and help millions of 
American patients.   
 
We submitted similar comments to the Office of Management and Budget (OMB) in response to its 
Request for Information (RFI) on Deregulation.4 We believe the Task Force’s work here is highly 
complementary to OMB’s RFI, and we encourage the Antitrust Division to continue its close 
collaboration with OMB and other interagency partners. 
 
 

 
4 Physician-Led Healthcare for America, “Request for Information (RFI): Deregulation, 90 FR 15481”, May 12, 2025, 
accessed: https://files.constantcontact.com/245b2131901/258e2e1f-a43f-4911-ad77-bf77181d8fae.pdf.  

https://files.constantcontact.com/245b2131901/258e2e1f-a43f-4911-ad77-bf77181d8fae.pdf
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CMS Guidance “2-2-2” Requirements 
The Social Security Act (SSA) establishes requirements that hospitals must meet to participate in 
Part A of Medicare and Medicaid. These include a requirement that a hospital enters into a hospital 
provider agreement with CMS. In Section 1861(e), the statute also defines a hospital as an entity 
primarily engaged in providing, by or under the supervision of physicians, to inpatients: (a.) 
diagnostic services and therapeutic services for medical diagnosis, treatment, and care of injured, 
disabled, or sick persons, or (b.) rehabilitation services for the rehabilitation of injured, disabled, or 
sick persons; and that meets other specified requirements, such as providing 24-hour nursing 
services.5 Inpatient services include bed and board, and specified nursing, diagnostic, or 
therapeutic services.6 
 
On September 6, 2017, CMS issued guidance interpreting the definition of a hospital and 
requirement for a hospital provider agreement by determining how a hospital meets the “primarily 
engaged in providing” standard.7 According to this CMS interpretation, the following criteria 
establish a presumption that a hospital is primarily engaged in providing inpatient services by having 
at least: 
 

1.) Two (2) inpatients in the hospital at the time of the Medicare certification survey; 
 

2.) An average daily census (ADC) of two (2) inpatients over the last 12 months; and 
 

3.) An average length of stay (ALOS) of at least two (2) midnights for inpatients over the last 12 
months. 

 
There is no statutory or regulatory basis for the standard created by CMS in its “2-2-2” guidance. This 
lack of basis is ripe for the Task Force’s intervention. The metrics appear to have been created with 
the inexplicable goal of reducing the total number of eligible hospitals. As implemented, the 
arbitrary nature of the policy is impacting access to healthcare services at a time when Medicare 
beneficiaries are facing a host of chronic conditions and need more access—not less. The guidance 
has led to numerous unintended consequences, including the closure of hospitals serving this 
vulnerable patient population. This is in direct conflict with the Trump administration’s goal of 
promoting health care affordability, access, and choice. 

 
5 See 42 USC 1395x(e). 
6 See 42 USC 1395x(b). 
7 Centers for Medicare & Medicaid Services, Center for Clinical Standards and Quality/Survey & Certification 
Group, S&C Memo, 17-44-All Hospitals – Revisions to State Operations Manual (SOM) Hospital Appendix A, September 
6, 2017, accessed: https://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-17-44.pdf.  
 

https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-17-44.pdf
https://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert-Letter-17-44.pdf
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Moreover, in the years before and since the current CMS guidance was issued, certain Medicare and 
Medicaid reimbursed services that previously qualified as inpatient services are now performed in 
the outpatient setting. This is an inevitable shift and a positive indication of America’s clinical 
progress. 
 
Many of these hospitals are in communities in critical need of local options for high-quality inpatient 
care. When a hospital closes, community residents who are reliant on that hospital for their 
healthcare are the ones adversely affected in the process. Whether it results in being forced to travel 
greater distances to an unfamiliar hospital or opting for a closer, but higher-cost and lower quality 
alternative, the current CMS guidance has created a burden for everyday Americans that are already 
struggling to obtain and maintain trusted, qualified and affordable health care providers. 
 
Even more concerning is that the “2-2-2” guidance has been applied by CMS in a way that favors 
large health systems over individual, single-site hospitals by allowing those large health systems to 
consolidate their data for purposes of interpreting the “2-2-2” standard. In turn, CMS has created a 
“leg up” for large health systems that is both anticompetitive and contradictory to CMS’ goal of  
identifying providers such as freestanding emergency rooms that CMS understandably does not 
wish to retain certification. 
 
In addition to being arbitrary, anticompetitive, and ineffective, PHA is also concerned that the 2017 
guidance creates challenges for communities that require new hospitals as compared to those who 
rely on existing hospitals. Both categories of hospitals are important, but we believe that the 
standard for assessing the qualifications for both new and existing hospitals should be different.  
 
This harmful, sub-regulatory guidance is forcing hospitals to cease service to Medicare and 
Medicaid patients and, in some cases, to close permanently. The guidance established an arbitrary 
standard for surveyors to determine hospital participation in Medicare and Medicaid. We 
recommend revising the guidance to eliminate burdensome requirements, while promoting 
competition, patient choice, efficiency, and essential federal standards for hospitals. 
 
Therefore, PHA urges the Task Force to work with CMS to adopt two optional criteria for hospitals to 
meet the “primarily engaged” standard, depending on whether they are new or existing hospitals. 
 

1.) For new hospitals, meaning any newly-developed provider, or any hospital that was enrolled 
solely in Part B as an ambulatory surgical center (ASC) in the prior 10 years, to retain the 
2017 guidance but (a.) weigh the ALOS as considerably less important given that CMS, the 
healthcare community, and patients share a mutual goal of reducing the length of stay and 
discharging healthy patients more rapidly when clinically appropriate; (b.) maintain and truly 
consider and value the other relevant criteria listed in the 2017 guidance; and (c.) add 
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language clarifying that calculations regarding daily census and length of stay should be 
location specific, rather than system-wide across an entire hospital system. 
 

2.) Separately, for hospitals that have been in operation, enrolled in Part A, and that have served 
Medicare patients for at least 10 years, PHA recommends that such hospitals not be subject 
to the aforementioned new hospital guidelines but instead meet the following two criteria 
that demonstrate that the hospital is much more than an ASC: 

 
a.) In the prior 12-month period, performed some procedures only reimbursed as 

inpatient (presently referred to as the “inpatient only list”); and 
 

b.) Was not enrolled (as its sole enrollment for the entity or provider) under Part B as 
an ASC in the 10 years prior to the survey date. 

 
Going forward, and with the desire to expand, rather than narrow, access to high-quality hospitals 
for Medicare and Medicaid beneficiaries in mind, we hope the Task Force can also determine that 
the current CMS guidance should not be enforced. Alternative to the recommendations above, it is 
hoped the Trump administration can order CMS to review the current CMS guidance and choose one 
of the following pathways at the agency’s election: 1.) eliminate the current two inpatient, ALOS, and 
ADC statistical metrics used in the current CMS guidance; or 2.) retain the current CMS guidance 
but issue firm written exemptions for certain vital types of hospitals. 
 
Physician-Led Hospitals 
When the Affordable Care Act (ACA) was signed into law on March 23, 2010, it created an anti-
competitive, arbitrary ban on new physician-led and -owned hospitals. Buried in the legislation, this 
restriction is found in Section 6001(a)(3).8 Specifically, this provision prohibits physicians from 
owning new hospitals and placed expansion bans on grandfathered physician-led hospitals.  

 
This outdated restriction promotes the very consolidation that is strangling our healthcare system 
and limiting patient choice. Physician-led hospitals are one of the last safeguards against this 
monopolization, injecting much-needed competition into the marketplace. This limitation has not 
only deprived patients of deep expertise and advanced care in our facilities, but also has been a 
boon for hospital systems to eliminate competition and gain a tight grip on large service regions, 
physician practices, and insurance companies. Consolidation and lack of competition have 
resulted in healthcare services and insurance premiums that are out of control, with diminishing 
accountability for care quality. Indeed, the stakes for our healthcare system have never been higher. 

 
8 Affordable Care Act, PPACA (Consolidated), Title VI—Transparency and Program Integrity, Subtitle A—Physician 
Ownership and Other Transparency, Sec. 6001, Limitation on Medicare Exception to the Prohibition on Certain 
Physician Referrals for Hospitals, accessed: https://www.cms.gov/medicare/fraud-and-
abuse/physicianselfreferral/downloads/section_6001_of_the_aca.pdf.  

https://www.cms.gov/medicare/fraud-and-abuse/physicianselfreferral/downloads/section_6001_of_the_aca.pdf
https://www.cms.gov/medicare/fraud-and-abuse/physicianselfreferral/downloads/section_6001_of_the_aca.pdf
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Additionally, lifting the ban on POHs would produce cost savings for federal entitlement programs. 
Researchers at UConn Health and Loyola University Chicago found in a recent study that physician-
owned hospitals could have fueled approximately $1.1 billion in savings to the federal government 
across 20 of Medicare’s most expensive conditions in 2019.9  
 
Rural healthcare in particular is also at a breaking point—and physician-owned hospitals offer an 
immediate solution. With nearly 750 rural hospitals under threat of closure,10 millions of Americans 
face long drives and wait times with no viable care options. Every minute matters. A 2019 study by 
Altarum11 found that the economic impact of time spent traveling and waiting for healthcare costs 
$89 billion each year. In this light, we strongly agree with recent comments from the Physician 
Advocacy Institute (PAI): “…patients deserve the competitive benefits and choice offered by 
hospitals that are owned and run by physicians rather than corporate administrators.”12 
 
POHs also currently outperform non-physician-led hospitals on health, safety, and quality metrics. 
A recent update from CMS revealed that 374 hospitals across the nation received five-star 
cleanliness ratings based on the most recent Hospital Consumer Assessment of Healthcare 
Providers and Systems (HCAHPS) surveys.13 Among these, 45 physician-owned hospitals were 
specifically recognized for leading the nation in cleanliness—a disproportionately high number 
given that such physician-owned hospitals make up only five percent of all American hospitals. 
 
This recognition underscores cleanliness as a critical component of patient safety and infection 
control. The data, gathered from inpatient experience surveys completed between April 1, 2023, and 
March 31, 2024, reflects patient perspectives on hospital environments, emphasizing the 
importance of clean and welcoming healthcare settings. When it comes to cleanliness and hygiene, 
a spotless healthcare environment is one of the most crucial pieces to get right. Research has shown 
that up to 50 percent of people experience some form of fear or anxiety when visiting a hospital. 
Creating a welcoming, clean environment and maintaining it is critical to putting visitors and  

 
9 Robert Aseltine, Jr., PhD, Gregory Matthews, PhD, “A Study of the Cost of Care Provided in Physician Owned Hospitals 
Compared to Traditional Hospitals”, October 18, 2023, accessed: 
https://www.physiciansadvocacyinstitute.org/Portals/0/assets/docs/Advocacy/Cost-Report-10-18-23-final-
v5.pdf?ver=JmfWn9Qwkx7TJSOZnPgOoQ%3d%3d.  
10 Becker’s Hospital Review, “The lifeline of small towns: Protecting rural hospitals from closure”, April 3, 2025, 
accessed: https://www.beckershospitalreview.com/hospital-management-administration/the-lifeline-of-small-
towns-protecting-rural-hospitals-from-closure.  
11 Corwin Rhyan, Altarum, Research Brief: “Travel and Wait Times are Longest for Health Care Services 
and Result in an Annual Opportunity Cost of $89 Billion”, February 22, 2019, accessed: 
https://altarum.org/sites/default/files/Altarum_Travel-and-Wait-Times-for-Health-Care-Services_Feb-22.pdf.  
12 Kelly Kenney, Physician Advocacy Institute, “Request for Information on Deregulation”, May 9, 2025. 
13 Centers for Medicare & Medicaid Services, “Patient survey (HCAHPS) – Hospital”, April 30, 2025, 
 accessed: https://data.cms.gov/provider-data/dataset/dgck-syfz.  

https://www.physiciansadvocacyinstitute.org/Portals/0/assets/docs/Advocacy/Cost-Report-10-18-23-final-v5.pdf?ver=JmfWn9Qwkx7TJSOZnPgOoQ%3d%3d
https://www.physiciansadvocacyinstitute.org/Portals/0/assets/docs/Advocacy/Cost-Report-10-18-23-final-v5.pdf?ver=JmfWn9Qwkx7TJSOZnPgOoQ%3d%3d
https://www.beckershospitalreview.com/hospital-management-administration/the-lifeline-of-small-towns-protecting-rural-hospitals-from-closure
https://www.beckershospitalreview.com/hospital-management-administration/the-lifeline-of-small-towns-protecting-rural-hospitals-from-closure
https://altarum.org/sites/default/files/Altarum_Travel-and-Wait-Times-for-Health-Care-Services_Feb-22.pdf
https://data.cms.gov/provider-data/dataset/dgck-syfz
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patients at ease within healthcare settings. POHs not only have higher quality and lower costs, but 
also better outcomes because cleanliness is taken seriously, as the recent HCAHPS survey proves. 
 
Numerous studies show that maintaining high levels of cleanliness directly correlates with infection 
prevention and control (IPC) measures critical to patient care and safety. Hospitals recognized in 
the five-star category are setting benchmarks for IPC practices and are reducing risks of healthcare-
associated infections (HAIs) through intentional hygiene protocols. 
 
Furthermore, in a comprehensive study on patient satisfaction utilizing HCAHPS data from CMS, 
over 80 physician-owned hospitals achieved a prestigious five-star rating. These star ratings are 
derived from patients’ responses to a pivotal question within the HCAHPS survey: “Would you 
recommend this hospital to your friends and family?” The ratings reflect survey data collected from 
hospital patients between October 2022 and September 2023.14  
 
The significant percentage of physician-led hospitals that received a five-star rating represents 
physician-led hospitals’ commitment to the patient-physician partnership. These results not only 
highlight the superior quality of care provided by physician-owned hospitals, but also reinforce the 
importance of patient feedback in continuously enhancing healthcare services. The healthcare 
industry, therefore, can look to these institutions as benchmarks for success, demonstrating how a 
focus on high-quality, personalized care can lead to unparalleled patient satisfaction. 
 
As these survey results demonstrate, the ability of physicians to lead, administer, and deliver 
healthcare in hospitals is essential to the advancement of quality, cost, and patient choice. Patients 
are best served when physicians are at the center of healthcare delivery, where patients and 
physicians work together to identify optimal treatment plans, because the goals of the hospital, the 
patients and physician owner are integrally and inseparably aligned in a physician-owned hospital. 
This cannot be universally claimed in the non-physician-owned hospital setting. 
 
Physician ownership and management have played a foundational role in the history of American 
hospitals. From the late 19th century, visionary physicians like the Mayo brothers built and led 
institutions that prioritized patient care, innovation, and teamwork. For example, The Mayo Clinic 
began as a family medical practice and, through the leadership of Drs. William and Charles Mayo, 
evolved into a world-renowned hospital known for its collaborative, patient-centered approach and 
groundbreaking medical advances. 
 

 
14 Physician-Led Healthcare for America, “Physician-Led Hospitals Continue to Dominate Patient Preference, Yet 
Again”, October 2, 2024, accessed: https://physiciansled.com/physician-led-hospitals-continue-to-dominate-patient-
preference-yet-again.  

https://physiciansled.com/physician-led-hospitals-continue-to-dominate-patient-preference-yet-again
https://physiciansled.com/physician-led-hospitals-continue-to-dominate-patient-preference-yet-again
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As we noted above, the healthcare landscape then began to change. New organizational models 
emerged, shifting control away from physicians and placing hospital management in the hands of 
non-clinical administrators. This transition diminished the direct influence of physicians in hospital 
leadership and decision-making. An op-ed in RealClearHealth earlier this month makes this point 
clear: “Twenty-five years and 2,000 hospital mergers later, concentrated economic and political 
power in the American healthcare system rests not in the hands of doctors, but those of hospital 
executives strategizing in marble-lined offices amongst Picassos and Warhols vetted by their 
corporate board.”15 
 
In response, starting in the 1990s, physicians across America recognized the need to restore clinical 
expertise to hospital governance. They established a new generation of physician-led hospitals, 
designed to put patient care and medical judgment at the forefront. Today, more than 240 hospitals 
nationwide are owned and operated by physicians, continuing a distinguished tradition of physician 
leadership and reaffirming the central role physicians play in shaping high-quality healthcare. 
 
From children to seniors, physician-led hospitals consistently put patients at the center of every 
decision. Whether it is a specialty hospital renowned for excellence in a particular field or a 
traditional community hospital serving diverse needs, physician leadership ensures that care is 
always tailored to each individual. This unwavering commitment to patient-focused care means that 
every patient-regardless of age or circumstance-receives the highest quality of attention and 
support throughout their healthcare journey. 
 
Finally, it is important to note the following fact: no other participant in the healthcare system 
possesses the depth and breadth of training that physicians do. For example, after four years of 
undergraduate study, an orthopaedic surgeon completes four years of medical school, five years of 
rigorous residency, and often an additional fellowship year focused on advanced specialization. As 
a result, it is no surprise that physicians are exceptionally well-equipped to lead hospitals. Their 
unparalleled clinical expertise, firsthand understanding of patient care, and extensive experience 
navigating complex medical environments make them ideally suited to guide hospital operations 
and ensure the highest standards of care.  
 
Therefore, PHA urges the Task Force to work with the Department of Health and Human Services 
(HHS) and CMS to allow the expansion of POHs to advance competition, increase high-quality 
patient care, and improve healthcare efficiencies. 

 
15 James Gelfand, Brian J. Miller, MD, MBA, MPH, “Big Hospitals, Big Money, and the Ripping Off of the American 
Taxpayer”, RealClearHealth, May 6, 2025, accessed: 
https://www.realclearhealth.com/articles/2025/05/06/big_hospitals_big_money_and_the_ripping_off_of_the_america
n_taxpayer_1108274.html.  
 

https://www.realclearhealth.com/articles/2025/05/06/big_hospitals_big_money_and_the_ripping_off_of_the_american_taxpayer_1108274.html
https://www.realclearhealth.com/articles/2025/05/06/big_hospitals_big_money_and_the_ripping_off_of_the_american_taxpayer_1108274.html
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Physician Self-Referral Law (Stark Law) 
First enacted in 1989, Stark Law is a collection of federal laws that prohibit physician self-referral. 
The first law, Stark I, is known as the Ethics in Patients Referrals Act. The law was revised with “Stark 
II” amendments, which went into effect on January 1, 1995. Since then, these laws have evolved 
through various regulations and guidance from federal agencies such as CMS.16 

 
These laws prohibit “physicians from referring patients to receive ‘designated health services’ (DHS) 
payable by Medicare or Medicaid from entities with which the physician or an immediate family 
member has a financial relationship.”17 The aim of these laws was to prevent potential conflicts and 
financial incentives that could lead to physicians prescribing more healthcare services than needed 
(i.e., over-utilization), leading to potentially higher healthcare costs. These laws were named after 
former Representative Pete Stark, Democrat of California, who sponsored the initial legislation. It is 
also worth noting that, prior to his death, Representative Stark himself called for the repeal of his 
eponymous law.18  
 
To begin, since the point of Stark Law is to reduce over-utilization due to financial incentives, Stark 
Law is unnecessary in any setting where prior authorization applies—or could apply. If health 
insurance companies are consistently preventing over-utilization through various techniques, most 
prominently prior authorization,19 Stark Law has outlived its purpose. 

 
Moreover, these laws are now outdated, especially since the COVID-19 pandemic. As attorney Kelly 
Cleary has explained, “The law and the current exceptions are designed around a fee-for-service 
health care system, where physicians can increase their income by simply performing more 
services. But this manner of paying for care based on volume has grown unpopular over the last 
couple of decades.”20 Additionally, as our nation’s healthcare system moves away from fee-for- 
 

 
16 Physician Self-Referral Law, 42 U.S.C. § 1395nn, accessed: https://www.govinfo.gov/app/details/USCODE-2023-
title42/USCODE-2023-title42-chap7-subchapXVIII-partE-sec1395nn. 
17 U.S. Department of Health and Human Services, Office of Inspector General, accessed: 
https://oig.hhs.gov/compliance/physician-education/fraud-abuse-
laws/#:~:text=The%20Physician%20Self%2DReferral%20Law%2C%20commonly%20referred%20to%20as%20the,re
lationship%2C%20unless%20an%20exception%20applies.  
18 Joe Carlson, “Pete Stark: Repeal the Stark law”, Modern Healthcare, August 2, 2013, accessed: 
https://www.modernhealthcare.com/article/20130802/BLOG/308029995/pete-stark-repeal-the-stark-law.   
19 Jeannie Fuglesten Biniek, Nolan Sroczynski, Meredith Freed, Tricia Neuman, “Medicare Advantage Insurers Made 
Nearly 50 Million Prior Authorization Determinations in 2023”, KFF, January 28, 2025, accessed: 
https://www.kff.org/medicare/issue-brief/nearly-50-million-prior-authorization-requests-were-sent-to-medicare-
advantage-insurers-in-2023.  
20 Kelly Cleary, “The Stark Law, post-pandemic”, July 10, 2020, accessed: 
https://www.akingump.com/a/web/wdprH2h7bGyRJeWU6QwUZG/pi_cleary.pdf.  

https://www.govinfo.gov/app/details/USCODE-2023-title42/USCODE-2023-title42-chap7-subchapXVIII-partE-sec1395nn
https://www.govinfo.gov/app/details/USCODE-2023-title42/USCODE-2023-title42-chap7-subchapXVIII-partE-sec1395nn
https://oig.hhs.gov/compliance/physician-education/fraud-abuse-laws/#:%7E:text=The%20Physician%20Self%2DReferral%20Law%2C%20commonly%20referred%20to%20as%20the,relationship%2C%20unless%20an%20exception%20applies
https://oig.hhs.gov/compliance/physician-education/fraud-abuse-laws/#:%7E:text=The%20Physician%20Self%2DReferral%20Law%2C%20commonly%20referred%20to%20as%20the,relationship%2C%20unless%20an%20exception%20applies
https://oig.hhs.gov/compliance/physician-education/fraud-abuse-laws/#:%7E:text=The%20Physician%20Self%2DReferral%20Law%2C%20commonly%20referred%20to%20as%20the,relationship%2C%20unless%20an%20exception%20applies
https://www.modernhealthcare.com/article/20130802/BLOG/308029995/pete-stark-repeal-the-stark-law
https://www.kff.org/medicare/issue-brief/nearly-50-million-prior-authorization-requests-were-sent-to-medicare-advantage-insurers-in-2023
https://www.kff.org/medicare/issue-brief/nearly-50-million-prior-authorization-requests-were-sent-to-medicare-advantage-insurers-in-2023
https://www.akingump.com/a/web/wdprH2h7bGyRJeWU6QwUZG/pi_cleary.pdf
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service-based payments and toward value-based payment systems, laws like the Stark Law have 
been identified by Republican senators as barriers to progress.21 
 
Additionally, Stark Law also restricts both the expansion of existing POHs and the creation of new 
facilities. These restrictions are not only unfair and unfounded, as POHs are among the highest 
performing, most cost-effective and patient-favored facilities in the nation, they also impose a 
significant restriction on the ability of POHs to participate in value-based care delivery models and 
innovative alternative payment models (APMs). In addition, POHs have always been at the forefront 
of investment in technology and clinical care advancements and the development of such tools to 
lower cost and increase the quality of care. Therefore, we believe that lifting the current regulatory 
restrictions on POHs would help CMS achieve its goals of removing obstacles to the development of 
alternative payment models and other care coordination models in an effort to deliver better value 
and care for patients. 

 
Leading healthcare policy experts have also addressed the need for Stark Law reform in light of 
today’s environment. According to Dr. Brian J. Miller in testimony given to the U.S. Senate Committee 
on the Judiciary Subcommittee on Competition Policy, Antitrust, and Consumer Rights: 
 

Stark Law presupposes that corporations are less self-interested parties than physicians. In 
many cases, corporations mandate or otherwise enforce corporate self-referral upon 
physicians, scrutinizing and scoring providers on the basis of “within system” versus 
external referrals. Yet this very activity can be part of the key to offering integrated care 
delivery, as organizations can coordinate and systematize care for complex patients, and 
with recent changes in payment policy, better integrate remote telehealth and in-person 
services across specialties and care sites.22 

 
What is more, hospital-physician practice consolidation has led to contractually mandated self-
referral and increased utilization of healthcare services by practitioners within the systems that 
purchase their practices. This is one of the primary reasons that prices for certain medical 
procedures and services have greatly increased over the course of the last few years, outpacing 
other economic factors and conditions, as well as inflation. There has been little, if any, research to  

 
21 U.S. Senate Committee on Finance, Majority Staff Report, “Why Stark, Why Now? Suggestions to Improve the Stark 
Law to Encourage Innovative Payment Models, 2016, accessed: 
https://www.finance.senate.gov/imo/media/doc/Stark%20White%20Paper,%20SFC%20Majority%20Staff.pdf.  
22 Brian J. Miller, MD, MBA, PPH, Testimony Before the U.S. Senate Committee on the Judiciary, Subcommittee on 
Competition Policy, Antitrust, and Consumer Rights, “Antitrust Applied: Hospital Consolidation Concerns and 
Solutions,” May 19, 2021, accessed: 
https://www.judiciary.senate.gov/imo/media/doc/Brian%20J%20Miller%20Senate%20Judiciary%20testimony%20for
%2005%2019%202021.pdf.  
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suggest that this market consolidation has helped with quality of care or cost reductions in 
healthcare. In fact, there have been more questions about these mergers and acquisitions on quality 
and cost of care, as well as transparency of medical information.  

 
PHA urges the Task Force to work with HHS, CMS, and OMB to revise or eliminate federal 
regulations related to Stark Law located in Title 42, CFR, §411.350 – §411.389 to reflect our 
nation’s current healthcare delivery system.23 
 
Conclusion 
Thank you again for this opportunity to provide these comments to the Antitrust Division’s 
Anticompetitive Regulations Task Force. We believe your focus on revising or eliminating laws and 
regulations regarding CMS’ “2-2-2” requirements, physician-owned hospitals, and Stark Law would 
produce enormous benefits for our healthcare system and Make America Healthy Again.  
 
As the Task Force now begins to bring together attorneys, economists, and other staff from across 
the Antitrust Division, together with interagency partners, to identify state and federal laws and 
regulations that unnecessarily harm competition, please let me know if we can provide any 
assistance to you or your staff by contacting me directly at jalhadeff@physicianled.us. PHA looks 
forward to the Task Force taking appropriate actions, including helping federal agencies revise or 
eliminate these laws and regulations. 
 
Sincerely, 

 
Joseph E. Alhadeff, MD 
President 
Physician-Led Healthcare for America 
 
 

 
23 CFR, Title 42, §411.350 – §411.389, accessed: https://www.cms.gov/medicare/regulations-guidance/physician-self-
referral/current-law-and-regulations.   
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