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The Hon. Russell T. Vought
Director

Office of Management and Budget
725 17™ Street, NW

Washington, DC 20503

Re: Request for Information (RFI): Deregulation, 90 FR 15481
Dear Director Vought:

Physician-Led Healthcare for America (PHA) appreciates the opportunity to submit these comments
in response to the Office of Management and Budget’s (OMB) Request for Information regarding
“ideas for deregulation from across the country.”* We applaud your agency for taking on this timely
issue—one that has outsized importance for our nation’s healthcare system.

PHA was founded in 2001 as the stakeholder voice for physician-led and -owned hospitals (POHSs)
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 thatinclude helping define and advance innovative healthcare
models, collaboration among physicians, optimum clinical quality and efficiency and patient first
approachto 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.

The Issue: Regulations Stand in the Way of High-Quality and Efficient Care
Onerous 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

! Executive Office of the President, Office of Management and Budget, 90 FR 15481, Request for Information:
Deregulation, April 11, 2025, accessed: https://www.federalregister.gov/documents/2025/04/11/2025-
06316/request-for-information-deregulation.
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limitations to accessing critical care when they need it most. In the closing decades of the 20™
century, corporate interests - including health plans, hospital systems and other powerful sectors
of the healthcare industry — began to systematically displace physicians from leadership roles.
Today, this trend is accelerating at an alarming rate, thanks in large part to federal 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 aresult, the priorities of business often overshadow the clinical judgment and patient-first values
that have traditionally guided medical practice.

We can, and must, do better. This RFI represents OMB’s efforts to revise, reexamine, and rescind
federal regulations represent an extraordinary opportunity to not only improve healthcare’s broken
regulatory environment, but also promote patient-centered reforms. Below are three specific issues
and associated recommendations we believe would benefit greatly from OMB’s decisive
intervention.

Physician-Led Hospitals as a Solution

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).2 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.

Additionally, lifting the ban on POHs would produce cost savings of particular interest to the
Department of Government Efficiency (DOGE). Researchers at UConn Health and Loyola University
Chicago found in a recent study that physician-owned hospitals could have fueled approximately

2 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.
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$1.1 billion in savings to the federal government across 20 of Medicare’s most expensive conditions
in2019.3

Rural healthcare in particularis also at a breaking point. With nearly 750 rural hospitals under threat
of closure,* millions of Americans face long drives and wait times with no viable care options. Every
minute matters. A 2019 study by Altarum® 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 comments
to this RFI provided by the Physician Advocacy Institute (PAl): “...patients deserve the competitive
benefits and choice offered by hospitals that are owned and run by physicians rather than corporate
administrators.”®

The ability of physicians to lead, administer, and deliver healthcare in hospitals is essential to
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.

PHA urges OMB to work with the Department of Health and Human Services (HHS) and the Centers
for Medicare & Medicaid Services (CMS) to allow expansion of POHs to advance competition,
increase high-quality patient care, and improve healthcare efficiencies.

Recommendation
= (OMB should reexamine and then remove federal regulations in Title 42, Part 411 that
perpetuate the arbitrary ban on POHs.”

3 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=JmfWn9Qwkx7TJSOZnPg00Q%3d%3d.

4 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.

5 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.

& Kelly Kenney, Physician Advocacy Institute, “Request for Information on Deregulation”, May 9, 2025.

7 CFR, Title 42, Chapter IV, Subchapter B, Part 411, Subpart J, §411.362, accessed: https://www.ecfr.gov/current/title-
42/chapter-1V/subchapter-B/part-411/subpart-J/section-411.362.
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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 |, 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.®

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.”® 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.

However, 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.”*® Additionally, as our nation’s healthcare system moves away from fee-for-
service-based payments and toward value-based payment systems, laws like the Stark Law have
been identified by Republican senators as barriers to progress.!

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 POHSs 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

8 Physician Self-Referral Law, 42 U.S.C. § 1395nn, accessed: https://www.govinfo.gov/app/details/USCODE-2023-
title42/USCODE-2023-title42-chap7-subchapXVlll-partE-sec1395nn.

°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%20t0%20as%20the,re
lationship%2C%20unless%20an%20exception%20applies.

10 Kelly Cleary, “The Stark Law, post-pandemic”, July 10, 2020, accessed:
https://www.akingump.com/a/web/wdprH2h7bGyRJeWU6QwUZG/pi_cleary.pdf.

1 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.
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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. 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.*?

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
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.

Recommendation
=  (OMB should revise federal regulations related to Stark Law located in Title 42, CFR, §8411.350 -
§411.389 to reflect our nation’s current healthcare delivery system.®

2 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.

13 CFR, Title 42, 8411.350 - §411.389, accessed: https://www.cms.gov/medicare/regulations-guidance/physician-self-
referral/current-law-and-regulations.
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Certificate of Need (CON) Laws

Finally, PHA believes that OMB has an opportunity to help rein in Certificate of Need (CON) laws.
These regulatory mechanisms pertain to approving major capital expenditures and projects for
certain healthcare facilities. As you know, these CON requirements are state-level regulations. At
present, 35 states and the District of Columbia have such regulations.*

There are roles for federal agencies, however, related to CON laws. It is hoped OMB can explore
areas to improve these laws. Currently, this outdated CON law regime amounts to a state or locality
having the power to tell McDonald’s it cannot open a store across a highway from a Burger King.
Research from George Mason University professor and Mercatus Center scholar Thomas Stratmann
found “that states with CON programs have about 99 fewer hospital beds per 100,000 people than
states without these regulations.”*®

Forexample, OMB can work with Secretary Kennedy and HHS’ Office for Civil Rights to better enforce
civil rights laws that apply to healthcare facilities, regardless of CON status. Additionally, there can
be better regulatory enforcement related to Health Insurance Portability and Accountability Act
(HIPAA) regulations pertaining to the privacy and security of health information.

Recommendation

= OMB should examine how it can encourage states to update and remove CON Laws, similar to
how the federal government eliminated federal incentives for states to maintain their CON
programsin 1986.

Conclusion

Thank you again for this opportunity to provide these comments on this RFl. We believe that OMB
focusing on regulatory reform regarding physician-owned hospitals, Stark Law, and CON
requirements would be significant wins for the Trump administration.

4 Maggie Bobek Tieché, “Why do some states still require healthcare certificates of need?”, Definitive Healthcare,
August 2, 2023, accessed: https://www.definitivehc.com/blog/why-do-some-states-still-require-certificates-of-need.
5 Matthew Mitchell, “Certificate-of-Need Laws: Are They Achieving Their Goals?”, Mercatus Center, April 17, 2017,
accessed: https://www.mercatus.org/research/policy-briefs/certificate-need-laws-are-they-achieving-their-goals.
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If we can be of any assistance to you or your staff as you continue your important work to address
outdated, unnecessary, and burdensome regulations, please do not hesitate to contact me directly
at jalhadeff@physicianled.us.

Sincerely,

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

Cc: Ms. Kelsi Feltz
Office of Information and Regulatory Affairs
Office of Management and Budget
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