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Introduction

Orthopedic surgery relies on complex collaborations across ambulatory surgery centers
(ASCs), device industries, and value based care models. However, a lack of
specialty-specific guidance leaves orthopedic surgeons vulnerable to Federal
Anti-Kickback Statute (AKS) violations. This review maps how legal safe harbors apply
directly to modern orthopedic business arrangements.

Objective

The purpose of this review is to summarize the federal Anti-Kickback Statute safe harbors
most relevant to orthopedic practice, clarify how they apply to common orthopedic
business arrangements, identify high-risk arrangements in orthopedic practice, and to
demonstrate practical compliance strategies.

Methods

A rapid review of PubMed, PMC, and Google Scholar was conducted from inception to
October 29, 2025. This search was supplemented with official federal materials, Office of
Inspector General (OIG) advisory opinions, and Department of Justice (DOJ) enforcement
actions to synthesize a narrative compliance framework for orthopedic practice.

Results

Out of 123 screened records, 17 sources were used to explore the AKS in terms of
orthopedic practice. 18 additional sources were included to supplement this analysis.
This study identified gray zones in orthopedics: consulting agreements, royalty
arrangements, ASC investment terms, and industry funded travel. High-risk
arrangements are often targeted by regulators when compensation is high, as
demonstrated by recent multi-million dollar DOJ settlements.

Conclusion

AKS safe harbors provide vital protection but demand meticulous, ongoing
documentation of compliance. As value-based care expands, orthopedic surgeons must
ensure that modern, integrated business models are structured strictly around clinical
justification and independent medical judgment, actively insulating patient care from
personal financial incentives.
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INTRODUCTION

1. THE FEDERAL ANTI-KICKBACK STATUTE (AKS)

The Federal Anti-Kickback Statute (42 U.S.C. § 1320a-7b(b))
prohibits the knowing and willful exchange of remuner-
ation to induce or reward referrals for services or items
reimbursable under federal health care programs.l:Z Re-
muneration is broadly defined and includes cash, gifts, be-
low-market leases, consulting fees and profit-sharing.3 Vi-
olations are felonies and can result in fines up to $100,000
per violation and imprisonment up to 10 years.*5 Because
legitimate business arrangements can implicate the AKS,
safe harbor regulations identify payment and business
practices that are not treated as AKS offenses when every
required element to the safe harbor is satisfied.®-7 The safe
harbor regulations include various protected categories: in-
vestments, leases, personal services arrangements, value
based arrangements, cybersecurity technology, and elec-
tronic health records arrangements.8

The AKS is distinct from the Physician Self-Referral Law
(Stark Law). The Stark Law is a civil statute that prohibits
physicians from referring Medicare or Medicaid patients
for designated health care services (e.g., imaging, physical
therapy) to entities with which they or immediate family
members have a financial relationship, unless an exception
applies (for example: referrals to academic medical cen-
ters).? The Stark Law exceptions include select services
from academic medical centers, bona fide employment re-
lationships/contracts, and fair-market leases in exchange
for designated health services. Notably, Ambulatory
Surgery Centers (ASCs) are not designated health services,
so the Stark Law does not typically apply to ASC ownership;
however, AKS safe harbors may still be relevant to ASC ac-
tivities when an affiliated practice separately furnishes or
bills designated health services such as imaging or ther-

apy.lo
2. WHY ORTHOPEDICS?

Existing literature discusses AKS safe harbors in surgical
practice and ambulatory care, but relatively little literature
focuses specifically on orthopedic practice. Satiani’s review
of anti-kickback laws for vascular surgeons highlights the
importance of understanding protections for private prac-
tice.” Morrison discusses how physician ownership and
self-referrals create AKS concerns; similarly, DeMuro dis-
cusses how AKS concerns can stem from ASCs.!1:12 Other
publications have also examined how Stark Law and AKS
rules affect orthopedic practice, particularly when physi-
cians participate in imaging, therapy, leasing, or ownership
models.%13.14 These sources suggest that AKS compliance
is not a one size fits all issue, which is especially important
in orthopedics; orthopedic procedures are increasingly per-
formed in outpatient settings and where surgeon involve-
ment in ASCs, imaging, rehabilitation, implants, and value
based payment models may cause opportunities for height-
ened regulatory scrutiny.

Orthopedic surgeons often provide high cost procedural
care through ASCs, bundled payment programs, and other
value based models.!0:15-17 These arrangements may in-
volve imaging leases, physical therapy contracts, im-
plantable devices, and rehabilitation services, creating
multiple points where AKS safe harbor considerations be-
come relevant.1.%:.11,14 Together, these factors make ortho-
pedics distinct from many other specialties in both the
frequency and complexity of AKS and safe harbor consid-
erations.1:2.9 This specialty’s combination of expensive im-
plantable devices, industry collaboration, outpatient surgi-
cal practice ownership, and high procedural reimbursement
creates a regulatory landscape in which compliance be-
comes especially necessary. This risk is compounded by a
notable gap in existing literature: while the clinical benefits
of these coordinated models are well documented, there is a
lack of clear, orthopedic-specific literature on how to struc-
ture these modern business arrangements to meet strict le-
gal safe harbors. The expansion of digital health (remote
rehabilitation, wearable sensors) and shift toward value-
based reimbursement further blur the lines between care
delivery and potential inducements of AKS.8:16 As surgeons
take on the role of both provider and business owner, these
“gray areas” of compliance can create a significant barrier
to innovation, leaving practitioners to navigate complex
federal regulations without guidance. This review aims to
show how AKS safe harbors apply in orthopedics and pro-
vide practical insight for compliance.

METHODS

This study was conducted as a modified PRISMA-guided
rapid review to provide a structured synthesis of literature
and regulatory sources relevant to Anti-Kickback Statute
(AKS) safe harbors in orthopedic practice. A rapid, bifur-
cated review approach was selected because the purpose of
this paper was not to perform a meta analysis or assess clin-
ical outcomes quantitatively, but rather to identify and or-
ganize literature relevant to AKS safe harbor compliance.
The available literature consists largely of heterogeneous
legal reviews, regulatory materials, and specialty specific
commentaries rather than comparable quantitative analy-
ses. Because AKS safe harbor interpretation depends on
evolving federal regulations, the review combined a struc-
tured literature search with supplementary findings for fur-
ther support.

1. SEARCH STRATEGY

A structured search was performed by combining AKS ter-
minology with safe-harbor and orthopedic keywords:
(“Anti-Kickback Statute”[tiab] OR “anti kickback”[tiab] OR
“anti-kickback”[tiab]) AND (“safe harbor”[tiab] OR “safe
harbors”[tiab] OR “safe-harbor”[tiab]) AND (orthop*[tiab]
OR orthopaed*[tiab] OR “ambulatory surgery center”[tiab]
OR ASCJtiab]). We searched PubMed, PMC, and Google
Scholar from inception to October 29, 2025, when the
search was conducted. OIG, CMS, Federal Register, DOJ,
AAOS, and statutes/regulations relevant to AKS safe har-
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bors were all searched and analyzed for the inception of this
study.

2. ELIGIBILITY CRITERIA

Duplicate studies were removed in Covidence. Titles and
abstracts were screened independently by two reviewers.
Full texts of potentially eligible articles were reviewed
against inclusion criteria: U.S. jurisdiction, explicit discus-
sion of AKS safe harbors, and relevance to orthopedic prac-
tice or ASC ownership. Data extraction captured citation
details and orthopedic examples (total knee arthroplasty
(TKA) at ASCs, imaging leases, and call coverage). Supple-
mental sources added after the formal PRISMA search were
eligible for contextual inclusion if they were official fed-
eral materials, current regulatory provisions, OIG advisory
opinions, DOJ enforcement releases, or professional ethical
guidance directly relevant to AKS, Stark Law, and/or safe
harbors.

3. DATA EXTRACTION AND ADDITIONAL SOURCES

The included sources consisted of legal reviews, federal
regulations, health policy commentaries, and orthopedic
clinical or practice-based articles. Because these sources
varied substantially in design and purpose, findings were
synthesized narratively by safe harbor category rather than
through quantitative analysis. Supplemental regulatory
and enforcement sources were extracted separately for fur-
ther narrative support. This approach preserved the trans-
parency of the original rapid review while allowing the final
manuscript to reflect current legal guidance and recent or-
thopedic Kickback enforcement examples.

After completion of the formal PRISMA search, addi-
tional sources were added to update the legal and practice
context of the manuscript. These supplemental sources in-
cluded OIG compliance guidance, Federal Register final
rules, Code of Federal Regulations provisions, recent OIG
advisory opinions, DOJ enforcement materials, statutory
materials, and professional ethics guidance relevant to or-
thopedic practice. These sources were used to support the
Introduction, Discussion, Conclusion, tables, and practical
recommendations with current regulatory and enforcement
context.

RESULTS

1. STUDY SELECTION AND SOURCE CHARACTERISTICS

Out of 123 records (108 after de-duplication), 17 publica-
tions met inclusion criteria. 59 records were excluded as ir-
relevant during title/abstract screening. 32 full text sources
were excluded for either not discussing safe harbors (n = 18)
or for lacking orthopedic relevance (n = 14). The included
studies comprised legal reviews (n = 7), orthopedic clini-
cal/policy articles (n = 5), federal regulations (n = 4) and
policy commentaries (n = 1). An additional 18 sources were
added after the October 29, 2025 PRISMA search to update
the manuscript and further support this study. These post
search sources consisted of federal regulatory or statutory

materials and compliance guidance (n = 6), OIG advisory
opinions (n = 3), DOJ enforcement or settlement materials
(n = 6), and professional ethics or clinical ethics guidance
(n=3).

Across the complete 35 source bibliography, the evi-
dence base remained narrative, legal, regulatory, or policy
based rather than quantitative. The PRISMA derived
sources established the core safe harbor framework relevant
to orthopedics, while the supplemental sources updated
that framework with current OIG guidance, codified AKS
and Stark Law exceptions, recent federal enforcement ex-
amples, and ethical guidance for orthopedic surgeons. To-
gether, the sources supported a practical synthesis empha-
sizing written agreements, fair market value compensation,
commercial reasonableness, patient disclosure when ap-
propriate, separation of compensation from referral volume
or implant use, documentation of legitimate services, and
ongoing compliance review.

2. ASC OWNERSHIP SAFE HARBOR

The included sources described the ASC safe harbor, or as-
pects within the scope of safe harbor, under 42 C.F.R. §
1001.952(r). Legal analyses summarized the general condi-
tions: the entity must be a Medicare-certified ASC in which
patients must be informed of physician ownership, invest-
ment terms cannot be related to the volume or value of re-
ferrals, investors may not receive loans or loan guarantees
to acquire their interest, distributions must be proportional
to capital investment, services must be integral to primary
procedures and not separately billed, and Medicare benefi-
ciaries must be treated in a nondiscriminatory manner.1l.
12,18 Orthopedic specific practice articles highlighted the
growth of TKA and other joint procedures in ASCs,!5 em-
phasizing that compliance with the safe harbor can enable
surgeon-owned centers to participate in protected payment
models while mitigating the risk of fraud. However, im-
proper documentation of compliance remains a frequent
enforcement target; for instance, law-firm commentaries
stressed that buy-in prices must reflect fair-market value
and cannot be subsidized by existing investors. Documen-
tation of commercial reasonableness and patient disclosure
forms are critical to defending an ASC’s structure during
audits.18:19

3. EQUIPMENT AND SPACE RENTAL SAFE HARBORS

Orthopedic groups commonly lease MRI, CT, fluoroscopy
and physical therapy space. The equipment rental safe har-
bor (42 C.F.R. § 1001.952(c)) and space rental safe harbor
(42 C.F.R. § 1001.952(b)) allow such leases when specific
criteria are met: the lease must be written and signed, spec-
ify a term of at least one year, clearly identify the equip-
ment, and set the price to be consistent with fair-market
value. The arrangement must remain commercially reason-
able even if no referrals occur. Several included sources pro-
vided examples where clinics leased imaging machines at
nominal rates in exchange for referrals; the OIG charac-
terized these arrangements as disguised kickbacks. Clin-
ics must obtain independent fair market value (FMV) ap-
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[ Identification of studies via databases and registers
Records identified from*: Records removed before
screening:
Databases (n = 123) —» Duplicate records removed
Registers (n = 0) (n=15)
h 4
Records screened Records excluded**
—————»
(n =108) (n=59)
v
Reports sought for retrieval o | Reports not retrieved
(n=49) | n=0)
v
Reports assessed for eligibility Reports excluded:
(n=49) — o .
Did not explicitly discuss AKS
Safe Harbors (n = 18)
Lacked orthopedic, ASC, implant,
or ancillary-service relevance
(n=14)

v

Studies included in review
(n=17)

Reports of included studies
(n=17)

Figure 1. PRISMA Flow Diagram for Study Selection. The flow diagram summarizes the process of identifying,
analyzing, excluding, and selecting research to support the synthesis of this study. AKS = Anti-Kickback Statute;

ASC = ambulatory surgery center.

praisals and conduct annual compliance audits to ensure
compliance.18:19

4. PERSONAL SERVICES AND MANAGEMENT
CONTRACTS

Orthopedic physician employment and service arrange-
ments may also implicate both AKS and safe harbor regu-
lations. Under the personal services and management con-
tracts safe harbor (42 C.F.R. & 1001.952(d)), written
agreements must cover all services provided, have a term
of at least one year, specify compensation in advance, en-
sure FMV and forbid compensation tied to referrals.!® Vari-
ous legal reviews noted that part-time and sporadic services
previously fell outside the safe harbor; the OIG’s 2020 Final
Rule now provides flexibility for part-time arrangements
and introduces outcomes-based payments. This change al-
lows practices to incentivize surgeons for improving func-
tional outcomes or reducing readmissions without violating

the AKS, provided payments are linked to objective, prede-
fined standards and exclude high-risk entities.1820

5. VALUE BASED CARE ARRANGEMENTS

Recent policy evolution reflects a shift toward value-based
care. The 2020 OIG Final Rule introduced three new safe
harbors for value-based arrangements: care coordination
arrangements (no risk required), arrangements with sub-
stantial downside risk and arrangements with full financial
risk.18.20 These harbors protect non-cash benefits (items of
value to physicians such as remote monitoring devices or
software), and the latter two also protect monetary pay-
ments when parties assume financial risk. Orthopedic com-
mentaries argued that specific bundled payments for TKA,
digital rehabilitation platforms, and joint replacement reg-
istries fit within these harbors.16,18,20
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Table 1. Common Anti-Kickback Statute Safe Harbors in Orthopedic Practice

Safe harbor Core OIG criteria to document

Common orthopedic
example

Practical risk point

Space rental Written and signed lease for at least one
year; rent is set in advance, reflects fair

market value, and is not based on referrals18:
19,21

Leasing clinic, imaging,
or physical therapy
space from a hospital or
ambulatory surgery
center (ASC)

Below-market rent or
favorable lease terms linked
to referrals may raise
concerns1819

Equipment Written and signed lease for at least one Leasing MRI, CT, Equipment leases should
rental year; equipment clearly identified; rental fluoroscopy, ultrasound, reflect a real clinical need
payments are set in advance, reflect fair or C-arm equipment and fair market value18.19
market value, and are not based on
referrals18.19
Personal Written agreement for at least 1 year; Serving as a medical Paying for titles without real
services and services and payment are clearly defined; director, trauma call work or linking payment to
management compensation reflects fair market value and physician, or quality cases or referrals creates
contracts is not tied to referrals18.1? committee member risk18.19
Ambulatory The ASC is Medicare-certified; ownership Orthopedic surgeons Ownership is common but
surgery center and profit distributions are not based on owning shares in an ASC should not reward referral
investment referrals; ownership is disclosed when where they perform volume or pressure surgeons
required11,1215,18 outpatient procedures to shift cases111215,18
Electronic EHR support must meet regulatory A hospital provides EHR EHR support should improve
health records requirements, be properly documented, and connectivity to an patient care, not encourage
items and not depend on referral volume 1819 orthopedic practice referrals to a specific
services facility1819
Care Arrangement is part of a value-based Remote rehabilitation, The goal should be better
coordination/ program, documented, monitored, and postoperative quality and efficiency, not
value-based designed to improve patient care18.1? monitoring, or care rewarding referrals or use of
arrangements navigation for joint specific implants or
without replacement patients facilities16.18.19

downside risk

DISCUSSION

Orthopedic surgeons should view AKS safe harbors as
structured compliance frameworks rather than blanket au-
thorization for any business arrangement. Orthopedic prac-
tice frequently requires coordination among surgeons, hos-
pitals, ASCs, imaging centers, physical therapy providers,
implant manufacturers, durable medical equipment suppli-
ers, and other ancillary service lines. Modern orthopedic
care depends on collaboration, technical training, outpa-
tient surgical efficiency, implant innovation, and coordi-
nated rehabilitation. The compliance challenge is deter-
mining when a legitimate relationship becomes
remuneration intended to induce or reward referrals, im-
plant selection, facility use, or ordering of services reim-
bursable by federal health care programs.18:19.21,22

For the practicing U.S. orthopedic surgeon, AKS analysis
is fact-specific; safe harbors identify arrangements that, if
every element is satisfied, are protected from AKS liabil-
ity. Failure to satisfy a safe harbor does not automatically
establish an AKS violation, but it does mean the arrange-
ment requires individualized analysis of the facts and in-
tent. Important factors include the nature of the remuner-
ation, fair market value, commercial reasonableness, the
parties’ referral relationship, documentation, and whether
compensation is connected to the volume or value of fed-
eral health care program business.!8-20,22,23 This differs
from the Stark Law, which is a civil, self referral statute
focused on Medicare designated health services and ap-

plicable exceptions.21.23 Therefore, surgeons should avoid
written contract,” or “Stark
compliant” as complete answers to an AKS question. These
safeguards are important, but they do not cure an arrange-
ment that is otherwise intended to induce or reward refer-

treating “fair market value,

rals.

1. GRAY ZONES IN ORTHOPEDICS

The highest risk areas in orthopedics are often not explicit
cash for referral agreements. More commonly, they are gray
zone relationships that have a plausible clinical, educa-
tional, operational, or innovation purpose while also creat-
ing financial incentives that could affect clinical judgment.
Examples include consulting agreements, royalty arrange-
ments, industry funded travel, speaker programs, product
development agreements, medical directorships, ASC own-
ership, physician owned distributorships, discounted prod-
ucts, data registry payments, co-management agreements,
lease arrangements, and ancillary service ownership.18-21,
23-25

Consulting and royalty arrangements are particularly
important gray zones. Orthopedic surgeons often provide
legitimate value to device companies by advising on im-
plant design, instrumentation, surgical technique, clinical
education, and product evaluation. These services may sup-
port innovation and patient care when they are based on
genuine expertise, documented in writing, paid at fair mar-
ket value, and supported by actual work product. Risk in-
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Table 2. Key Differences Between the Anti-Kickback Statute and Stark Law

Anti-Kickback Statute

Stark Law

Core Was anything given or received to encourage Did a physician refer Medicare patients for certain services

question referrals or business paid by federal health to a business they (or family) have a financial interest in?
programs?

Type of law Criminal statute124.5 Civil liability self-referral statute %21-23

Intent Yes. The action must be done knowingly and No. A violation can occur even without intent 9-21-23

required? willfully124.5

Common Payments, royalties, joint ventures, or benefits Referrals for imaging, physical therapy, or medical

orthopedic tied to referrals or product use. 18-20,24,26,27,30 equipment from a business the physician is financially tied

trigger to 9:21-23

Main Use approved “safe harbor” rules when possible; Ensure the arrangement fits a legal exception before

protection otherwise carefully review risk 67,18-20 making referrals 7:21-23

pathway

Bottom line Focuses on improper influence and intent behind Focuses on financial relationships even if no wrongdoing

referrals 18-20

was intended 18-20

creases when compensation is tied directly or indirectly to
product sales, product line revenue, implant utilization, or
the surgeon’s ability to influence purchasing decisions. In
OIG Advisory Opinion 26-10, OIG issued an unfavorable
opinion regarding a proposed arrangement in which an or-
thopedic medical technology company would pay certain
consultants, often physicians, for product line consulting
services. OIG recognized that consulting arrangements can
serve legitimate purposes, but expressed concern that prod-
uct line royalty payments could incentivize loyalty to, advo-
cacy for, or recommendations of the company’s products.24
A lower risk consulting agreement should define the ser-
vices, document the company’s legitimate need, use objec-
tive criteria to select consultants, set compensation in ad-
vance, avoid any link to referrals or product use, require
contemporaneous time records or deliverables, and sepa-
rate the surgeon’s clinical purchasing decisions from per-
sonal financial benefit.18-20,24

Educational activities present a similar risk. Industry
support for training may be appropriate when the edu-
cation is modest, clinically relevant, and not conditioned
on referrals or product selection. However, the risk profile
changes when “education” becomes a vehicle for entertain-
ment, luxury travel, excessive meals, or access to high vol-
ume surgeons.2> Recent DOJ settlements in the orthope-
dic and spine device space illustrate this concern. In 2025,
Aesculap Implant Systems agreed to pay $38.5 million to
resolve False Claims Act allegations related to knee re-
placement devices and alleged unlawful remuneration to
a physician, including consulting payments, free interna-
tional travel, and entertainment.26 In 2024, Innovasis Inc.
and two executives agreed to pay $12 million to resolve
allegations that they provided improper remuneration to
orthopedic surgeons and neurosurgeons through consult-
ing fees, intellectual property and licensing fees, registry
payments, performance shares, travel, dinners, and holiday
parties.2’ It is important to note that these settlements
are better described as allegations resolved by settlement,
rather than findings of liability.

Device representatives in the operating room are an-
other familiar gray zone. Representatives may provide use-

ful technical information regarding trays, instrumentation,
implants, and product specific logistics. Their presence
should not substitute for surgeon training or independent
clinical judgment. The surgeon remains responsible for
knowing the implant, understanding the technique, select-
ing the appropriate device, and protecting the patient’s
interests. When a representative’s role becomes indistin-
guishable from surgical decision-making or operative in-
struction, the concern is both legal and ethical.28

2. RISK MANAGEMENT FOR PRACTICING ORTHOPEDIC
SURGEONS

Compliance review should involve institutional compliance
personnel or legal counsel before implementation of high
risk arrangements and a practical AKS risk review should
start before the arrangement is signed. The surgeon should
assess whether anything of value is being exchanged;
whether either party can refer, order, recommend, pur-
chase, lease, arrange for, or influence federally reim-
bursable items or services; whether the arrangement is con-
nected to implant selection, procedure location, ancillary
utilization, or patient referrals; whether compensation is
set in advance, commercially reasonable, and consistent
with fair market value; whether the arrangement satisfies
an AKS safe harbor and, if applicable, a Stark exception; and
whether there is contemporaneous documentation showing
real work, legitimate need, patient benefit, and indepen-
dence of medical judgment.18-21,23

Written agreements are essential but not sufficient. For
consulting, medical directorships, personal services, leases,
co-management agreements, and outcomes based arrange-
ments, the agreement should identify the parties, define
the services, specify the term, set the compensation
methodology in advance, and require documentation of
services actually performed. The personal services and
management contracts safe harbor requires, among other
elements, that the agreement be in writing, signed by the
parties, cover all services, last at least one year, and use
compensation methodology that is set in advance, fair mar-
ket value, commercially reasonable, and not determined in
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Table 3. Common Gray-Zone Financial Arrangements in Orthopedic Practice

Gray-zone Common Why it may be clinically Compliance concern Lower-risk structure
arrangement orthopedic legitimate
example

Consulting Asurgeonis Surgeons can provide valuable Payment tied to implant Use a written contract, pay fair
agreement paid to advise expertise that improves use or referrals may market value, document the work
with device onimplant products and patient care violate the law performed, and keep payment
manufacturer design or independent of referrals or product

provide use 18-20.24

education
Royalty or A surgeon Rewards genuine innovation Payments based on the Pay only for true intellectual
product- receives and intellectual contribution surgeon's own product property, separate royalties from
development royalties for use may appear to clinical use, and disclose conflicts of
payment helping develop reward referrals interest19.24.29.30

animplant or

instrument
Industry- Adevice Training may be needed for safe Luxury travel, Keep educational support modest,
funded company pays use of new devices. entertainment, or clinically relevant, and unrelated to
education, for training or excessive hospitality referrals or purchasing decisions
travel, or educational may be viewed as 19.25-27.29
entertainment meetings inducements
Speaker Asurgeonis Surgeon-to-surgeon teaching Promotional or Clearly define the educational
program or paid to teach at can improve technique, safety, repetitive events with purpose, pay fair market value, and
surgeon courses or and adoption of evidence-based little educational value document attendance and services
faculty role training events practices may be viewed as 18-20,27,29

rewarding product use

Device A Representatives may provide Problems arise if they Maintain surgeon control over all
representative representative useful product-specific influence clinical medical decisions and clearly define
inthe provides information and logistical decisions or replace the representative's role28.29
operating technical support surgeon expertise
room support during

surgery
Medical Asurgeonis Surgeons may legitimately High payments or little Use a written agreement, define
directorship or paid to lead provide administrative documented work may responsibilities, document work
co- quality leadership, quality suggest disguised performed, and pay fair market
management improvement improvement, peer review, and referral payments value 18-20,22
agreement or operational clinical protocol development

initiatives
ASC Surgeons own Ownership may improve Ownership should not Follow ASC safe harbor
ownership part of an ASC efficiency and patient access reward referral or requirements, disclose ownership,

where they procedure volume and distribute profits based on

perform ownership 18-20

procedures
Imaging, An orthopedic Shared resources can improve Below-market rent or Use written leases with fair market
physical practice leases patient access and coordination referral-based lease value rent and terms unrelated to
therapy, or imaging terms may be viewed as referrals 18-20,22
equipment equipment or kickbacks
lease therapy space
Ancillary A practice owns Integrated services may Financial incentives Document medical necessity,
service imaging, improve convenience and may encourage preserve patient choice, and
ownership physical continuity of care unnecessary services monitor utilization18.19.21.23.29

therapy, or

rehabilitation

services
Physician- A surgeon owns Physician involvement in device Profiting from devices Obtain legal review, disclose
owned acompany that development is not the surgeon selects or ownership, and separate financial
distributorship supplies categorically prohibited and uses creates significant interests from implant selection18
or device implants used may support innovation risk 192931
entity insurgery
Registry, A company Data collection may support Payments should not Use a written protocol, pay fair
research, or pays surgeons quality improvement, implant reward product loyalty market value, and document actual
data payment to collect surveillance, and value-based or usage research activities 18-20,27

outcomes or care

post-market

data
Orthopedic A practice These programs may improve Programs labeled Clearly define quality goals,
warranty or participates in quality and care coordination "value-based" can still document patient benefit, and
value-based bundled create referral concerns ensure the arrangement complies
arrangement payments or if poorly designed with applicable regulations18.20.23,

outcome-based 32

programs
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a manner that takes into account the volume or value of
referrals or other federal program business generated be-
tween the parties.18

The same principles apply to medical directorships and
co-management arrangements. These arrangements may
be legitimate when surgeons provide administrative leader-
ship, quality improvement, protocol development, operat-
ing room efficiency work, peer review, or service line man-
agement. Risk increases when the title exists on paper but
little work is performed; when compensation exceeds the
value of the services; when payments are distributed based
on case volume, referral volume, or implant use; or when
metrics reward underutilization of medically necessary
care.18-21,23

Disclosures should also be treated as a routine risk man-
agement tool. Orthopedic surgeons should review their in-
dustry relationships and disclose relevant financial inter-
ests to hospitals, ASCs, journals, professional societies,
research institutions, and patients when required or eth-
ically appropriate. Disclosure does not make an improper
arrangement lawful, but nondisclosure can compound the
appearance of impropriety. AAOS ethics guidance states
that conflicts of interest must be resolved in the patient’s
best interest and that orthopedic surgeons should disclose
relevant financial interests when they may influence pa-
tient care, research, or reporting of clinical experience.2?

3. IMPLANTS AND DEVICE INDUSTRY RELATIONSHIPS

Implants are central to orthopedic innovation, but they also
create concentrated financial incentives. Surgeons may ap-
propriately help design implants, improve instrumentation,
teach new techniques, and evaluate clinical performance.
However, implant selection must remain grounded in pa-
tient specific anatomy, pathology, evidence, surgeon train-
ing, FMV, and institutional policy rather than personal fi-
nancial return.24.2%

Recent DOJ settlements show recurring enforcement
themes in device relationships. In Arthrex, the company
agreed to pay $16 million to resolve allegations that royalty
payments to an orthopedic surgeon were intended to in-
duce use and recommendation of Arthrex products.30 In
DePuy Synthes, the company agreed to pay $9.75 million
to resolve allegations that free spinal implants and instru-
ments were provided to a Massachusetts orthopedic sur-
geon to induce use of DePuy products in domestic surg-
eries.33 In 2024, the surgeon involved in the DePuy matter
separately agreed to pay $200,000 to resolve allegations
that he solicited and received free products in return for or-
dering DePuy products.3* These examples are directly rele-
vant to orthopedic practice because they involve the types
of relationships surgeons may encounter: royalties, free
products, product support, consulting, and educational or
charitable activity.

The key lesson is that form does not control substance.
Calling a payment a royalty, consulting fee, registry pay-
ment, research payment, or educational support does not
determine whether it is compliant. Regulators will evaluate
what the payment is actually for, how it is calculated,
whether work was performed, whether the amount is com-

mercially reasonable, whether the surgeon is positioned
to generate business, and whether the arrangement could
steer device selection.!8-21,23,24

Physician owned device entities require special care. OIG
has long expressed concern regarding physician owned en-
tities that derive revenue from devices ordered by their
physician owners for procedures they perform or influence.
In Advisory Opinion 25-09, OIG issued a favorable opinion
regarding remuneration to physicians with ownership in-
terests in a device manufacturer because, based on the re-
questor’s certifications, the arrangement satisfied the small
entity investment safe harbor. However, OIG cautioned that
similar physician owned entities that do not satisfy all safe
harbor conditions may raise fraud and abuse risk, particu-
larly if physician owners recommend their own devices over
competitor devices or use their own devices when other
treatments may be more clinically appropriate.3! This
opinion is useful because it shows both sides of the analy-
sis: physician ownership is not categorically prohibited, but
safe harbor structure and clinical independence are essen-
tial.

Hospitals and ASCs should also maintain implant se-
lection processes that reduce conflict risk. Value analysis
committees, standardized contracting, documented clinical
rationale for preference items, conflict disclosures, and re-
cusal policies can help separate legitimate surgeon prefer-
ence from financial self interest. Surgeons with consulting,
royalty, equity, or research relationships should be partic-
ularly cautious when influencing institutional purchasing
decisions.19:29,31

4. OWNERSHIP, ANCILLARY SERVICES, AND REFERRAL
RISK

Ownership is common in orthopedics because muscu-
loskeletal care often requires imaging, injections, bracing,
surgery, postoperative rehabilitation, and durable medical
equipment. Properly structured ownership may improve ac-
cess, coordination, efficiency, and patient convenience.
However, ownership creates compliance risk when the sur-
geon’s financial return depends on where the patient is re-
ferred, which service is ordered, or which product is used.!8
21,31

ASC ownership is the most common example. The AKS
ASC safe harbor protects certain returns on investment in
certified ASCs when specific requirements are met, includ-
ing requirements related to ASC structure, investor cat-
egories, use of ASC space, and patient disclosure of the
investor’s ownership interest.18 Orthopedic surgeons may
appropriately invest in ASCs, but distributions should re-
flect bona fide ownership and should not be a disguised
payment for referrals. Red flags include investment oppor-
tunities offered selectively based on anticipated referral
volume, pressure to shift cases, unequal ownership terms
tied to case generation, distributions not proportional to
ownership, or arrangements that include ancillary revenue
streams designed to reward referrals.18-20

Ancillary services such as in office imaging, physical
therapy, and bracing may improve timely diagnosis and
care coordination for patients with musculoskeletal dis-
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ease. AAOS has argued that the in office ancillary services
exception to the Stark Law is important for efficient diag-
nosis and treatment of musculoskeletal conditions, includ-
ing imaging and physical therapy in orthopedic offices. At
the same time, ancillary ownership can create overutiliza-
tion risk if services are ordered because of financial return
rather than medical necessity. The surgeon’s documenta-
tion should support the clinical indication, patient choice,
and appropriateness of the service.1819,21,23

Physician owned distributorships remain one of the
highest-risk ownership models in spine and implant prac-
tice. In 2022, Reliance Medical Systems, its owners, and two
physician owned distributorships agreed to pay $1 million
to resolve allegations that they paid physicians to use Re-
liance spinal devices in surgeries on their own patients. DOJ
alleged that the PODs functioned as vehicles for kickbacks,
including payments based on referrals and termination of
physicians who did not refer enough patients.35 For ortho-
pedic surgeons, the point is straightforward: profit from a
device used in one’s own case or recommended to a hospital
requires careful legal review and strong clinical safeguards,
if pursued at all.

5. PRACTICAL RECOMMENDATIONS IN PRACTICE

The goal of this review is not to discourage legitimate col-
laboration. Orthopedic surgery depends on surgeon leader-
ship in device development, operative training, ASC qual-
ity, postoperative pathways, bundled care, and value-based
innovation. The goal is to help surgeons separate clinically
useful arrangements from structures that place reimburse-
ment, ownership, or industry money too close to clinical
decision-making. Consulting agreements, royalty arrange-
ments, educational support/funding, device usage, ASC
ownership, and ancillary ownership should be disclosed
when appropriate, structured to meet applicable safe har-
bors or exceptions when possible, and monitored for uti-
lization patterns. All arrangements should be clinically jus-
tified and insulated from personal financial benefit.

Value based arrangements deserve special attention be-
cause they are increasingly relevant in orthopedic care. The
2020 OIG safe harbor final rule added and modified protec-
tions for care coordination and value based arrangements,
including arrangements involving substantial downside fi-
nancial risk, full financial risk, patient engagement tools,
CMS sponsored models, cybersecurity technology, and war-
ranties.20 CMS also modernized Stark regulations to create
new exceptions for value based arrangements.23 For ortho-
pedic surgeons, this creates opportunities in bundled pay-
ments, revision risk programs, episode based care, and co-
ordinated postoperative pathways. However, value based
terminology does not itself create protection. The arrange-
ment must be structured to satisfy the applicable regula-
tory requirements and should be designed to improve qual-
ity, outcomes, coordination, or efficiency rather than to
steer referrals, restrict medically necessary care, or reward
implant use.20,23,32

OIG Advisory Opinion 26-12 provides a useful orthope-
dic example. OIG issued a favorable opinion regarding an
orthopedic surgery provider’s proposed warranty program

in which certain concierge fees would be refunded to pa-
tients who required revision surgery within two years of the
initial surgery, based on the specific facts certified by the
requestor.32 This does not mean that all orthopedic war-
ranties are protected. It does show that outcomes-oriented
arrangements may be lower risk when they are transparent,
limited, properly documented, not conditioned on exclusive
use of the provider’s services, and structured within an ap-
plicable safe harbor analysis.1820.52

In practice, the safest orthopedic financial relationships
share several features: a legitimate clinical or business pur-
pose, written terms, fair market value compensation, com-
mercial reasonableness, documentation of actual work, no
link to referral volume or implant use, appropriate disclo-
sure, and ongoing monitoring. The surgeon’s guiding ques-
tion should be simple: does this arrangement help patients,
training, quality, access, or innovation without compromis-
ing independent medical judgment? If the answer is un-
certain, the arrangement should be reviewed before imple-
mentation rather than defended after scrutiny begins.

LIMITATIONS

The included literature primarily consists of legal reviews
and commentaries; empirical evidence on the efficacy of
safe-harbor compliance in improving orthopedic outcomes
is limited. Rapid review methodology may miss relevant
sources outside indexed databases or published after Oc-
tober 29, 2025. Furthermore, AKS enforcement is dynamic;
regulatory updates after May 2026 were not captured. The
review did not perform a quantitative synthesis; rather,
supplementary sources were purposefully selected to pro-
vide current, practical context. Many sources are legal com-
mentaries, regulations, agency guidance, and enforcement
materials rather than empirical studies. Individual state
laws were not comprehensively reviewed. Settlement exam-
ples reflect allegations resolved by settlement, not criminal
charges.

CONCLUSION

Safe harbors to the Federal Anti-Kickback Statute are tools
that assist orthopedic surgeons in structuring ASCs, equip-
ment leases, management contracts, and value-based care
initiatives while reducing AKS liability risk.18:20.23 Recent
OIG reforms provide greater flexibility for care coordina-
tion, outcomes-based payments and digital health, offering
opportunities for orthopedics to lead in value-based inno-
vation.20 Still, compliant arrangements must be rigorously
documented to minimize legal risk; safe harbor protection
requires satisfaction of all applicable regulatory elements
and does not replace individualized legal review. Ongoing
education, legal counsel, and proactive compliance review
remain vital for navigating this evolving regulatory land-
scape.
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Figure 2. Practical Physician Decision Pathway for Orthopedic AKS Risk Management
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Figure 2. Practical physician decision pathway for orthopedic AKS risk management. The pathway summarizes
key screening questions an orthopedic surgeon should ask before entering a consulting, ownership, implant-
related, lease, value-based, or ancillary service arrangement. The figure is intended as a practical risk-screening
tool and does not replace individualized legal or compliance review. AKS = Anti-Kickback Statute; ASC =
ambulatory surgery center; FMV = fair market value.
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