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Stark Exceptions and AKS Safe Harbor 
Applicable to PSA
• Stark Exception for Personal Service Arrangements (411.357(d)(1)) 

and AKS Safe Harbor for Personal Services and Management 
Contracts (1001.952(d)(1))) have nearly identical requirements

• Signed, written agreement with a term of at least a year
• Compensation must not exceed FMV, and must not be determined in a 

manner that takes into account the volume or value of referrals or other 
business generated

• Compensation must be “set in advance”
• In 2020 OIG modified safe harbor to be consistent with Stark approach that formulaic 

compensation can be considered set in advance – formula only (not $ amount) has to be 
set in advance

• Arrangement must be commercially reasonable



Stark Exceptions and AKS Safe Harbor 
Applicable to PSA

Stark exception for “Fair Market Value Compensation” (411.357(l) is similar to 
the PSA exception but
• Term can be less than 1 year and contain a termination clause

• An arrangement may be renewed any number of times if the terms of the arrangement 
and the compensation for the same items, services, office space, or equipment do not 
change. Generally, the parties may not enter into more than one arrangement for the 
same items, services, office space, or equipment during the course of a year.

• Compensation must be “consistent” with FMV (cannot be more than or less 
than FMV)

• No holdover protection 



PSA Hypothetical 1
• Physician Group, which has multiple owners, enters into a PSA with Hospital for orthopedic services, which are sorely needed by 

Hospital.  Group will bill for its professional services.  Hospital is located in rural area and Group is situated in an urban area 27 
miles (38 minutes) away.  Group commits to providing 1.0 FTE to perform the orthopedic services, including surgeries and minor 
procedures, on Hospital patients. The Parties are unsure whether the amount of professional services needed would cover the 
Group’s collections for the professional services.  The parties negotiate a guarantee, whereby Hospital will pay any difference 
between $90,000 and what the orthopedist collects, each month, with a true-up twice a year, to account for the possibility that in 
some months the collections may exceed $90K and in some months the collections may be less than $90K.   The parties execute a
PSA with a year term, and with an automatic renewal for successive years unless terminated upon 90 days notice by either party. 
The PSA is signed by both parties prior to the commencement of services and the compensation is specified in the agreement.  
They do not get an FMV appraisal.  

• Group and Hospital mutually agree on a Group orthopedist, Dr. Cuttem Quick, who has been in practice about 3 years.  Dr. Quick 
lives only 10 miles from Hospital and has a moonlighting practice close to where she lives.  

• The collections from Dr.  Quick’s services do not reach $90K for any month, and so Hospital has to make up a shortfall every 
month.  However, the facility fees Hospital realizes from Dr.  Quick’s surgeries and procedures more than offset the losses it suffers 
from the PSA.  

• In order to assist in the followup care of its patients seen by Dr. Quick, Hospital provides space on its premises for Dr.  Quick.  There 
is no lease agreement for this use. Dr.  Quick also occasionally, but regularly, uses the space to treat her own patients. There is no 
lease agreement for this use, and Hospital was unaware of this use, but at some point Hospital’s Chief Medical Officer discovers
this use, and because the use is only occasional, and would occur during the same hours that Dr. Quick sees  Hospital patients, the 
CMO does not bring it to the attention of Hospital leadership.  



PSA Hypothetical 2

 Physician Group (which has some physician owners and some physicians who are non-
owners) enters into PSA w/Hospital to provide professional services.  Hospital pays $X per 
RVU performed by Group’s physicians, and $Y per RVU performed,  by Group’s advanced 
practice providers (APPs).  Some of the RVUs performed are incident to Group’s physicians’ 
personally performed services, and some are performed through the APPs services that can 
be billed under their own names and are reassigned to Group.  You have been asked to 
determine whether this compensation arrangement runs afoul of the new (2020) definition of 
what takes into account the volume or value of referrals or other business generated with 
respect to the following:
 RVUs performed by physicians 

 RVUs performed by APPs incident to personally performed services of physician owners

 RVUs performed by APPs incident to personally performed services of physician non-owners

 RVUs performed by APPs pursuant to their own orders 



Stark Law & AKS – Hospital Practice Acquisition
• The period from the date of the first agreement pertaining to the sale to the completion date of 

the sale is not more than three years. 
• The practitioner who is selling his or her practice will not be in a professional position after 

completion of the sale to make or influence referrals to, or otherwise generate business for, the 
purchasing hospital or entity for which payment may be made under Medicare, Medicaid or other 
Federal health care programs. 

• The practice being acquired must be located in a Health Professional Shortage Area (HPSA), as 
defined in Departmental regulations, for the practitioner's specialty area. 

• Commencing at the time of the first agreement pertaining to the sale, the purchasing hospital or 
entity must diligently and in good faith engage in commercially reasonable recruitment activities 
that: 

• (A) May reasonably be expected to result in the recruitment of a new practitioner to take over the 
acquired practice within a one year period and 

• (B) Will satisfy the conditions of the practitioner recruitment safe harbor.

AKS Safe Harbor: 42 CFR 1001.952(e)(2)



Stark Law & AKS – Practitioner Practice Acquisition 
(For Comparison)

• The period from the date of the first agreement pertaining to the sale to the completion of the 
sale is not more than one year. 

• The practitioner who is selling his or her practice will not be in a professional position to make 
referrals to, or otherwise generate business for, the purchasing practitioner for which payment 
may be made in whole or in part under Medicare, Medicaid or other Federal health care 
programs after 1 year from the date of the first agreement pertaining to the sale.

AKS Safe Harbor: 42 CFR 1001.952(e)(1)



Stark Law & AKS – Hospital Practice Acquisition
• The amount of remuneration under the “isolated financial transaction” is 

• Consistent with the fair market value of the isolated financial transaction; and 
• Not determined in any manner that takes into account the volume or value of referrals by the referring 

physician or other business generated between the parties. 

• The remuneration is provided under an arrangement that would be commercially reasonable even if the 
physician made no referrals to the entity. 

• There are no additional transactions between the parties for 6 months after the isolated transaction, except 
for transactions that are specifically excepted under the other provisions in 42 CFR 411.355 (exceptions 
related to both ownership/investment and compensation arrangements) through 42 CFR 411.357 
(exceptions related to compensation arrangements) and except for commercially reasonable post-closing 
adjustments that do not take into account the volume or value of referrals or other business generated by 
the referring physician. 

• An isolated financial transaction that is an instance of forgiveness of an amount owed in settlement of a 
bona fide dispute is not part of the compensation arrangement giving rise to the bona fide dispute.

Stark 42 CFR 411.357(f)



Stark Law & AKS - Employees
 AKS Statutory Exception: any amount paid by an employer to an employee (who

has a bona fide employment relationship with such employer) for employment in
the provision of covered items or services.” 42 U.S.C. 1320a-7b(b)(3)(B)

 AKS Safe harbor. “Remuneration” does not include any amount paid by an 
employer to an employee, who has a bona fide employment relationship with 
the employer, for employment in the furnishing of any item or service for which 
payment may be made in whole or in part under Medicare, Medicaid or other 
Federal health care programs.  The term employee has the same meaning as it 
does for purposes of 26 USC 3121(d)(2)(IRS).   42 CFR 1001.952(i)



Stark Law & AKS - Employees
Stark Exception: 

• The employment is for identifiable services. 
• The amount of the remuneration under the employment is -

Consistent with the fair market value of the services; and 
Is not determined in any manner that takes into account the volume or value of referrals by 
the referring physician except this does not prohibit a productivity bonus based on services 
personally performed by the physician 

• The remuneration is provided under an arrangement that would be commercially reasonable 
even if no referrals were made to the employer. 

• If remuneration to the physician is conditioned on the physician's referrals to a particular 
provider, practitioner, or supplier, the arrangement satisfies the conditions of 42 CFR 
411.354(d)(4). 

42 CFR 411.357(c)



Physician Practice Acquisition Hypothetical 1
 Metro Hospital is very profitable acute care facility located in a large metropolitan area. Although it 

has a large number of orthopedic surgeons on its medical staff, it has been experiencing a decline 
in orthopedic procedures. Metro’s CEO, Luke, believes this is likely due to a number of physician-
owned ambulatory surgery centers which have recently opened within a few miles of the Hospital. 
This is frustrating Luke because part of his strategic initiative, which was approved by Metro’s 
Board of Directors, is to open an Orthopedic Center of Excellence at the Hospital. Not wanting to 
disappoint the Board (which sets Luke’s compensation), Luke sets upon a course of action which 
he believes will allow him to fulfill his commitment to the Board to open the Center of Excellence.

 Luke identifies a large and growing orthopedic practice, “Split Ortho” located a few blocks from the 
Hospital and approaches the practice with an offer to employ its physicians. As employees, the 
physicians will relocate to the Hospital’s newly constructed, fully furnished and equipped but half-
empty MOB. The head of the practice, Split, will only consider employment for himself and his 
group if Metro agrees to acquire the practice. Split mentions that there is a coding/billing issue in 
their practice that is being looked at by the government but that it is under control. Luke readily 
agrees and he and Split agree on the terms of the acquisition. 

 Metro will purchase all of the assets of the practice, including the furniture, fixtures & equipment 
(FFE). The FFE include personal items belonging to Split such as art work and a deluxe 
cappuccino machine, which has been used in the practice for a few months. Luke agrees to move 
these personal items to  the practice’s offices in the Hospital’s MOB. Split has an FMV report for the 
FFE from 3 years prior when the practice was considering selling its assets to a private equity 
company, which they agree to use. 



Physician Practice Acquisition Hypothetical 1
 Split insists that the practice’s name is very valuable and that the private equity company was 

willing to pay $150,000 for being able to use it. Split thinks that since the practice has grown 
so much in the prior 3 years, this amount is too little. Luke agrees to pay $250,000. Split also 
wants to get paid $3.00 per medical record, since the records will be transferred to the 
Hospital.  The practice is on a different EHR system so Luke agrees to pay for the 
maintenance of the practice’s current EHR system for 5 years in case the practice needs to 
access anything from the system for regulatory or patient care reasons. 

 Luke asks about the coding and billing issue but Split states that its probably nothing and that 
they can address it post closing. 

 Metro will assume all of the leases, including the leases for the space and the equipment 
which is not owned by the practice. 

 Metro agrees to send out notices to patients regarding the practice’s new location and to 
advertise the physicians as new employees of the Hospital.



Physician Practice Acquisition Hypothetical 1
 Luke agrees to employ all 10 of the physicians in the practice, promising that each physician 

will make at least what he or she was making in private practice. The compensation will be 
based on a flat salary with an incentive based on a percentage of the ancillaries ordered by 
each physician. Each physician’s compensation will be capped at between the 75th-90th

percentiles, depending on how long each physician has been practicing. 

 Although Metro’s other employed physicians share PAs/NPs and MAs on a 3-to-1 ratio, Luke 
agrees to keep the practice’s 1-to-1 ratio for 2 years.

 In addition to the compensation for clinical services, each physician will be compensated as a 
medical director in the Orthopedic Center of Excellence. Each physician will have to maintain 
contemporaneous time logs and will be paid an hourly rate that is consistent with fair market 
value.

 The term of each employment agreement will be 5 years.



Hospital-Physician Joint-Venture Transactions
Hypothetical No. 1 
• Non-profit, tax-exempt Hospital decides to develop two free-standing sites of care in a 

suburb that is well within its geographic service area. The first site of care will be an 
ambulatory surgical center (ASC) that will be owned and operated by ASC Newco, a 
limited liability company owned by two members: Hospital, as a majority owner, and a 
large, community-based medical practice specializing exclusively in orthopedic medicine 
(Ortho Group), as a minority owner. The second site of care will be a free-standing 
imaging center (Imaging Center), also to be owned by  Hospital (55 percent) and Ortho 
Group (45 percent). The Imaging Center will be located on the first floor of the medical 
office building in which Ortho Group has its principal office (floor 8), pursuant to a long-
term lease with the commercial landlord. The community-based radiology group 
(Radiology Group) that furnishes radiology and other imaging services to Hospital on an 
exclusive basis) agrees to enter into an arm’s length services agreement with Imaging 
Center to provide (1) on-site medical directorship services, and (2) the professional 
component of the relevant radiology and imaging services furnished to Imaging Center’s 
patients. Imaging Center will pay Radiology Group for the medical directorship services, 
but Radiology Group would bill payors for the professional component services it 
provides to patients of Imaging Center. Hospital asks its legal counsel to comment on 
the two contemplated transactions. 



AKS Joint Venture Authorities
 AKS Safe Harbor for Ambulatory Surgical Centers, 42 C.F.R. § 1001.952(r).

 “Remuneration” does not include any payment that is a return on an 
investment interest, such as a dividend or interest income, made to an 
investor.

 General Conditions

 Investment entity = certified Medicare ambulatory surgical center (“ASC”)

 Operating and recovery rooms are used exclusively as ASC space

 Patients are fully informed by a referring investor of their investment interest

 and . . .



AKS ASC Safe Harbor (cont’d)
• (4) Hospital/Physician ASCs –

• At least one investor is a hospital
• The remaining investors are physicians who (i) meet the requirements of paragraphs (r)(1), (r)(2) or

(r)(3), (ii) a group practice (as defined in this paragraph) composed of such physicians, (iii) a surgical
group practice (as defined in this paragraph), or (iv) investors who are not employed by the entity or by
any investor, are not in a position to provide items or services to the entity or any of its investors, and
are not in a position to refer patients directly or indirectly to the entity or any of its investors

• And, the following eight (8) standards are met -

(i) The terms on which an investment interest is offered to an investor must not be related to the previous or
expected volume of referrals, services furnished, or the amount of business otherwise generated from that
investor to the entity.

(ii) The entity or any investor (or other individual or entity acting on behalf of the entity or any investor) must not
loan funds to or guarantee a loan for an investor if the investor uses any part of such loan to obtain the
investment interest.

(iii) The amount of payment to an investor in return for the investment must be directly proportional to the
amount of the capital investment (including the fair market value of any pre-operational services rendered) of
that investor.

(iv) The entity and any hospital or physician investor must treat patients receiving medical benefits or assistance
under any Federal health care program in a nondiscriminatory manner.



AKS ASC Safe Harbor (cont’d)
(v) The entity may not use space, including, but not limited to, operating and recovery room space, located in or owned
by any hospital investor, unless such space is leased from the hospital in accordance with a lease that complies with all
the standards of the space rental safe harbor set forth in paragraph (b) of this section; nor may it use equipment owned
by or services provided by the hospital unless such equipment is leased in accordance with a lease that complies with
the equipment rental safe harbor set forth in paragraph (c) of this section, and such services are provided in accordance
with a contract that complies with the personal services and management contracts safe harbor set forth in paragraph
(d) of this section.

(vi) All ancillary services for Federal health care program beneficiaries performed at the entity must be directly and
integrally related to primary procedures performed at the entity, and none may be separately billed to Medicare or
other Federal health care programs.

(vii) The hospital may not include on its cost report or any claim for payment from a Federal health care program any
costs associated with the ASC (unless such costs are required to be included by a Federal health care program).

(viii) The hospital may not be in a position to make or influence referrals directly or indirectly to any investor or the
entity.

Plus:

• At least one-third of each physician investor's medical practice income from all sources for the previous fiscal year
or previous 12-month period must be derived from the physician's performance of procedures (as defined in this
paragraph).

• At least one-third of the procedures (as defined in this paragraph) performed by each physician investor for the
previous fiscal year or previous 12-month period must be performed at the ASC

• “Procedures” = any procedure on the list of Medicare-covered procedures for ASCs. 42 C.F.R. §
1001.952(r)(5).



AKS: Joint Venture Authorities
 AKS Safe Harbor for Returns on Investment in Small Entities, 42 C.F.R. §

1001.952(a)(2):
 “Remuneration” does not include any payment (such as a dividend or interest 

income) that is made to an investor as a return on their investment in a small 
(e.g., non-publicly traded entity), provided that the following eight (8) 
standards are met.
 (i) No more than 40 percent of the value of the investment interests of each class of 

investment interests may be held in the previous fiscal year or previous 12 month period 
by investors who are in a position to make or influence referrals to, furnish items or 
services to, or otherwise generate business for the entity. (For purposes of paragraph 
(a)(2)(i) of this section, equivalent classes of equity investments may be combined, and 
equivalent classes of debt instruments may be combined.)

 (ii) The terms on which an investment interest is offered to a passive investor, if any, who 
is in a position to make or influence referrals to, furnish items or services to, or 
otherwise generate business for the entity must be no different from the terms offered 
to other passive investors. 



AKS Safe Harbor: Returns on Investment 
(cont’d)

 (iii) The terms on which an investment interest is offered to an investor who is in a 
position to make or influence referrals to, furnish items or services to, or otherwise 
generate business for the entity must not be related to the previous or expected volume 
of referrals, items or services furnished, or the amount of business otherwise generated 
from that investor to the entity.

 (iv) There is no requirement that a passive investor, if any, make referrals to, be in a 
position to make or influence referrals to, furnish items or services to, or otherwise 
generate business for the entity as a condition for remaining as an investor.

 (v) The entity or any investor must not market or furnish the entity's items or services 
(or those of another entity as part of a cross referral agreement) to passive investors 
differently than to non-investors.

 (vi) No more than 40 percent of the entity's gross revenue related to the furnishing of 
health care items and services in the previous fiscal year or previous 12-month period 
may come from referrals or business otherwise generated from investors.



AKS Safe Harbor: Returns on Investment 
(cont’d)

 (vii) The entity or any investor (or other individual or entity acting on behalf of the entity 
or any investor in the entity) must not loan funds to or guarantee a loan for an investor 
who is in a position to make or influence referrals to, furnish items or services to, or 
otherwise generate business for the entity if the investor uses any part of such loan to 
obtain the investment interest.

 (viii) The amount of payment to an investor in return for the investment interest must be 
directly proportional to the amount of the capital investment (including the fair market 
value of any pre-operational services rendered) of that investor.



Stark Law: Joint Venture Authorities

 Except as otherwise noted . . . the term “designated health services” or DHS means DHS 
payable, in whole or in part, by Medicare, but does not “include services that are paid 
by Medicare as part of a composite rate (for example, . . . ASC services identified at §
416.164(a)), except to the extent that services listed in paragraphs (1)(i) through (1)(x) of 
this definition are themselves payable under a composite rate” (e.g., home health 
services or inpatient and outpatient hospital services).  42 C.F.R. § 411.351 (Definition of 
the term, “designated health services”).

 In office ancillary services exception, 42 C.F.R. § 411.355(b).
 Group practice

 Supervision

 Location/site of care

 Billing entity

 Patient Disclosure (imaging services).
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