
42 C.F.R. § 1001.952
Exceptions.

The following payment practices shall not be treated as a criminal offense under section 1128B of the Act and
shall not serve as the basis for an exclusion:

(a) Investment interests. As used in section 1128B of the Act, “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 as long as
all of the applicable standards are met within one of the following three categories of entities:

(1) If, within the previous fiscal year or previous 12 month period, the entity possesses more than $50,000,000
in undepreciated net tangible assets (based on the net acquisition cost of purchasing such assets from an
unrelated entity) related to the furnishing of health care items and services, all of the following five standards
must be met—

(i) With respect to an investment interest that is an equity security, the equity security must be registered with
the Securities and Exchange Commission under 15 U.S.C. 781 (b) or (g).

(ii) The investment interest of an investor in a position to make or influence referrals to, furnish items or
services to, or otherwise generate business for the entity must be obtained on terms (including any direct or
indirect transferability restrictions) and at a price equally available to the public when trading on a registered
securities exchange, such as the New York Stock Exchange or the American Stock Exchange, or in accordance
with the National Association of Securities Dealers Automated Quotation System.

(iii) 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.

(iv) 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.

(v) The amount of payment to an investor in return for the investment interest must be directly proportional to
the amount of the capital investment of that investor.

(2) If the entity possesses investment interests that are held by either active or passive investors, all of the
following eight applicable standards must be 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.)
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(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.

(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.

(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.

(3)

(i) If the entity possesses investment interests that are held by either active or passive investors and is located in
an underserved area, all of the following eight standards must be met—

(A) No more than 50 percent of the value of the investment interests of each class of investments 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)(3)(i)(A) of this section, equivalent classes of equity investments may be combined, and equivalent
classes of debt instruments may be combined.)

(B) 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.

(C) 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.

(D) 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
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remaining as an investor.

(E) 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.

(F) At least 75 percent of the dollar volume of the entity's business in the previous fiscal year or previous 12-
month period must be derived from the service of persons who reside in an underserved area or are members of
medically underserved populations.

(G) 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.

(H) 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.

(ii) If an entity that otherwise meets all of the above standards is located in an area that was an underserved area
at the time of the initial investment, but subsequently ceases to be an underserved area, the entity will be deemed
to comply with paragraph (a)(3)(i) of this section for a period equal to the lesser of:

(A) The current term of the investment remaining after the date upon which the area ceased to be an underserved
area or

(B) Three years from the date the area ceased to be an underserved area.

(4) For purposes of paragraph (a) of this section, the following terms apply. Active investor means an investor
either who is responsible for the day-to-day management of the entity and is a bona fide general partner in a
partnership under the Uniform Partnership Act or who agrees in writing to undertake liability for the actions of
the entity's agents acting within the scope of their agency. Investment interest means a security issued by an
entity, and may include the following classes of investments: shares in a corporation, interests or units in a
partnership or limited liability company, bonds, debentures, notes, or other debt instruments. Investor means
an individual or entity either who directly holds an investment interest in an entity, or who holds such
investment interest indirectly by, including but not limited to, such means as having a family member hold
such investment interest or holding a legal or beneficial interest in another entity (such as a trust or holding
company) that holds such investment interest. Passive investor means an investor who is not an active investor,
such as a limited partner in a partnership under the Uniform Partnership Act, a shareholder in a corporation, or
a holder of a debt security. Underserved area means any defined geographic area that is designated as a
Medically Underserved Area (MUA) in accordance with regulations issued by the Department. Medically
underserved population means a Medically Underserved Population (MUP) in accordance with regulations issued
by the Department.

(b) Space rental. As used in section 1128B of the Act, “remuneration” does not include any payment made by a
lessee to a lessor for the use of premises, as long as all of the following six standards are met—

(1) The lease agreement is set out in writing and signed by the parties.

(2) The lease covers all of the premises leased between the parties for the term of the lease and specifies the
premises covered by the lease.
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(3) If the lease is intended to provide the lessee with access to the premises for periodic intervals of time, rather
than on a full-time basis for the term of the lease, the lease specifies exactly the schedule of such intervals,
their precise length, and the exact rent for such intervals.

(4) The term of the lease is for not less than one year.

(5) The aggregate rental charge is set in advance, is consistent with fair market value in arms-length
transactions and is not determined in a manner that takes into account the volume or value of any referrals or
business otherwise generated between the parties for which payment may be made in whole or in part under
Medicare, Medicaid or other Federal health care programs.

(6) The aggregate space rented does not exceed that which is reasonably necessary to accomplish the
commercially reasonable business purpose of the rental. Note that for purposes of paragraph (b) of this
section, the term fair market value means the value of the rental property for general commercial purposes, but
shall not be adjusted to reflect the additional value that one party (either the prospective lessee or lessor)
would attribute to the property as a result of its proximity or convenience to sources of referrals or business
otherwise generated for which payment may be made in whole or in part under Medicare, Medicaid and all
other Federal health care programs.

(c) Equipment rental. As used in section 1128B of the Act, “remuneration” does not include any payment made
by a lessee of equipment to the lessor of the equipment for the use of the equipment, as long as all of the
following six standards are met—

(1) The lease agreement is set out in writing and signed by the parties.

(2) The lease covers all of the equipment leased between the parties for the term of the lease and specifies the
equipment covered by the lease.

(3) If the lease is intended to provide the lessee with use of the equipment for periodic intervals of time, rather
than on a full-time basis for the term of the lease, the lease specifies exactly the schedule of such intervals,
their precise length, and the exact rent for such interval.

(4) The term of the lease is for not less than one year.

(5) The aggregate rental charge is set in advance, is consistent with fair market value in arms-length
transactions and is not determined in a manner that takes into account the volume or value of any referrals or
business otherwise generated between the parties for which payment may be made in whole or in part under
Medicare, Medicaid or all other Federal health care programs.

(6) The aggregate equipment rental does not exceed that which is reasonably necessary to accomplish the
commercially reasonable business purpose of the rental. Note that for purposes of paragraph (c) of this
section, the term fair market value means that the value of the equipment when obtained from a manufacturer
or professional distributor, but shall not be adjusted to reflect the additional value one party (either the
prospective lessee or lessor) would attribute to the equipment as a result of its proximity or convenience to
sources of referrals or business otherwise generated for which payment may be made in whole or in part under
Medicare, Medicaid or other Federal health care programs.

(d) Personal services and management contracts and outcomes-based payment arrangements. (1) As used in
section 1128B of the Act, “remuneration” does not include any payment made by a principal to an agent as
compensation for the services of the agent, as long as all of the following standards are met:
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(i) The agency agreement is set out in writing and signed by the parties.

(ii) The agency agreement covers all of the services the agent provides to the principal for the term of the
agreement and specifies the services to be provided by the agent.

(iii) The term of the agreement is not less than 1 year.

(iv) The methodology for determining the compensation paid to the agent over the term of the agreement is set
in advance, is consistent with fair market value in arm's-length transactions, and is not determined in a
manner that takes into account the volume or value of any referrals or business otherwise generated between
the parties for which payment may be made in whole or in part under Medicare, Medicaid, or other Federal
health care programs.

(v) The services performed under the agreement do not involve the counseling or promotion of a business
arrangement or other activity that violates any State or Federal law.

(vi) The aggregate services contracted for do not exceed those which are reasonably necessary to accomplish
the commercially reasonable business purpose of the services.

(2) As used in section 1128B of the Act, “remuneration” does not include any outcomes-based payment as long as
all of the standards in paragraphs (d)(2)(i) through (viii) of this section are met:

(i) To receive an outcomes-based payment, the agent achieves one or more legitimate outcome measures that:

(A) Are selected based on clinical evidence or credible medical support; and

(B) Have benchmarks that are used to quantify:

(1) Improvements in, or the maintenance of improvements in, the quality of patient care;

(2) A material reduction in costs to or growth in expenditures of payors while maintaining or improving quality
of care for patients; or

(3) Both.

(ii) The methodology for determining the aggregate compensation (including any outcomes-based payments)
paid between or among the parties over the term of the agreement is: Set in advance; commercially reasonable;
consistent with fair market value; and not determined in a manner that directly takes into account the volume or
value of any referrals or business otherwise generated between the parties for which payment may be made in
whole or in part by a Federal health care program.

(iii) The agreement between the parties is set out in writing and signed by the parties in advance of, or
contemporaneous with, the commencement of the terms of the outcomes-based payment arrangement. The
writing states at a minimum: A general description of the services to be performed by the parties for the term of
the agreement; the outcome measure(s) the agent must achieve to receive an outcomes-based payment; the
clinical evidence or credible medical support relied upon by the parties to select the outcome measure(s); and the
schedule for the parties to regularly monitor and assess the outcome measure(s).

(iv) The agreement neither limits any party's ability to make decisions in their patients' best interest nor induces
any party to reduce or limit medically necessary items or services.

(v) The term of the agreement is not less than 1 year.
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(vi) The services performed under the agreement do not involve the counseling or promotion of a business
arrangement or other activity that violates any State or Federal law.

(vii) For each outcome measure under the agreement, the parties:

(A) Regularly monitor and assess the agent's performance, including the impact of the outcomes-based payment
arrangement on patient quality of care; and

(B) Periodically assess, and as necessary revise, benchmarks and remuneration under the arrangement to ensure
that the remuneration is consistent with fair market value in an arm's length transaction as required by
paragraph (d)(2)(ii) of this section during the term of the agreement.

(viii) The principal has policies and procedures to promptly address and correct identified material performance
failures or material deficiencies in quality of care resulting from the outcomes-based payment arrangement.

(3) For purposes of this paragraph (d):

(i) An agent of a principal is any person other than a bona fide employee of the principal who has an agreement to
perform services for or on behalf of the principal.

(ii) Outcomes-based payments are limited to payments between or among a principal and an agent that:

(A) Reward the agent for successfully achieving an outcome measure described in paragraph (d)(2)(i) of this
section; or

(B) Recoup from or reduce payment to an agent for failure to achieve an outcome measure described in paragraph
(d)(2)(i) of this section.

(iii) Outcomes-based payments exclude any payments:

(A) Made directly or indirectly by the following entities:

(1) A pharmaceutical manufacturer, distributor, or wholesaler;

(2) A pharmacy benefit manager;

(3) A laboratory company;

(4) A pharmacy that primarily compounds drugs or primarily dispenses compounded drugs;

(5) A manufacturer of a device or medical supply as defined in paragraph (ee)(14)(iv) of this section;

(6) A medical device distributor or wholesaler that is not otherwise a manufacturer of a device or medical supply,
as defined in paragraph (ee)(14)(iv) of this section; or

(7) An entity or individual that sells or rents durable medical equipment, prosthetics, orthotics, or supplies
covered by a Federal health care program (other than a pharmacy or a physician, provider, or other entity that
primarily furnishes services); or

(B) Related solely to the achievement of internal cost savings for the principal; or

(C) Based solely on patient satisfaction or patient convenience measures.

(e) Sale of practice. (1) As used in section 1128B of the Act, “remuneration” does not include any payment made
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to a practitioner by another practitioner where the former practitioner is selling his or her practice to the
latter practitioner, as long as both of the following two standards are met—

(i) 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.

(ii) 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.

(2) As used in section 1128B of the Act, “remuneration” does not include any payment made to a practitioner by a
hospital or other entity where the practitioner is selling his or her practice to the hospital or other entity, so long
as the following four standards are met:

(i) 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.

(ii) 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.

(iii) 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.

(iv) 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 in accordance with paragraph (n) of
this section.

(f) Referral services. As used in section 1128B of the Act, “remuneration” does not include any payment or
exchange of anything of value between an individual or entity (“participant”) and another entity serving as
a referral service (“referral service”), as long as all of the following four standards are met—

(1) The referral service does not exclude as a participant in the referral service any individual or entity who
meets the qualifications for participation.

(2) Any payment the participant makes to the referral service is assessed equally against and collected equally
from all participants and is based only on the cost of operating the referral service, and not on the volume or
value of any referrals to or business otherwise generated by either party for the other party for which payment
may be made in whole or in part under Medicare, Medicaid, or other Federal health care programs.

(3) The referral service imposes no requirements on the manner in which the participant provides services to a
referred person, except that the referral service may require that the participant charge the person referred at
the same rate as it charges other persons not referred by the referral service, or that these services be furnished
free of charge or at reduced charge.

(4) The referral service makes the following five disclosures to each person seeking a referral, with each such
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disclosure maintained by the referral service in a written record certifying such disclosure and signed by either
such person seeking a referral or by the individual making the disclosure on behalf of the referral service—

(i) The manner in which it selects the group of participants in the referral service to which it could make a
referral;

(ii) Whether the participant has paid a fee to the referral service;

(iii) The manner in which it selects a particular participant from this group for that person;

(iv) The nature of the relationship between the referral service and the group of participants to whom it could
make the referral; and

(v) The nature of any restrictions that would exclude such an individual or entity from continuing as a
participant.

(g) Warranties. As used in section 1128B of the Act, “remuneration” does not include any payment or exchange
of anything of value under a warranty provided by a manufacturer or supplier of one or more items and
services (provided the warranty covers at least one item) to the buyer (such as a health care provider or
beneficiary) of the items and services, as long as the buyer complies with all of the following standards in
paragraphs (g)(1) and (2) of this section and the manufacturer or supplier complies with all of the
following standards in paragraphs (g)(3) through (6) of this section:

(1) The buyer (unless the buyer is a Federal health care program beneficiary) must fully and accurately report
any price reduction of an item or service (including a free item or service) that was obtained as part of the
warranty in the applicable cost reporting mechanism or claim for payment filed with the Department or a State
agency.

(2) The buyer must provide, upon request by the Secretary or a State agency, information provided by the
manufacturer or supplier as specified in paragraph (g)(3) of this section.

(3) The manufacturer or supplier must comply with either of the following standards:

(i) The manufacturer or supplier must fully and accurately report any price reduction of an item or service
(including free items and services) that the buyer obtained as part of the warranty on the invoice or statement
submitted to the buyer and inform the buyer of its obligations under paragraphs (g)(1) and (2) of this section.

(ii) When the amount of any price reduction is not known at the time of sale, the manufacturer or supplier must
fully and accurately report the existence of a warranty on the invoice or statement, inform the buyer of its
obligations under paragraphs (g)(1) and (g)(2) of this section, and when any price reduction becomes known,
provide the buyer with documentation of the calculation of the price reduction resulting from the warranty.

(4) The manufacturer or supplier must not pay any remuneration to any individual (other than a beneficiary) or
entity for any medical, surgical, or hospital expense incurred by a beneficiary other than for the cost of the
items and services subject to the warranty.

(5) If a manufacturer or supplier offers a warranty for more than one item or one or more items and related
services, the federally reimbursable items and services subject to the warranty must be reimbursed by the same
Federal health care program and in the same Federal health care program payment.

(6) The manufacturer or supplier must not condition a warranty on a buyer's exclusive use of, or a minimum
purchase of, any of the manufacturer's or supplier's items or services.
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(7) For purposes of this paragraph (g), the term warranty means:

(i) Any written affirmation of fact or written promise made in connection with the sale of an item or bundle of
items, or services in combination with one or more related items, by a manufacturer or supplier to a buyer, which
affirmation of fact or written promise relates to the nature of the quality of workmanship and affirms or
promises that such quality or workmanship is defect free or will meet a specified level of performance over a
specified period of time;

(ii) Any undertaking in writing in connection with the sale by a manufacturer or supplier of an item or bundle of
items, or services in combination with one or more related items, to refund, repair, replace, or take other
remedial action with respect to such item or bundle of items in the event that such item or bundle of items, or
services in combination with one or more related items, fails to meet the specifications set forth in the
undertaking which written affirmation, promise, or undertaking becomes part of the basis of the bargain
between a seller and a buyer for purposes other than resell of such item or bundle of items; or

(iii) A manufacturer's or supplier's agreement to replace another manufacturer's or supplier's defective item or
bundle of items (which is covered by an agreement made in accordance with this paragraph (g)), on terms equal
to the agreement that it replaces.

(h) Discounts. As used in section 1128B of the Act, “remuneration” does not include a discount, as defined in
paragraph (h)(5) of this section, on an item or service for which payment may be made in whole or in part
under Medicare, Medicaid or other Federal health care programs for a buyer as long as the buyer complies
with the applicable standards of paragraph (h)(1) of this section; a seller as long as the seller complies with
the applicable standards of paragraph (h)(2) of this section; and an offeror of a discount who is not a seller
under paragraph (h)(2) of this section so long as such offeror complies with the applicable standards of
paragraph (h)(3) of this section.

(1) With respect to the following three categories of buyers, the buyer must comply with all of the applicable
standards within one of the three following categories—

(i) If the buyer is an entity which is a health maintenance organization (HMO) or a competitive medical plan
(CMP) acting in accordance with a risk contract under section 1876(g) or 1903(m) of the Act, or under another
State health care program, it need not report the discount except as otherwise may be required under the risk
contract.

(ii) If the buyer is an entity which reports its costs on a cost report required by the Department or a State health
care program, it must comply with all of the following four standards—

(A) The discount must be earned based on purchases of that same good or service bought within a single fiscal
year of the buyer;

(B) The buyer must claim the benefit of the discount in the fiscal year in which the discount is earned or the
following year;

(C) The buyer must fully and accurately report the discount in the applicable cost report; and

(D) the buyer must provide, upon request by the Secretary or a State agency, information provided by the seller as
specified in paragraph (h)(2)(ii) of this section, or information provided by the offeror as specified in paragraph
(h)(3)(ii) of this section.

(iii) If the buyer is an individual or entity in whose name a claim or request for payment is submitted for the
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discounted item or service and payment may be made, in whole or in part, under Medicare, Medicaid or other
Federal health care programs (not including individuals or entities defined as buyers in paragraph (h)(1)(i) or (h)
(1)(ii) of this section), the buyer must comply with both of the following standards—

(A) The discount must be made at the time of the sale of the good or service or the terms of the rebate must be
fixed and disclosed in writing to the buyer at the time of the initial sale of the good or service; and

(B) the buyer (if submitting the claim) must provide, upon request by the Secretary or a State agency, information
provided by the seller as specified in paragraph (h)(2)(iii)(B) of this section, or information provided by the
offeror as specified in paragraph (h)(3)(iii)(A) of this section.

(2) The seller is an individual or entity that supplies an item or service for which payment may be made, in
whole or in part, under Medicare, Medicaid or other Federal health care programs to the buyer and who
permits a discount to be taken off the buyer's purchase price. The seller must comply with all of the applicable
standards within one of the following three categories—

(i) If the buyer is an entity which is an HMO a CMP acting in accordance with a risk contract under section 1876(g)
or 1903(m) of the Act, or under another State health care program, the seller need not report the discount to the
buyer for purposes of this provision.

(ii) If the buyer is an entity that reports its costs on a cost report required by the Department or a State agency,
the seller must comply with either of the following two standards—

(A) Where a discount is required to be reported to Medicare or a State health care program under paragraph (h)(1)
of this section, the seller must fully and accurately report such discount on the invoice, coupon or statement
submitted to the buyer; inform the buyer in a manner that is reasonably calculated to give notice to the buyer of
its obligations to report such discount and to provide information upon request under paragraph (h)(1) of this
section; and refrain from doing anything that would impede the buyer from meeting its obligations under this
paragraph; or

(B) Where the value of the discount is not known at the time of sale, the seller must fully and accurately report
the existence of a discount program on the invoice, coupon or statement submitted to the buyer; inform the
buyer in a manner reasonably calculated to give notice to the buyer of its obligations to report such discount and
to provide information upon request under paragraph (h)(1) of this section; when the value of the discount
becomes known, provide the buyer with documentation of the calculation of the discount identifying the specific
goods or services purchased to which the discount will be applied; and refrain from doing anything which would
impede the buyer from meeting its obligations under this paragraph.

(iii) If the buyer is an individual or entity not included in paragraph (h)(2)(i) or (h)(2)(ii) of this section, the
seller must comply with either of the following two standards—

(A) Where the seller submits a claim or request for payment on behalf of the buyer and the item or service is
separately claimed, the seller must provide, upon request by the Secretary or a State agency, information
provided by the offeror as specified in paragraph (h)(3)(iii)(A) of this section; or
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