
42 U.S.C. 1395nn – Limitation on Certain Physician Referrals (excerpts) 
 

(a) Prohibition of certain referrals 

 

(1) In general 

Except as provided in subsection (b) of this section, if a physician (or an immediate 

family member of such physician) has a financial relationship with an entity specified in 

paragraph (2), then— 

 

(A) the physician may not make a referral to the entity for the furnishing 

of designated health services for which payment otherwise may be 

made under this subchapter, and 

(B) the entity may not present or cause to be presented a claim under this 

subchapter or bill to any individual, third party payor, or other entity 

for designated health services furnished pursuant to a referral 

prohibited under subparagraph (A). 

 

(2) Financial relationship specified 

For purposes of this section, a financial relationship of a physician (or an immediate 

family member of such physician) with an entity specified in this paragraph is— 

 

(A) except as provided in subsections (c) and (d) of this section, an 

ownership or investment interest in the entity, or 

(B) except as provided in subsection (e) of this section, a compensation 

arrangement (as defined in subsection (h)(1) of this section) between 

the physician (or an immediate family member of such physician) and 

the entity. 

An ownership or investment interest described in subparagraph (A) may be through 

equity, debt, or other means and includes an interest in an entity that holds an ownership 

or investment interest in any entity providing the designated health service. 

 

 (g) Sanctions 

 

(1) Denial of payment. No payment may be made under this subchapter for a 

designated health service which is provided in violation of subsection (a)(1) of this 

section. 

 

(2) Requiring refunds for certain claims. If a person collects any amounts that 

were billed in violation of subsection (a)(1) of this section, the person shall be liable to 

the individual for, and shall refund on a timely basis to the individual, any amounts so 

collected. 

 

(3) Civil money penalty and exclusion for improper claims. Any person that 

presents or causes to be presented a bill or a claim for a service that such person knows or 

should know is for a service for which payment may not be made under paragraph (1) or 

for which a refund has not been made under paragraph (2) shall be subject to a civil 
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money penalty of not more than $15,000 for each such service. The provisions of section 

1320a-7a of this title (other than the first sentence of subsection (a) and other than 

subsection (b)) shall apply to a civil money penalty under the previous sentence in the 

same manner as such provisions apply to a penalty or proceeding under section 1320a-

7a(a) of this title.  

 

(4) Civil money penalty and exclusion for circumvention schemes. Any 

physician or other entity that enters into an arrangement or scheme (such as a cross-

referral arrangement) which the physician or entity knows or should know has a principal 

purpose of assuring referrals by the physician to a particular entity which, if the physician 

directly made referrals to such entity, would be in violation of this section, shall be 

subject to a civil money penalty of not more than $100,000 for each such arrangement or 

scheme. The provisions of section 1320a-7a of this title (other than the first sentence of 

subsection (a) and other than subsection (b)) shall apply to a civil money penalty under 

the previous sentence in the same manner as such provisions apply to a penalty or 

proceeding under section 1320a-7a(a) of this title. 

 

 

(h) Definitions and special rules 

 

For purposes of this section: 

 

(1) Compensation arrangement; remuneration 

 

(A) The term “compensation arrangement” means any arrangement involving any 

remuneration between a physician (or an immediate family member of such physician) 

and an entity other than an arrangement involving only remuneration described in 

subparagraph (C). 

(B) The term “remuneration” includes any remuneration, directly or indirectly, 

overtly or covertly, in cash or in kind. 

 

(6) Designated health services 

The term “designated health services” means any of the following items or services: 

(A) Clinical laboratory services. 

(B) Physical therapy services. 

(C) Occupational therapy services. 

(D) Radiology services, including magnetic resonance imaging, computerized 

axial tomography scans, and ultrasound services. 

(E) Radiation therapy services and supplies. 

(F) Durable medical equipment and supplies. 

(G) Parenteral and enteral nutrients, equipment, and supplies. 

(H) Prosthetics, orthotics, and prosthetic devices and supplies. 

(I) Home health services. 

(J) Outpatient prescription drugs. 

(K) Inpatient and outpatient hospital services. 

(L) Outpatient speech-language pathology services. 
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42 C.F.R. § 411.353 Prohibition on certain referrals by physicians and 

limitations on billing. 
 

(a) Prohibition on referrals. Except as provided in this subpart, a physician who has 

a direct or indirect financial relationship with an entity, or who has an immediate 

family member who has a direct or indirect financial relationship with the entity, 

may not make a referral to that entity for the furnishing of DHS for which 

payment otherwise may be made under Medicare. A physician's prohibited 

financial relationship with an entity that furnishes DHS is not imputed to his or 

her group practice or its members or its staff. However, a referral made by a 

physician's group practice, its members, or its staff may be imputed to the 

physician if the physician directs the group practice, its members, or its staff to 

make the referral or if the physician controls referrals made by his or her group 

practice, its members, or its staff. 

 

(b) Limitations on billing. An entity that furnishes DHS pursuant to a referral that is 

prohibited by paragraph (a) of this section may not present or cause to be 

presented a claim or bill to the Medicare program or to any individual, third party 

payer, or other entity for the DHS performed pursuant to the prohibited referral. 

 

(c) Denial of payment for services furnished under a prohibited referral.…. No 

Medicare payment may be made for a designated health service that is furnished 

pursuant to a prohibited referral…  

 

(e) Exception for certain entities. Payment may be made to an entity that submits a 

claim for a designated health service if— 

(1) The entity did not have actual knowledge of, and did not act in reckless 

disregard or deliberate ignorance of, the identity of the physician who made the 

referral of the designated health service to the entity; and 

(2) The claim otherwise complies with all applicable Federal and State 

laws, rules, and regulations. 

 

 

42 C.F.R. § 411.351 Definitions. 

 

As used in this subpart, unless the context indicates otherwise: 

 

Clinical laboratory services means the biological, microbiological, serological, chemical, 

immunohematological, hematological, biophysical, cytological, pathological, or other 

examination of materials derived from the human body for the purpose of providing 

information for the diagnosis, prevention, or treatment of any disease or impairment of, 

or the assessment of the health of, human beings, including procedures to determine, 

measure, or otherwise describe the presence or absence of various substances or 

organisms in the body, as specifically identified by the List of CPT/HCPCS Codes. All 

services so identified on the List of CPT/HCPCS Codes are clinical laboratory services 
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for purposes of this subpart. Any service not specifically identified as a clinical 

laboratory service on the List of CPT/HCPCS Codes is not a clinical laboratory service 

for purposes of this subpart. 

 

Consultation means a professional service furnished to a patient by a physician if the 

following conditions are satisfied: 

(1) The physician's opinion or advice regarding evaluation or management or both of a 

specific medical problem is requested by another physician. 

(2) The request and need for the consultation are documented in the patient's medical 

record. 

(3) After the consultation is provided, the physician prepares a written report of his or her 

findings, which is provided to the physician who requested the consultation. 

(4) With respect to radiation therapy services provided by a radiation oncologist, a course 

of radiation treatments over a period of time will be considered to be pursuant to a 

consultation, provided that the radiation oncologist communicates with the referring 

physician on a regular basis about the patient's course of treatment and progress. 

 

Designated health services (DHS) means any of the following services (other than those 

provided as emergency physician services furnished outside of the U.S.), as they are 

defined in this section: 

(1) 

(i) Clinical laboratory services. 

(ii) Physical therapy, occupational therapy, and outpatient speech-language pathology 

services. 

(iii) Radiology and certain other imaging services. 

(iv) Radiation therapy services and supplies. 

(v) Durable medical equipment and supplies. 

(vi) Parenteral and enteral nutrients, equipment, and supplies. 

(vii) Prosthetics, orthotics, and prosthetic devices and supplies. 

(viii) Home health services. 

(ix) Outpatient prescription drugs. 

(x) Inpatient and outpatient hospital services. 

(2) Except as otherwise noted in this subpart, the term “designated health services” or 

DHS means only DHS payable, in whole or in part, by Medicare. DHS do not include 

services that are reimbursed by Medicare as part of a composite rate (for example, SNF 

Part A payments or 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 through a composite rate (for example, all services provided as home health 

services or inpatient and outpatient hospital services are DHS). 

 

Durable medical equipment (DME) and supplies has the meaning given in section 

1861(n) of the Act and § 414.202 of this chapter. 

 

Entity means— 

 

(1) A physician's sole practice or a practice of multiple physicians or any other person, 
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sole proprietorship, public or private agency or trust, corporation, partnership, limited 

liability company, foundation, nonprofit corporation, or unincorporated association that 

furnishes DHS. An entity does not include the referring physician himself or herself, but 

does include his or her medical practice. A person or entity is considered to be furnishing 

DHS if it— 

(i) Is the person or entity that has performed services that are billed as DHS; or 

(ii) Is the person or entity that has presented a claim to Medicare for the DHS, including 

the person or entity to which the right to payment for the DHS has been reassigned in 

accordance with § 424.80(b)(1) (employer) or (b)(2) (payment under a contractual 

arrangement) of this chapter (other than a health care delivery system that is a health plan 

(as defined at § 1001.952(l) of this title), and other than any managed care organization 

(MCO), provider-sponsored organization (PSO), or independent practice association 

(IPA) with which a health plan contracts for services provided to plan enrollees). 

 

(2) A health plan, MCO, PSO, or IPA that employs a supplier or operates a facility that 

could accept reassignment from a supplier under § 424.80(b)(1) and (b)(2) of this 

chapter, with respect to any DHS provided by that supplier. 

(3) For purposes of this subpart, “entity” does not include a physician's practice when it 

bills Medicare for the technical component or professional component of a diagnostic test 

for which the anti-markup provision is applicable in accordance with § 414.50 of this 

chapter and section 30.2.9 of the CMS Internet-only Manual, publication 100-04, Claims 

Processing Manual, Chapter 1 (general billing requirements). 

Home health services means the services described in section 1861(m) of the Act and part 

409, subpart E of this chapter. 

 

Hospital means any entity that qualifies as a “hospital” under section 1861(e) of the Act, 

as a “psychiatric hospital” under section 1861(f) of the Act, or as a “critical access 

hospital” under section 1861(mm)(1) of the Act, and refers to any separate legally 

organized operating entity plus any subsidiary, related entity, or other entities that 

perform services for the hospital's patients and for which the hospital bills. However, a 

“hospital” does not include entities that perform services for hospital patients “under 

arrangements” with the hospital. 

 

Immediate family member or member of a physician's immediate family means husband 

or wife; birth or adoptive parent, child, or sibling; stepparent, stepchild, stepbrother, or 

stepsister; father-in-law, mother-in-law, son-in-law, daughter-in-law, brother-in-law, or 

sister-in-law; grandparent or grandchild; and spouse of a grandparent or grandchild. 

 

Inpatient hospital services means those services defined in section 1861(b) of the Act and 

§ 409.10(a) and (b) of this chapter and include inpatient psychiatric hospital services 

listed in section 1861(c) of the Act and inpatient critical access hospital services, as 

defined in section 1861(mm)(2) of the Act. “Inpatient hospital services” do not include 

emergency inpatient services provided by a hospital located outside of the U.S. and 

covered under the authority in section 1814(f)(2) of the Act and part 424, subpart H of 

this chapter, or emergency inpatient services provided by a nonparticipating hospital 

within the U.S., as authorized by section 1814(d) of the Act and described in part 424, 
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subpart G of this chapter. “Inpatient hospital services” also do not include dialysis 

furnished by a hospital that is not certified to provide end-stage renal dialysis (ESRD) 

services under subpart U of part 405 of this chapter. “Inpatient hospital services” include 

services that are furnished either by the hospital directly or under arrangements made by 

the hospital with others. “Inpatient hospital services” do not include professional services 

performed by physicians, physician assistants, nurse practitioners, clinical nurse 

specialists, certified nurse midwives, and certified registered nurse anesthetists and 

qualified psychologists if Medicare reimburses the services independently and not as part 

of the inpatient hospital service (even if they are billed by a hospital under an assignment 

or reassignment). 

 

Laboratory means an entity furnishing biological, microbiological, serological, chemical, 

immunohematological, hematological, biophysical, cytological, pathological, or other 

examination of materials derived from the human body for the purpose of providing 

information for the diagnosis, prevention, or treatment of any disease or impairment of, 

or the assessment of the health of, human beings. These examinations also include 

procedures to determine, measure, or otherwise describe the presence or absence of 

various substances or organisms in the body. Entities only collecting or preparing 

specimens (or both) or only serving as a mailing service and not performing testing are 

not considered laboratories. 

 

List of CPT/HCPCS Codes means the list of CPT and HCPCS codes that identifies those 

items and services that are DHS under section 1877 of the Act or that may qualify for 

certain exceptions under section 1877 of the Act. It is updated annually, as published in 

the Federal Register, and is posted on the CMS Web site at 

http://www.cms.hhs.gov/PhysicianSelfReferral/11_List_of_Codes.asp#TopOfPage . 

 

Outpatient hospital services means the therapeutic, diagnostic, and partial hospitalization 

services listed under sections 1861(s)(2)(B) and (s)(2)(C) of the Act; outpatient services 

furnished by a psychiatric hospital, as defined in section 1861(f) of the Act; and 

outpatient critical access hospital services, as defined in section 1861(mm)(3) of the Act. 

“Outpatient hospital services” do not include emergency services furnished by 

nonparticipating hospitals and covered under the conditions described in section 1835(b) 

of the Act and subpart G of part 424 of this chapter. “Outpatient hospital services” 

include services that are furnished either by the hospital directly or under arrangements 

made by the hospital with others. “Outpatient hospital services” do not include 

professional services performed by physicians, physician assistants, nurse practitioners, 

clinical nurse specialists, certified nurse midwives, certified registered nurse anesthetists, 

and qualified psychologists if Medicare reimburses the services independently and not as 

part of the outpatient hospital service (even if they are billed by a hospital under an 

assignment or reassignment). 

 

Outpatient prescription drugs means all drugs covered by Medicare Part B or D, except 

for those drugs that are “covered ancillary services,” as defined at § 416.164(b) of this 

chapter, for which separate payment is made to an ambulatory surgical center. 
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Parenteral and enteral nutrients, equipment, and supplies means the following services 

(including all HCPCS level 2 codes for these services): 

 

(1) Parenteral nutrients, equipment, and supplies, meaning those items and supplies 

needed to provide nutriment to a patient with permanent, severe pathology of the 

alimentary tract that does not allow absorption of sufficient nutrients to maintain strength 

commensurate with the patient's general condition, as described in section 108.2 of the 

National Coverage Determinations Manual, as amended or replaced from time to time; 

and 

 

(2) Enteral nutrients, equipment, and supplies, meaning items and supplies needed to 

provide enteral nutrition to a patient with a functioning gastrointestinal tract who, 

due to pathology to or nonfunction of the structures that normally permit food to 

reach the digestive tract, cannot maintain weight and strength commensurate with 

his or her general condition, as described in section 108.2 of the National 

Coverage Determinations Manual, as amended or replaced from time to time. 

 

Physical therapy, occupational therapy, and outpatient speech-language pathology 

services means those particular services so identified on the List of CPT/HCPCS Codes. 

All services so identified on the List of CPT/HCPCS Codes are physical therapy, 

occupational therapy, and outpatient speech-language pathology services for purposes of 

this subpart. Any service not specifically identified as physical therapy, occupational 

therapy or outpatient speech-language pathology on the List of CPT/HCPCS Codes is not 

a physical therapy, occupational therapy, or outpatient speech-language pathology service 

for purposes of this subpart. The list of codes identifying physical therapy, occupational 

therapy, and outpatient speech-language pathology services for purposes of this 

regulation includes the following: 

 

(1) Physical therapy services, meaning those outpatient physical therapy 

servicesdescribed in section 1861(p) of the Act that are covered under Medicare Part A or 

Part B, regardless of who provides them, if the services include— 

(i) Assessments, function tests, and measurements of strength, balance, endurance, range 

of motion, and activities of daily living; 

(ii) Therapeutic exercises, massage, and use of physical medicine modalities, assistive 

devices, and adaptive equipment; or 

(iii) Establishment of a maintenance therapy program for an individual whose restoration 

potential has been reached; however, maintenance therapy itself is not covered as part of 

these services. 

 

(2) Occupational therapy services, meaning those services described in section 1861(g) 

of the Act that are covered under Medicare Part A or Part B, regardless of who provides 

them, if the services include— 

(i) Teaching of compensatory techniques to permit an individual with a physical or 

cognitive impairment or limitation to engage in daily activities; 

(ii) Evaluation of an individual's level of independent functioning; 

(iii) Selection and teaching of task-oriented therapeutic activities to restore sensory-
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integrative function; or 

(iv) Assessment of an individual's vocational potential, except when the assessment is 

related solely to vocational rehabilitation. 

 

(3) Outpatient speech-language pathology services, meaning those services as described 

in section 1861(ll)(2) of the Act that are for the diagnosis and treatment of speech, 

language, and cognitive disorders that include swallowing and other oral-motor 

dysfunctions. 

 

Physician means a doctor of medicine or osteopathy, a doctor of dental surgery or dental 

medicine, a doctor of podiatric medicine, a doctor of optometry, or a chiropractor, as 

defined in section 1861(r) of the Act. A physician and the professional corporation of 

which he or she is a sole owner are the same for purposes of this subpart. 

 

Prosthetics, Orthotics, and Prosthetic Devices and Supplies means the following services 

(including all HCPCS level 2 codes for these items and services that are covered by 

Medicare): 

(1) Orthotics, meaning leg, arm, back, and neck braces, as listed in section 1861(s)(9) of 

the Act. 

 
(2) Prosthetics, meaning artificial legs, arms, and eyes, as described in section 1861(s)(9) 

of the Act. 

(3) Prosthetic devices, meaning devices (other than a dental device) listed in section 

1861(s)(8) of the Act that replace all or part of an internal body organ, including 

colostomy bags, and one pair of conventional eyeglasses or contact lenses furnished 

subsequent to each cataract surgery with insertion of an intraocular lens. 

 

(4) Prosthetic supplies, meaning supplies that are necessary for the effective use of a 

prosthetic device (including supplies directly related to colostomy care). 

 
Radiation therapy services and supplies means those particular services and supplies, 

including (effective January 1, 2007) therapeutic nuclear medicine services and supplies, 

so identified on the List of CPT/HCPCS Codes. All services and supplies so identified on 

the List of CPT/HCPCS Codes are radiation therapy services and supplies for purposes of 

this subpart. Any service or supply not specifically identified as radiation therapy 

services or supplies on the List of CPT/HCPCS Codes is not a radiation therapy service 

or supply for purposes of this subpart. The list of codes identifying radiation therapy 

services and supplies is based on section 1861(s)(4) of the Act and § 410.35 of this 

chapter. 

 

Radiology and certain other imaging services means those particular services so 

identified on the List of CPT/HCPCS Codes. All services identified on the List of 

CPT/HCPCS Codes are radiology and certain other imaging services for purposes of this 

subpart. Any service not specifically identified as radiology and certain other imaging 

services on the List of CPT/HCPCS Codes is not a radiology or certain other imaging 

service for purposes of this subpart. The list of codes identifying radiology and certain 
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other imaging services includes the professional and technical components of any 

diagnostic test or procedure using x-rays, ultrasound, computerized axial tomography, 

magnetic resonance imaging, nuclear medicine (effective January 1, 2007), or other 

imaging services. All codes identified as radiology and certain other imaging services are 

covered under section 1861(s)(3) of the Act and §§ 410.32 and 410.34 of this chapter, but 

do not include— 

 

(1) X-ray, fluoroscopy, or ultrasound procedures that require the insertion of a needle, 

catheter, tube, or probe through the skin or into a body orifice; 

 

(2) Radiology or certain other imaging services that are integral to the performance of a 

medical procedure that is not identified on the list of CPT/HCPCS codes as a radiology or 

certain other imaging service and is performed— 

(i) Immediately prior to or during the medical procedure; or 

(ii) Immediately following the medical procedure when necessary to confirm placement 

of an item placed during the medical procedure. 

 

(3) Radiology and certain other imaging services that are “covered ancillary services,” as 

defined at § 416.164(b), for which separate payment is made to an ASC. 

 

Referral— 

(1) Means either of the following: 

(i) Except as provided in paragraph (2) of this definition, the request by a physician for, 

or ordering of, or the certifying or recertifying of the need for, any designated health 

service for which payment may be made under Medicare Part B, including a request for a 

consultation with another physician and any test or procedure ordered by or to be 

performed by (or under the supervision of) that other physician, but not including any 

designated health service personally performed or provided by the referring physician. A 

designated health service is not personally performed or provided by the referring 

physician if it is performed or provided by any other person, including, but not limited to, 

the referring physician's employees, independent contractors, or group practice members. 

(ii) Except as provided in paragraph (2) of this definition, a request by a physician that 

includes the provision of any designated health service for which payment may be made 

under Medicare, the establishment of a plan of care by a physician that includes the 

provision of such a designated health service, or the certifying or recertifying of the need 

for such a designated health service, but not including any designated health service 

personally performed or provided by the referring physician. A designated health service 

is not personally performed or provided by the referring physician if it is performed or 

provided by any other person including, but not limited to, the referring physician's 

employees, independent contractors, or group practice members. 

 

(2) Does not include a request by a pathologist for clinical diagnostic laboratory tests and 

pathological examination services, by a radiologist for diagnostic radiology services, and 

by a radiation oncologist for radiation therapy or ancillary services necessary for, and 

integral to, the provision of radiation therapy, if— 

(i) The request results from a consultation initiated by another physician (whether the 
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request for a consultation was made to a particular physician or to an entity with which 

the physician is affiliated); and 

(ii) The tests or services are furnished by or under the supervision of the pathologist, 

radiologist, or radiation oncologist, or under the supervision of a pathologist, radiologist, 

or radiation oncologist, respectively, in the same group practice as the pathologist, 

radiologist, or radiation oncologist. 

 

(3) Can be in any form, including, but not limited to, written, oral, or electronic. 

 

Referring physician means a physician who makes a referral as defined in this section or 

who directs another person or entity to make a referral or who controls referrals made by 

another person or entity. A referring physician and the professional corporation of which 

he or she is a sole owner are the same for purposes of this subpart. 

 

Remuneration means any payment or other benefit made directly or indirectly, overtly or 

covertly, in cash or in kind, except that the following are not considered remuneration for 

purposes of this section: 

 

(1) The forgiveness of amounts owed for inaccurate tests or procedures, mistakenly 

performed tests or procedures, or the correction of minor billing errors. 

 

(2) The furnishing of items, devices, or supplies (not including surgical items, devices, or 

supplies) that are used solely to collect, transport, process, or store specimens for the 

entity furnishing the items, devices, or supplies or are used solely to order or 

communicate the results of tests or procedures for the entity. 

 

(3) A payment made by an insurer or a self-insured plan (or a subcontractor of the insurer 

or self-insured plan) to a physician to satisfy a claim, submitted on a fee-for-service basis, 

for the furnishing of health services by that physician to an individual who is covered by 

a policy with the insurer or by the self-insured plan, if— 

(i) The health services are not furnished, and the payment is not made, under a contract or 

other arrangement between the insurer or the self-insured plan (or a subcontractor of the 

insurer or self-insured plan) and the physician; 

(ii) The payment is made to the physician on behalf of the covered individual and would 

otherwise be made directly to the individual; and 

(iii) The amount of the payment is set in advance, does not exceed fair market value, and 

is not determined in a manner that takes into account directly or indirectly the volume or 

value of any referrals. 

 

42 C.F.R. § 411.354 Financial relationship, compensation, and 

ownership or investment interest. 
 

(a) Financial relationships. 

 

(1) Financial relationship means— 

(i) A direct or indirect ownership or investment interest (as defined in paragraph (b) of 
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this section) in any entity that furnishes DHS; or 

(ii) A direct or indirect compensation arrangement (as defined in paragraph (c) of this 

section) with an entity that furnishes DHS. 

 

(2) Types of financial relationships. 

(i) A direct financial relationship exists if remuneration passes between the referring 

physician (or a member of his or her immediate family) and the entity furnishing DHS 

without any intervening persons or entities between the entity furnishing DHS and the 

referring physician (or a member of his or her immediate family). 

(ii) An indirect financial relationship exists under the conditions described in paragraphs 

(b)(5) and (c)(2) of this section. 

 

(b) Ownership or investment interest. An ownership or investment interest in the entity 

may be through equity, debt, or other means, and includes an interest in an entity that 

holds an ownership or investment interest in any entity that furnishes DHS. 

 

(1) An ownership or investment interest includes, but is not limited to, stock, stock 

options other than those described in § 411.354(b)(3)(ii), partnership shares, limited 

liability company memberships, as well as loans, bonds, or other financial instruments 

that are secured with an entity's property or revenue or a portion of that property or 

revenue. 

 

(2) An ownership or investment interest in a subsidiary company is neither an ownership 

or investment interest in the parent company, nor in any other subsidiary of the parent, 

unless the subsidiary company itself has an ownership or investment interest in the parent 

or such other subsidiaries. It may, however, be part of an indirect financial relationship. 

 

(3) Ownership and investment interests do not include, among other things— 

(i) An interest in an entity that arises from a retirement plan offered by that entity to the 

physician (or a member of his or her immediate family) through the physician's (or 

immediate family member's) employment with that entity; 

(ii) Stock options and convertible securities received as compensation until the stock 

options are exercised or the convertible securities are converted to equity (before this 

time the stock options or convertible securities are compensation arrangements as defined 

in paragraph (c) of this section); 

(iii) An unsecured loan subordinated to a credit facility (which is a compensation 

arrangement as defined in paragraph (c) of this section); 

(iv) An “under arrangements” contract between a hospital and an entity owned by one or 

more physicians (or a group of physicians) providing DHS “under arrangements” with 

the hospital (such a contract is a compensation arrangement as defined in paragraph (c) of 

this section); or 

(v) A security interest held by a physician in equipment sold by the physician to a 

hospital and financed through a loan from the physician to the hospital (such an interest is 

a compensation arrangement as defined in paragraph (c) of this section). 

 

(4) An ownership or investment interest that meets an exception set forth in § 411.355 or 
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§ 411.356 need not also meet an exception for compensation arrangements set forth in § 

411.357 with respect to profit distributions, dividends, or interest payments on secured 

obligations. 

 

(5) 

 

(i) An indirect ownership or investment interest exists if— 

(A) Between the referring physician (or immediate family member) and the entity 

furnishing DHS there exists an unbroken chain of any number (but no fewer than one) of 

persons or entities having ownership or investment interests; and 

(B) The entity furnishing DHS has actual knowledge of, or acts in reckless disregard or 

deliberate ignorance of, the fact that the referring physician (or immediate family 

member) has some ownership or investment interest (through any number of 

intermediary ownership or investment interests) in the entity furnishing the DHS. 

(ii) An indirect ownership or investment interest exists even though the entity furnishing 

DHS does not know, or acts in reckless disregard or deliberate ignorance of, the precise 

composition of the unbroken chain or the specific terms of the ownership or investment 

interests that form the links in the chain. 

(iii) Notwithstanding anything in this paragraph (b)(5), common ownership or investment 

in an entity does not, in and of itself, establish an indirect ownership or investment 

interest by one common owner or investor in another common owner or investor. 

(iv) An indirect ownership or investment interest requires an unbroken chain of 

ownership interests between the referring physician and the entity furnishing DHS such 

that the referring physician has an indirect ownership or investment interest in the entity 

furnishing DHS. 

 

(c) Compensation arrangement. A compensation arrangement is any arrangement 

involving remuneration, direct or indirect, between a physician (or a member of a 

physician's immediate family) and an entity. An “under arrangements” contract between a 

hospital and an entity providing DHS “under arrangements” to the hospital creates a 

compensation arrangement for purposes of these regulations. A compensation 

arrangement does not include the portion of any business arrangement that consists solely 

of the remuneration described in section 1877(h)(1)(C) of the Act and in paragraphs (1) 

through (3) of the definition of the term “remuneration” at § 411.351. (However, any 

other portion of the arrangement may still constitute a compensation arrangement.) 

 

(1) 

(i) A direct compensation arrangement exists if remuneration passes between the 

referring physician (or a member of his or her immediate family) and the entity 

furnishing DHS without any intervening persons or entities… 
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E. Exceptions 1bat Apply Only to 
Compensation Arrangements 

1. Compensation arrangements in general 
Can a lease or arrangement for items or 

services have a termination clause? 
Will a physician's referrals be prohibited if 

an entity pays for certain incidental 
benefits? 

2. Exception for agreements involving the 
rental of office space or equipment 

Can a lessee sublet office space or 
equipment? 

Does the lease exception apply to any kind 
of lease covering space or equipment? 

Can a lease provide for payment based on 
how often the equipment is used? 

3. Exception for personal services 
arrangements 

How does the physician incentive plan 
exception apply when an enrolling entity 
contracts with a group practice? 

V. Regulatory Impact Statement 
A. Background 
B. Anticipated Effects and Alternatives 

Considered 
l. Physicians 
2. Entities, including hospitals 
C. Conclusion 

VI. Collection of Information Requirements 
VII. Response to Comments 

I. Background 

A. Problems Associated With Physician 
Self-referrals 

When a patient seeks medical care, 
his or her physician has a major role in 
determining the kind and amount of 
health care services the patient will 
receive. Having a financial interest in an 
entity that furnishes these services can 
affect a physician's decision about what 
medical care to furnish a patient and 
who should furnish the care. In fact, 
numerous studies have raised serious 
concerns about the referral patterns of 
physicians who make self-referrals 
(referrals to entities with which they or 
their family members have financial 
relationships). 

In June 1988, Congress mandated that 
the Office of Inspector General (OIG) of 
the Department of Health and Human 
Services conduct a study on physician 
ownership of and compensation from 
health care entities to which the 
physicians make referrals. The OIG 
reported that patients of referring 
physicians who owned or invested in 
independent clinical laboratories 
received 45 percent more laboratory 
services than all Medicare patients in 
general. The OIG found similar effects 
on utilization associated with the 
existence of compensation arrangements 
between laboratories and physicians. 
Patients of these physicians used 32 
percent more laboratory services than 
all Medicare patients in general. 
("Financial Arrangements Between 
Physicians and Health Care Businesses: 
Report to Congress," Office of Inspector 

General, DHHS, pages 18 and 21 (May 
1989)). Based in part on the results of 
this study, Congress enacted, in 
November of 1989, section 1877 of the 
Social Security Act (the Act). (Unless 
otherwise indicated, references to 
sections of the law below are to sections 
of the Act.) We discuss section 1877 in 
detail below. 

Subsequent studies have supported 
the OIG findings on self-referrals. The 
studies indicate that other types of 
services are also associated with higher 
utilization and increased costs. For 
example, in 1991 the Florida Cost 
Containment Board (the Board) 
analyzed the effect of joint venture 
arrangements on the following aspects 
of health care: access, costs, charges, 
utilization, and quality. A joint venture 
was defined as any ownership or 
investtnent interest or compensation 
arrangement involving physicians (or 
any health care professionals who make 
referrals) and an entity providing health 
care goods or services. 

The Board found that doctor-owned 
clinical laboratories, diagnostic imaging 
centers, and physical therapy and 
rehabilitation centers performed more 
procedures on a per-patient basis and 
charged higher prices than nondoctor
affi.liated facilities. The Board 
concluded that there might be referral 
problems or the results did not allow 
clear conclusions for ambulatory 
surgical centers, durable medical 
equipment suppliers, home health 
agencies, and radiation therapy centers. 
The study revealed that little or no 
impact existed for acute care hospitals 
and nursing homes. ("Joint Ventures 
Among Health Care Providers in 
Florida," State of Florida Health Care 
Cost Containment Board (Sept. 1991)). 

Additionally, in 1994, the General 
Accounting Office (GAO) released an 
analysis of 2.4 million diagnostic 
imaging services ordered by 17,900 
physicians in the State of Florida. The 
GAO found that Florida physicians with 
a financial interest in joint venture 
imaging centers had higher referral rates 
for almost all types of imaging services 
than other Florida physicians. The 
differences in the referral rates were 
greatest for costly high-technology 
imaging services. For example, owners 
of joint ventures ordered 54 percent 
more magnetic resonance imaging scans 
for patients than did non-owners. 

The GAO study also found that 
Florida physicians, group practices, or 
other practice affiliations with imaging 
facilities in their own offices ordered 
imaging tests more frequently than 
physicians who referred their patients to 
imaging facilities outside their practices. 
The in-practice imaging rates were 

about 3 times higher for magnetic 
resonance imaging scans; about 2 times 
higher for computed tomograph scans; 
4.5 to 5.1 times higher for ultrasound, 
echocardiography, and diagnostic 
nuclear medicine imaging; and about 2 
times higher for complex and simple X
rays. (GAO Report, "Medicare: Referrals 
to Physician-owned Imaging Facilities 
Warrant HCFA's Scrutiny," No. B-
253835; pages 2, 3, and 10, October 
1994.) 

Several other studies, appearing in the 
New England Journal of Medicine and 
the Journal of the American Medical 
Association, have found increased 
utilization for a variety of services when 
the physicians have a financial 
relationship with the entity to which 
they refer their patients. (See, for 
example, Bruce J. Hillman, M.D., and 
others, "Physicians' Utilization and 
Charges for Outpatient Diagnostic 
Imaging in a Medicare Population," 
Journal of the American Medical 
Association, Vol. 268, No. 15 (Oct. 21, 
1992), pp. 2050-2054; Hemenway D., 
Killen A., and others, "Physicians' 
Responses to Financial Incentives
Evidence From a For-profit Ambulatory 
Care Center," New England Journal of 
Medicine, Vol. 322, No. 15 (April12, 
1990), pp. 1059-1063; Alex Swedlow 
and others, "Increased Costs and Rates 
of Use in the California Workers' 
Compensation System as a Result of Self 
Referral by Physicians," New England 
Journal of Medicine, Vol. 327, No. 21 
(Nov. 19, 1992), pp. 1502-1506.) 

. Legislation Designed to Address elf
rrals and Similar Practices 
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2. Recent Provisions and How They 
Relate to Each Other 

Congress has enacted into law several 
provisions governing financial 
relationships between entities 
furnishing health care services and 
those health care professionals who 
refer patients to them. For example, the 
"anti-kickback statute" provides 
criminal penalties for individuals or 
entities that knowingly and willfully 
offer, pay, solicit, or receive 
remuneration to induce the furnishing 
of items or services covered by Medicare 
or State health care programs (including 
Medicaid, and any State program 
receiving funds under titles V or XX of 
the Act). (This provision was originally 
enacted in 1972 as part of the Social 
Security Amendments of 1972, Public 
Law 92-603. It was revised in 1977 (in 
Public Law 95-142) to read as it does 
today. It was subsequently recodified by 
the Medicare and Medicaid Program 
Patient Protection Act of 1987 (Public 
Law 100-93). It currently appears at 42 
U.S.C. 1320a-7b(b)(2) and section 
1128B(b) of the Social Security Act.) 

Both the anti-kickback statute and 
section 1877 address Congress' concern 
that health care decisionmaking can be 
unduly influenced by a profit motive. 
When physicians have a financial 
incentive to refer, this incentive can 
affect utilization, patient choice, and 
competition. Physicians can overutilize 
by ordering items and services for 
patients that, absent a profit motive, 
they would not have ordered. A 
patient's choice can be affected when 
physicians steer patients to less 
convenient, lower quality, or more 
expensive providers of health care, just 
because the physicians are sharing 
profits with, or receiving remuneration 
from, the providers. And lastly, where 
referrals are controlled by those sharing 
profits or receiving remuneration, the 
medical marketplace suffers since new 
competitors can no longer win business 
with superior quality, service, or price. 
Although the purposes behind the anti
kickback statute and section 1877 are 
similar, it is important to analyze them 
separately. In other words, to operate 
lawfully under Medicare and Medicaid, 
one must comply with both statutes. 

Anti-kickback statute: The anti
kickback statute is a criminal statute 
that applies to those who knowingly and 
willfully offer, pay, solicit, or receive 
remuneration to induce the furnishing 
of items or services under Medicare or 
State health care programs (including 
Medicaid). The offense is classified as a 
felony and is punishable by fines of up 
to $25,000 and imprisonment for up to 
5 years. Violation of the statute is also 
a basis for exclusion from Medicare and 
Medicaid. 

Since the statute on its face is very 
broad, a number of health care entities 
expressed concern after its enactment 
that many relatively innocuous, or even 
beneficial, commercial arrangements are 
technically covered by the statute and 
can therefore lead to criminal 
prosecution. Congress addressed this 
fact by enacting section 14 of the 
Medicare and Medicaid Patient and 
Program Protection Act of 1987. This 
provision requires the Department of 
Health and Human Services to issue 
"safe harbors," specifying those 
payment practices that will not be 
subject to criminal prosecution under 
the anti-kickback statute and will not 
provide a basis for an exclusion. The 
safe harbors are not mandatory in the 
sense that one is required to fit into a 
safe harbor. The safe harbors exist to 
provide absolute immunity to those 
arrangements. 

Section 1877: Section 1877 prohibits 
physicians from referring Medicare 
patients to certain entities for 
designated health services if the 
physician (or an immediate family 
member) has a financial relationship 
with the entity, unless the relationship 
fits into an exception. Certain aspects of 
section 1877 also affect Medicaid 
referrals. While there are other 
remedies, section 1877 is primarily a 
payment ban that is effective regardless 
of intent. Many of the exceptions in 
section 1877 are similar to the safe 
harbors under the anti-kickback statute, 
such as exceptions for certain 
employees, personal service 
arrangements, and space and equipment 
rentals. The exceptions are different in 
the sense that, under section 1877, a 
physician is required to meet an 
exception if the physician wants to 
make an otherwise prohibited referral, 
while under the anti-kickback statute, a 
health care provider is not required to 
meet a safe harbor. That is, if a provider 
meets a safe harbor, it is automatically 
protected from prosecution. If a 
provider does not meet a safe harbor, it 
may still be in compliance with the anti
kickback statute and therefore be safe 
from prosecution, but that 

20200308



Federal Register I Vol. 63, No. 6 I Friday, January 9, 1998 I Proposed Rules 1663 

determination would be based on a 
case-by-case assessment of the facts. 

. HCFA and OIG Regulations Rela · g 
Section 1877 

comment 
e civil money 
published on 
16580). 

, we published a 
ent period in the 
FR 41914) that 

lations the 
1877 that relate to 

the August 1995 final rule in the 
c text of referrals for clinical 
Ia ratory services. We are propo ng, 
as cussed below, to leave an ber 
of th e provisions unchanged cept to 
apply em to the additional signated 
health rvices. Readers who esire 
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came effective 
part A of this 
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apply it to the 

d health services, 
tutory changes in 
k effect on January 

section covers the 
'on 13624 of 
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detail how we pro se to 

interpret y provisions in se 
1877 an 1903(s) that we belie are 
ambigu s, incomplete, or that rovide 
the S etary with discretion. W also 

policy changes or clarifi tions 
se to make to the Augus 1995 

section IV, we present so of 
st common questions conce 

ciao referrals that we receiv 
the health care community. W 

inc de in section IV our interpretati 
of ow the law applies in the situatio 
d cribed to us. 

A. Reflecting the Statutory Changes in 
Section 1877 

1. General Prohibition 

With certain exceptions, section 
1877(a)(1)(A) prohibits a physician from 
making a referral to an entity for the 
furnishing of designated health services, 
for which Medicare may otherwise pay, 
if the physician (or an immediate family 
member) has a financial relationship 
with that entity. This provision as it 
related to clinical laboratory services 
was incorporated into our regulations at 
§ 411.353(a) by the August 1995 final 
rule. We would revise§ 411.353(a) to 
apply the prohibition to referrals for 
designated health services. 

Section 1877(a)(l)(B) prohibits an 
entity from presenting, or causing to be 
presented, either a Medicare claim or a 

bill to any individual, third party payor, 
or other entity for designated health 
services furnished under a prohibited 
referral. This provision, with regard to 
clinical laboratory services, was 
incorporated into our regulations at 
§411.353(b) by the August 1995 final 
rule. We would revise §411.353(b) to 
apply it to claims or bills for any of the 
designated health services. 

2. Definitions 

For purposes of section 1877, the 
statute provides definitions of a number 
of terms. Because they are important to 
understanding the general prohibition 
set forth above, we discuss certain of 
these definitions immediately below. 
The statutory definitions of other terms 
are presented elsewhere in this 
preamble when relevant. 

a. Referral, referring physician 

As defined by section l877(h)(5), a 
"referral" means the following: 

• The request by a physician for an 
item or service for which payment may 
be made under Medicare Part B, 
including the request by a physician for 
a consultation with another physician 
(and any test or procedure ordered by, 
or to be performed by (or under the 
supervision of) that other physician). 

• The request or establishment of a 
plan of care by a physician that includes 
the furnishing of designated health 
services. 

Section 1877(h)(5)(C), however, 
provides an exception to this definition 
in the case of a request by a pathologist 
for clinical diagnostic laboratory tests 
and pathological examination services, 
(and as added by OBRA '93) a request 
by a radiologist for diagnostic radiology 
services, and a request by a radiation 
oncologist for radiation therapy if the 
services are furnished by (or under the 
supervision of) the pathologist, 
radiologist, or radiation oncologist, 
respectively, as a result of a consultation 
requested by another physician. 

The August 1995 final rule 
incorporated section 1877(h)(5), with 
regard to clinical laboratory services, 
into our regulations by defming 
"referral" at §411.351. We interpreted a 
referral as the request by a physician for, 
or the ordering of, any item or service 
covered under Medicare Part B. We 
interpreted the referral for other items or 
services as a request by a physician that 
includes the provision of laboratory 
services or the establishment of a plan 
of care by a physician that includes the 
provision of laboratory services. We also 
included the statutory exception for 
certain clinical diagnostic laboratory 
tests and pathological examination 
services requested by a pathologist. 
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This proposed rule would revise the 
definition of "referral" to apply it to 
referrals for designated health services. 
In accordance with section 
1877(h)(5)(C), we would also add the 
exception to the definition described 
above relating to a request by a 
radiologist for diagnostic radiology 
services and a request by a radiation 
oncologist for radiation therapy. In 
addition, we would make a technical 
change in this section. We would 
remove the phrase "any item or service" 
and replace it with the phrase "any 
service." Because the term "services" is 
defined in our regulations (at § 400.202) 
to include "items," the phrase "any 
item or service" contains a redundancy. 
Hereinafter, unless we specifically state 
otherwise, we use the term "service(s)" 
as including "item(s)." We have also 
made several other changes to the 
definition that are discussed in section 
m of this preamble. 

Also, in accordance with section 
l877(h)(5), the August 1995 final rule at 
§ 411.351 defined "referring physician" 
as a physician (or group practice) who 
makes a referral as defined in § 411.351. 
This proposed rule would retain this 
definition, but with one amendment 
that is described in section IV.A.5 of 
this preamble. 

b. Designated health services 

Section 1877(h)(6) defines 
"designated health services" as any of 
the following services: 

• Clinical laboratory services. 
• Physical therapy services. 
• Occupational therapy services. 
• Radiology services, including 

magnetic resonance imaging, 
computerized axial tomography scans, 
and ultrasound services. 

• Radiation therapy services and 
supplies. 

• Durable medical equipment and 
supplies. 

• Parenteral and enteral nutrients, 
equipment, and supplies. 

• Prosthetics, orthotics, and 
prosthetic devices and supplies. 

• Home health services. 
• Outpatient prescription drugs. 
• Inpatient and outpatient hospital 

services. 
This proposed rule would incorporate 

this definition of "designated health 
services" into our regulations at 
§411.351, except that, for purposes of 
definition, we would combine radiology 
services and radiation therapy services 
and supplies. Also, we propose to 
define each of these designated health 
services in §411.351. We explain our 
definitions and interpretations in 
section m of this preamble. 

c. Financial relationship 

Section 1877(a)(2) describes a 
financial relationship between a 
physician (or an immediate family 
member) and an entity as being an 
ownership or investment interest in the 
entity or a compensation arrangement 
between a physician (or immediate 
family member) and the entity. (We 
discuss compensation arrangements in 
the next section). The statute provides 
that an ownership or investment interest 
may be established through equity, debt, 
or other means. The statute further 
specifies that an ownership or 
investment interest includes an interest 
in an entity that holds an ownership or 
investment interest in any entity 
furnishing designated health services. 

The August 1995 final rule 
incorporated this definition into our 
regulations, with regard to clinical 
laboratory services, at § 411.351. That 
section specifies that a financial 
relationship includes an interest in an 
entity that holds an ownership or 
investment interest in any entity 
providing laboratory services. This 
proposed rule would revise the 
definition to specify that a financial 
relationship includes an interest in an 
entity that holds an ownership or 
investment interest in any entity 
providing designated health services. 
We have also made certain other 
changes described in section III of this 
preamble. 

d. Compensation arrangement, 
remuneration 

Section l877(h)(l)(A) defines a 
"compensation arrangement" as any 
arrangement involving any 
remuneration between a physician (or 
immediate family member) and an 
entity. other than an arrangement 
involving only remuneration described 
in section 1877(h)(l)(C). Section 
1877(h)(l)(B) defines "remuneration" to 
include "any remuneration, directly or 
indirectly, overtly or covertly, in cash or 
in kind." Section l877(h)(l)(C) provides 
that a compensation arrangement does 
not include the following types of 
remuneration: 

• The forgiveness of amounts owed 
for inaccurate tests or procedures, 
mistakenly performed tests or 
procedures, or the correction of minor 
billing errors. 

• The provision of items, devices, or 
supplies that are used solely t~ 

+ Collect, transport, process, or store 
specimens for the entity providing the 
item, device, or supply; or 

+ Order or communicate the results 
of tests or procedures for the entity. 

• A payment made by an insurer or 
a self-insured plan to a physician to 

satisfy a claim, submitted on a fee-for
service basis, for the furnishing of 
health services by that physician to an 
individual who is covered by a policy 
with the insurer or by the self-insured 
plan, if-

+ The health services are not 
furnished, and the payment is not made, 
under a contract or other arrangement 
between the insurer or the plan and the 
physician; 

+ The payment is made to the 
physician on behalf of the covered 
individual and would otherwise be 
made directly to the individual; 

+ The amount of the payment is set 
in advance, does not exceed fair market 
value, and is not determined in a 
manner that takes into account directly 
or indirectly the volume or value of any 
referrals; and 

+ The payment meets any other 
requirements the Secretary may impose 
by regulation as needed to protect 
against Medicare program or patient 
abuse. 

The above definitions of a 
"compensation arrangement" and 
"remuneration" were incorporated into 
our regulations at § 411.351 by the 
August 1995 final rule. In the definition 
of "compensation arrangement," we 
clarified that such an arrangement could 
be either direct or indirect. This 
proposed rule would retain that 
definition. Also, because the statute 
defines "remuneration" only by 
referring to how the remuneration might 
be made (for example, in cash or in 
kind), we interpreted remuneration to 
mean any payment, discount, 
forgiveness of debt, or other benefit. 
This proposed rule would retain the 
definition of "remuneration," with one 
change. We will consider that payments 
made by an insurer to a physician are 
not "remuneration" if they meet the 
requirements in the statute, and if the 
amount of the payment does not take 
into account directly or indirectly other 
business generated between the parties. 
We explain this change in section III.E.3 
of this preamble. 
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r a Medicare or Medicaid patient (for 
ple, orders a laboratory test or 

occu · onal therapy), we believe the 
statute r uires a different scheme. That 
is, the refe · g physician can receive a 
portion of the up's overall pooled 
revenues from e services as long as 
the group does not e these profits in 
a manner that relates · ectly to who 
made the referrals for the . We believe, 
for example, that these pro can be 
shared according to most of th' 
principles described above, such 
even split, a physician's investmen 
the group, the number of hours a 
physician in general devotes to the 
group, or the difficulty of a physician's 
work. However, each physician's 
personal compensation cannot include 
payments based directly on the number 
or value of the referrals he or she has 
made. 

Since self-referrals are referrals under 
section 1877, profits should not be 
pooled and divided between group 
members so that they relate directly to 
the number of designated health 
services for Medicare or Medicaid 
patients physicians referred to 
themselves or the value of those self
referrals (such as a value based on the 
complexity of the service). Thus, a 
physician should not receive extra, 
specific compensation from the pooled 
profits for performing a designated 
health service he or she has self
referred. We believe that rewarding a 
physician each time he or she self-refers 
for a designated health service can 
constitute an incentive to overutilize 
services. Nor should a physician's 
compensation relate directly to the 
number of referrals for designated 
health services he or she has made to 
other group physicians, to the group' 
nonphysician staff, or to any other 
entity or individual. 

We regard "over-all profits of e 
group" to mean all of the pro s or 
revenues a group can distrib te in any 
form to group members, ev n if the 
group is located in two · erent States 
or has many different l ations within 
one State. We would t interpret the 
concept of "overall fits" as the 
profits that belong nly to a particular 
specialty or subs cialty group. We 
believe that th arrower the pooling, 
the more like it will be that a 
physician w l receive compensation for 
his or her wn referrals (for example, a 
subspec · ty group or location could 
contai only one or two physicians). 

A ysician member's compensation 
fleet productivity bonuses. Under 

'on 1877(h)(4)(A)(iv) and (B)(i), a 
ysician's compensation cannot 

· ectly or indirectly reflect the volume 
or value of his or her referrals, except 

that the physician can receive a 
productivity bonus, as long as the bonus 
is not determined in a manner that is 
directly related to the volume or value 
of that physician's own referrals. A 
productivity bonus must be based on 
services that are personally performed 
by a physician or incident to personally 
performed services. 

As we have noted above for sharing of 
profits, we have interpreted section 
1877 as imposing no restrictions on 
productivity bonuses based on revenues 
that have nothing to do with a 
physician's referrals for designated 
health services under Medicare or 

· caid. Thus, for all nondesignated 
services, a physician can be 

com sated under any productivity 
scheme t a group derives. We 
understan t group practices use 
many differen easures of a 
physician's prod tivity, such as 
counting patient en nters, c ges or 
collections attributable the hysician, 
or hours of patient care se · es, or 
factoring in the degree of ulty of a 
physician's procedures, ays i which 
the physician has imp ved his o 
professional qualific · ons, or the 
amount of time th hysician is willin 
to be on-call. In ition, a group can 
pay physician ased on a percentage of 
profits, strai t salary, or any 
combinati of base and incentive 
payment. 

In te s of designated health services 
that a hysician refers for Medicare or 
M caid patients, a physician's 
pt; uctivity bonus can only indirectly 

fleet those services that he or she 
personally performed or that are 
incident to those personally performed 
services. We regard services as 
"personally performed" by a physician 
when he or she participates directly in 
the delivery of the service. As we have 
noted elsewhere, we believe that a 
physician has made a "referral" if the 
physician refers a patient for a 
designated health service to him or 
herself, to other physicians in the group, 
or to the physician's own or the group 
practice's employees or contractors or to 
any other entity or individual. Unlike 
the over-all profit situation, in which 
amounts can be aggregated, the 
productivity bonus by its very nature 
will be based on a physician's 
individual referrals and performance, 
and will fluctuate accordingly. 
However, the statute precludes a 
productivity bonus for a physician that 
directly reflects the volume or value of 
that physician's own referrals. 

Thus, we believe a physician's 
compensation can reflect a bonus for 
designated health services the physician 
personally performs or "incident to" 

services the physician directly 
supervises, provided the services sult 
from the referral of a physici ther 
than the one performing or 
the service. A physician i s situation 
is not being compensat based on the 
volume or value of · or her own 
referrals. A physic' can receive 
compensation fo · s or her own 
referrals for de gnated health services 
only throug e aggregation that occurs 
as part of o er-all sharing of profits. 

We reg d the reference in section 
l877(h )(B)(i) to services performed 
"inci nt to a physician's personally 
pe rmed services" as a reference to the 
se ices defined in section 1861(s)(2)(A) 

the Act. Here they are listed under 
"Medical and Other Health Services" as 
services and supplies (including drugs 
and biologicals that cannot, as 
determined in accordance with 
regulations, be self-administered) 
furnished as an incident to a physician's 
professional service, of kinds that are 
commonly furnished in physicians' 
offices and are commonly either 
furnished without charge or included in 
the physicians' bills. 

Our longstanding interpretation of 
this provision appears in section 2050 of 
the Medicare Carriers Manual, Part 3-

aims Processing. This provision states 
"incident to" services are those that 

are ft1 ished as an integral, although 
inciden part, of the physician's 
personal p fessional services in the 
course of dia osis or treatment of an 
illness or inj The services of 
nonphysicians m t be furnished under 
the physician's dir t supervision by 
employees of the phy · cian. 

Because the provisio in section 
1877(h)(4)(B)(i) on produ ivity bonuses 
is a difficult one, and becau 
physicians are now compens 
many ways, we directly solicit 
comments on our interpretation of this 
provision. 

7. Referral 

We have received a number of 
inquiries about what constitutes a 
"referral" for purposes of section 1877. 
The concept of a referral appears in 
several places: physicians are prohibited 
from making certain referrals and a 
number of the compensation-related 
exceptions require that any payment 
passing between a physician and an 
entity not reflect the volume or value of 
the physician's referrals. We believe that 
the concept of a "referral" in the statute 
is a broad one, and that prohibited 
referrals are a subset of these. Below we 
discuss our interpretation of what 
constitutes a "referral." 

Under section 1877(h)(5)(A), referrals 
include, subject to an exception for 
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certain specialized services, the request 
by a physician for an item or service for 
which payment may be made under Part 
B, including the request for a 
consultation with another physician 
(and any test or procedure ordered by, 
or to be performed by (or under the 
supervision of) that other physician). 

We believe that "an item or service for 
which payment may be made under Part 
B" means a Part B item or service that 
ordinarily "may be" covered under 
Medicare (that is, that could be a 
covered service under Medicare at the 
present time in the community in which 
the service has been furnished) for a 
Medicare-eligible individual, regardless 
of whether Medicare would actually pay 
for this particular service, at the time, 
for the particular eligible individual 
who has been referred. (For example, 
Medicare might not pay for a service if 
the individual has not yet met his or her 
deductible.) 

The second part of the statutory 
definition of "referral" in section 
1877(h)(5)(B) covers (subject to an 
exception for certain specialized 
services) the request or establishment of 
a plan of care by a physician that 
includes the provision of a designated 
health service. Although this second 
part is not drafted in Medicare-specific 
terms and could be interpreted to cover 
situations involving any designated 
health service, we are interpreting it as 
applying only to those designated health 
services that "may be" covered under 
Medicare. We base this position on the 
fact that the referral prohibition in 
section 1877(a)(l) applies only to 
designated health services covered 
under Medicare. 

We are not aware of any rationale for 
the distinction between the definition 
for Part B services, in which a 
physician's request for any Part B item 
or service constitutes a referral, and the 
defmition for other items or services, in 
which a referral consists of a physician's 
request for, or a plan of care providing 
for, only a designated health service. 
The broader definition for Part B 
services has no ramifications in terms of 
the actual referral prohibition, which 
encompasses only referrals for 
designated health services. However, it 
is significant in terms of the standard 
that appears in the "group practice" 
definition and in a number of the 
compensation-related exceptions that 
precludes compensation between 
parties that reflects the volume or value 
of a physician's referrals. 

It is our understanding that section 
1877 was designed to prevent 
physicians from overutilizing the 
specific health care services designated 
in the statute, a list Congress derived 

based on its sense of which services 
tend to be subject to abuse. We do not 
believe the statute was meant to 
preclude physicians from being 
compensated for their referrals for 
totally different Part B services. Thus, 
we are taking the position that, since the 
prohibition relates only to referrals for 
designated health services, the concept 
of a referral for a Part B service under 
section 1877(h)(5)(A) should be limited 
to just referrals for designated health 
services. 

As we explained in the discussion on 
the defmition of an "entity," we believe 
that the concept of a "referral" covers 
situations in which physicians refer to 
themselves or among themselves. (As 
we noted in that discussion, a physician 
could be prohibited from referring to 
him or herself or to other group practice 
members if the services do not meet the 
in-office ancillary services exception in 
section l877(b)(2) or the physician 
services exception in section 1877(b)(l) 
of the Act or some other exception.) We 
believe that a physician has made a 
referral under section l877(h)(5) when 
he or she requests any designated health 
service covered under Part A or Part B 
or establishes a plan of care that 
includes a designated health service 
covered under Part A or B, even if the 
physician furnishes the service 
personally. We interpret this language to 
cover a physician's certifying or 
recertifying a patient's need for a 
designated health service. For Part B 
services, a referral can also include a 
consultation with another physician. 

We are interpreting a physician's 
"request" for an item or service, or the 
establishment of a plan of care, as a step 
that occurs after a physician has 
initially examined a patient or furnished 
physician services that are not 
designated health services, or otherwise 
concluded that the patient needs a 
designated health service. (We describe 
our rationale for this interpretation in 
more detail in section Ill.C.2 of this 
preamble, where we discuss the in
office ancillary services exception.) 

We are interpreting a "request" as 
occurring whenever a physician asks for 
a service in any way or indicates that he 
or she believes the service is necessary 
(for example, by verbally stating that the 
service is necessary, by entering 
description of the service into the 
patient's records or onto a medical chart 
or by writing a prescription). 

What constitutes a "referral" for a 
Medicaid service. Section 1903(s) of the 
Act applies aspects of the referral 
prohibition to the Medicaid program for 
referrals that would result in a denial of 
payment for the service under Medicare, 
if Medicare covered the service to the 

same extent and under the same terms 
and conditions as under the State plan. 
We interpret this provision to mean that 
a State should apply the Medicare rules 
in section 1877 to a referral for a 
Medicaid service, even if the service is 
not covered under Medicare. 

However, the definition of a referral 
in section 1877(h)(5)(A) and (B) is cast 
specifically in terms of a request for 
certain Part B Medicare services and for 
"other items," which in the Medicare 
context we have interpreted to mean 
Part A services. Since Medicaid services 
are not categorized this way, we propose 
to interpret this provision by 
establishing an analogous definition. 
That is, (subject to an exception for 
certain specialized services, which we 
describe below) a physician has made a 
referral if he or she has requested a 
Medicaid covered designated health 
service that is comparable to a service 
covered under Part B of Medicare 
(including a request for a consultation 
with another physician). A physician 
has also made a referral for any other 
Medicaid covered item or service if the 
service is a designated health service 
and the physician has requested it or 
has established a plan of care that 
includes it. 

We are also translating a "referral" 
from the Medicare context to mean a 
physician's requests for, or plan of care 
including, a designated health service 
that ordinarily "may be" covered under 
the particular State Medicaid program 
for an individual in the patient's 
eligibility category, regardless of 
whether the State Medicaid agency 
would actually pay for this particular 
service, at the time, for the particular 
Medicaid-eligible individual who has 
been referred. 

Prohibited referrals only involve 
designated health services. It is 
important to keep in mind that the only 
referrals that are prohibited under 
section 1877 of the Act are those that 
involve the furnishing of a designated 
health service listed in section 
1877(h)(6). As we note in section IV.A.5 
of this preamble in our discussion on 
referrals to immediate family members, 
a physician is free to make a referral for 
a service that is not a designated health 
service (or a service that does not 
include a designated health service), 
such as certain physician services. For 
example, a physician can refer a patient 
to an obstetrician for general prenatal 
care. If the obstetrician prescribes 
ultrasound as part of this prenatal care, 
it is the obstetrician who has made a 
referral for a designated health service, 
and not the original physician. 

The statutory exception to the 
definition of a "referral." Before OBRA 
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'93, the definition of a "referral" under 
section 1877(h)(5)(A) was qualified by 
an exception in section 1877(h)(5)(C) for 
a request by a pathologist for certain 
clinical diagnostic laboratory tests and 
pathological examination services. 
These services had to be furnished by 
(or under the supervision of) the 
pathologist, as the result of a 
consultation requested by another 
physician. We incorporated this 
provision into the August 1995 final 
rule in § 411.351. 

We are also proposing to interpret the 
level of supervision that a pathologist 
must provide if another individual, such 
as a technician, actually furnishes the 
services. The statute requires 
"supervision," rather than the "direct 
supervision" that appears as part of the 
in-office ancillary services exception. 
We are interpreting "supervision" to 
mean the level of supervision ordinarily 
required under Medicare coverage and 
payment rules or, when they apply, the 
health and safety standards, for the 
particular services at issue in the 
particular locations in which the 
services will be furnished. 

As the result of OBRA '93, beginning 
on January 1, 1995, the exception to 
what constitutes a "referral" in section 
1877(h)(5)(C) was expanded to include 
a request by a radiologist for diagnostic 
radiology services and a request by a 
radiation oncologist for radiation 
therapy, if the services are furnished by 
(or under the supervision of) the 
radiologist or radiation oncologist as the 
result of a consultation requested by 
another physician. We are incorporating 
this amendment into the definition of a 
"referral" in§ 411.351. Diagnostic 
radiology services and radiation therapy 
are also defined in § 411.351, where we 
have presented our proposed definitions 
of the different designated health 
services. 

When a physician has requested a 
"consultation." The services that are 
excepted from the "referral definition" 
under section 1877(h)(5)(C) must result 
from a consultation requested by a 
physician other than the pathologist, 
radiologist, or radiation oncologist who 
actually performs or supervises the 
performance of the services listed above. 
We discussed the concept of a 
consultation briefly in the preamble to 
the proposed rule covering referrals for 
clinical laboratory services at 57 FR 
8595. We said that, for purposes of 
Medicare coverage, a "consultation" 
is-

a professional service furnished to a patient 
by a physician (the consultant) at the request 
of the patient's attending physician. A 
consultation includes the history and 
examination of the patient as well as a 

written report that is transmitted to the 
attending physician for inclusion in the 
patient's permanent record***. Other 
referrals, such as sending a patient to a 
specialist who assumes responsibility for 
furnishing the appropriate treatment, or 
providing a list of referrals for a second 
opinion, are not "consultations" or 
"referrals" that would trigger the laboratory 
services use prohibition. 

We would like to clarify that a 
consultation occurs whenever a 
physician requests that a patient see 
another physician, such as a particular 
specialist, but the original physician 
retains control over the care of the 
patient, including any care related to the 
condition that prompted the 
consultation. Section 1877(h)(5)(A) 
implies that a "consultation" is still a 
consultation even if the consultant 
physician takes the initiative to order, 
perform, or supervise the performance 
of, tests for the patient. The consultant 
physician, as we noted in the preamble 
of the August 1995 rule, must provide 
the original physician with a report. 
Nonetheless, we regard this as a 
consultation as long as it is the original 
physician who gathers information from 
the consultant physician about his or 
her examination of the patient and any 
test results and then makes a decision 
about how to proceed with the patient's 
care. 

Conversely, the original physician has 
not arranged for a consultation, but 
instead has made a referral, in situations 
in which the specialist takes over the 
patient's care for purposes of the 
condition that prompted the referral. 
For example, a physician might send a 
patient to a specific cardiologist, who 
examines the patient thoroughly, sends 
a report to the attending physician but 
is the only one who sees the patient 
thereafter for the purpose of treating a 
heart problem. 

8. Remuneration 

Remuneration that does not result in 
a compensation arrangement. A 
compensation arrangement is defined in 
section 1877(h)(l) as any arrangement 
involving any remuneration between a 
physician (or family member) and an 
entity, other than an arrangement 
involving only remuneration described 
in section 1877(h)(l)(C). Section 
1877(h)(l)(C) lists certain specific kinds 
of remuneration that do not result in a 
compensation arrangement, such as the 
forgiveness of amounts owed for 
inaccurate tests, mistakenly performed 
tests, or for the correction of minor 
billing errors. 

We believe there is some ambiguity in 
section 1877(hXl) concerning the 
requirement that excepted remuneration 

must result from an arrangement 
involving only the remuneration 
described in section 1877(h)(l)(C). This 
provision could be read to mean that the 
items in section 1877(h)(l)(C) are 
excepted when the arrangement that 
exists between the physician and entity 
involves nothing but the excepted forms 
of payment. As a practical matter, we 
realize that the kinds of remuneration 
listed in section 1877(hXl)(C) seldom 
occur as isolated transactions, but are 
often subsets or components of other 
arrangements. For example, the 
forgiveness of minor billing errors 
suggests that the parties transact and 
exchange services or items for payment 
when there are no billing errors; those 
transactions that contain billing errors 
may be only a small fraction of the 
parties' overall business dealings. 

To clarify this provision, we are 
interpreting it to mean that the portion 
of a business arrangement that consists 
of the remuneration listed in section 
1877(h)(lXC) alone does not constitute 
a compensation arrangement. Any other 
forms of remuneration that might 
accompany these payments are not 
excepted and could constitute a 
compensation arrangement, provided 
they do not otherwise meet one of the 
other exceptions in this proposed 
regulation. 

Section 1877(h)(l)(C)(ii) excepts from 
the definition of "remuneration" the 
provision of items, devices, or supplies 
that are used solely to collect, transport, 
process, or store specimens for the 
entity providing the item, device, or 
supply, or order or communicate the 
results of tests or procedures for the 
entity. We believe that some pathology 
laboratories have been furnishing 
physicians with materials ranging from 
basic collection items and storage items 
(for example, jars for urine samples and 
vials for blood samples) to more 
specialized or sophisticated items, 
devices, or equipment (snares used to 
remove gastrointestinal polyps, needles 
used for biopsies or to draw bone 
marrow or samples of amniotic fluid for 
amniocentesis, and computers or fax 
machines used to transmit results). 

In order for these items and devices 
to meet the statutory requirement, they 
must be used solely to collect, transport, 
process, or store specimens for the 
laboratory or other entity that provided 
the items and devices. We interpret 
"solely" in this context to mean that 
these items are used solely for the 
purposes listed in the statute, such as 
cups used for urine collection or vials 
used to hold and transport blood to the 
entity that supplied the items or 
devices. 
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We do not believe that an item or 
device meets this requirement if it is 
used for any purposes besides these. For 
example, we do not regard specialized 
equipment such as disposable or 
reusable aspiration and injection 
needles and snares as solely collection 
or storage devices. Instead, these items 
are also surgical tools that are routinely 
used as part of a surgical or medical 
procedure. For example, the Food and 
Drug Administration (FDA) regulations 
in 21 CFR 878.4800(a) define a "manual 
surgical instrument for general use" as 
a "non-powered, hand-held, or hand
manipulated device, either reusable or 
disposable, intended to be used in 
various general surgical procedures.'' 
Surgical instruments listed in the 
regulation include disposable or 
reusable aspiration and injection 
needles, snares, and other similar 
devices. Snares are also listed in these 
regulations as components of various 
specialized surgical devices, such as ear, 
nose, and throat manual surgical 
instruments, endoscopic electrosurgical 
units, and manual gastroenterology
urology surgical instruments and 
accessories. 

In addition, to ensure that items or 
devices that could qualify for this 
exception are used solely for the entity 
that supplied them, the number or 
amount of these items should be 
consistent with the number or amount 
that is used for specimens that are 
actually sent to this entity for 
processing. That is, if a physician tends 
to annually perform 400 blood tests that 
are sent to a particular laboratory for 
analysis, we would not expect the 
physician to accept from that laboratory 
items, devices, or supplies in excess of 
an amount that is reasonable for the 
projected tests. In determining the 
amount of goods that are reasonable, we 
would consider not just quantity, but 
such facts as whether the laboratory 
packages together a set of items to be 
used for just one tissue collection or one 
use, or whether an item can be used 
multiple times, for multiple entities. 

If, on the other hand, a physician 
keeps a particular item or device and 
uses it repeatedly or could use it 
repeatedly for any patients or for other 
uses, we would presume that the item 
or device is not one that meets the 
requirement, unless the physician can 
demonstrate otherwise. For example, if 
computer equipment or fax machines 
can be used for a number of purposes 
in addition to ordering or receiving 
results from an entity, we would 
presume that the "solely" requirement 
is not met, unless the physician can 
demonstrate that the equipment is 
integral to, and used exclusively for, 

performing the outside entity's work. 
Detailed records concerning the use of 
the machine would be necessary to 
overcome this presumption. 

Section 1877(h)(l)(C)(iii) "excepts" 
from a compensation arrangement 
situations involving certain payments 
made by an insurer or a self-insured 
plan to a physician. The payments must 
be those that satisfy a claim, submitted 
on a fee-for-service basis, for the 
furnishing of health services by that 
physician to an individual who is 
covered by a policy with the insurer or 
by the self-insured plan. The payments 
must meet certain specified conditions. 

We believe that this provision was 
designed for situations in which an 
insurer is involved in the delivery of 
health care services. If the insurer owns 
a health care facility, a physician might 
otherwise be precluded from referring to 
that facility just because the physician 
receives compensation from the insurer 
in the form of payments that satisfy 
claims the physician has submitted. If 
the physician is seeking fee-for-service 
payments from an insurer, he or she 
may not have an arrangement with the 
insurer that could qualify as a personal 
services arrangement, or otherwise 
qualify under any of the other statutory 
exceptions. 

Discounts can be a form of 
remuneration for some of the designated 
health services. In the August 1995 final 
rule, we defined remuneration to 
include discounts. In the preamble to 
that rule, we explained that we believe 
that, for most items or services that a 
physician might purchase, the statute 
dictates this result. Section 1877(e)(8)(B) 
excepts from a compensation 
arrangement payments made by a 
physician to an entity as compensation 
for items or services (other than clinical 
laboratory services) if the items or 
services are furnished at fair market 
value. As a result, any amounts that a 
physician pays for items or services that 
do not reflect fair market value, such as 
certain discounted items or services, 
would not meet the exception. 

We may have implied in the August 
1995 final rule that all discounts would 
fail to meet the fail' market value 
standard. We wish to clarify here that 
we believe a discount does meet the fair 
market value standard if it is an arm's
length transaction; an entity offers it to 
all similarly situated individuals, 
regardless of whether they make 
referrals to the entity; the discount does 
not reflect the volume or value of any 
referrals the physician has made or will 
make to the entity; and the discount is 
passed on to Medicare or other insurers. 
We are aware of situations in which 
discounts enure to the benefit of 

referring physicians. For example, 
physicians will sometimes purchase 
oncology drugs from manufacturers at a 
discount, yet mark the drugs up to 
eliminate the discount when billing 
Medicare. Such arrangements would not 
meet the standard. 

We are also creating a new exception 
under our authority in section 
1877(b)(4), which allows us to except 
any other financial relationship that we 
determine does not pose a risk of 
program or patient abuse. The new 
exception would allow physicians to 
receive a discount based on the volume 
of their referrals to an entity, provided 
the discount is passed on in full to the 
patients or their insurers (including 
Medicare), and does not enure to the 
benefit of the physicians in any way. 

The statute provides a different 
exception for laboratory services. 
Section 1877(e)(8)(A) states that there is 
no compensation arrangement when a 
physician makes payments to a 
laboratory in exchange for the laboratory 
providing clinical laboratory services. 
This exception does not include a fair 
market value standard. Congress may 
not have included this standard based 
on its belief that, under the Medicare 
program, physicians cannot purchase 
laboratory services at a discount, and 
then bill the Medicare program for them 
at a marked up rate. 

We agree that physicians are 
precluded from purchasing and marking 
up laboratory services covered under 
Medicare under section 1833(h)(5)(A) of 
the Act. This provision states that, in 
general, Medicare payment for a clinical 
diagnostic laboratory test may be made 
only to the person or entity that 
performed or supervised the 
performance of the test. In addition, 
payment for laboratory tests is made on 
the basis of a fee schedule. 

B. General Prohibition on Referrals 

Which designated health services are 
covered by the prohibition. Section 
1877(a)(l)(A) prohibits referrals to an 
entity for the furnishing of designated 
health services "for which payment 
otherwise may be made under 
[Medicare],* * *."We believe that this 
means any designated health service 
that ordinarily "may be" covered under 
Medicare (that is, that could be a 
covered service under Medicare in the 
community in which the service has 
been provided) for a Medicare-eligible 
individual, regardless of whether 
Medicare would actually pay for this 
particular service, at the time, for that 
particular individual (for example, the 
individual may not have met his or her 
deductible). 
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We believe that the same principles 
apply for designated health services 
under the Medicaid program. Section 
1903(s) says that the Secretary cannot 
make Federal financial participation 
payments to a State for designated 
health services, as they are defined 
under section 1877(h)(6), furnished to 
an individual on the basis of a referral 
that would result in a denial of payment 
under Medicare, if Medicare covered the 
services to the same extent and under 
the same terms and conditions as under 
the State plan. We interpret this 
provision to mean that the Medicare 
rules in section 1877 apply to Medicaid 
services, as if Medicare covered the 
same items and services as a State's 
Medicaid program. 

As a result, a referral could affect a 
State's FFP if the designated health 
service is one "for which payment 
otherwise may be made" under a State's 
Medicaid program, regardless of 
whether a State agency would actually 
pay for this particular service, at the 
time, for that particular individual. 
Therefore, if a State plan could cover 
the service for a Medicaid eligible 
individual in the individual's eligibility 
group, we believe it is a service that is 
covered by the referral prohibition. 

. General Exceptions That Apply to 
nership or Investment Interests and 

mpensation Arrangements 

I. Ex eption for Physician Services 

The tatute provides that the referral 
prohib1 ·on does not apply in cases 
involvin physician services (as defined 
in sectio 186l(q)) provided personally 
by (or un r the personal supervision 
of) another hysician in the same group 
practice as referring physician. 
Physician se · ces are generally defined 
in section 186 q) as professional 
services perfo ed by physicians, 
including surge , consultation, and 
home, office, and nstitutional calls. The 
Medicare regulati s have interpreted 
this provision in § 0.20(a) to include 
diagnosis, therapy, s gery, 
consultations, and ho e, office, and 
institutional calls, pro · ded the services 
are furnished by one of e types of 
doctors listed in § 410.2 ). 

Note that this exceptio pplies to 
physician services that con titute 
designated health services, we would 
define designated health se es in 
§ 411.351. The exception in th 
Medicare context does not cove 
services that are performed by 
nonphysicians but are furnished 
a physician's supervision, such as 
ancillary or "incident-to" services. 
Under Medicare, physician services 
only be performed by a physician. Th 
we believe the exception applies only 
services that are provided personally b 
a physician who is a member of the 
same group practice as the referring 
physician or that are provided by a 
nonmember physician who is 
personally supervised by a group 
practice physician. We would inte ret 
"personal supervision" to mean at the 
group practice physician is legal 
responsible for monitoring the sults of 
any test or other designated h th 
service and is available to as st the 
individual who is furnishin the 
service, even though the mber 
physician need not be pr ent while the 
service is being furnish 

2. Exception for ln-o e Ancillary 
Services 

This exception 
other than paren J:al and enteral 
nutrients, equip ent and supplies and 
durable medic equipment (although it 
does apply t nfusion pumps) that are 
referred by solo practitioner or group 
practice mber within his or her own 
practice. e exception requires that the 
service performed by the referring 
phys· 1an or group practice member, or 
by other member of the same group 
p ctice as the referring physician, or be 

rectly supervised by one of these 

physicians (we discussed the direct 
supervision requirement in section 
III.A.2 of this preamble), that the 
services be furnished in certain 
locations, and that the services billed 
in a particular way. We discus 
last two requirements below. 

a. The site requirement 

requires, for a solo or oup practice, 
that the services be ished in a 
building in which referring 
physician or anoth member of the 

ishes physician 
to the furnishing of 
services. It is our view 

that a service i mished wherever a 
procedure is a ually performed upon a 
patient or in e location in which a 
patient recei es and begins using an 
item. 

le, if a patient receives an 
MRI (mag etic resonance image) in a 
physici s office, the service has been 
furnishe there. If a patient is fitted for 
and rec ves a brace in the physician's 

e brace has been furnished 
there. e same rule would apply to a 
pros etic device that is implanted in a 
phy cian's office. However, any item 
tha is given to a patient but is meant 
to used at home or outside the 
p ysician's office, or any item that is 

elivered to the patient's home, has not 
en "furnished" in the physician's 

office. 
What constitutes the "same building" 
which the physician is practicing. We 
interpreting "the same building" to 

one physical structure, with one 
ess, and not multiple structures that 

nnected by tunnels or walkways. 
In a 'tion, we believe "the building" 
consi s of parts of the physical 
struct that are used as office or other 

· al space. For example, a 
mobile -ray van that is pulled into the 
garage o building would not be part 
of that bu ding. 

When a ysician is furnishing 
physician s ices "unrelated to the 
furnishing o esignated health 
services." To eet this criterion, we 
believe that a ysician must be 
providing in th same building any 
amount of physi ·an services (as 
defined in §410.2 a)) other than those 
listed as designate ealth services as 
we have defined the in §411.351. 
Thus, we would reg as "unrelated to 
designated health serv es" a 
physician's examinatio of a patient and 
diagnosis, even if these 1 d to the 
physician requesting a des ated 
health service, such as an X 
laboratory test. 

20200308



16056 Federal Register I Vol. 69, No. 59 I Friday, March 26, 2004 I Rules and Regulations 

Phase I and Phase II of this 
rulemaking are intended to be read 
together as a unified whole. Among 
other things, Phase I contains a 
complete legislative and regulatory 
history (66 FR 857-859), which is not 
repeated here. Modifications or 
revisions to Phase I are clearly indicated 
in this Phase II preamble and 
corresponding regulations text. Unless 
otherwise expressly noted, to the extent 
the preamble in Phase II uses different 
language to describe a concept 
addressed in Phase I, our intent is to 
better explain or clarify a Phase I 
discussion, not to change its scope or 
meaning. For clarity and ease of access 
of the general public to the entire set of 
issues raised by the statute, we are 
republishing the regulatory text in its 
entirety. This Department has 
consistently worked to clarify and 
simplify the Phase I rules in response to 
comments, as well as to reduce the 
burden of the entire set of rules by 
exercising the Secretary's authority to 
create additional exceptions for 
financial relationships that pose no risk 
of fraud and abuse when all of the 
conditions of an exception are met. The 
Phase I and the Phase II rules, together, 
supersede the 1995 final rule (60 FR 
41914), which has been applicable to 
referrals for clinical laboratory services. 

As with Phase I, in developing Phase 
II of this rulemaking, we have carefully 
reconsidered the January 1998 proposed 
rule (63 FR 1659), given both the history 
and structure of section 1877 of the Act 
and the extensive comments we 
received to the January 1998 proposed 
rule, as well as the considerably smaller 
number of comments to the Phase I final 
rule. As with Phase I, we believe that 
Phase II of this rulemaking addresses 
many of the industry's primary concerns 
with the January 1998 proposed rule, is 
consistent with the statute's goals and 
directives, and protects beneficiaries of 
Federal health care programs. In 
particular, we have attempted to 
preserve the core statutory prohibition 
while providing sufficient flexibility to 
minimize the impact of the rule on 
many common business arrangements. 
For more detailed discussion of the 
criteria we have applied in evaluating 
regulatory options for Phase II, see 66 
FR 859--863 of the Phase I rule. 

This Phase II preamble is generally 
organized to track the statute. We first 
address the general prohibition, then the 
exceptions, then the definitions 
(although certain key definitions, such 
as "group practice" and "isolated 
transaction" are addressed in the 
discussions of the exceptions to which 
they mainly relate). Discussion of new 
regulatory exceptions follows (except 

that regulatory exceptions closely 
related to a statutory provision are 
discussed together with the statutory 
provision). Topics previously covered 
by Phase I are clearly indicated, along 
with cross-references to the relevant 
Phase I preamble pages and regulatory 
text. Topics new to Phase II are also 
clearly indicated, and, as in Phase I, 
each Phase II issue begins with 
summaries of the existing law, the 
January 1998 proposed rule, and the 
final rule. These summaries are 
intended to aid the reader in 
understanding the regulations. More 
detailed discussions of particular points 
are included in the responses to public 
comments for each topic. 

IT. The General Prohibition Under 
Section 1877 of the Act 

(Section 1877(a) of the Act; Phase l-66 
FR 863-875; §411.353 and §411.351) 

Overall, the commenters to the Phase 
I rulemaking welcomed the additional 
clarity provided with respect to the 
general statutory prohibition, 
particularly with respect to the 
treatment of indirect compensation 
arrangements. However, we received a 
number of comments with respect to 
various aspects of the general 
prohibition. As in Phase I, the 
summaries of the public comments and 
our responses are divided into four 
parts: 

A. General co=ents. 
B. Co=ents related to whether a financial 

relationship exists between a referring 
physician and a designated health services 
entity ("DHS entity"). 

C. Co=ents related to whether there has 
been a referral from a referring physician to 
a DHS entity. 

D. Co=ents regarding the definition of 
"consultation." 

A. General Comments 
Comment: Many commenters praised 

the new regulations, particularly their 
clarity, flexibility, and focus on "bright 
line" rules. However, several stated that 
the regulations are still overly complex, 
lengthy, and burdensome. A physician 
organization asserted that the 
complexity discourages physicians from 
participating in the Medicare program. 

Response: A certain amount of 
regulatory complexity is inevitable 
under a statutory scheme that 
encompasses the full panoply of 
physician financial arrangements with 
providers of eleven different types of 
health care services. The Phase I 
preamble attempted to provide clear 
explanations of the rules and to respond 
to approximately 13,000 public 
comments. Accordingly, it is somewhat 
lengthy. However, the Phase I 

regulations themselves constitute only 
13 of the 108 pages published in the 
Federal Register. Moreover, while 
certain aspects of the statute and 
regulations involve detailed tests or 
standards, the overall statutory and 
regulatory scheme is straightforward. 
Most physician ownership in DHS 
entities is prohibited. Most physician 
compensation must be fair market value. 
We believe that the rule, like the statute, 
provides clear guidance for providers to 
comply demonstrably with the law. 

Comment: The basic sanction under 
section 1877 of the Act is nonpayment 
for DHS referred by a physician with an 
improper financial relationship with the 
DHS entity. A home health agency 
commented that payment denial was 
not a sufficient deterrent to improper 
referrals and that referring physicians 
and hospitals that own or operate their 
own home health services need to be 
penalized. 

Response: Section 1877(g) of the Act 
provides for two types of sanctions: 
nonpayment of claims for all violations 
and civil monetary penalties (CMPs) for 
knowing violations. Nonpayment 
applies to any DHS furnished to any 
Medicare patient under a prohibited 
referral. We believe the combination of 
nonpayment and CMPs is a strong 
deterrent. 

Comment: A practicing physician 
objected to physicians being denied the 
right to own businesses to which they 
refer. The physician complained that 
the law compels referrals to businesses 
owned by persons who are not 
physicians and who do not have the 
skills or expertise to run them. 

Response: As we explained in Phase 
I (66 FR 859), in enacting section 1877 
of the Act, the Congress responded in 
part to a number of studies showing that 
physician ownership of certain types of 
facilities resulted in significantly higher 
utilization of those facilities by the 
physician-owners. While in some cases 
physician-owners may have been 
actively involved in the businesses, in 
others they were merely passive 
investors. The Congress created 
exceptions for certain physician-owned 
DHS entities, including providers in 
rural areas (section 1877(d)(2) of the 
Act), and for DHS provided within a 
physician's own office practice to the 
physician's patients (the in-office 
ancillary services exception in section 
1877(b)(2) of the Act and§ 411.355(b) o 
the regulations). 

ment: Several comm 

c 
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Comment: A commenter commended 
the Phase I regulations regarding 
referrals between physicians and their 
spouses, but submitted that the 
regulations did not go far enough in 
permitting certain cross-referrals 
between physicians who are family 
members. In the commenter's view, 
these referrals should be allowed 
whenever the referral arrangement 
would be permitted between non-family 
member physicians. For example, the 
commenter believed that if a physician 
could himself perform a designated 
health service under the in-office 
ancillary services exception, he should 
be permitted to refer to his spouse if she 
could also otherwise provide that 
service under the in-office ancillary 
services exception. According to the 
commenter, a physician would have no 
greater incentive to refer to his or her 
spouse if the physician could otherwise 
provide the designated health service 
under an exception. Thus, the 
commenter believes prohibiting cross
referrals unfairly penalizes two
physician families. 

Response: The statute clearly provides 
that a physician may not make a referral 
to a DHS entity with which the 
physician (or an immediate family 
member) has a financial relationship, 
unless an exception applies. The change 
suggested by the commenter would 
contradict this clear statutory directive. 
However, as discussed in section V.B 
below, we are creating a new regulatory 
exception for some intra-family referrals 
that meet specific conditions. 

B. When Is There a Financial 
Relationship Between the Referring 
Physician and the DHS Entity? (Phase 
l-66 FR 864; § 411.351, §411.354, and 
§411.357(p)) 

[If you choose to comment on issues 
in this section, please include the 
caption "Financial Relationship 
Definition" at the beginning of your 
comments.] 

The existence of a financial 
relationship between the referring 
physician (or an immediate family 
member) and the entity furnishing DHS 
is the factual predicate triggering the 
application of section 18 77 of the Act. 
Section 1877(a)(2) defines a financial 
relationship as: (1) An ownership or 
investment interest of a referring 
physician (or an immediate family 
member) in the DHS entity; or (2) a 
compensation arrangement between the 
referring physician (or an immediate 
family member) and the DHS entity. 
Any financial relationship between the 
referring physician and the DHS entity 
implicates the statute, even if the 
financial relationship is wholly 
unrelated to a designated health service 
payable by Medicare (for example, a 
financial relationship involving only 
private pay business). Unless the 
financial relationship fits into a 
statutory or regulatory exception, 
referrals and corresponding claims for 
DHS are prohibited. Section 411.354 
addresses the circumstances under 
which a financial relationship exists. 

The statute expressly contemplates 
that "financial relationships" include 
both direct and indirect ownership and 
investment interests and direct and 
indirect compensation arrangements 
between referring physicians and DHS 
entities (sections 1877(a)(2) and 
1877(h)(1) of the Act, respectively). We 
consider a "direct" financial 
relationship to be an arrangement 
between the entity furnishing DHS and 
a referring physician (or an immediate 
family member) with no person or entity 
interposed between them 
(§ 411.354(a)(1)(2)). "Indirect" financial 
relationships-whether ownership or 
investment or compensation--exist 
where one or more persons or entities 
are interposed between the referring 
physician and the DHS entity. For 
indirect compensation arrangements, 
Phase I established a three part, "bright 
line" test that incorporated a knowledge 
element to protect DHS entities not in 
a position to know about or suspect an 
otherwise prohibited compensation 
arrangement with the referring 
physician. Phase I also established a 
corresponding new exception for 
indirect compensation arrangements. By 
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(1) defining the universe of "indirect 
compensation arrangements" that 
potentially triggers disallowance of 
claims and penalties; and (2) creating an 
exception for the subset of "indirect 
compensation arrangements" that will 
not trigger disallowance or penalties, we 
have structured the treatment of indirect 
compensation arrangements under 
section 1877 of the Act to parallel the 
treatment of direct compensation 
arrangements. 

Most commenters were pleased with 
the specificity of§ 411.354, which sets 
out rules for determining whether a 
financial relationship exists, and the 
accompanying discussion in the Phase I 
preamble (66 FR 864). While§ 411.354 
establishes rules for both direct and 
indirect financial relationships, very 
few comments addressed the rules for 
direct financial relationships. Rather, 
most comments addressed the definition 
of an indirect compensation 
arrangement at§ 411.354(c)(2) and the 
interplay between that definition and 
the exception at §411.357(p). 

As discussed below, we are modifying 
the language of§ 411.354 to address 
some of the concerns expressed by the 
commenters. These modifications 
include-

• Clarifying the meaning of direct and 
indirect ownership and affirming that 
common ownership of an entity does 
not create an ownership interest by one 
common investor in another; 

• Clarifying the relationship between 
the "indirect compensation 
arrangements" definition and the 
"volume or value" and "other business 
generated'' standards; 

• Clarifying that a referring physician 
may be treated as "standing in the 
shoes" of his or her wholly-owned 
professional corporation (PC). 

Summaries of the comments and our 
responses follow. 

Comment: One commenter asked us 
to clarify that remuneration received as 
a result of an arrangement that does not 
fit in the definition of a "financial 
relationship" under § 411.354(a) does 
not implicate section 1877 of the Act. 

Response: The commenter did not 
provide any specific examples of 
remuneration that would not result in a 
financial relationship. As a matter of 
law, section 1877 of the Act does not 
apply in the absence of a financial 
relationship as defined in §411.354(a), 
but in the absence of specific examples, 
we find it difficult to identify any 
remuneration not covered b that 
definition. 

ment:An 
found~~~~~~~~ 

e commenter stated that the 
de ition was too broad and covered 
man arrangements that had not 
previ sly been subject to the statute. A 
nationa physician association 
emphas· ed that the physician 
communi would need education as to 
the scope d application of the 
definition. 

Response: he definition of "indirect 
compensatio arrangement" at 
§ 411.354(c)(2) equires three elements: 

• Paragraph 1(2)(i)-an unbroken 
chain of financia elationships 
(ownership or co ensation) linking 
the referring physic n to the DHS 
entity; 

• Paragraph (c)(2)(l 
compensation paid to e referring 
physician that varies wi , or otherwise 
takes into account, the v ume or value 
of referrals to, or other bus ess 
generated for, the DHS enti ; and 

• Paragraph (c)(2)(iii)-kll wledge by 
the DHS entity that the physi ·an 
receives aggregate compensati that 
varies with, or otherwise takes to 
account, the volume or value of ferrals 
to, or other business generated fo the 
DHS entity (using the same knowl g 
standard that applies under the Fal 
Claims Act (31 U.S. C.§ 3729) and 
Civil Monetary Penalties Law (sect· n 
1128A of the Act)). 

With education and experienc , we 
think DHS entities and referrin 
physicians will be able to app 
without difficulty. (We discu further 
the application of the vario elements 
in response to specific com ents 
below.) We have made sev ral technical 
revisions to clarify the in nt of the 
exception. 

We agree that the de ition 
encompasses many arr ngements that 
physicians and DHS tities claim not 
to have thought wer covered by the 
statute. As we disc sed in the Phase I 
preamble (66 FR 8 4), we believe that 
the knowledge el ent sufficiently and 
equitably sets th boundaries for the 
potential unive e of prohibited 
arrangements. 

Comment: 
expressed co 
between (1) e definition of "indirect 
compensaf n arrangement" at 
§ 411.354( (2), which looks at whether 
the referr· g physician's aggregate 
com pens tion varies with, or otherwise 
takes in account "the volume or value 
of refe ls" generated by the referring 
physi an, and (2) § 411.354(d)(2), 
whic describes when certain 
com nsation (such as time-based and 
unit £-service based payments) will be 
dee ed not to take into account "the 
vo me or value of referrals," even 
though aggregate per unit compensation 

will always vary with the volume r 
value of referrals. (We received s· ilar 
comments regarding §411.354( (3) 
with respect to when com pen tion 
does not take into account " er 
business generated betwee the 
parties.") These provisio were 
discussed in the Phase I reamble (66 
FR 876). 

Specifically, under 411.354(d)(2) 
and§ 411.354(d)(3) ime-based and 
unit-of-service bas a compensation is 
deemed not to ta e into account the 
volume or valu of referrals or other 
business gene ted if the unit-based 
compensatio : (i) Is fair market value for 
items or se ices actually provided; and 
(ii) does t vary over the term of the 

in any manner that takes into 
accoun HS referrals or other business 
gener ed by the referring physician. 
Som commenters questioned whether 
ani direct compensation arrangement 
e · ts at all if a referring physician 
r eives time-based or unit-of-service 

sed compensation that is fair market 
alue and does not vary over the term 

of the agreement, that is, compensation 
that, by definition, does not take into 
account the volume or value of referrals 
or other business generated according to 
§411.354(d)(2) and §411.354(d)(3). 

Similarly, the new exception for 
indirect compensation arrangements at 
§411.357(p), like §411.354(d)(2) and 
§ 411.354(d)(3), does not look to 
ggregate compensation and 
corporates a fair market value test. 
"ven this, several commenters pointed 

that the ultimate result would be the 
s whether time and unit-of-service 
base compensation arrangements are 
initia excluded from the definition of 
"indir t compensation arrangement" in 
§ 411.3 (c)(2) or included in the 
definitio and then excepted by the new 
exception. ne commenter proposed 
three optio : (1) Retaining the indirect 
compensatio arrangement definition in 
the final regul ·on and deleting the 
indirect compe ation exception; (2) 
revising the indir t compensation 
arrangement defin1 ·on by deleting the 
volume and value la guage; or (3) 
revising §411.354(d) ) and 
§411.354(d)(3) to mak clear that those 
provisions do not apply o the indirect 
compensation arrangeme ts definition. 

Response: An "indirect ompensation 
arrangement" exists under 
§ 411.354(c)(2) if the referr· 
physician's aggregate compe ation 
varies with, or otherwise takes "nto 
account, the volume or value o eferrals 
or other business generated by 
referring physician. Since time-ba d or 
unit-of-service based compensation will 
always vary with the volume or valu of 
services when considered in the 
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aggregate, these compensation 
arrangements can constitute "indirect 
compensation arrangements" under 
§411.354(c)(2), even if the individual 
time or unit-of-service based 
c pensation is fair market value and 
otR rwise complies with the language of 
§41 354(d)(2) and §411.354(d)(3). 

We ee that the close similarity in 
the reg a tory language between 
§411.35 c)(Z) and §411.354(d)(2) and 
§411.354 )(3) can be clarified. We are 
modifying 11.354(c)(2)(ii) to do so. 
Our intent is a-fold. First, we intend 
to include in definition of "indirect 
compensation ngement" any 
compensation arr gements (including 
time-based or unit- -service based 
compensation arrang ents) where the 
aggregate compensatio ceived by the 
referring physician varie ith, or 
otherwise takes into accou , the 
volume or value of referrals other 
business generated between parties, 
regardless of whether the indiv ual 
unit of compensation qualifies 
§411.354(d)(2) and §411.354(d)(3 
Second, we intend to exclude uncle 
indirect compensation arrangement 
exception at§ 411.357(p) that subset o 
indirect compensation arrangements 
where the compensation is fair market 
value and does not reflect the volume or 
value of referrals or other business 
generated and the other conditions of 
the exception are satisfied. Per unit 
compensation will meet this test if it 
complies with§ 411.354(d)(2) and 
§ 411.354(d)(3). While we agree that the 
ultimate result may be the same-time, 
unit-of-service, or other "per click" 
based arrangements are generally 
permitted if they are at fair market value 
without reference to referrals-we 
believe this construct more closely 
corresponds to the statutory treatment 
direct compensation arrangements. 
Accordingly, we are clarifying 
§ 411.354(c)(2)(ii). 

It is important to bear in mind at, 
depending on the circumstance , fixed 
aggregate compensation can £ the 
basis for a prohibited direct indirect 
compensation arrangement his will be 
the case if such fixed a ate 
compensation takes into ccount the 
volume or value of re£ als (for 
example, the fixed co pensation 
exceeds fair market alue for the items 
or services provid or is inflated to 
reflect the volu or value of a 
physician's re£ als or other business 
generated). S tion 411.354(d)(2) and 
§ 411.354(d ) were not intended to 
remove th existing prohibition on fixed 
com pens tion arrangements that take 
into account the volume or value of 
referrals or other business generated 
between the parties. We have clarified 

the language in these sections to reflect 
the distinction. 

Comment: The first element of an 
"indirect compensation arrangement" is 
an unbroken chain of financial 
relationships between the DHS entity 
and the referring physician. In Phase I, 
we explained that the links in the chain 
could be any form of financial 
relationship, whether excepted or not. 
Several commenters believe that there 
should be no indirect compensation 
arrangement if any financial 
relationship in the chain qualifies for an 
exception. One commenter pointed out 
that under section 1877(a)(2) of the Act, 
the definition of "financial 
relationship" excludes any financial 
relationship that fits in an exception. 
Thus, according to this commenter, th 
inclusion of an excepted financial 
relationship in a chain of financial 
relationships necessarily "breaks" the 
chain and precludes an indirec 
compensation arrangement. T e 
commenter explained furth that this 
result would make the ap 1cation of the 
indirect compensation es easier for 
DHS entities, especiall hospitals, that 
have arrangements · group practices 
that employ, or co act with, referring 

hysicians using mpensation 
angements fit in the 

em oyment, 
con cts, or ir market value 
except ns inally, the commenter 
suggeste at, at a minimum, there 
should o indirect financial 
relatio ship 'f every link in the chain 
qual' es for exception. 

sponse: Se ·on 1877(a)(2) of the 
A excludes fro the definition of 
' mandai relation ip" any ownership 
or compensation arra ement that fits in 
an exception. While ili regulations are 
structured somewhat di ently, they 
achieve the same result. T regulations 
define "financial relationshi " in 
§411.354(a) without limiting term to 
unexcepted financial relationshi . 
Exceptions are set forth in separat 
provisions of the regulations. Thus, e 
reference in the definition of "indirect 
compensation arrangement" to an 
unbroken chain of "financial 
relationships" as defined in §411.354(a) 
includes both excepted and unexcepted 
relationships. A direct financial 
relationship can form a link in a chain 
of financial arrangements that creates an 
indirect compensation arrangement, 
even if the direct fmancial relationship 
qualifies for an exception. While it is 
very unlikely, we believe that a chain 
consisting entirely of excepted financial 
relationships could theoretically create 
an indirect compensation arrangement, 
if the remuneration paid to the referring 
physician is not fair market value or 

varies with, or otherwise takes into 
account, the volume or value of refe s 
or other business generated for HS 
entity by the referring physici 
more likely scenario is that e chain 
would either involve fair arket value 
compensation that wo qualify the 
relationship under indirect 
compensation arr gement exception. 
We address the ecial issue of 

oup practices in a 
subsequent sponse below. 

Comme :A commenter asserted that 
"indire compensation under section 
1877 the Act means only non-

tary benefits that are incidental to 
a ect financial relationship, and that 

e Secretary exceeded his statutory 
authority by extending the regulations 
to other indirect compensation 
arrangements. 

Response: The commenter provided 
no statutory support for its 
interpretation of section 1877 of the Act. 
Nor does the plain meaning of the term 
"indirect" support the commenter's 
view. The interpretation offered by the 
commenter would permit wholesale 
circumvention of section 18 77 of the 
Act through the formal interposition of 
another person or entity between the 
referring physician and the DHS entity. 
The Congress clearly intended to 
prevent such schemes by including 
indirect compensation in the definition 
of remuneration in section 1877(b)(1)(B) 
of the Act. The Secretary has broad 
authority under sections 1102 and 1871 
of the Act to promulgate regulations 
implementing any provision of the Act. 

Comment: One commenter asked how 
far an indirect compensation 
arrangement could be traced along a 
chain of financial relationships created 
through common ownership. 

Response: As with any indirect 
compensation arrangement, the chain of 
financial relationships can be of any 
length. As we discussed in the preamble 
to the Phase I rule (66 FR 864), the 
knowledge element in 
§ 411.354(c)(2)(iii) limits the potential 
liability of a DHS entity involved in a 
distant, indirect compensation 

angement. 
omment: A number of commenters 
essed the view that an indirect 

com nsation arrangement should be 
except if any link in the chain fits in 
one of tH exceptions for direct 
compensa · n arrangements. This issue 
was raised l:i group practices that 
contract to pr ide services to hospitals 
(or other DHS e 'ties) or to lease space 
or equipment fro DHS entities. For 
example, in the case of a services 
agreement between a hospital and a 
group practice, an indirect 
compensation arrangement is created 
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between the hospital and the 
c ntracting group practice's employee 
or 'nvestor physicians (that is, the 
re~ 'ng physicians). Instead of looking 

indirect compensation exception 
in su circumstances, commenters 
propos d that the test be whether the 
com pen tion arrangement between the 
hospital d the group practice fits in a 
direct com ensation exception. 
Commenter suggested that we use a 
similar rule other indirect 
compensation angements involving 
referring physic ns who are members 
of group practices, here the link in the 
chain closest to the r erring physician 
is his or her compensa · n arrangement 
with his or her group pra ice. 
Commenters requested co arable 
relief with respect to physici -owned 
PCs. In the commenter's view, e fact 
that a physician practices throu a 
wholly-owned PC should not conv a 
direct fmancial relationship with aD 
entity into an indirect relationship (tha 
is, physician-PC-DHS entity). 

Response: We do not agree that an 
indirect compensation arrangement 
should be excepted if any link in the 
chain complies with a direct 
compensation exception. As we 
explained in the Phase I preamble (66 
FR 867), we are concerned that, in some 
situations, such a test would permit a 
middle entity to redirect compensation 
to referring physicians based upon the 
volume or value of referrals or other 
business generated by the physicians to 
the DHS entity (which is not the middle 
entity). 

We recognize that it is not necessary 
to treat a referring physician as separate 
from his or her wholly-owned PC. We 
have revised the definition of referri 
physician in§ 411.351 to reflect thi 
clarification. 

By way of example, under the ase 
I regulations, if a hospital contr cted 
with a referring physician's P for the 
provision of services, the ho ital 
would potentially have an · direct 
compensation arrangeme with the 
referring physician for ich the only 
available exception wo ld be the 
indirect compensatio arrangements 
exception. Under revised 
regulations, the co tract would create a 
direct compensa on arrangement 
between the ho ital and the referring 
physician. 

We believ. the revised regulations 
should m e it simpler for physicians 
and oth s to evaluate their financial 
relatio hips and the application of 
exceptions under section 1877 of the 
Act. 

We are not making any changes to the 
Phase I rule with respect to the issue of 
indirect compensation arrangements 

that are created when a group practice 
is an intervening entity in the chain 
between the DHS entity and referring 
physicians who are members of the 
group (for example, a hospital contracts 
with a group practice for services). The 
commenters' proposal that the 
regulations permit physicians to stand 
in the shoes of their group practices, 
thereby converting indirect 
arrangements to direct arrangements, is 
inconsistent with the compensation 
exceptions as drafted. We believe that 
the knowledge standard in the indirect 
compensation arrangements definition 
and exception adequately protects DHS 
entities. We solicit comments on this 
issue. 

Comment: One commenter asked 
to clarify the application of the in · ct 
compensation arrangement rules o the 
situation in which a referring ysician 
owns an interest in a hospita nd the 
hospital contracts for servi s with a 
clinical laboratory to whi the 

hysician refers. In the reamble to the 
ase I rule (66 FR 86 , we indicated 

tha ere would be chain of entities 
(refe 'ng physici -hospital-clinical 
lab). T comme ter asked us whether 
that arra erne t would fit in the 
indirect co 
definition a , if necessary, the indirect 
compensa on xception. 

Respo se: As ommonly structured, 
the ex pie wou not create an 
indir t compensa ·on arrangement. 
The would be an broken chain of 

cial relationship between the 
r erring physician an e clinical 
aboratory (the DHS enti via the 

hospital. However, an unb ken chain is 
only one of three elements r uired 
under the definition of indire 
compensation arrangement. Se ·on 
411.354(c)(2)(ii) requires that the 
referring physician receives aggreg 
compensation that varies with, or 
otherwise takes into account, the 
volume or value of DHS referrals or 
other business generated by the referring 
physician for the DHS entity. Under 
§ 411.354(c)(2)(ii), we look to the non
ownership or non-investment interest 
closest to the referring physician in the 
unbroken chain. That means that in the 
commenter's scenario, we would look to 
the contractual relationship between the 
hospital and the clinical laboratory. 
Absent unusual circumstances, the 
hospital would not receive aggregate 
compensation that reflects the volume 
or value of referrals, since the hospital 
would not be receiving any 
compensation from the clinical 
laboratory (assuming the contracted 
charges for laboratory services are fair 
market value). If, however, the 
contracted laboratory charges were less 

than fair market value, the arrangement 
could qualify as an indirect 
compensation arrangement betw n the 
referring physician and the c · 1cal 
laboratory, provided the I ratory 
knew of, or had reason suspect, the 
referring physician's ership interest 
in the hospital. B use the payments 
would not be £ · market value, the 
arrangement uld not fit in the indirect 
compensa · n arrangements exception. 

Com nt: A commenter questioned 
whe the payment of a royalty by an 
equ· ment manufacturer to a physician 
i entor for a device implanted during 

eries performed by the physician 
inventor is permitted or whether that 
arrangement would create an indirect 
compensation relationship with the 
hospital that purchased the device. The 
commenter did not think that parties 
would be able to establish a fair market 
value for a unique invention. 

Response: In the scenario described, 
the physician inventor would have an 
indirect compensation arrangement 
with the hospital in which the surgeries 
are performed (that is, the DHS entity 
(hospital) buys the invention from the 
manufacturer (the intermediary link in 
the chain), which pays the referring 
physician a royalty). However, as long 
as the royalty payment (the 
compensation link in the chain nearest 
the physician) is fair market value, the 
relationship should satisfy the indirect 
compensation exception at§ 411.357(p). 
We see no reason that one cannot 
establish a fair market value for 
royalties, even on unique inventions. 

Comment: A number of commenters 
questioned the discussion in the Phase 
I preamble that relates to ownership 
interests and indirect compensation 
arrangements (66 FR 867 and 870). 
Specifically. commenters questioned the 
statement that common ownership of an 
entity may create an indirect financial 
relationship between or among the 
common owners (66 FR 867). One 
ommenter asked us to explain what 

e of financial relationship was 
crea d and when. Other commenters 
comp 'ned that the statement was 
inconsi nt with other statements that 
common ership did not create an 
indirect o rship interest in the 
common own s (66 FR 870). Several 
commenters sta d that co-ownership of 
a non-DHS enti hould not create any 
financial relations 'p between the 
owners. 

Many commenters 
statement in the Phase reamble that 
the direct compensation xceptions in 
section 1877 of the Act di not apply to 
indirect compensation arrangements. 
According to the commenters, all 
exceptions should be available, 
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regardless of whether the financial 
relationship is direct or indirect, and a 
DHS en should be able to take 
advantage f any exception. A 
commenter a ed whether a prohibited 
indirect owne ip arrangement could 
be excepted if it tisfied the indirect 
compensation arra 

Response: An o rship or 
investment interest in n entity creates 
a financial relationship etween the 
investor and the entity (1 the entity has 
an ownership or investm t interest in 
another entity, the investor ay have an 
indirect ownership or inves ent 
interest in that further entity, d so 
on). Absent unusual circumst es, 
common owners of an entity wi not, by 
virtue of their common ownershi have 
ownership or investment interests 
each other. However, an indirect 
compensation arrangement may arise 
from their common ownership. Since 
indirect compensation arrangement 
requires an unbroken chain of any 
financial relationships between the 
referring physician and the DHS entity, 
ownership or investment interests in a 
common entity count as links. In other 
words, common ownership does not 
itself create an indirect compensation 
arrangement as defined in 
§411.354(c)(2) between co-owners; 
rather, the ownership or investment 
interests of the individual investors can 
satisfy the unbroken chain element of 
the three-part indirect compensation 
arrangement definition at 
§ 411.354(c)(2). For example, if a DHS 
entity and a referring physician jointly 
own an entity, such co-ownership 
creates a chain of financial relationships 
linking the DHS entity to the referring 
physician: DHS entity-[ ownership 
relationship]-owned entity-
[ ownership relationship]-referring 
physician. This chain is created 
regardless of the nature of the jointly 
owned entity. 

However, even if an unbroken c 
exists, the other elements of the 
definition at §411.354(c)(2) sti eed to 
be satisfied to establish an in · ect 
compensation arrangement ( hich 
could then be excepted un r the 
indirect compensation ex ption, if 
applicable). In the prec ing example, 
as long as the physici 's aggregate 
return on his inves nt in the co-
owned entity (incl ing capital 
appreciation) did ot vary or otherwise 
take into accou the volume or value of 
referrals to, or er business generated 
for, the DHS en 'ty (not the common 
venture), there would be no indirect 
compensation arrangement. We would 
expect this to be the case for most joint 
ownership of non-DHS entities. 
However, if the jointly owned entity is, 

for example, an imaging equipment 
leasing company co-owned by a hospital 
(the DHS entity) and a referring 
physician, the co-ownership may create 
an indirect compensation arrangement, 
since the physician's aggregate payout 
from the leasing company may vary 
with, or otherwise take into account, the 
volume of imaging business he or she 
generates for the hospital, assuming that 
the hospital contracts with the leasing 
company. Sufficient knowledge of the 
co-ownership is likely to exist in this 
circumstance to satisfy the knowledge 
standard at§ 411.354(c)(2)(iii). If an 
indirect compensation arrangement 
exists, the relevant inquiry is whether 
the arrangement fits in the indirect 
compensation exception. In general, if 
ilie rental payment (frequently a "per 
click" payment) by the hospital to the 
leasing company is fair market value 
(and the "per click" fee does not vary 
over the term of the agreement) and 
does not otherwise reflect the vol 
walue of referrals, the indirect 

mpensation arrangement wo 
e epted. Such arrangements uld still 
vio te the anti-kickback sta te. 

T address the comment ' concern, 
wear modifying§ 411.3 ~(b)(5)(i) and 
establi ing new§ 411. 4(b)(5)(iii) and 
(b)(5)(iv to make cle that common 
ownersh does not stablish an 
ownershi or inv ent interest by one 
common in est in another common 
investor. An· irect ownership or 
investment i rest requires an 
unbroken a of direct ownership 
interests etwee the referririg 
physici and the HS entity such that 
the re rring physic n can be said to 
hav an indirect own rship or 
in estment interest in e DHS entity. In 

e preceding example, e referring 
physician has an owners · interest in 
the leasing company, but n tin the 
hospital. (If, however, the Ie ing 
company owned an interest in DHS 
entity, the physician would ha an 
indirect ownership interest in th DHS 
entity). 

If an indirect ownership or 
investment interest exists, it cannot b 
excepted under the indirect 
compensation exception in §411.357(p). 
The Phase I preamble may have 
inadvertently suggested otherwise. We 
created a new exception for indirect 
compensation arrangements because 
none of the statutory compensation 
exceptions apply by their terms to these 
arrangements, and we believe that the 
Congress did not intend a wholesale 
prohibition on indirect compensation 
arrangements. The new indirect 
compensation arrangements exception 
conceptually follows the statutory 
exceptions applicable to direct 

compensation arrangements; in other 
words, we attempted to make the 
indirect compensation exception 
analogous to the existing exceptions. By 
contrast, the Congress clearly included 
indirect ownership or investment 
interests in the definition of ow rship 
or investment interests to w · the 
statute applies (section 18 (a)(2) of the 
Act) and created except' that can 
apply to those indire mterests. Thus, 
we have not create a separate 
exception for in · ect ownership or 
investment in ests. However, the 
definition o n "indirect ownership or 

mterest" in 
§ 411.35 )(5)(i)(B) incorporates a 
know uge element that should 

1ently limit the universe of 
pr ibited ownership and investment 
· terests so that most remote ownership 
or investment interests should not 
trigger the prohibition. 

Comment: The indirect compensation 
exception includes a requirement that 
the compensation arrangement not 
violate the anti-kickback statute, section 
1128B(b) of the Act (§411.357(p)(3)). 
One commenter wanted clarification as 
to which arrangement in the indirect 
compensation arrangement chain this 
provision referred. 

Response: The relevant subject of the 
inquiry would be the entire 
arrangement, including all sources of 
remuneration, between the DHS entity 
and ilie referring physician (or group 
practice where applicable). This would 
include each link in the chain as well 
as the overall arrangement viewed as a 
whole. 

Comment: One commenter asked us 
to clarify that compensation need not be 
"set in advance" under the indirect 
compensation exception. 

Response: The indirect compensation 
exception does not include a "set in 
advance" requirement. 

Comment: One commenter asked that 
the regulatory text be modified to 
expressly state that a DHS entity can 
rely on a certification from a physician 
that a known indirect compensation 
arrangement between the physician and 
another entity is at fair market value not 
taking into account the volume or value 

f referrals. 
Response: While obtaining a 

ce 'fication may be an appropriate 
pra tice in some circumstances, we are 
not epared to provide a blanket 
excep ·on for reliance on certifications. 

Com ent: While most commenters 
welcome the knowledge requirement 
in the de 'tion of an indirect 
compensati arrangement in 
§ 411.354(c)(2 (iii), a number of 
commenters had questions about the 
conditions under which a DHS entity 
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has a duty to inquire as to the existence 
of indirect compensation 
arr gement with a referring physician 
(66 865, 868). One commenter 
assert d that the knowledge element in 
the Fal Claims Act, 31 U.S.C. 3729, 
did not i pose any duty to inquire. 
According o that same commenter, the 
preamble di ussion seemed to impose 
a simple negli nee standard. Others 
believed that th "reason to suspect" 
language was inc istent with other 
statements that the was no duty to 
inquire on the part o e DHS entity (66 
FR 865). 

Response: The knowle e element 
used in§ 411.354(c)(2)(iii) 1 the same as 
in the False Claims Act and Civil 
Monetary Penalty Law (section 28A of 
the Act): actual knowledge or rec ss 
disregard or deliberate ignorance. A :we 
explained in the Phase I preamble (66 
FR 864), the phrase "reason to suspect" 
was simply intended as a convention to 
avoid repetition of the wordier "actual 
knowledge or reckless disregard or 
deliberate ignorance" standard. There is 
extensive case law applying the 
standard in the context of False Claims 
Act and the Civil Monetary Penalties 
Law. As stated in the Phase I preamble 
(66 FR 865), a DHS entity has no duty 
to inquire whether a referring physician 
receives aggregate compensation that 
varies with, or otherwise takes into 
account, referrals to, or other business 
generated for, the DHS entity unless 
facts or circumstances exist such that a 
failure to follow up with an inquiry 
would constitute deliberate ignorance or 
reckless disregard. 

Comment: One commenter asked how 
the knowledge element in the definitio 
of indirect compensation arrangemen 
in§ 411.354(c)(2)(iii) relates to the 
knowledge element in the sanction 
sections 1877(g)(3) and (g)(4) of Act 
(civil money penalties and excl wns). 

Response: The standards are aentical. 
However, the standard woul e 
applied separately for each · quiry. In 
other words, whether an i llirect 
compensation arrangem t exists is a 
separate inquiry from ether a person 
has knowingly prese ed or caused to be 
presented an impro r claim or bill for 
services or has kno ingly entered into 
a circumvention angement. It is 
likely, however, at some facts would 
be relevant to th inquiries. 

Comment: everal commenters, 
including a ational physician 
professio association, questioned 
why the gulations only consider the 
DHS enti 's knowledge. These 
commenters urged that physicians be 
protected under section 1877 of the Act 
if they do not have knowledge of the 

existence of a prohibited financial 
relationship. 

Response: The statutory scheme 
already protects physicians from any 
liability in the absence of actual 
knowledge, reckless disregard, or 
deliberate ignorance. The basic statutory 
sanction is disallowance of claims or 
bills, which affects the DHS entity, not 
the referring physician. The new 
knowledge standards in 
§ 411.354(c)(2)(iii) and 
§ 411.354(b)(5)(i)(B) protect against this 
otherwise strict liability aspect of 
section 1877 of the Act. Under section 
18 77 of the Act, physicians are only 
subject to sanction under the civil 
monetary provisions of section 1877 
of the Act. Those provisions alread 
contain a comparable knowledge 
element. 

Comment: One commenter 
we clarify the statement in 

reamble at 66 FR 866 that 
· tribution from an exce ted 

o ership or investme interest is also 
exce ed (and thus do s not require 

to a compe ation exception), 
distribu on is a "sham". As 

sited a limited 
a that was losing 

etheless made a 
ysician investors after 

mabank. The 
comment suggest that the 
appropr· te test shou be whether the 
borro ng and distrib ·on were lawful 
unde applicable State 1 . 

R sponse: We do not be ·eve it is 
p sible to establish a "bri t line" test 
f determining whether a p · cular 

istribution is a "sham" in all 
Rather, it will depend on the 
circumstances. The reference to p sible 
"sham" distributions was intende o 
make clear that an excepted ownersli 
or investment interest may not be use 
to shield payments that are not 
legitimately related to the ownership or 
investment interest (such as funneling 
additional remuneration to physicians 
as ostensible "returns" from an 
investment entity). 

Comment: A physician organization 
questioned why a referring physician's 
investment interest in a subsidiary 
company should be considered an 
indirect ownership interest in the parent 
company if the subsidiary has any 
investment interest in the parent. The 
commenter thought the test should also 
require that the referring physician 
know that the investment interest exists. 

Response: Our treatment of 
investment interests in subsidiaries that, 
in turn, have investment interests in 
parent companies is consistent with the 
general definition of indirect ownership 
and investment interests, described 

above. In short, in those eire 
a physician investor in the s sidiary 
has an indirect investmen nterest in 
the parent. If the parent· a DHS entity, 
the physician may no efer patients to 
the parent for DHS d the parent may 
not file claims f those DHS, unless an 
exception ap es. With respect to 
indirect o ership or investment 
interests, owever, § 411.354(b)(5)(B) 
limits · ility to those DHS entities that 
have ctual knowledge of, or act in 

ess disregard or deliberate 
i orance of, the existence of an indirect 
wnership or investment interest by the 

referring physician in the DHS entity. In 
other words, although the physician 
need not have knowledge to trigger the 
prohibition, the DHS entity must have 
some reason to suspect the existence of 
the indirect ownership or investment 
interest. This regulatory scheme does 
not adversely impact physicians who do 
not have knowledge; non-payment of 
claims affects only the DHS entity, and 
imposition of CMPs (the sanction 
applicable to physicians under section 
1877 of the Act) only applies to knowing 
violations. 

Comment: One commenter asked us 
to clarify that, if a referring physician's 
direct ownership or investment interest 
in a DHS entity would be protected 
under an exception, then a similar 
indirect ownership or investment 
interest of the physician in that same 
DHS entity would be excepted. 

Response: The commenter is correct. 
For example, if a physician has an 
investment interest in a company that, 
in turn, owns an interest in a hospital 
in Puerto Rico, the physician's indirect 
investment interest in the Puerto Rico 
hospital is excepted under 
§ 411.356(c)(3). 

Comment: One commenter questioned 
our conclusion that stock options and 
convertible securities create a 
ompensation arrangement, rather than 

ownership or investment interest 
(§ 1.354(b)(3)(ii)). The commenter 
poirr d out that options and securities 
can b urchased on the open market 
and are ot just received pursuant to 
employm nt. 

Respons ·We are persuaded that the 
commenter correct and are modifying 
the definition f ownership or 
investment inte est. The determination 
as to whether sto options and 
convertible securi ·es create ownership 
or investment inter ts or compensation 
arrangements depen on the method of 
acquisition. If the opb ns or securities 
are originally purchase or received for 
money or in return for a apital 
contribution in whole or part, they 
will be considered ownership or 
investment interests. If they are received 
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C. When Does a Physician Make a 
Referral? {Section 1877{h){5) of the Act; 
Phase I-66 FR 871; § 411.351) 

As defined by section 1877(h)(5) of 
the Act, a "referral" means a request by 
a physician for an item or service for 
which payment may be made under 
Medicare Part B, including a request for 
a consultation (including any tests or 
procedures ordered or performed by the 
consulting physician or under the 
supervision of the consulting 
physician), and the request or 
establishment of a plan of care by a 
physician that includes the furnishing 
of DHS, with certain exceptions for 
consultations by pathologists, diagnostic 
radiologists, and radiation oncologists. 
The regulations define "referral" in 
§411.351. 

In Phase I, we excluded from the 
definition of "referral" services 
performed personally by the referring 
physician, but included services 
provided by a physician's employees, 
co-workers, or independent contractors. 
We made clear that referrals can occur 
in a wide variety of formats-written, 
oral, or electronic-depending on the 
particular service. Moreover, referrals 
can be direct or indirect. Phase I also 
added a new regulatory exception at 
§ 411.353(e) for certain referrals of DHS 
to an entity with which the referring 
physician has a prohibited financial 
relationship that are "indirect" referrals 
(for example, when a physician has 
caused a referral to be made by someone 
else or has directed or routed a referral 
through an intermediary) or are oral 
referrals (that is, no written request or 

other documentation that would 
identify the referring physician is 
required). Under this exception, a claim 
by a DHS entity may be paid for 
purposes of section 1877 of the Act if 
the entity did not know of, or have 
reason to suspect, the identity of the 
physician making the indirect or oral 
referral. 

Comments to the Phase I rule on 
referrals and our responses follow. We 
are making no major changes to the final 
rule in this area. 

Comment: A number of commenters 
urged that the definition of referral 
exclude services that are performed 
"incident to" a physician's personally 
performed services or that are 
performed by a physician's employees. 
According to the commenters, such 
services are integral to the physician's 
services. Another commenter suggested 
that services by licensed professionals 
that are separately billable should be 
considered referrals, but services that 
are only billable as part of a physician's 
service should not be considered 
referrals. One commenter suggested the 
appropriate test should be whether there 
is significant physician involvement in 
the provision of a service. 

Response: This is an issue about 
which we specifically solicited 
comments in the Phase I rulemaking. 
After careful consideration of the 
comments and the issues raised, we are 
adhering to our original determination 
that "incident to" services performed by 
others, as well as services performed by 
a physician's employees, are referrals 
within the meaning of section 1877 of 
the Act. As discussed in the Phase I 
preamble (66 FR 871--872), this 
interpretation is consistent with the 
statute as a whole. A blanket exclusion 
for services that are "incident to" a 
physician's services or are performed by 
a physician's employees would, for 
example, substantially swallow the in
office ancillary services exception. As a 
practical matter, although "incident to" 
services and employee services are 
included in the definition of "referrals" 
for purposes of section 1877 of the Act, 
many of those referrals will fit in the in
office ancillary services or another 
exception. This approach to the 
definition of "referral" is consistent 
with the statutory scheme, which allows 
productivity bonuses for "incident to" 
services under the in-office ancillary 
services exception, but not under other 
exceptions. A "substantial 
involvement" test would be vague and 
impracticable. 

Comment: A group representing 
allergists and immunologists requested 
clarification that no referral occurs 
when a physician prepares an antigen 

and furnishes it to a patient. Another 
commenter requested clarification that 
there is no referral if a physician 
personally refills an implantable pump. 
Yet another commenter requested 
clarification that there is no referral if a 
physician personally provides durable 
medical equipment (DME) to a patient. 

Response: The commenters are 
correct. There is no "referral" if a 
physician personally performs a 
designated health service. However, as 
noted above, there is a referral if the 
designated health service is provided by 
someone else. In many cases, these 
referrals will qualify for an exception. 

Comment: A commenter sought 
clarification that no referral occurs 
when a physician personally performs 
services in a hospital, even if the 
hospital bills for the services pursuant 
to an assignment. 

Response: If a physician personally 
performs the services, there is no 
referral, regardless of whether the 
physician bills the program directly or 
another entity bills pursuant to an 
assignment. However, technical 
components associated with a 
physician's personally performed 
services in a hospital are referrals to 
which section 1877 of the Act applies 
(66 FR 871). 

Comment: One commenter suggested 
that the application of section 1877 of 
the Act to referrals within a physician's 
medical practice is inconsistent with the 
Office of the Inspector General's 
interpretation of the anti-kickback 
statute, section 1128B(b) of the Act. The 
commenter suggested that there exists a 
blanket exception for such referrals 
under the anti-kickback statute. 

Response: As we discussed more 
thoroughly in the Phase I preamble (66 
FR 863), section 1877 of the Act is a 
separate statute from the anti-kickback 
statute and must be applied separately. 
We do not perceive any inconsistency, 
however, in the treatment of referrals 
within a physician's medical practice. 
Like section 1877 of the Act, the anti
kickback statute contains no blanket 
exception for such referrals (contrary to 
the commenter's suggestion). Some 
arrangements may be protected by a 
statutory or regulatory safe harbor under 
the anti-kickback statute. (42 CFR 
1001.952) 

Comment: One commenter requested 
clarification as to whether services 
ordered by a nurse practitioner or other 
licensed professional will be considered 
to have been referred by a physician in 
the same group practice. 

Response: In determining whether an 
independent health professional's 
referral to a DHS entity should be 
attributed to the physician, all the facts 
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and circumstances surrounding the 
referral and the relationship of the 
independent health professional and the 
physician must be considered. As we 
indicated in the Phase I preamble (66 FR 
872), our concern is that physicians 
could attempt to circumvent section 
1877 of the Act by funneling referrals 
through nonphysician practitioners. The 
relevant inquiry is whether the 
physician has controlled or influenced 
the nonphysician's referral such that the 
referral should properly be considered 
the physician's referral. We are 
changing the regulation text accordingly 
to reflect Phase I preamble language. 

Comment: An imaging center 
commented that physicians do not refer 
patients to imaging centers, but only 
order tests. The commenter also stated 
that many radiology procedures have 
similar sounding names, and a patient 
may not know the difference between 
procedures if he or she is given an oral 
referral and may unwittingly request a 
designated health service rather than a 
service that is not a designated health 
service. The commenter also stated that, 
if a patient self-referred to an imaging 
center, a report would usually be sent to 
the patient's physician, whether the 
physician made the referral or not. 

Response: Contrary to the 
commenter's assertion, in many 
instances physicians do refer patients to 
entities that furnish imaging services. 
The determination whether a particular 
patient has been referred by a particular 
physician for a designated health 
service within the meaning of section 
18 77 of the Act would depend on the 
facts and circumstances. While we are 
unclear about the commenter's 
statement concerning patients, we note 
that imaging centers are in a position to 
ensure compliance with section 1877 of 
the Act by structuring any financial 
arrangement with a referring physician 
or immediate family member (or 
potential referring physician or 
immediate family member) to fit in an 
exception. 

Comment: A commenter objected to 
the application of section 1877 of the 
Act to referrals for hospital and other 
Medicare Part A services. According to 
the commenter, the statutory definition 
of "referral" in section 1877 of the Act 
only applies to items or services "for 
which payment may be made under Part 
B." 

Response: As we discussed in the 
January 1998 proposed rule (63 FR 
1691-1692), section 1877(h)(5) of the 
Act contains two parts defining 
"referral". The first part, section 
1877(h)(5)(A) of the Act, defines a 
referral to include the request by a 
physician for an item or service for 

which payment may be made under Part 
B, including the request for a 
consultation with another physician 
(and any test or procedure ordered by, 
or to be performed by, or under the 
supervision of, that other physician). 
The second part, section 1877(h)(5)(B) 
of the Act, covers the request or 
establishment of a plan of care by a 
physician that includes the provision of 
a designated health service. Although 
this second part is not drafted in 
Medicare-specific terms and could be 
interpreted to include any designated 
health service, we interpreted it to cover 
only DHS that may be covered under 
Medicare. This would include DHS, 
such as hospital and home health care 
services, that are covered under 
Medicare Part A. We noted in 1998 that 
we were aware of no rationale for the 
broader reach of "referral" under the 
first part (a request for any Part B item 
or service) than the second (a request for 
a designated health service). We 
therefore took the position-which we 
affirm here--that the first part relating 
to Part B items and services should be 
limited to referrals for DHS. 

Comment: An association for nursing 
facilities objected to the concept of 
imputed or oral referrals. According to 
the association, the regulations will 
inhibit communications between 
physicians and patients by restricting a 
physician's ability to share information 
about DHS entities freely with patients. 
The association suggested that the 
regulations protect any physician who 
provides patients with accurate 
information about all appropriate DHS 
entities and discloses his or her 
financial relationships with any of those 
DHS entities. 

Response: Section 1877 of the Act 
embodies a congressional determination 
to discourage physicians from having 
financial relationships with DHS 
entities to which they refer Medicare 
patients. Neither the statute nor the 
regulations burdens any physician
patient communications except those 
communications in which the physician 
refers to those DHS entities with which 
the physician has a prohibited financial 
relationship. Although disclosure of 
financial interests to patients informs 
patients of the potential conflict of 
interest, we do not believe, nor does the 
statute contemplate, that such 
disclosure adequately protects against 
improper referrals or overutilization. If 
DHS entities and physicians insist on 
entering into financial relationships, 
they can protect themselves by 
structuring the relationships to fit in one 
of the exceptions. The commenter's 
proposed exception would swallow the 
statute and inhibit enforcement. 

Comment: A hospital association 
requested that the "innocent entity" 
exception at§ 411.353(e), which 
protects DHS entities that do not have 
knowledge of the identity of the 
referring physician, be expanded to 
protect DHS entities that do not have 
knowledge of the existence of a 
financial relationship with the referring 
physician. In particular, the commenter 
was concerned that it may be difficult 
for DHS entities to know if they have 
financial relationships with immediate 
family members of referring physicians. 

Response: Knowledge of the existence 
of a financial relationship is an element 
of the definition of an "indirect 
compensation arrangement". (66 FR 
864) Absent the requisite knowledge, no 
indirect compensation arrangement is 
established. This aspect of the definition 
should address many of the 
commenter's concerns. We recognize 
that no comparable knowledge 
limitation applies to direct financial 
relationships, including direct financial 
relationships with referring physicians' 
family members. The statute clearly 
contemplates a strict liability bar on 
direct financial relationships with 
immediate family members. The 
exception proposed by the commenter 
would effectively negate the statutory 
prohibition. 

Comment: A number of commenters 
asked that we expand the protection of 
the "innocent entity" exception at 
§411.353(e) to referring physicians. 

Response: As discussed above, 
referring physicians have no liability 
under section 1877 of the Act unless 
they knowingly cause an improper 
claim or bill to be submitted or 
knowingly engage in a circumvention 
scheme. 

D. Definition of "Consultation" (Section 
1877(h)(5) of the Act; Phase I-66 FR 
873; § 411.351) 

The defmition of a "referral" at 
section 1877(h)(5) of the Act includes 
DHS provided in accordance with a 
consultation with another physician, 
including DHS performed or supervised 
by the consulting physician or any DHS 
ordered by the consulting physician. 
Section 1877(h)(5)(c) of the Act creates 
a narrow exception for a small subset of 
services provided or ordered by certain 
specialists in accordance with a 
consultation requested by another 
physician. These include requests by a 
pathologist for clinical laboratory 
services or pathological examination 
services; a radiologist for diagnostic 
radiology services; or a radiation 
oncologist for radiation therapy. To 
qualify, the services must be furnished 
by, or under the supervision of, the 
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pathologist, radiologist, or radiation 
oncologist in accordance with a 
consultation requested by another 
physician. 

In Phase I, we broadly interpreted a 
"consultation" for purposes of 
determining when an entity with which 
a pathologist, diagnostic radiologist, or 
radiation oncologist has an otherwise 
prohibited financial relationship will be 
permitted to submit a claim to Medicare 
for DHS ordered by those physicians (66 
FR 873}. The "consultation" definition 
in this rule is not intended to, nor does 
it, apply to other Medicare coverage or 
payment rules relating to consultations. 
Moreover, neither section 1877(h}(5}(C} 
of the Act, nor the definition of 
"consultation" at§ 411.351, protects 
referrals from the physician requesting 
the consultation to a DHS entity with 
which the requesting physician has a 
prohibited financial relationship (66 FR 
875 of Phase I preamble}. 

The Phase I rule adopted the 
following criteria to identify a 
consultation for purposes of section 
1877 of the Act: 

• A consultation is provided by a 
physician whose opinion or advice 
regarding evaluation and/or 
management of a specific medical 
problem is requested by another 
physician. 

• The request and need for the 
consultation is documented in the 
patient's medical record. 

• After the consultation is provided, 
the consulting physician prepares a 
written report of his or her findings, 
which is provided to the physician who 
requested the consultation. 

• With respect to radiation therapy 
services provided by a radiation 
oncologist, a course of radiation 
treatments over a period of time will be 
considered to be furnished pursuant to 
a consultation, provided the radiation 
oncologist communicates with the 
referring physician on a regular basis 
about the patient's course of treatment 
and progress. 
We have modified the final rule slightly 
to accommodate concerns raised by 
consulting physicians in group practices 
and by radiation oncologists who 
furnish services that are ancillary and 
integral to radiation therapy services. 
Otherwise, we have made no major 
changes to the Phase I rule. Comments 
to the Phase I definition of 
"consultation" and our responses are 
related below. 

Comment: Several commenters 
questioned the level of supervision 
required for radiological procedures. 
Another asked us to affirm that it is 
sufficient to provide the level of 

supervision required by the Clinical 
Laboratory Improvement Amendments 
of1988(CLD\}(Pub.L. 10Q-578, 
October 31, 1988}. One professional 
association asked us to clarify that the 
services need not be supervised by the 
consulting radiologist, but could be 
supervised by another physician in the 
consulting radiologist's group practice. 

Response: Nothing in this rulemaking 
establishes any particular level of 
supervision for any particular services. 
The supervision necessary to come 
within the various exceptions that 
include a supervision requirement, as 
well as the definition of "consultation" 
in section 1877(h}(5}(C} of the Act, is the 
level of supervision otherwise required 
by the applicable Medicare payment 
and coverage rules for the specific 
service (66 FR 872}. In §411.351, the 
definition of "referral" in paragraph 
(2}(ii} provides that the DHS must be 
furnished "by or under the supervision 
of the pathologist, radiologist, or 
radiation oncologist" We agree that 
supervision by a pathologist, radiologist, 
or radiation oncologist in the same 
group practice as the consulting 
pathologist, radiologist, or radiation 
oncologist, respectively, would be 
appropriate and consistent with the 
overall statutory scheme and structure. 
We have modified the regulation 
accordingly. Where applicable Medicare 
payment and coverage rules permit, the 
supervision required under section 
1877(h}(5}(C} of the Act may be 
provided by a physician in the same 
group practice. 

Comment: Section 1877(h}(5}(C} of the 
Act applies to requests by radiation 
oncologists for "radiation therapy." 
Several professional associations 
representing radiologists and imaging 
centers requested that we interpret 
"radiation therapy" to include other 
DHS performed as part of the radiation 
therapy treatment. According to the 
commenters, computerized axial 
tomography (CT}, magnetic resonance 
imaging (MRI} and ultrasound services 
are often integral and necessary to the 
provision of radiation therapy. The 
commenters indicated that in many 
cases the in-office ancillary services 
exception at section 1877(b}(2} of the 
Act and§ 411.355(b} will not cover 
these ancillary services. 

Response: We agree with the 
commenters that the exception for 
radiation oncologists who request 
radiation therapy services would fail its 
intended purpose if it did not also 
protect necessary and integral ancillary 
services requested, and appropriately 
supervised, by the radiation oncologist. 
We have modified the regulations 
accordingly. We believe this 

interpretation effectuates the statutory 
intent. Moreover, it is consistent with 
the existing exception in section 
1877(h}(5}(C} of the Act for diagnostic 
radiology services (including CT, MRI, 
and ultrasound} requested by a 
radiologist. 

Comment: One commenter objected 
that the consultation definition at 
§ 411.351 requires the consulting 
physician to produce a written report. 
According to the commenter, most 
consulting physicians do not prepare 
written reports. 

Response: Current Medicare rules 
governing payment and coverage for 
consultation services require a written 
report. Moreover, no other commenter, 
including the many physician 
associations, objected to the 
requirement Since we believe that 
preparation of a written report is the 
general practice and consistent with 
Medicare program rules, and the 
commenter provided no evidence to 
support his assertion, we are retaining 
the written report requirement. 

Comment: One commenter requested 
that we expand section 1877(h}(5}(C} of 
the Act to cover cardiologists who 
interpret echocardiograms under 
financial arrangements that are 
comparable to those that exist when a 
radiologist interprets a radiological 
ultrasound. 

Response: An echocardiogram 
ordered and read by a cardiologist is not 
a service integral to a consultation by a 
specialist within the meaning of section 
1877(h}(5}(C} of the Act. Under section 
1877(h}(5}(C} of the Act, the Congress 
specifically excepted three narrow 
categories of physicians who provide 
specific services pursuant to 
consultations. The statutory language is 
very specific and reflects congressional 
intent that the exception be narrow. We 
do not have the authority to extend this 
exception to other specialists. Moreover, 
there is a substantial difference between 
a radiologist ordering diagnostic 
radiology tests pursuant to a request for 
a consultation and a cardiologist 
ordering an echocardiogram. In the 
former situation, the ordering and 
interpretation of the procedure is the 
physician's primary specialty; in the 
latter, the echocardiogram is ancillary to 
the cardiologist's primary medical 
practice, the treatment of the heart. In 
other words, an echocardiogram ordered 
by a cardiologist is no different from any 
other designated health service test 
ordered by other physicians who are not 
pathologists, radiologists, and radiation 
oncologists; if the physician has a 
financial interest in the furnishing of the 
test, section 18 77 of the Act is 
implicated. 
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Comment: One commenter stated that 
some patients self-refer to radiation 
oncologists for brachytherapy, which is 
then provided by an entity with which 
the radiation oncologist has a financial 
relationship. Since there is no referral 
from another physician, the 
consultation exception in section 
1877(5)(C) of the Act is not available. 
Moreover, according to the commenters, 
the in-office ancillary services exception 
in section 1877(b)(2) of the Act and 
§ 411.355(b) is often unavailable for 
these referred services, because patients 
primarily come to the radiation 
oncologist or his or her entity only for 
radiation therapy services. Thus, the 
services cannot meet§ 411.355(b)(2)(i) 
of the in-office ancillary services 
exception in Phase I, which required 
that excepted services be provided in a 
building where the referring physician 
(or another member of the referring 
physician's group practice) furnishes 
substantial physician services unrelated 
to the furnishing of DHS or in a 
centralized building owned or operated 
by the physician's group practice on a 
full-time basis. The commenter 
wondered whether, in these 
circumstances, it would be appropriate 
for the radiation oncologist to refer the 
patient to a urologist who might then 
refer the patient back to the radiation 
oncologist. 

Response: While we recognize the 
problem identified by the commenter, 
the proposed solution would be an 
inappropriate circumvention. Rather, 
we believe the changes to the in-office 
ancillary services exception described 
in this Phase II preamble in section 
V.B.4 address the commenter's 
concerns. These changes should enable 
most radiation oncologists to provide 
radiation therapy services to self
referred patients under the in-office 
ancillary services exception. 

sician Compensation Under 
Section f the Act (Phase 1-66 FR 
875) 

Section 1877 of the Act provi es 
different exceptions for core physician 
compensation based on whether the 
physicians are physicians in a group 
practice (in connection with the in
office ancillary services and physician 
services exceptions), employees, or 
independent contractors. The term 
the statutory exceptions vary. 
addition, the Phase I re wns 
implemented new r atory exceptions 
for fair market v e compensation paid 
to employee r independent 
contract and compensation for 
certain academic physicians. 

Many comments addressed the issue 
of physician compensation under 

section 1877 of the Act. We have 
pr vided detailed responses to these 

ents in the relevant sections of 
amble. However, some issues 
more than one exception. We 

summ e those aspects of physician 
compens 'on here. This discussion 
supplemen the discussion of 
physician co pensation in section IV of 
the Phase I p mble (66 FR 875). 

A common ead in many of the 
comments was observation that 
physician compe tion arrangements 
are structured in v us ways for 
legitimate reasons an at the form of 
the arrangement (for ex ple, 
employment or personal ices 
contract) should not constr · the 
structure of the compensatio for 
example, percentage-based 
compensation, productivity bon es, or 
physician incentive plans). In sho 
many commenters thought that the 
should be only one set of conditions 
applicable to physician compensa · n, 
and that the same rules should a ly to 
group practices, employees, an 
independent contractors, as 11 as 
under the fair market value d 
academic medical center e captions. As 
explained below, we hav tried to 
minimize the differenc , consistent 
with the statute. 

First, the statute H rmits group 
practices to divide avenues among their 
physicians in wa s that are very 
different from e ways other DHS 
entities are p itted to share revenues 
with emplo d or independent 
contractor hysicians. The statute 
recogniz the differences between 
physic' ns in a group dividing income 
deriv Cl from their own joint practice 
an hospital (or other entity) paying 
a ysician employee or contractor who 
enerates substantial income for the 
acility that would not ordinarily be 

available to a physician group. In effect, 
group practices receive favored 
treatment with respect to physician 
compensation: they are permitted to 
compensate physicians in the group, 
re ardless of status as owner, em , 
or m dent contractor, ncident 
to" services a ir for other 
DHS referrals. T · pr 
statuto . 

S , outside of the group prach 
· -office ancillary services context, we 
have tried to equalize the most 
important conditions in the other main 
physician compensation exceptions 
(employment, personal services, fair 
market value, and academic medical 
centers). Under these exceptions in the 
regulations, physicians can be paid on 
a percentage of revenues or collections 
for personally performed services; 
receive a productivity bonus on any 

personally performed services; and 
participate in a physician incentive pl 
related to health plan enrollees. The 
issues are explained in more deta · 
below and in the discussions of e 
relevant exceptions. 

• Percentage compensati 
arrangements. Comments representing 
independent contracto argued that the 
statute and regulatio unfairly restrict 
the kinds of compe ation that 
independent con ctor physicians can 
receive when c pared to the 
compensatio ermitted for group 
practice ph icians and employed 
physicia . In particular, the personal 
service angements and the fair market 
valu xceptions (key exceptions for 
in pendent contractors) both contain a 
" t in advance" requirement not 

resent in the statutory group practice 
definition or employment exception. 

In Phase I, we interpreted "set in 
advance" to preclude most percentage 
compensation arrangements. As 
discussed below in section IV, we have 

odified our interpretation of "set in 
a vance" to permit some percentage 
co ensation if the methodology for 
calc ting the compensation is set in 
advanc and does not change over the 
course o e arrangement in any 
manner th reflects the volume or value 
of referrals o ther business generated 
by the referrin hysician. As a result, 
like their group ctice and employee 
counterparts, inde ndent contractor 
physicians can recei certain limited 
forms of percentage co pensation 
under section 1877 of Act. The same 
is true for academic phys ians under 
the academic medical cent s exception, 
which also contains the "sef ·n 
advance" requirement. 

• Productivity bonuses. A s ond 
concern for independent contractors is 
the availability of productivity bonuses 
under section 1877 ofth While the 
personal service aments, 
employme r market value, and 
acad · medical centers exceptions all 

· ct compensation that is determined 
based on the volume or value of DHS 
referrals, the personal service 
arrangements, fair market value, and 
academic medical centers exceptions 
further restrict compensation that is 

etermined based on the volume or 
va "other business generated." 
Moreover, loyment exception 
contains a provision xpressly 
permits productivity bonus be paid 
to employed physicians for service 
they personally perform. Independent 
contractor physicians have noted that 
the statute and regulations make no 
comparable provision for productivity 
bonuses for work personally performed 
by independent contractors. 
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efforts can address any inappropriate 
practices that may or may not be 
deterred by the physician self-referral 
law. 

Response: As described above, the 
approach taken by the Congress in 
enacting section 1877 of the Act results 
in important differences between it and 
other anti-fraud and abuse measures, 
especially the criminal anti-kickback 
statute (section 1128B(b) of the Act). 
The laws are complementary and, 
although overlapping in some aspects, 
not redundant. We believe the Congress 
intended to create an array of fraud and 
abuse authorities to enable the 
government to protect the public fisc, 
beneficiaries of Federal programs, and 
honest health care providers from the 
corruption of the health care system by 
unscrupulous providers. We have 
revisited the January 1998 proposed rule 
in significant respects that minimize 
any unnecessary impact on providers. 

Comment: A number of commenters 
objected to the inclusion in several of 
the proposed regulatory exceptions, 
such as the exception for fair market 
value transactions, of a requirement that 
the transaction be in compliance with 
the anti-kickback statute. According to 
the commenters, the two statutes are 
separate and, since the anti-kickback 
statute is intent-based, it would be 
impossible to determine with certainty 
whether a transaction meets the 
exceptions. 

Response: We recognize that section 
1877 of the Act and the anti-kickback 
statute, section 1128B(b) of the Act, are 
different statutes and compliance with 
one does not depend on compliance 
with the other in most situations. 
Notwithstanding, the Secretary's 
authority to create additional regulatory 
exceptions to section 1877 of the Act is 
limited by the requirement in section 
1877(b)(4) that she determine that the 
excepted financial relationship "does 
not pose a risk of program or patient 
abuse." Section 1877 of the Act sets a 
minimum standard for acceptable 
financial relationships; many 
relationships that may not merit blanket 
prohibition under section 1877 of the 
Act can, in some circumstances and 
given necessary intent, violate the anti
kickback statute. If the requirement that 
a financial relationship comply with the 
anti-kickback statute were dropped, 
unscrupulous physicians and entities 
could potentially protect intentional 
unlawful and abusive conduct by 
complying with the minimal 
requirements of a regulatory exception 
created under section 1877(b)(4) of the 
Act. (By contrast, the statutory 
exceptions require no finding by the 
Secretary and, thus, carry no 

presumptive protection under the anti
kickback statute.) In addition, some 
arrangements may pose a risk of 
improper billing or claims submission. 

As a practical matter, the statutory 
language authorizing exceptions leaves 
us two choices: (1) we can limit the 
exceptions to those situations that pose 
no risk of fraud or abuse--a very 
stringent standard that few, if any, of the 
proposed regulatory exceptions meet; or 
(2) we can protect arrangements that, in 
most situations, would not pose a risk, 
and rely on the anti-kickback statute or 
other fraud and abuse laws to address 
any residual risk. Given the 
commenters' expressed preference for 
flexibility, we have chosen the latter 
alternative. Moreover, since the parties 
should be in compliance with the anti
kickback statute, the additional 
regulatory burden is minimal. In the 
interest of simplification, we are 
considering an additional exception 
under section 1877 of the Act for any 
arrangement that fits squarely in an anti
kickback "safe harbor" (section 
1001.952 (Exceptions)) and plan to 
address the matter further in Phase II of 
this rulemaking. 

ill. The General Prohibition Under 
Section 1877 of the Act 

Section 1877(a) of the Act establishes 
the basic structure and elements of the 
statutory prohibition: A physician 
cannot (1) refer patients to an entity (2) 
for the furnishing ofDHS (3) if there is 
a financial relationship between the 
referring physician (or an immediate 
family member of the referring 
physician) and the entity, (4) unless the 
fmancial relationship fits within one of 
the specific exceptions in the statute or 
regulations issued by the Secretary. 
(DHS are defined in §411.351 and 
discussed at length in section VIII.A of 
this preamble.) In this section, we 
discuss our interpretations of what 
constitutes a financial relationship, 
especially an indirect financial 
relationship, and what constitutes a 
referral, including an indirect referral. 

Existing Law: Subject to certain 
exceptions, section 1877(a)(1) of the Act 
prohibits a physician from making a 
referral to an entity for the furnishing of 
DHS for which Medicare would 
otherwise pay, if the physician (or an 
immediate family member) has a 
financial relationship with the DHS 
entity, and prohibits the DHS entity 
from billing Medicare or any individual 
(including, but not limited to, the 
beneficiary), third party payer, or other 
entity for those services. A financial 
relationship is (i) either an ownership or 
investment interest in the DHS entity (or 
in another entity that holds an 

ownership or investment interest in the 
entity) or (ii) a compensation 
arrangement with the DHS entity, either 
directly or indirectly. An ownership or 
investment interest may exist through 
equity, debt, or other means. 

As defmed by section 1877(h)(5) of 
the Act, a "referral" means a request by 
a physician for an item or service for 
which payment may be made under 
Medicare Part B, including a request for 
a consultation (including any tests or 
procedures ordered or performed by the 
consulting physician or under the 
supervision of the consulting 
physician), and the request or 
establishment of a plan of care by a 
physician that includes the furnishing 
of DHS, with certain exceptions for 
consultations by pathologists, dia ostic 
radiologists, and radiation onco gists. 

roposed Rule: In general, w 
p posed interpreting the con pt of 
"i · t fmancial relationsh · " very 
bro dly. In the January 1998 roposed 
rule we proposed includin within the 
reac of section 1877 of th Act any 
own ship or investment· terest, 
inclu · g ownership or i vestment 
intere through inte diate entities, 
no mat r how indirect and we 
propose to include · irect 
com pen tion relatio ships by tracing 
com pens ·on paid an entity 
furnishing HS thr ugh other entities, 
regardless how e compensation 
might be tr sfo ed. 

We similar P. oposed a broad 
interpretation the phrase "referral to 
an entity." As fined in the statute, a 
referral is a " est" by a physician for 
a DHS. We pr p ed defining a 
"request" as ny ep taken after a 
physician p form an initial 
examinatio or a p sician service on a 
patient tha indicat that the physician 
believes DHS is cessary. Under 
this broa reading, a ferral could be 
either tten or oral, ade on medical 
charts o records, or in icated by a 
prescri tion or written der. We also 
propo d that a referral uld be direct 
or ind' ect, meaning that physician 
woul be considered to ha made a 
refe l if he or she caused e referral 
to h e been made by someo else (for 
e ple, an employee, a hosp al 
dis harge planner, or a staff me her of 

mpany that the physician o s or 
c trols). We interpreted "referra "to 
· elude DHS services subsequent! 

erformed by the referring physicia 
The Final Rule: Given the significance 

of the general prohibition, we received 
many comments related to various 
aspects of the January 1998 proposed 
rule. In particular, commenters sought 
clarification of fundamental statutory 
concepts, including direct and indirect 
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compensation and ownership or 
investment arrangements. In addition, 
many commenters took issue with our 
interpretation of several of the key 
terms, including "referral," 
"consultation," and "furnishing." 

We are making a number of 
significant changes to the general 
prohibition sections in Phase I of this 
rulemaking. These revisions include the 
following: 

• Clarification as to what constitutes 
a "direct" versus an "indirect" fmancial 
arrangement, including the addition of a 
"knowledge" element for indirect 
financial relationships. 

• Creation of a new exception for 
indirect compensation arrangements. 

• Clarification that payment 
obligations that are secured, including 
those secured by a revenue stream, are 
among the relationships considered to 
be ownership or investment interests. 

• Revision of the definition of 
"referral" to exclude services personally 
performed by the referri~ physician. 

• Creation of an exception under 
section 1877 of the Act for entities 
submitting claims for DHS that did not 
know of and did not have reason to 
suspect the identity of the physician 
who made the DHS referral to the entity. 

These changes are discussed in 
greater detail below. First, we address 
the definition of a "financial 
relationship;" second, we address the 
defmition of "referral." These two 
aspects of the general prohibition under 
section 1877 of the Act are analytically 
distinct and require separate analyses. 
In general, we believe a sensible 
approach is to ask two questions: (1) Is 
there a direct or indirect financial 
relationship between the referring 
physician and the entity furnishing 
DHS? (2) Is there a referral for DHS from 
the physician to the entity? If the 
answer to both questions is affirmative, 
section 1877 of the Act is violated, 
unless an exception applies. 

A. When Is There a Financial 
Relationship Between the Physician and 
the Entity? 

The existence of a financial 
relationship between the referring 
physician (or an immediate family 
member) and the entity furnishing DHS 
is the factual predicate for triggering the 
application of section 1877 of the Act. 
Section 1877(a)(2) defmes a financial 
relationship as: (1) An ownership or 
investment interest of a referring 
physician (or immediate family 
member) in the entity furnishing DHS, 
or (2) a compensation arrangement 
between the referring physician (or an 
immediate family member) and the 
entity furnishing DHS. Any financial 

relationship between the referring 
physician and the DHS entity triggers 
application of the statute, even if the 
financial relationship is wholly 
unrelated to a designated health service 
payable by Medicare. In many instances, 
the financial relationship will not relate 
to DHS. Unless the fmancial 
relationship fits into a statutory or 
regulatory exception, however, referrals 
for DHS are prohibited. 

The statute expressly contemplates 
that "financial relationships" include 
both direct and indirect ownership and 
investment interests and direct and 
indirect compensation arrangements 
between referring physicians and DHS 
entities (sections 1877(a)(2) and 
1877(h)(1) of the Act, respectively). We 
consider a "direct" fmancial 
relationship to be an arrangement 
between the entity furnishing DHS and 
a referring physician or immediate 
family member with no person or entity 
(other than agents) interposed between 
them. While some commenters inquired 
whether particular arrangements or 
relationships, such as stock options or 
vesting in retirement plans, could be 
characterized as ownership or 
compensation arrangements, there were 
no substantive comments as to the 
underlying definition of a direct 
financial relationship. The specific 
questions raised by the commenters are 
addressed in the comments and 
responses that follow. 

With respect to "indirect" fmancial 
relationships, in the preamble to the 
January 1998 proposed rule, we 
proposed to include as an "indirect" 
financial relationship any ownership or 
investment interest, including 
ownership or investment interests 
through intermediate entities, no matter 
how indirect, and we proposed to 
include indirect compensation 
relationships by tracing compensation 
paid by an entity furnishing DHS 
through other entities, regardless of how 
the compensation might be transformed. 
In short, we proposed very broad 
interpretations of indirect financial 
relationships. 

We have generally adopted the overall 
interpretations of "financial 
relationship" in the January 1998 
proposed rule, with the important 
exception of "indirect" fmancial 
relationships. Many commenters 
objected to the discussions in the 
preamble to the January 1998 proposed 
regulations relating to indirect financial 
relationships on the grounds that the 
discussions were confusing, 
inconsistent, administratively 
impracticable, or unfair. We have 
responded to the commenters by 
substantially revising the regulations 

pertaining to indirect financial 
relationships, especially indirect 
compensation arrangements. As 
described in the paragraphs that follow, 
we have added a knowledge element to 
the definitions of "indirect" financial 
relationships. We have also made other 
signiflcant changes in the treatment of 
indirect compensation arrangements. 

ow ledge Element for Establishing e 
· stence of an Indirect Financial 

e 
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ow or have reason to suspect that the 
erring physician (or immediate family 

m her) is receiving some aggregate 
com nsation that varies with, or 
othe e reflects, the volume or value 
of referra or other business generated 
by the refe · g physician for the entity 
furnishing D . In other words, we are 
not requiring ill t the DHS entity have 
knowledge of eve link in the chain of 
entities having firui' cial relationships 
that connects the D entity to the 
referring physician (or· mediate family 
member). 

Specifically, we are pro · ing that, in 
the case of indirect financia 
relationships, referrals will on be 
prohibited (and claims disallow ) if 
the DHS entity (i) has actual kno edge 
that the referring physician (or 
immediate family member) has an 
indirect financial relationship (that is, 
that the referring physician or 
immediate family member (a) has some 
ownership or investment interest in the 
DHS entity or (b) receives aggregate 
compensation that takes into account or 
otherwise reflects referrals or other 
business generated by the referring 
physician for the entity furnishing 
DHS), or (ii) acts in reckless disregard or 
deliberate ignorance of whether such an 
indirect financial relationship exists. 
Essentially, we are adopting a 
"knowledge" element comparable to the 
scienter standard in the Civil Monetary 
Penalty Law, section 1128A of the Act. 
This "knowledge" element generally 
imposes a duty of reasonable inquiry on 
providers. In the specific context of 
indirect financial relationships under 
section 1877 of the Act, we wish to 
make clear that, given the 
impracticability of investigating every 
possible indirect financial relationship 
involving a referring physician, the 
knowledge element does not impose an 
affirmative obligation to inquire as to 
indirect fmancial relationships. A d 
of reasonable inquiry does require 
however, that providers in posse ion of 
facts that would lead a reasona e 
person to suspect the existen of an 
indirect financial relations · take 
reasonable steps to determ' e whether 
such a financial relations p exists and, 
if so, whether that ind' ct financial 
relationship falls wi · an exception to 
the statute (such as e new exception 
for certain indirec ompensation 
arrangements in '111.354) or whether 
the DHS being nished fall within an 
exception (su as the in-office ancillary 
services exc tion) before submitting a 
claim for e referred item or service or 
making eferral. The reasonable steps 
to be t en will depend on the 
eire stances. Reasonable steps may 

include the DHS entity obtaining, in 
good faith, a good faith, written 
assurance from the referring physician 
(or immediate family member, as 
applicable) or the entity from which the 
referring physician (or immediate family 
member) receives direct compensation 
that the physician's or immediate family 
member's aggregate compensation is fair 
market value for services furnished and 
does not take into account or otherwise 
reflect referrals or other business 
generated by the referring physician for 
the DHS entity, so as to qualify under 
the new exception for certain indirect 
financial relationships in §411.354 
(discussed below). A written assurance 
is not determinative, however, 
especially if the DHS entity has 
knowledge of, or reason to suspect, 
other, contradictory evidence or 
information. 

The addition of a knowledge 
requirement as an element of an 
· proper indirect financial relatio 

dresses the concerns expressed y 
m y commenters that it would e 
imp ssible continuously to in stigate 
and cover indirect financi 
relatio hips of every refe 
physici and his or her · 
family me hers. While e "knowing" 
element we e adop · g may allow 
more claims be p d than a 
requirement th ould interpret the 
statute to impos absolute duty to 
investigate ( m impose a higher 
evidentiary den the government 
in an enfor ement ac n), we believe 
that inco orating a kn wledge element 
in the ition of indir t financial 
relati ships more fairly lances the 
bur n of compliance agai t the risk of 
ab the statute was intend to 

event. We iterate that for p oses of 
ection 1877 of the Act, the DH entity 

has no affirmative duty to inquir or 
investigate whether an indirect fin ncial 
relationship with a referring physic n 
(or immediate family member) exists, 
absent some information that would p t 
a reasonable person on alert, and that 
the duty that is imposed is one of 
reasonable inquiry in the circumstances. 

Indirect Compensation Arrangements 
We have substantially revised the 

January 1998 proposed regulations by 
restructuring our approach to indirect 
compensation arrangements. In the 
January 1998 proposed regulation, we 
had proposed to trace compensation 
paid by an entity furnishing DHS 
through any number of other persons or 
entities, regardless of how the 
compensation might be transformed. 
Many commenters complained that the 
examples provided in different parts of 
the preamble to the January 1988 

proposed rule were inconsistent or 
unclear. Upon reviewing the comments 
and the preamble, we understand the 
commenters' confusion and have 
revised the provisions that apply to 
indirect compensation arrangeme by: 

• Defining "indirect compe tion 
arrangement" to establish a " ight 
line" test, including the " wing" 
element described above· nd 

• Creating a new ex ption under 
section 1877(b)(4) o e Act for certain 
indirect com pens ·on arrangements 
that is generall consistent with the new 
"fair market alue" exception for direct 
compensa on arran~ements. 

Tliis atment of mdirect 
comp sation arrangements more 
cle y parallels the analysis and 
re latory treatment of direct 

mpensation arrangements by (i) 
defming the universe of financial 
relationships that potentially triggers 
disallowance of claims (that is, the 
defmition of "indirect compensation 
arrangement"); and (ii) creating an 
exception for the subset of "indirect 
compensation arrangements" that will 
not trigger disallowance. The standards 
in the new exception for indirect 
compensation arrangements are based in 
large part on the standards found in the 
various statutory and proposed 
regulatory exceptions for direct 
compensation arrangements, especially 
the fair market value exception 
proposed in the January 1998 proposed 
regulations, which was received 
favorably by the commenters and has 
been incorporated into the final 
regulations in§ 411.354(d). 

The definition of an "indirect 
compensation arrangement" and the 
new exception are discussed in detail 
below. 

• Definition of "Indirect 
Compensation Arrangement." We have 
developed a simple test to identify 
whether an indirect compensation 
relationship exists. We are adopting in 
Phase I of this rulemaking, a definition 
of "indirect compensation arrangement" 
that has three elements: (1) There must 
xist between the referring physician (or 

ediate family member) and the DHS 
en 'ty an unbroken chain of persons or 
enti · s that have fmancial relationships 
betwe them (that is, each link in the 
chain 11 either an ownership or 
investme t interest or compensation 
arrangeme with the preceding link); 
(2) the aggre te compensation received 
by the referrin physician (or immediate 
family member om the person or 
entity in the chai with which the 
physician has ad' ct fmancial 
relationship varies 'th, or otherwise 
reflects, the volume o value of referrals 
or other business generated by the 
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B. When Does a Physician Make a 
Referral? 

As defined by section 1877(h)(5) of 
the Act, a "referral" means a request by 
a physician for an item or service for 
which payment may be made under 
Medicare Part B, including a request for 
a consultation (including any tests or 
procedures ordered or performed by the 
consulting physician or under the 
supervision of the consulting 
physician), and the request or 
establishment of a plan of care by a 
physician that includes the furnishing 
of DHS, with certain exceptions for 
consultations by pathologists, diagnostic 
radiologists, and radiation oncologists. 
In the January 1998 proposed rule, we 
interpreted "referral" to mean any 
request by a physician for a service, 
including services subsequently 
performed by the physician. We 
proposed defming a "request" as any 
step taken after a physician performs an 
initial examination or a physician 
service on a patient that indicates that 
the physician believes the service is 
necessary. Under this broad defmition, 
a referral could be either written or oral, 
made on medical charts or records, or 
indicated by a prescription or written 
order. We also proposed that a referral 
could be direct or indirect, meaning that 
a physician would be considered to 
have made a referral if he or she caused 
the referral to have been made by 
someone else (for example, an 
employee, a hospital discharge planner, 
or a staff member of a company that the 
physician owns or controls). As a 
general principle, we proposed that a 
physician may "cause" a referral to be 
made if he or she has the ability to 
control or influence the individual who 
selects the entity that furnishes the 
DHS. 

In response to the public comments, 
we are making several significant 
changes to the definition of "referral" in 
Phase I of this rulemaking. These 
changes include the following: 

• Revision of the defmition of 
"referral" to exclude services performed 
personally by the referring physician. 
Simply stated, we are persuaded that a 
physician cannot make a "request" of 
himself or herself for services he or she 
personally performs. However, a 
physician can make a "request" of 
others, including, without limitation, 
his or her employees, co-workers, or 
independent contractors. These requests 
are "referrals" under section 1877 of the 
Act (although many of them will fit in 
an exception). We continue to believe 
that a referral can occur in a wide 
variety of formats, written, oral, or 

electronic, depending on the particular 
service. 

• Adding an exception using our 
regulatory authority under section 
1877(b)(4) of the Act for certain referrals 
of DHS to an entity with which the 
referring physician has a prohibited 
financial relationship that are "indirect" 
referrals (for example, when a physician 
has caused a referral to be made by 
someone else or has directed or routed 
a referral through an intermediary) or 
are oral referrals (that is, no written 
request or other documentation that 
would identify the referring physician is 
required). A claim by the entity 
furnishing the DHS may be paid for 
purposes of section 1877 of the Act if 
the entity did not know or have reason 
to suspect the identity of the referring 
physician. In these circumstances, there 
is minimal risk of patient or program 
abuse by the entity submitting the claim 
(provided that the claim is otherwise 
valid). 

• Clarification of the defmition of a 
"consultation." In light of the 
clarifications relating to indirect and 
oral referrals described above, the 
practical significance of the definition of 
a "consultation" is substantially 
reduced. 

We believe that these changes address 
many of the concerns expressed by 
commenters. In particular, we have 
endeavored to respond to the perceived 
harshness of section 1877 of the Act by 
creating a narrow exception under our 
section 1877(b)(4) authority. If the entity 
furnishing DHS knows of or has reason 
to suspect the identity of the physician 
who prescribed or ordered the DHS or 
made the referral, the DHS entity may 
not submit a claim for the services. If 
the physician who prescribes or orders 
a DHS is someone with whom the DHS 
entity has a prohibited financial 
relationship, we think a reasonable DHS 
entity should suspect that the physician 
referred the patient to the entity, absent 
some credible evidence to the contrary. 

In the following paragraphs, we 
discuss and respond to the comments 
we received on the proposed 
interpretations of "referral" and 
"consultation" as published in the 
January 1998 proposed rule. 

1. "Referral" 
Comment: Many commenters objected 

to our interpretation in the January 1998 
proposed rule that a service ordered and 
personally performed by a physician is 
a referral within the meaning of section 
1877 of the Act. Commenters asked us 
to clarify that there is no referral if the 
referring physician personally performs 
the service. Similarly, some commenters 
sought clarification that there is no 

referral if the services are "incident to" 
services personally performed by the 
referring physician. 

Response: We are persuaded by the 
commenters that a physician does not 
make a "request," in the ordinary sense 
of that term, if he or she personally 
performs a designated health service. 
We agree it does not make sense to 
consider work that a referring physician 
initiates and personally performs as a 
referral to an entity. Thus, we are 
amending our definition of "referral" to 
exclude services that are personally 
performed by the referring physician 
(that is, the referring physician 
physically performs the service), and we 
are revising our definition of "entity" to 
clarify that the referring physician 
himself or herself is not an entity for 
purposes of section 1877 of the Act 
(although the physician's practice is an 
entity). All other Medicare-covered DHS 
performed at the request of a referring 
physician are "referrals" for purposes of 
section 1877 of the Act. A service 
performed by a hospital for which the 
hospital bills the technical or facility 
component of the charge would be a 
referred service. In such circumstances, 
however, the physician's service 
performed at the hospital for which the 
physician would bill Part B would not 
be a referred service. 

With respect to services performed by 
others, including a physician's 
employees, we think the issue is more 
complicated. Services performed by 
others are reasonably considered to be 
performed as a result of a "request." 
Moreover, the statutory language in 
section 1877(h)(4)(B)(i) of the Act 
indicates that the Congress considered 
there to be a difference between 
personally performed services and 
services performed by others. On 
balance, we have chosen to include 
services performed by others, including 
a physician's employees, in the 
definition of referral. We are concerned 
that a blanket rule exempting services 
performed by a physician's employees 
from the definition of "referral" could, 
in some circumstances, undermine the 
intent of section 1877 of the Act. For 
example, by stationing employees in off
site DHS facilities, a physician practice 
could circumvent the statutory 
"building" requirements of the in-office 
ancillary services exception. 

Even the more limited suggestion 
made by some commenters that there 
should be no "referral" if an employee's 
services are properly billable as 
"incident to" a physician's personally 
performed services could result in 
circumvention of the "building" 
requirements in some cases. 
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However, we believe the definition of 
"referral" we are adopting here-in 
conjunction with the in-office ancillary 
services exception-strikes an 
appropriate balance. Under the fmal 
rule, services performed by anyone 
other than the referring physician 
(whether an employee, a staff member, 
or a member of the physician's group 
practice) is a "referral" for purposes of 
section 1877 of the Act. Thus, services 
performed by a physician's employees 
will be considered "referrals". However, 
in most cases, such referrals will be 
permitted under the in-office ancillary 
services exception, which is 
substantially broader in this final rule 
than in the 1998 proposed rule. Services 
performed by employees that do not 
meet the "same building" or 
"centralized building" tests (as 
applicable, depending on whether the 
physician is a solo or group practitioner) 
will be prohibited unless another 
exception applies. 

We recogmze that, in many cases, 
services performed by a physician's 
employees are, for practical purposes, 
tantamount to services performed by the 
physician (for example, a physician's 
assistant applying a neck brace ordered 
by a physician for an individual who 
has been in an auto accident, when the 
face-to-face encounter with the patient, 
including the physical examination by 
the physician, indicates the need for a 
properly adjusted neck brace.) While 
such services are included in the 
definition of "referral" under this fmal 
rule, given the significance of this issue, 
we are soliciting comments as to 
whether, and under what conditions, 
services performed by a physician's 
employees could be treated as the 
physician's personally performed 
services under section 1877 of the Act. 

Comment: A commenter asked that 
we clarify that a plan of care that 
includes the provision of DHS by the 
physician establishing the plan of care 
is not a referral. If not clarified as 
suggested, the commenter believes that 
the physician would effectively be 
barred from treating his or her own 
patients. 

Response: If the DHS are personally 
performed by the physician who 
established the plan of care, there would 
be no referral as to those personally 
performed services. 

Comment: Some commenters objected 
to our proposed presumption that a 
physician has referred his or her patient 
to an entity for the furnishing of DHS if 
the patient obtains the services from the 
entity with which the physician has a 
financial relationship. One commenter 
described the following scenario: A 
physician orally tells a patient or 

another person that the patient needs a 
designated health service. The patient 
obtains the service from an entity with 
which the physician has a prohibited 
financial relationship. The entity does 
not know (and cannot know) that the 
physician orally told the patient (or 
other person) that the service was 
needed. The commenter sought 
clarification as to the application of 
section 1877 of the Act in these 
circumstances. 

Response: We are establishing an 
exception for indirect and oral referrals. 
When there is no written order or other 
documentation of the referral, the issue 
is whether the DHS provider knows or 
has reason to suspect the identity of the 
physician who prescribed or ordered the 
DHS or made the referral. 

Comment: Several commenters sought 
clarification that a physician's ordering, 
dispensing, or prescribing of drugs does 
not constitute a referral to the 
manufacturer of the drugs. The 
commenters noted that the 
manufacturers are not entities that 
furnish DHS (that is, outpatient 
prescription drugs) to patients. Rather, 
furnishing of DHS is performed by 
physicians, pharmacies, hospitals, and 
clinics. 

Response: We agree that. in most 
cases, drug manufacturers are not 
entities that furnish DHS to patients for 
purposes of section 1877 of the Act, 
and, therefore, the ordering, dispensing, 
or prescribing of drugs would not 
constitute a referral to the manufacturer 
of the drugs. However, manufacturer
owned or -affiliated retail pharmacy 
operations, or other health care 
providers may be entities for purposes 
of section 1877 of the Act, if they 
furnish DHS to patients. 

Comment: A commenter 
recommended that activities that a solo 
practitioner performs as a customary 
and integral part of patient treatment 
should not be considered a "referral." 

Response: We find the commenter's 
proposed language too vague to be used 
in creating a standard. We believe our 
revised definition of "referral" that 
excludes personally performed services 
and our changes to the in-office 
ancillary services exception (see section 
VTI.B.1 of this preamble) adequately 
address the commenter's concerns. 

Comment: A commenter stated that 
referrals for DHS by a non physician 
professional employee of a group 
practice, such as a nurse practitioner or 
a physician assistant, should not be 
imputed to a physician member of the 
group practice, when the nonphysician 
is authorized and licensed to prescribe 
treatment on his or her own and can 
make independent decisions regarding 

referrals. For example, if a nurse 
practitioner, staffing a group practice 
office without a physician member 
present, orders and performs a plain x
ray, the referral for the x-ray should not 
be imputed to a physician member of 
the group practice. If the referral is 
imputed, the service may not qualify 
under the in-office ancillary services 
exception, because it is not personally 
performed by the referring physician, 
another physician in the group practice, 
or a person who is directly supervised 
by the referring physician or another 
group practice physician. Alternatively, 
the commenter suggested that we 
modify the "direct supervision" 
standard to mirror our payment and 
coverage requirements to enable 
"imputed" referrals by a nurse 
practitioner and a physician assistant to 
fit in the in-office ancillary services 
exception. 

Response: As previously stated, we 
are revising the "direct supervision" 
standard in the in-office ancillary 
services exception to mirror our 
payment and coverage requirements. 
(See discussion in section VI.B.2 of this 
preamble.) This change should address 
the concern identified by the 
commenter. 

We believe that the question of 
whether a referral by a nurse 
practitioner or a physician assistant 
should be imputed to an employer 
physician will depend on the facts and 
circumstances of the referral. The 
inquiry is whether the physician 
controls or influences the 
nonphysician's referral. The Congress 
and HHS have recognized that many 
nurse practitioners and physician 
assistants are independent providers 
authorized and licensed to prescribe 
treatment and make independent 
decisions regarding referrals. However, 
these practitioners do not always act 
independently of their employers. For 
example, sometimes services of a 
non physician practitioner are billed 
"incident to" a physician service rather 
than directly under the nonphysician's 
independent billing number. In short, 
we are concerned that physicians could 
attempt to circumvent section 1877 of 
the Act by funneling referrals through 
nonphysician practitioners. We believe 
the change in the supervision 
requirement affords sufficient protection 
for legitimate arrangements. 

Comment: Several commenters were 
confused by our discussion in the 
preamble to the January 1998 proposed 
rule at 63 FR 1710 of a situation in 
which a physician who owned a 
physical therapy (PT) company referred 
patients for treatment, including PT, to 
a skilled nursing facility (SNF) that 

20200308



Federal Register I Vol. 66, No. 3 I Thursday, January 4, 2001 I Rules and Regulations 873 

contracted with the physician's PT 
company. In the preamble, we indicated 
that we would analyze the arrangement 
as an indirect compensation 
arrangement and equate the physician 
with the PT provider. 

Response: In the preamble of the 
January 1998 proposed rule, we 
suggested that the critical factor would 
be the degree of control the physician 
had over the PT provider and the extent 
of the PT provider's relationship with 
the SNF. We are abandoning that 
analysis. We think the proper focus is 
whether the physician is making a 
referral to the PT provider within the 
meaning of section 1877 of the Act. In 
other words, we believe that a physician 
can make a referral of DHS "to an 
entity" even though the referral is first 
directed or routed through another 
person or entity, provided the physician 
has reason to know the identity of the 
actual provider of the service. In the 
SNF/PT provider example, the relevant 
inquiry is whether the physician has 
made a referral, directly or indirectly, to 
the entity furnishing DHS, in other 
words, whether he or she is referring 
"to" that entity. Accordingly, if the 
physician referring the patient to the 
SNF knows that the PT company in 
which he or she has an investment 
interest will furnish DHS to the patient 
or could reasonably be expected to 
know that the PT company will actually 
furnish DHS to the patient, the referral 
is a referral "to the entity" and is 
prohibited, unless an exception applies. 
Similarly, where the PT company 
knows or has reason to suspect that the 
referral for DHS came from a referring 
physician with whom the PT company 
has a prohibited financial relationship, 
the PT company cannot submit the 
claim for the DHS. The PT/SNF example 
will be affected by the advent of full 
consolidated billing for SNFs, as 
described above in the responses to 
comments on indirect compensation 
arrangements. 

To trigger section 1877 of the Act, the 
direction or steering of a patient "to an 
entity" does not need to be in writing, 
nor does it have to be absolute; it need 
only be reasonably intended to result in 
the patient receiving the service from 
the entity. Thus, for example, when a 
physician provides an order or 
prescription for a DHS to a patient that 
ostensibly can be filled by any of a 
number of entities and then suggests or 
informs the patient that the order can be 
serviced by a particular entity, there 
would be a referral "to" that entity. 
Given the administrative burden on 
entities presenting claims, in the context 
of an indirect financial relationship, we 
believe a claim for DHS should be 

subject to nonpayment unless the entity 
does not know that, and does not have 
reason to suspect that, the referring 
physician had directed the patient to the 
entity. 

2. Consultation 
The Existing Law: Section 

1877(h)(5)(C) of the Act excepts from 
the definition of a "referral" by a 
"referring physician" a request by a 
pathologist for clinical laboratory tests 
or pathological examination services, a 
request by a radiologist for diagnostic 
radiology services, and a request by a 
radiation oncologist for radiation 
therapy, if the services are furnished by, 
or under the supervision of, the 
specialist, pursuant to a consultation 
requested by another physician. Section 
1877(h)(5)(C) creates a narrow exception 
from the definition of "referral" for a 
small subset of services provided or 
ordered by certain specialists pursuant 
to a consultation requested by another 
physician (the referring physician). 

The Proposed Rule: In the preamble to 
the 1998 proposed rule, we referred to 
the interpretation of consultation that 
appeared in the March 1992 proposed 
rule for clinical laboratory services (57 
FR 8595). There, we interpreted a 
consultation to be: 

A professional service furnished to a 
patient by a physician (tbe consultant) at tbe 
request of tbe patient's attending physician. 
A consultation includes the history and 
examination of the patient as well as a 
written report that is transmitted to the 
attending physician for inclusion in tbe 
patient's permanent record. If, in tbe course 
of tbat consultation, tbe consulting physician 
deems it necessary to order clinical 
laboratory services, tbose services may not be 
ordered from a laboratory in which the 
referring [attending] physician has a fmancial 
interest. Other referrals, such as sending a 
patient to a specialist who assumes 
responsibility for furnishing tbe appropriate 
treatment, or providing a list of referrals for 
a second opinion, are not "consultations" or 
"referrals" tbat would trigger the [physician 
referral provision). 

We did not add anything to this 
definition in the August 1995 final rule 
concerning referrals for clinical 
laboratory services. 

Commenters to the 1998 proposed 
rule took issue with this interpretation 
for several reasons, including the 
requirement that the consulting 
physician examine and take a history of 
the patient, and the interpretation's 
failure to demarcate clearly when a 
consultant takes over treatment of the 
patient. 

The Final Rule: The final rule adopts 
a very broad interpretation of a 
consultation. We want to make clear 
that this definition is only for the very 

limited purpose of determining when a 
pathologist's, diagnostic radiologist's, or 
radiation oncologist's ordering ofDHS 
from a facility with which he or she has 
an otherwise prohibited financial 
relationship will not prohibit 
submission of a claim to Medicare. Most 
importantly, this definition is not 
intended to, and has no bearing on, 
coverage or payment rules relating to 
consultations. Coverage and payment 
rules related to consultations raise many 
issues that are irrelevant for the very 
limited application of the term in 
section 1877 of the Act. Simply put, 
while there may be many difficult issues 
in determining when certain specialty 
services are consultations, as opposed to 
routine treatment, such difficulties are 
relatively rare in the context of the three 
exceptions in section 1877(h)(5)(C) of 
the Act (namely, a request by a 
pathologist for clinical laboratory 
services or pathological examination 
services, a request by a radiologist for 
diagnostic radiology services, or a 
request by a radiation oncologist for 
radiation therapy). 

As a preliminary matter, we think it 
important to recognize that section 1877 
of the Act defines referrals very broadly. 
Section 1877(h)(5) specifically includes 
referrals or requests for services made 
by the referring physician, as well as 
any DHS provided pursuant to a 
consultation with another physician, 
including DHS provided by the 
consulting physician or any DHS 
ordered by the consulting physician. 

Section 1877(h)(5)(A) of the Act 
having established that a referral 
includes all DHS ordered by a 
consulting physician, section 
1877(h)(5)(C) then carves out: (i) A 
request by a pathologist for clinical 
laboratory services or pathological 
examination services, (ii) a request by a 
radiologist for diagnostic radiology 
services, and (iii) a request by a 
radiation oncologist for radiation 
therapy. if the services are furnished by, 
or under the supervision of, the 
pathologist, radiologist, or radiation 
oncologist pursuant to a consultation 
requested by another physician. 

The final rule adopts the following 
criteria to identify a consultation for 
purposes of section 1877: 

(1) A consultation is provided by a 
physician whose opinion or advice 
regarding evaluation and/or 
management of a specific medical 
problem is requested by another 
physician. 

[2) The request and need for the 
consultation is documented in the 
patient's medical record. 

(3) After the consultation is provided, 
the consulting physician prepares a 
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written report of his or her findings, 
which is provided to the physician who 
requested the consultation. 

(4) With respect to radiation therapy 
services provided by a radiation 
oncologist, a course of radiation 
treatments over a period of time will be 
considered to be pursuant to a 
consultation, provided the radiation 
oncologist communicates with the 
referring physician on a regular basis 
about the patient's course of treatment 
and progress. 

Finally, we want to make clear that 
the exception in section 1877(h)(5)(C) of 
the Act only protects the referral of DHS 
from the pathologist, diagnostic 
radiologist, or radiation oncologist to 
the DHS provider. If the DHS provider
(1) knows or has reason to suspect that 
the referral originated from the referring 
physician, and (2) has a direct or 
indirect financial relationship with the 
referring physician, the DHS provider 
cannot submit a claim to Medicare for 
the DHS unless the financial 
relationship fits into an exception. 
Moreover, the referring physician may 
not make the referral to the consultant 
if he or she knows or has reason to 
suspect that the consultant will order 
DHS from an entity with which the 
referring physician has a direct or 
indirect fmancial relationship to which 
no exception applies. 

Comment: A commenter suggested 
that the "diagnostic radiology" 
exception should be expanded to 
include other DHS performed or 
supervised by nonradiologist physicians 
to assure quality of care and access to 
a broad variety of services. The 
commenter asked that we broaden the 
consultation exception to include all 
DHS used to diagnose disease that are 
ordered pursuant to a consultation 
initiated by another physician. 

Response: We agree that section 
1877(h)(5)(C) of the Act creates an 
exception for the referrals of some 
specialists and not others. However, the 
Congress specifically excepted the 
requests of radiologists for diagnostic 
radiology services if the services are 
furnished by, or under the supervision 
of, the radiologist, pursuant to a 
consultation requested by another 
physician. It is our view that the 
Congress regarded most radiologists in 
this situation and the other excepted 
specialists as physicians who were not 
instigating a referral for services, but 
merely implementing the request of 
another physician who has already 
determined that the patient is likely to 
need radiology services. The Congress 
believes that, in general, a radiologist in 
this situation would not be likely to 
overutilize services. 

We do not believe that we have the 
authority to extend this exception to 
other specialists, some of whom provide 
separate physician services to patients 
and would be in a position to instigate 
the referral for radiology. 

Comment: One commenter was 
concerned about our willingness to 
exempt pathologists, radiologists, and 
radiation oncologists, yet require other 
arrangements and physicians to alter 
their referral methods. The commenter 
asserted that pathologists will order 
further stains or studies on specimens to 
aid in a diagnosis. Radiologists, not 
infrequently, recommend further studies 
as part of their interpretation, again to 
help make a diagnosis. The commenter 
stated that given the current medico
legal atmosphere, it is rare that he does 
not follow the suggestions of these 
consultants. In addition, the commenter 
stated that he has seen cancer patients 
with new or progressive diseases who 
are being treated by radiation 
oncologists without any direct input 
from attending or primary care 
physicians. In the commenter's view, 
these examples are standard medical 
practice and self-serving. Since 
radiologists often have an ownership 
interest in the diagnostic facility and 
pathologists in a laboratory facility, they 
are doubly benefitted by the referral. 

Response: The statute clearly 
establishes special rules for diagnostic 
radiologists, pathologists, and radiation 
oncologists. 

Comment: A number of commenters 
explained their problems with 
distinguishing a consultation from a 
referral based on their particular 
speciality area. For example, one 
commenter stated that during an active 
phase of an oncologic, hematologic, or 
pneumatologic illness, the care of the 
patient specific to that illness may be 
managed by the subspecialist and the 
overall care of the patient may be 
managed by the referring physician 
using the information obtained from the 
consultation. This commenter believes 
that a referral would occur only if the 
total care of the patient were transferred. 

Another commenter asserted that 
rarely does a treating physician 
completely give up the care of a patient 
to another physician, and rarely does 
the treating physician completely retain 
responsibility for the care of the patient. 
Rather, a physician will send a patient 
to a specialist for testing, diagnosis, and 
initial treatment, and then the 
originating physician will take over the 
care of the patient. 

Representing specialists who 
frequently perform consultations and 
assume the neurological care of patients 
at the request of referring physicians, 

one commenter asserted that it is 
appropriate to bill for a consultation 
when care is transferred, rather than a 
lower-paying evaluation and 
management visit, because of the extra 
work for the consulting physician 
involved in preparing a report for the 
attending physician. 

Response: We agree with the 
commenters that it can be difficult to 
determine whether a first physician 
initiating a visit to a second physician 
should constitute a referral to another 
physician or the request for a 
consultation with that physician. 
However, as discussed above, in the 
three specific instances identified in the 
statute, we think there will be little 
disagreement in determining when there 
is a consultation. In any event, for 
purposes of section 1877(h)(5)(C) of the 
Act, we are adopting a broader 
interpretation of a consultation than is 
in the coverage rules. Finally, payment 
and coverage for consultations are not 
addressed or affected by this rule. 

Comment: One commenter, 
representing an association of 
radiologists, discussed the case of what 
happens when a patient is sent to a 
radiation oncologist for treatment of a 
tumor. The commenter stated that 
radiation oncology treatment occurs 
over a period of weeks or months, and 
is provided within a continuum of care 
involving the radiation oncologist, the 
referring physician, and even other 
physicians. 

Response: We agree with the 
commenter and have clarified the 
definition to recognize that radiation 
therapy may extend over a prolonged 
period of time and still be considered to 
be pursuant to a consultation, provided 
the radiation oncologist regularly 
communicates with the referring 
physician as to the patient's care. 

Comment: Commenters stated that 
when a referring physician sends a 
patient to a radiation oncologist for 
radiation therapy, the referring 
physician may not see the patient for 
some time. The radiation oncologist 
may decide during this time that the 
patient needs services other than 
radiation therapy services. The 
commenter asked whether the radiation 
oncologist's referrals for nonradiation 
therapy services falls within the scope 
of the consultation exception. 

Response: Under section 1877(h)(5)(C) 
of the Act, for radiation oncology, only 
a request for radiation therapy by a 
radiation oncologist is not considered to 
be a referral. We understand that in 
some situations when a patient is 
undergoing radiation therapy, the 
patient's care is not supervised by a 
physician other than the radiation 
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oncologist. However, the radiation 
oncologist cannot send the patient for 
DHS other than radiation therapy 
services to an entity with which the 
radiation oncologist has a financial 
relationship without meeting an 
appropriate exception. 

Comment: Section 1877(h)(5)(C) of the 
Act excepts DHS provided by consulting 
pathologists, diagnostic radiologists, 
and radiation oncologists if the services 
are furnished by, or under the 
supervision of, the consulting 
physician. A commenter inquired 
whether the required supervision could 
be delegated to a member of the 
consulting physician's group practice. 

Response: The plain language of 
section 1877(h)(5)(C) of the Act does not 
allow for supervision by anyone other 
than the consulting physician. However, 
we are broadly interpreting the 
supervision requirement in this section 
to be consistent with the supervision 
requirements elsewhere in these 
regulations. Thus, the level of 
supervision required is whatever level is 
required under the applicable Medicare 
payment and coverage requirements. 
Furthermore, the in-office ancillary 
services exception may be available for 
services supervised by a physician in 
the consulting physician's group 
practice. 

Comment: A commenter stated that 
neither diagnostic radiologists nor 
pathologists perform physical 
examinations on patients. An 
association representing certain 
specialists stated that the definition of a 
consultation should be modified so as 
not to require a patient history and 
physical examination except when 
appropriate; for example, diagnostic 
radiologists and nuclear medicine 
physicians generally do not take a 
patient's history or perform a medical 
examination. However, a nuclear 
medicine physician would perform a 
history and physical examination when 
a patient is referred for therapy. In 
addition, an association representing 
clinical laboratories declared that it is 
unlikely that a pathologist would ever 
see a patient or take a history from a 
patient. An association representing 
radiologists asserted that diagnostic 
radiologists generally do not take a 
patient's history or conduct a medical 
examination; therefore, we should 
clarify that a history and examination of 
the patient is not required as part of a 
radiologic consultation. 

Response: For purposes of section 
1877 of the Act, we agree that a 
consultation does not necessarily 
include either taking the history of a 
patient or performing a physical 
examination. Certainly, pathologists 

would rarely see a patient. We do expect 
that, on occasion, a consulting 
physician, such as a radiologist, might 
interview a patient to gain additional 
information about the patient's 
condition, but this might not amount to 
a full scale history. Similarly, the 
radiologist might examine a patient, but 
focus only on a particular area of 
concern. We are amending our 
description of a "consultation" to clarify 
that there is no requirement that these 
steps be performed. 

Comment: A commenter asked 
whether the prohibition under section 
1877 of the Act is triggered when a 
physician, who has no financial 
relationship with a diagnostic imaging 
center, initiates a referral to the imaging 
center rather than to a particular 
radiologist. 

Response: We understand the 
commenter to be asking whether the 
consultation exception set forth in 
section 1877(h)(5)(C) of the Act applies 
if the request for the consultation is 
made to the entity that employs or 
contracts with a consulting radiologist 
rather than to the consulting radiologist. 
The commenter's main concern seemed 
to be whether a subsequent request by 
the employed or contractor radiologist 
for diagnostic radiology services 
furnished by the imaging center would 
be protected under section 1877(h)(5)(C) 
of the Act. We believe that under 
section 1877(h)(5)(C) of the Act, the 
request for a consultation can be made 
to either a particular radiologist or an 
entity. Also, if the referring physician 
does not have a financial relationship 
with the diagnostic imaging center, the 
referral to the center is not prohibited 
under the general prohibition in section 
1877(a) of the Act. 

IV. Physician Compensation Under 
Section 1877 of the Act: An Overview 

Many public comments addressed 
physician compensation issues. The 
statute touches on physician 
compensation in several places: the 
definition of group practice, the 
employee exception, and the personal 
services exception. The interplay of 
section 1877 of the Act and physician 
compensation is one of the most 
significant aspects of the self-referral 
law. 

Obviously, the issue of physician 
compensation is of critical importance 
to the physician community. As a 
starting point, we do not believe that the 
Congress intended section 1877 of the 
Act to regulate physician compensation 
practices, except as necessary to 
minimize financial incentives to refer 
DHS to entities with which the 
physicians have fmancial relationships. 

Having carefully studied the public 
comments and having reconsidered the 
statutory provisions, the legislative 
history, and our January 1998 regulatory 
proposals, we believe the following 
general principles govern the 
application of the statute to the manner 
in which physicians are paid: 

• First, as explained in section ill.B of 
this preamble, for purposes of section 
1877 of the Act, the term "referral" does 
not include DHS that are personally 
performed by the physician. As a 
practical matter, the statutory language 
and structure indicate Congressional 
recognition that physicians are 
commonly compensated based on 
productivity with respect to services 
they personally perform. 

• Second, with respect to grou 
pr ctices, the Congress intended o 
co er group practice status on ona 
fide oup practices and not o loose 
con~ erations of physicians ho come 
togeth rasa "group" subst tially in 
order t capture the profits f DHS 
under e in-office ancill services 
excepti to section 187 of the Act. To 
that end, e proposed a ding a "unified 
business' tandard to e group practice 
definition, ing the s tutory authority 
the Congre conferre on the Secretary 
to impose a ditional tandards on group 
practices. H ever,· response to 
comments, w have considered the 
test for a "uni ed siness"; the final 
regulations un er ase I of this 
rulemaking ad t considerably more 
flexible approa o the same end. 
Under Phase I o is rulemaking, one of 
several characte sties of a "unified 
business" is tha e group's physician 
compensation e odologies are 
established by e entralized 
management o the oup practice. For 
the limited p os of establishing that 
a group prac · e is a unified business, 
we think it is ppro ·ate to look at 
physician co pensa ·on derived from 
all sources, ot just m DHS. However, 
location- special -based 
compensa · n practic are expressly 
permitted "th respec to the 
distributi n of revenue derived from 
services at are not D . Such 
practice may also be al wed for DHS, 
depend· g on the eire stances. (See 
the dis ssion of the gro p practice 
defini · n in section VI.C f this 
pream le.) 

• T ird, except for the 1 ited 
purp se of determining w ther a group 
prac ce is a unified busine , the 
phy ician compensation pr · sions for 
gro p practices under sectio 1877 of 
th Act only affect the distrib tion of 
re enues derived from DHS. general, 

ese revenues are likely to co rise a 
latively small portion of the to al 
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Vlll. Definitions of the Designated 
Health Services 

A. General Principles 
Basis for the Definitions 

As we pointed out in the preamble to 
the January 1998 proposed rule (63 FR 
1673), section 1877(h)(6) of the Act lists 
the DHS, but does not define them. 
Moreover, the list in section 1877(h)(6) 
of the Act does not necessarily 
correspond to specific service categories 
as they are defined under either 

Medicare or Medicaid. For example, 
section 1877(h)(6}(D) of the Act uses the 
phrase, "[r]adiology services, including 
magnetic resonance imaging, 
computerized axial tomography scans, 
and ultrasound services," although 
ultrasound is not usually considered a 
radiology service. In defining the DHS 
in§ 411.351 of the January 1998 
proposed rule, we stated that we chose, 
as much as possible, to base the 
definitions in section 1877 of the Act on 
existing definitions in the Medicare 
program. We also explained that in 
situations in which it was not clear 
whether a service was included, we 
would look to the intent of the statute. 
In general, we believe the Congress 
meant to include specific services that 
are or could be subject to abuse. 

Because we had received a number of 
inquiries from individuals who were 
confused about whether a particular 
service fell under one of the DHS 
categories, we proposed defining the 
DHS whenever we could by cross
referencing existing definitions in the 
Medicare statute, regulations, or 
manuals or by including specific 
language whenever we believed the 
definitions should deviate from 
standard Medicare definitions. 

Many of the comments we received 
on the proposed rule reflected that 
commenters were still unclear about 
which services fall under the DHS 
categories. Many commenters 
specifically requested that we establish 
a "bright line" test for identifying these 
services, and suggested that we base the 
services on an established list, such as 
the Current Procedural Terminology 
(CPT) codes. We agree that more precise 
definitions will make it much easier 
administratively for physicians and 
entities to comply with the law. 

Accordingly, we have determined that 
we will define certain DHS (clinical 
laboratory services, physical therapy, 
occupational therapy, radiology and 
certain other imaging services, and 
radiation therapy services (sections 
1877(h)(6)(A)through (h)(6)(E) of the 
Act) by publishing specific lists of CPT 
and HCF A Common Procedure Coding 
System (HCPCS) codes that physicians 
and providers most commonly associate 
with a given designated health service. 
The lists of codes will define the entire 
scope of the designated services 
category for purposes of section 1877 of 
the Act. While the definitions section of 
the regulations will contain a general 
explanation of the principles used to 
select the codes, in all cases the 
published list of codes will be 
controlling. 

For services described in section 
1877(h)(6) of the Act, paragraphs (F) 

20200308



Federal Register I Vol. 66, No. 3 I Thursday, January 4, 2001 I Rules and Regulations 923 

through (K), we will not be publishing 
a service-by-service list. The codes for 
these services may be just one 
component used for identifying the 
service; the codes may be all those that 
appear in a specific "level," such as all 
HCPCS level 2 codes, for a service; or 
the service is not defined using HCPCS 
codes at all. The definitions for the 
services in paragraphs (F) through (K) 
are explained in detail below under 
each service category. 

The HCPCS is a collection of codes 
and descriptors that represent 
procedures, supplies, products, and 
services that may be provided to 
Medicare beneficiaries and to 
individuals enrolled in private health 
insurance programs. We believe that 
these codes will already be familiar to 
many in the health care industry. These 
codes must be used when billing 
Medicare for Part B services and 
supplies. The codes are divided into 
three levels, the first two of which are 
used in this fmal rule and are described 
below; they are listed in HCPCS 2001: 

Level I: Codes and descriptors 
copyrighted by the American Medical 
Association in its Current Procedural 
Terminology, Fourth Edition (CPT-4). 
These are 5-position numeric codes 
primarily representing physician 
services. 

Level II: These are 5-position alpha
numeric codes representing primarily 
items and nonphysician services that 
are not represented in the level I codes. 
Included are codes and descriptors 
copyrighted by the American Dental 
Association's Current Dental 
Terminology, Second Edition (CDT-2). 
These are 5-position alpha-numeric 
codes comprising the "D" series. All 
other level II codes and descriptors are 
approved and maintained jointly by the 
alpha-numeric editorial panel 
(consisting ofHCFA, the Health 
Insurance Association of America, and 
the Blue Cross and Blue Shield 
Association). 

Because these specific codes change 
and can quickly become out-of-date, we 
are not including the lists of DHS codes 
in the regulations text, but rather in an 
accompanying attachment. The 
definitions of specific services in the 
regulations text will cross refer to a 
comprehensive table that will appear 
initially in the Federal Register along 
with Phase I of this rulemaking and 
thereafter in an addendum to the annual 
final rule concerning payment policies 
under the physician fee schedule rule. 
This list titled, "List ofCPT/HCPCS 
Codes Used to Describe Certain 
Designated Health Services Under the 
Physician Referral Provisions (Section 
1877 of the Social Security Act)," will 

also be posted on the HCF A web site at 
http://www.hcfa.gov on the date of 
Federal Register publication of this 
fmal rule. The table published each year 
will be a comprehensive listing of all 
codes for DHS and not merely a listing 
of changes to the prior year's table. The 
updates will also be posted on the 
HCF A web site. The physician fee 
schedule rule is generally published in 
late October or early November. We will 
consider comments on each year's 
revised list if we receive them during 
the applicable comment period for that 
rule. H any changes are made, we will 
then publish a revised table and 
respond to any public comments that 
we receive. This approach will provide 
an annual comprehensive list of codes 
for those DHS noted above (sections 
1877(h)(6)(A)through (h)(6)(E) of the 
Act). 

We are not providing lists of codes for 
the following categories of DHS 
(sections 1877(h)(6)(F) through (h)(6)(K) 
of the Act): Durable medical equipment 
and supplies; parenteral and enteral 
nutrients, equipment, and supplies; 
prosthetics, orthotics, and prosthetic 
devices and supplies; home health 
services; outpatient prescription drugs; 
or inpatient and outpatient hospital 
services. We believe the definitions in 
Phase I of this rulemaking for these DHS 
provide sufficiently clear "bright line" 
rules. 

In the preamble to the January 1998 
proposed rule, we had stated that we 
believed the Congress intended to 
include specific services that are or 
could be subject to abuse and that we 
would attempt to defme the services 
accordingly. In the January 1998 
proposed rule preamble and regulations 
text, we then attempted in some cases 
to include or exclude services or types 
of services based on our view as to their 
potential for abuse. Many commenters 
disagreed with our views about 
particular services (for example, 
lithotripsy), and many more argued that 
the particular service they provided 
should also be excluded because it was 
not overutilized. In light of these 
comments and upon further review of 
the statutory scheme, we have decided 
that the Congress did not intend that we 
categorize DHS by determining the 
potential for overutilization or abuse on 
a service-by-service basis. Accordingly, 
in Phase I of this rulemaking, we are 
including all services that we believe 
come within the general categories; we 
have created limited exceptions for a 
few specific cases (that is, implants in 
ambulatory surgical centers, 
legislatively mandated preventive 
screening tests and immunizations 
subject to frequency limits, eyeglasses 

and contact lenses subject to frequency 
limits, and erythropoietin (EPO) 
provided by end-stage renal disease 
(ESRD) facilities) for which we believe 
an exception poses a limited risk of 
abuse and is necessary to avoid needless 
disruption of patient care. However, 
even for those rare exceptions, we will 
continue to monitor the services for 
abuse and, if necessary, revisit the 
exclusions. 

We also stated in the preamble to the 
January 1998 proposed rule (63 FR 
1673) that we consider a service to be 
a designated health service, even if it is 
billed as something else or is subsumed 
within another service category by being 
bundled with other services for billing 
purposes. We gave as an example 
skilled nursing facility (SNF) services, 
which can encompass a variety ofDHS, 
such as physical therapy (PT), 
occupational therapy (OT), or laboratory 
services. Commenters complained that 
this interpretation would result in an 
expansion of the DHS beyond the 
services specifically listed in the law. 
According to the commenters, when the 
Congress intended to cover specific 
Medicare services (including composite 
rate services, such as hospital or home 
health services), it did so expressly. 
Upon review, we agree with the 
commenters. Under the fmal rule, 
services that would otherwise constitute 
DHS, but that are paid by Medicare as 
part of a composite payment for a group 
of services as a separate benefit (for 
example, ambulatory surgical center 
(ASC) or SNF rate), are not DHS for 
purposes of section 1877 of the Act. (As 
expressly provided in section 1877(h)(6) 
of the Act, hospital and home health 
services remain DHS although they are 
paid through a composite rate.) We note, 
however, that because of SNF 
consolidated billing, most, if not all, 
SNFs will also be considered entities 
providing DHS (for example, PT or OT) 
under Part B to SNF patients who have 
exhausted their Part A benefit or to 
other nursing home residents (that is, 
patients for whom the services are not 
covered as part of a composite rate). The 
consolidated billing requirement places 
with the SNF the Medicare billing 
responsibility for most of the services 
that a SNF resident receives (except for 
certain practitioner services and a 
limited number of other services) under 
Part A and under Part B. (Presently, 
consolidated billing is in effect only for 
patients in a covered Part A stay, but 
will become effective for Part B services 
in the near future.) Accordingly, a 
physician will not be able to refer 
Medicare patients who will require DHS 
to a SNF in which he or she has an 
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ownership or investment interest, 
unless the interest is protected under an 
exception to section 1677 of the Act. 

In the August 1995 final rule relating 
to clinical laboratory services, we 
created an exception for laboratory 
services furnished in an ASC or ESRD 
facility or by a hospice if the services 
were included in a composite rate or per 
diem hospice charge. (See §411.355(d)). 
In the January 1996 proposed rule, we 
had proposed extending this composite 
rate exception to include all DHS 
furnished in an ASC or ESRD facility or 
by a hospice if payment is included in 
the ASC payment rate, the ESRD 
composite payment rate, or as part of 
the hospice payment rate. This proposal 
was intended to address problems faced 
by ASCs, ESRD facilities, and hospices 
in the light of our proposed stance on 
DHS subsumed by bundled payments. 
However, since under the final rule DHS 
that are subsumed by a bundled 
payment do not implicate section 1677 
of the Act, we have not adopted our 
proposal to extend §411.355(d) beyond 
clinical laboratory services. Moreover, 
given our final interpretation, we are 
reconsidering the need for § 411.355( d) 
as applied to clinical laboratory services 
and intend to address the matter further 
in Phase II of this rulemaking. We are 
soliciting comments on this issue. 

B. General Comment: Professional 
Services as Designated Health Services 

Comment: Many commenters 
expressed the view that the professional 
component of DHS (particularly clinical 
laboratory and radiology services) 
should not implicate section 1677 of the 
Act. Commenters asserted that the 
Congress did not intend for professional 
services to come within the physician 
self-referral law prohibition and that we 
exceeded our authority to promulgate 
regulations by including them. 
Commenters also contended that 
limiting DHS under section 1677 of the 
Act solely to the technical components 
of services would sufficiently control 
the risk of program or patient abuse. 
Other commenters stated that if we 
included professional components of 
some DHS, we should do so for all DHS. 
The commenters pointed out that our 
proposed position on productivity 
bonuses (that is, that they may not 
reflect the volume or value of any DHS 
referrals) would require special 
bookkeeping to segregate professional 
fees when calculating bonuses that will 
burden practices, without serving a 
public policy purpose. 

Response: We believe that it was not 
the intent of the statute to exclude all 
professional services from the list of 
DHS. Many of the DHS, such as 

radiology and radiation therapy, have 
substantial physician service 
components. If the Congress intended to 
exclude them, we would expect the 
statute to specifically do so. While some 
services are not viewed as having a 
professional component that is paid 
separately, Medicare still requires 
professional supervision of them to 
qualify for Medicare payment. 

We agree to some extent that limiting 
referrals for the technical component of 
a service should greatly reduce the 
number of unnecessary referrals. 
Nonetheless, there are some DHS that 
consist only of a professional 
component (for example, some radiation 
therapy services) or are primarily 
professional in nature, and these would 
not otherwise be subject to the law if we 
carved out all professional components. 

We agree with the commenters that 
we should include professional 
components when relevant in all DHS 
categories. Therefore, we have revised 
the definitions of each of the DHS to 
include the professional components in 
each case in which a professional 
component is included in the CPT or 
HCPCS codes that represent one of those 
services. 

We understand that these rules may 
impose an administrative burden on 
some group practices, depending on 
how they choose to comply with section 
1677 of the Act. We think Phase I of this 
rulemaking has a number of substantive 
changes that will ease the 
administrative burden of compliance, 
including the exception from the 
definition of "referral" for personally 
performed services and the greater 
flexibility afforded group practices over 
their distribution of revenues. As a 
practical matter, the professional 
component of many of these services 
will be excluded from the definition of 
a referral as services personally 
performed by the referring physician 
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A Public Policy Discussion: Taking the Measure of the Stark Law 

A publication of the American Health Lawyers Association 
Public Interest Committee 

I. INTRODUCTION 

 The Public Interest Committee of the American Health Lawyers Association (AHLA) 
sponsored a “Convener on Stark Law” (Convener Session) held on April 24 and June 30, 2009 in 
Washington D.C. AHLA’s public interest activities are intended to promote a better 
understanding of healthcare issues and to encourage a constructive dialogue among members of 
the industry, all branches of government, academics, patients, and consumers. Over the past few 
years, the AHLA Public Interest Committee has addressed a range of significant issues, 
including emergency preparedness, corporate compliance, corporate governance, and healthcare 
quality.

 The purpose of the Convener Session was to provide a forum for a candid discussion of 
the efficacy of the federal physician self-referral statute or “Stark Law” (also referred to as 
“Law” throughout this paper) and to consider what, if any, changes to the Law might be 
beneficial in light of both the current structure of the healthcare delivery system and pending 
healthcare reform proposals. Participants endeavored to consider the issues from both an industry 
and government perspective. 

 In brief, the Stark Law prohibits a physician from referring Medicare patients for certain 
designated health services to an entity with which the physician (or an immediate family member 
of the physician) has a financial relationship, unless an exception applies.1 In addition, the Law 
prohibits the entity from billing the Medicare program for services provided pursuant to a tainted 
referral. Through its regulation of physician financial relationships, the Stark Law has a 
significant influence on the structure and operation of the healthcare delivery system.  

 The Convener Session participants represented a broad range of viewpoints, including in-
house counsel, attorneys in private practice who work primarily with hospitals and/or physicians, 
lawyers who represent qui tam relators, academics, and attorneys now in the private sector who 
were formerly involved in government service on behalf of both regulatory and enforcement 
agencies. Representatives from the Centers for Medicare and Medicaid Services (CMS), the 
Office of the Inspector General (OIG) for the Department of Health and Human Services, and the 
Department of Justice (DOJ) attended the Convener Session to listen to the discussion but did 
not participate. In advance of the Session, each participant was asked to consider three issues: (1) 
whether the Stark Law is working as intended; (2) the practical impact of the Stark Law and the 

1 42 U.S.C. §1395nn(a) 
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benefits, challenges, and unintended consequences arising from it; and (3) possible 
improvements to the Law and its enforcement.2

 The Convener Session prompted a vigorous discussion of both policy issues and practical 
considerations. The purpose of this White Paper is to provide a summary of that discussion and 
the resulting proposals for changing either the Stark Law or the manner in which it is 
administered or enforced. To put the discussion in context, this White Paper includes a brief 
overview of the Stark Law and its regulatory history.3

II. EXECUTIVE SUMMARY 

 The federal Stark Law is an effort to limit the influence of financial relationships on 
physician referrals. The Law prohibits a physician’s referral of Medicare patients for certain 
services to an entity with which the physician has a financial relationship, unless the relationship 
meets a statutory or regulatory exception. The Stark Law also prohibits the entity from billing for 
any services provided pursuant to a tainted referral. The strict liability provisions of the Stark 
Law combined with its breadth have yielded both positive and negative results: 

Pros:

Encouraged Compliance Programs. The Stark Law has encouraged the 
development of both corporate compliance programs and contract management 
systems. The structure of the statute and its broad application has heightened the 
healthcare industry’s scrutiny of physician financial relationships, particularly 
with hospitals. 

Restricted Investment. For those who believe that physician ownership of 
ancillary services should be discouraged, the Stark Law has been effective in 
restricting physician investment in free-standing imaging centers and other 
providers of ancillary services. 

Aided Enforcement. When the Stark Law serves as the basis for an action under 
the False Claims Act (FCA), a relator or the government avoid the intent 
requirements that otherwise would apply to FCA cases based upon the federal 
Anti-kickback statute. In addition, the Stark Law’s complexity and technical 
nature make it relatively easy to establish a violation as the predicate for an FCA 
action.

2 The agenda for the Convener Sessions Parts I & II and a list of the participants are attached as Exhibits A and 
respectively.

3 See 42 C.F.R. § 411.350 (2007), 72 Fed. Reg. 51012 (Sept. 5, 2007) and 42 U.S.C. §1395nn (2008). Stark II Phase 
III can also be downloaded at http://edocket.access.gpo.gov/2007/pdf/07-4252.pdf.
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Cons:
Increased Complexity and Unintended Consequences. The Stark Law was 
intended to provide a bright line test limiting physician self-referral. As applied, 
the Law’s structure, breadth, and complexity have yielded few bright lines. A vast 
array of exceptions (that some characterize as loopholes) have driven the 
restructuring of the healthcare delivery system and in some cases created either an 
unlevel playing field or unclear boundaries.

Impediment to Changes in Healthcare Delivery and Payment. The  Stark Law’s 
requirement that any financial relationship between an entity and a physician fit 
within an exception can serve as an impediment to the development of new 
delivery and payment systems. Arrangements such as pay-for-performance, 
shared savings and bundled payments are frequently problematic under the Stark 
Law because they may not fit squarely within any existing exception.       

Non-Compliance Inevitable. Compliance with the Stark Law is difficult even for 
the best intentioned providers in light of the Law’s complexity and strict liability 
provisions. Moreover, providers currently have no clear direction on how they 
should  disclose a Stark violation.  

Disproportional Consequences. As a result of the Stark Law’s prohibition on 
billing for services provided pursuant to impermissible referrals, technical 
violations that  cause no harm to the federal program can trigger huge penalties. 
Even when the Stark violation is less innocent, the resulting liability can be 
grossly disproportional to the nature of the conduct giving rise to the violation.

Changes to the Law: The Convener Session participants identified a series of potential 
changes to the Stark Law to address areas where the Law may have either diverged from its 
initial purpose or triggered unintended consequences. These proposals ranged from structural 
changes to the Law, to more technical changes, to regulatory exceptions. While there were 
varying degrees of support for different proposals, the participants agreed that, overall, the 
purposes of the Stark Law would be well served by simplification of the Law and by a statutory 
change granting CMS broader discretion in crafting regulatory exceptions.

Enforcement Issues: With respect to enforcement, the Convener Session participants 
noted that the Stark Law has been enforced almost exclusively through the FCA, including its 
qui tam provisions. Participants voiced concern that the recent amendments to the FCA would 
increase exposure significantly if simply the retention of payments received for services provided 
pursuant to a referral prohibited by the Stark Law is sufficient basis for an FCA claim. There was 
general consensus that a Stark self-disclosure protocol would be beneficial to the healthcare 
industry and that CMS should be given explicit authority to compromise the overpayment 
liability attendant to a Stark violation. In addition, participants discussed imposing fines for 
technical Stark violations (as opposed to triggering the prohibition on billing) and giving CMS 
the discretion whether to prohibit reimbursement for services provided pursuant to a prohibited 
referral. 
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III. THE STARK LAW: AN OVERVIEW 

 The Ethics in Patient Referrals Act of 1989 (Stark I) prohibited a physician from making 
a referral to an entity for the furnishing of clinical laboratory services (for which Medicare might 
otherwise pay) if the physician (or an immediate family member) had a financial relationship 
with the entity, unless an exception applied. Stark I also prohibited a clinical laboratory from 
presenting a claim for payment for any clinical laboratory services rendered pursuant to the 
tainted referral. Stark I became effective January 1, 1992. 

 Congress amended the Stark Law in the Omnibus Budget Reconciliation Act of 1993 
(Stark II).4 These amendments significantly broadened the scope of the Stark Law by expanding 
the Law’s referral prohibitions from clinical laboratory services to ten (10) additional 
“designated health services.”5 Stark II also modified certain existing exceptions, added new 
exceptions, and extended the Stark Law’s prohibitions to Medicaid referrals by giving the 
government the power to deny federal financial participation for services rendered to Medicaid 
patients pursuant to a prohibited referral. 

 CMS has published a series of regulations implementing the Stark Law. Significant 
regulatory events include: 

 Stark I proposed regulations. Published March 11, 1992. 

 Stark I final regulations. Published August 14, 1995, these final rules incorporated 
 those provisions of Stark II that relate to clinical laboratory referrals and revised 
 the proposed rule based on public comment.  

 Stark II proposed regulations. Published January 9, 1998, these proposed 
 regulations (1) applied many of the provisions of Stark I to the additional 
 designated health services contained in Stark II, (2) proposed numerous new and 
 revised definitions that explained key provisions of the Law, and (3) added 
 several new regulatory exceptions. 

 Stark II Phase I Final Regulations. Published January 4, 2001, the Phase I interim 
 final rule marked a change in direction from the Stark II proposed regulations. 
 Phase I (1) addressed the general referral prohibition and the exceptions 

4 Stark II went into effect on January 1, 1995. 

5 The ten additional “designated health services” (DHS) include: (1) physical therapy services, (2) occupational 
therapy services, (3) certain radiology services, (4) radiation therapy services and supplies, (5) durable medical 
equipment and supplies, (6) parenteral and enteral nutrients, equipment, and supplies, (7) prosthetics, orthotics, 
and prosthetic devices and supplies, (8) home health services, (9) outpatient prescription drugs, and (10) inpatient 
and outpatient hospital services. 
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 applicable to both ownership and compensation arrangements, (2) defined key 
 terms, and (3) created a number of new regulatory exceptions.

 Stark II Phase II Final Regulations. Published March 26, 2004, the Phase II 
 interim final rule addressed (1) the statutory exceptions related to ownership and 
 investment interests, (2) the statutory exceptions for certain compensation 
 arrangements, and (3) reporting requirements.  

 Stark II Phase III Final Regulations. Published September 5, 2007, the Phase III 
 regulations clarified aspects of the Phase I and Phase II regulations based on 
 public comments. The Phase III final regulations also (1) established the rules 
 under which a physician will be deemed to “stand in the shoes” of a physician 
 organization and (2) clarified and expanded the physician recruitment exception.

 2009 Inpatient Prospective Payment System (IPPS) Final Rule. Published August 
 19, 2008, the 2009 IPPS final rule introduced significant changes, including (1) 
 limiting the physician “stand in the shoes” provision to physician 
 owners/investors, (2) amending the definition of “entity”, effectively limiting the 
 ability of physician-owned entities to provide services “under arrangements” to a 
 hospital, and (3) limiting the use of percentage-based and per-click compensation 
 arrangements for office space and equipment leases.  

IV. BRIEFING PAPERS: THEMES 

 In advance of the Convener Session, participants submitted briefing papers addressing (1) 
whether the Stark Law is working as intended, (2) the practical impact of the Stark Law and the 
benefits, challenges, and unintended consequences arising from it, and (3) possible 
improvements to the Stark Law and its enforcement. Certain themes emerged from these papers: 

Effect on Industry Practices: Many participants acknowledged that the Stark Law has 
changed some behaviors and encouraged the development of both corporate compliance 
programs and contract management systems. The structure of the statute and its broad 
application may cause practical problems but the Law has heightened the healthcare industry’s 
scrutiny of physician relationships. These compliance-focused behavior changes, however, have 
occurred predominantly among hospitals and other institutional providers, not physicians. 
Although the Law targets physician financial relationships and physician referrals, the penalties 
and attendant enforcement activities fall predominantly on institutional providers.  

Enhanced Government Enforcement: The strict prohibition on billing for services 
provided pursuant to a referral from a physician who has an impermissible financial relationship 
with an entity has made the Stark Law a very useful predicate for the government and qui tam
relators in federal FCA cases. By using the Stark Law, the relator and the government avoid the 
intent requirements under the federal Anti-kickback statute. Moreover, the Stark Law’s 

20200308



6

complexity and technical nature make it much easier for the government to establish a violation. 
Potential or actual FCA exposure has heightened the industry’s concerns over Stark compliance. 

Intent Drift: The Stark Law was intended to provide a bright line test limiting physician 
self-referral. As applied, the Law’s structure, breadth, and complexity have yielded few bright 
lines. A vast array of exceptions (that some characterize as loopholes) have driven the 
restructuring of the delivery system and in some cases, created an unlevel playing field. The 
expansion of services provided by physician groups through the in-office ancillary services 
exception was  highlighted as an unintended and perhaps pernicious consequence of the Law. 

Structural Problems: The Stark Law created an extremely broad prohibition on 
physician referrals. If a financial relationship exists between a physician and an entity, referrals 
by the physician to that entity are prohibited unless one is able to fit the financial relationship 
within one or more exceptions. This structure drives the need for an exception for each and every 
financial relationship that one wishes to permit. Some argue that this structure has made the Law 
unworkable given the  dynamics of the healthcare industry.

Complexity: Virtually everyone acknowledges the complexity of the Stark Law.  The 
statute itself includes a broad prohibition and exceptions with multiple elements. CMS’ 
rulemaking efforts have added detailed definitions, new exceptions, special rules on 
compensation, and a number of clarifying provisions. The result is an interconnected set of 
technical rules governing physician referrals that are challenging to apply and difficult to 
explain. Several participants suggested that compliance with the Stark Law is exceedingly 
difficult even for the best intentioned providers. 

Disproportionality: Given the structure of the Law, innocent or highly technical 
violations can result in ruinous liability. For example, an administrator’s oversight in securing a 
physician’s signature can trigger the referral prohibition. The unlucky hospital is consequently 
prohibited from billing Medicare for all services ordered by that physician and if bills have been 
submitted, any amounts collected from the Medicare program are subject to recoupment. If the 
omission is not discovered for months or years, the hospital’s recoupment exposure mounts with 
each patient admitted and service ordered by the physician. CMS’ inability to compromise the 
amount of the overpayment liability, combined with the lack of any established procedure for 
self-reporting Stark violations to the government, exacerbates the problem. The disproportionate 
consequences of a technical Stark violation are viewed by many as unfair and as undermining 
respect for the Law. 

V. THE STARK LAW’S UNDERLYING ASSUMPTIONS 

The Convener Session started with a discussion of the purposes of the Stark Law and the 
assumptions underlying its enactment. Most agreed that the Stark Law was enacted based on the 
assumption that financial incentives skew a physician’s judgment, increasing utilization, 
undermining competition, and potentially compromising quality. The Law reflects an effort by 
the government to control the use of resources by reducing what were assumed to be 
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inappropriate influences on a physician’s judgment. The studies that prompted the enactment of 
the Stark Law suggested that when a physician owns an imaging modality, he or she will use 
more imaging services. Participants pointed out, however, that no studies have demonstrated that 
the increase in utilization was, in fact, “overutilization.”

The premise that financial incentives influence physician behavior was generally 
accepted by the Convener Session participants, but all agreed no one has proven whether the 
resulting care is optimal or not. Moreover, some participants noted that while financial incentives 
may correlate with an increase in utilization, there are other factors at work. For example, 
physicians who believe in the efficacy of a particular technology will be more willing to invest in 
and use that technology. Thus, physicians may invest in a modality because they are true 
believers in the benefits that it will provide to their patients.

On the other hand, participants acknowledged that physicians are in a position of trust 
and that patients themselves cannot be expected to safeguard against overutilization or the other 
purported dangers of self-referral.

Several participants criticized the Stark Law’s in-office ancillary services exception as 
inconsistent with the articulated purposes of the legislation. It was noted that physicians have the 
greatest financial interest in those services provided through their own group practices. The Stark 
Law expressly permits such relationships, leaving some open questions as to Congress’ intent 
and the political realities of enacting legislation.

VI. THE STARK LAW IN CONTEXT 

The Available Tools: The Convener Session participants considered the role of the Stark 
Law in the context of the other regulatory and enforcement devices that the government has at its 
disposal for addressing physician self-referral practices:  

The Stark Law’s Efficacy. The participants generally agreed that the Stark Law 
has been a key factor in the government’s attempts to regulate physician self-
referral. The Stark Law is credited with eliminating physician ownership of 
freestanding diagnostic centers and blamed for encouraging physicians to provide 
an ever growing range of services through their group practices. The Law has 
made it more difficult for physicians to have an ownership interest in a provider 
of designated health services but prompted an expansion of leasing and 
management services arrangements. Some participants acknowledged that the 
threat of Stark exposure has led to positive changes in physician contracting and 
physician recruitment practices. Others maintained that Stark has “re-routed” 
rather than eliminated pernicious behavior.  

False Claims Act. For the past several years, the FCA has served as the primary 
mechanism for enforcement of the Stark Law. While the Law restricts a physician 
from making a referral to an entity based on the existence of a non-compliant 
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financial relationship, from an FCA perspective, the key provision is the 
prohibition on billing for services furnished pursuant to a prohibited referral. The 
billing prohibition creates FCA exposure if the claims were submitted with the 
requisite intent (reckless disregard or deliberate ignorance of their truth or falsity). 
The amendments to the FCA included in the Fraud Enforcement and Recovery 
Act of 2009 appear to significantly increase entities’ Stark Law exposure by 
effectively expanding the definition of a claim to include the knowing and 
improper retention of an overpayment. In practical terms, this could mean that an 
entity that submits a claim with no knowledge that it may be prohibited by the 
Stark Law may face FCA exposure if it later discovers the Stark violation and 
fails to timely return the reimbursement received for claims submitted based on 
services provided pursuant to prohibited referrals.

Reimbursement. There was a general consensus among the Convener Session 
participants that modification of the reimbursement rules would be among the 
most effective means for controlling utilization and costs. Suggested 
reimbursement reforms that could control utilization include (1) decreasing 
reimbursement for all ancillary services provided through a physician’s group 
practice; (2) adopting a declining reimbursement formula for particular modalities 
tied to volume on the theory that the provider’s margin increases dramatically 
above a certain volume threshold; (3) decreasing payments for high margin 
services (and service lines); (4) limiting the number of entities that are eligible to 
bill for certain  lucrative services by implementing more stringent credentialing 
requirements; (5) bundling the payment for physician office visits and ancillary 
services; and (6) adopting bundled payment plans that promote shared risk among 
providers involved in an episode of care.

The Anti-kickback Statute. At the time the Stark Law was enacted, the 
government’s ability to use the Anti-kickback statute to regulate inappropriate 
influences on a physician’s referrals was limited by several factors. At that time, 
there was no civil liability for Anti-kickback violations under the Civil Money 
Penalty (CMP) statute, and the government was not sure that it could use an Anti-
kickback violation as a predicate for a federal False Claims Act case. Government 
enforcement agencies were looking for a non-intent based statute and the Stark 
Law filled that need.  

 Convener Session participants noted the evolution of the federal Anti-kickback
  statute. Over the past twenty years, the scope and application of this statute have
  been expanded, making it a more flexible and effective enforcement tool. The  
  Anti-kickback statute can now be enforced in a civil context through both the
  federal False Claims Act and the CMP statute. This civil enforcement capacity  
  has made the Anti-kickback statute far more “user friendly” for the government.  
  Enforcement actions, corporate integrity agreements, and advisory opinions have  
  raised industry awareness and created a far more robust enforcement   
  environment.  
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 In light of the Anti-kickback statute’s current parameters, several participants  
  suggested that today, there is less need for the Stark Law to support the   
  government’s enforcement efforts. Others voiced disagreement with the   
  suggestion that the Stark Law was no longer needed, arguing that for many in the  
  industry, the Anti-kickback risks raised by a particular relationship are considered 
  only as an afterthought.  

 One participant noted that there is a clear tension between the Stark Law and the
  Anti-kickback statute. Many relationships that are permissible under the Stark
  Law may run afoul of the Anti-kickback statute. This can create confusion and
  make it more difficult for the government to prosecute kickbacks when they occur 
  in a context that fits within a Stark exception. The net result is that the Stark Law
  occasionally undermines the enforcement of the Anti-kickback statute.

Utilization Review. The participants briefly discussed utilization review and most 
agreed that it is not an effective means of controlling overutilization. Although 
things may change in the future, most agreed that utilization review processes are 
not currently supported by an adequate infrastructure of either evidence-based 
outcomes data or accepted standards of care.  

Healthcare Reform: The Convener Session participants discussed how healthcare reform 
may affect the role and efficacy of the Stark Law. If the reforms to the system include either pay-
for-performance, gain sharing, bundled payment or outcomes measures, the Stark Law could be a 
significant impediment, preventing hospitals and other providers from aligning incentives with 
physicians. Although the Hospital Physician Incentive Plan Prohibition, which is part of the 
CMP statute, may be the most direct impediment to gain sharing or pay-for-performance 
programs, the Stark Law imposes substantial limits on the ability of providers to implement such 
arrangements. The key problem is that these types of programs inevitably link physician 
payments to the volume or value of physician referrals. This type of payment formula generally 
will not pass muster under the compensation arrangement exceptions to the Stark Law.

If the reform initiatives focus on managed care options, the Stark Law may become much 
less relevant. In this type of system, the problems of “stinting” and patient steering would be the 
likely areas of abuse rather than overutilization arising out of self-referral.

VII. STARK LAW STRUCTURE AND ITS IMPLICATIONS 

The Stark Law starts with an extremely broad prohibition. All physician referrals to an 
entity are prohibited unless the physician’s financial relationships with that entity fit within one 
or more exceptions. Given the equally broad definition of financial relationships, the Stark Law 
has virtually ubiquitous application in the healthcare delivery system. The practical implications 
of the Law are greatly magnified by the fact that where the entity has a non-excepted financial 
relationship with a physician, the entity is prohibited from billing for any designated health 
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services referred to it by that physician. In addition, the Stark Law is a strict liability statute in 
that the referral prohibition and the prohibition on billing are not dependent on the parties’ intent.  

The Convener Session participants characterized Stark’s unusual structure and broad 
application as creating both strengths and weaknesses. The proscriptive structure of the Stark 
Law requires the creation of an exception for each and every permissible financial relationship. 
Given the dynamics of the healthcare industry, the Law is destined to impede changes that 
involve relationships that do not fit within existing exceptions. This, in turn, creates pressure for 
an ever increasing number of exceptions, enhancing the complexity of the law and undermining 
the industry’s ability to understand and comply with its provisions. The mechanical application 
of the Stark Law can also result in overpayment liabilities that are highly disproportionate to the 
conduct giving rise to the offense.

On the other hand, the Stark Law’s broad prohibition and lack of an intent element make 
it easier for CMS and government enforcement agencies to use. In one context, Stark is a 
payment rule: if you don’t comply, you don’t get paid. In the False Claims Act context, Stark 
Law violations may be characterized as false claims. The Stark Law may thus enable the 
government and/or the relator to avoid the intent requirements under the federal Anti-kickback 
statute. Moreover, the technical nature of the Stark Law makes it much easier to establish a 
violation. The sharp rise in the number of Stark-based False Claims Act cases is a testament to 
the utility of the statute.  

The Convener Session’s discussion of the Stark Law’s structure also addressed the 
following issues: 

Hospitals in the Crosshairs: The Stark Law prohibits physicians from making referrals 
but the statutory penalties attach to the submission of claims for services provided pursuant to 
the prohibited referrals. Consequently, the hospitals submitting claims for such services have by 
far the greatest exposure under the Stark Law and highest likelihood of incurring disproportional 
penalties for submission of “tainted” claims. The Stark-based FCA cases have been primarily 
filed against hospitals and such claims are generally far more lucrative than those involving other 
providers. Stark enforcement against physicians is almost nonexistent and there is little reason to 
believe that will change. Given this, it is not surprising that physicians often view Stark 
compliance as the hospital’s problem.  

The Dangers of Disproportionality: The risk that a Stark violation might result in a level 
of exposure that could effectively bankrupt a hospital is a scenario that haunts administrators. 
For example, assume that in 2001, a hospital enters into a medical director agreement with its 
most productive cardiac surgeon. The terms of the agreement are commercially reasonable and 
the compensation is set at fair market value. In 2002, the medical director agreement expires but 
the hospital mistakenly assumes that the agreement automatically renewed and continues to pay 
the surgeon. The surgeon also thinks the written agreement is still in place and continues to 
provide the services and submits weekly timesheets documenting the hours devoted to his 
medical director duties. In 2009, the hospital discovers that the medical director agreement 
expired in 2002. Under the Stark Law, the hospital has had a non-excepted financial relationship 
with the cardiac surgeon for the past seven years and all reimbursement that the hospital received 
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during that period for services provided to Medicare patients pursuant to referrals from that 
cardiac surgeon are subject to recoupment by the government. The repayment liability in this 
instance could be millions of dollars. If the hospital made the same type of faulty assumption 
with respect to five agreements, the potential exposure grows accordingly. If this Stark violation 
is used as the basis for a False Claims Act case, civil penalties and treble damages could also be 
recovered. In short, the hospital’s total exposure flowing from an expired medical director 
agreement could well be ruinous.  

While the potential exposure for a Stark violation is enormous, historically the likelihood 
of enforcement has been low. CMS has not been actively seeking recoupment based on 
violations of the Stark Law. Enforcement of Stark through the False Claims Act is random and 
often not the sole or even primary focus of the government’s case. The risk of a hospital facing 
disproportional penalties for an innocent Stark violation, however, is exacerbated to the extent 
that prosecutorial discretion has been effectively abdicated to whistleblowers under the qui tam
provisions of the FCA. Given all these factors, the industry has viewed Stark enforcement as 
akin to lightning striking - unpredictable but deadly.

It should be noted, however, that the amendments to the FCA in the Fraud Enforcement 
and Recovery Act of 2009 could lead to much more aggressive qui tam enforcement of the Stark 
Law. A large number of providers may be vulnerable to FCA actions based upon the knowing 
and improper retention of Medicare reimbursement received for services furnished pursuant to a 
prohibited referral.

The disproportional penalties attendant to a Stark violation can create a problem for the 
government. When the application of the Stark Law threatens the financial viability of a 
community hospital, the possibility of either judicial nullification or political backlash is real. 
These dangers are reduced by the fact that most hospitals, even when faced with a claim with 
little merit, will settle rather than roll the dice in a government enforcement action.  

Some Convener Session participants argued that the draconian consequences of a Stark 
violation have not been more controversial only because enforcement has been both scant and 
unpredictable. If the Law were actually enforced, there would be many more concrete examples 
of its disproportional penalties. These participants maintain that it would only take a few high 
profile examples to prompt changes in the Stark Law. 

VIII. RESTRUCTURING OPTIONS

The Convener Session participants explored how the Stark Law might be restructured and 
what effect the proposed changes might have. The discussion addressed the following topics: 

Reverse the Premise: The participants discussed whether the Stark Law should be 
amended so that it prohibits only specific types of financial relationships. Under this approach 
the focus would shift from fitting all financial relationships within exceptions to defining a list of 
prohibited financial relationships that physicians must avoid. Several participants expressed 
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skepticism about the ability of Congress or CMS to define the list of illegal arrangements in a 
manner that could effectively control industry behavior. Others opined that it would be fairer and 
more effective for the Law to define the relationships deemed to be abusive and specifically 
prohibit those relationships. 

Add an Intent Requirement: The participants discussed the possibility of incorporating 
an intent requirement into the Stark Law. Under this approach, a physician referral or the 
submission of a claim by an entity would not be prohibited unless the action was taken with the 
knowledge that it was prohibited. Such an amendment would avoid exposing innocent parties to 
significant sanctions for inadvertent or technical Stark violations. Some participants objected to 
this approach contending that adding an intent requirement would fundamentally undermine the 
efficacy of the Stark Law. Many voiced the opinion that Stark with an intent element would be 
duplicative of the Anti-kickback statute. Stark would no longer be a payment rule, but more akin 
to a kickback prohibition.

Focus on Ownership: Several participants suggested amending the Stark Law to limit the 
financial relationships that would trigger the referral prohibition to ownership interests. Passive 
ownership interests - arrangements where the owner physician does nothing more than refer 
patients and collect a check - were identified as the most susceptible to abuse. Participants 
generally acknowledged that focusing on ownership interests and eliminating compensation 
arrangements would greatly simplify the statute’s scope and application. The federal Anti-
kickback statute would still be available to address truly abusive compensation arrangements.  

Some suggested that, in conjunction with the elimination of compensation relationships 
from the Stark Law, the definition of ownership could be expanded to include ownership of 
medical equipment leasing companies and other enterprises that derive substantial revenues from 
entities involved in the delivery of designated health services.

Concerns were expressed that eliminating compensation relationships from the Stark Law 
would eviscerate the statute. The ability of the industry to design compensation arrangements 
that replicate the benefits (and consequently the dangers) of ownership was acknowledged. Other 
participants noted that the Stark Law was enacted at a time when the government was litigating 
whether an Anti-kickback statute violation could form the basis for a False Claims Act case. 
Given the evolution of the FCA case law, as described above, there is less need for the 
compensation provisions in the Stark Law.  

The participants also considered whether physician ownership is intrinsically bad. The 
whole hospital exception and the in-office ancillary services exception were cited as policy 
determinations that some types of physician ownership are appropriate. Other participants 
disagreed, taking the position that both of these exceptions reflect political compromises rather 
than policy determinations. A discussion ensued regarding physician ownership of specialty 
hospitals, ambulatory surgery centers and other facilities. There was general consensus that it is 
not the function of the Stark Law to limit physician ownership for political reasons.

Narrow the Scope of Prohibited Compensation Arrangements: In lieu of completely 
eliminating compensation arrangements from the purview of the Stark Law, several participants 
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urged that the scope of the compensation arrangements covered by the Law be limited. One 
suggestion was that the Stark prohibitions apply only to those compensation arrangements where 
the payments vary with the volume or value of referrals. Many agreed that this limitation focuses 
the Stark Law on the compensation arrangements most likely to be abusive and eliminates many 
of the problems created by the broader prohibition.  

Some suggested that the Stark prohibition should also apply to compensation 
arrangements where the payments are not at fair market value. This would provide greater 
protection against abusive relationships and enable regulators to use the Stark Law to go after 
arrangements where the compensation paid to the physician is excessive. Other participants 
argued that a fair market value requirement would generate considerably more complexity and 
inherent uncertainty with little substantive benefit. Moreover, including a fair market value 
requirement is problematic because some relationships simply are not premised on a fair market 
value exchange. Recruitment arrangements, incidental medical staff benefits, and volunteer 
activities/benefits were cited as examples. 

The difficulty of establishing and documenting fair market value was another concern 
raised by the participants. For example, it is unclear what type of data one should use to 
determine the fair market value of a physician’s participation in a pay-for-performance program. 
Call coverage arrangements generally suffer from the same foible. Other participants noted that 
determining fair market value in the healthcare industry in a manner that is not influenced by 
potential referrals can be very difficult given the central role of physicians in the provision and 
ordering of healthcare services. Several participants expressed the view that valuation 
consultants have been the primary beneficiaries of the existing fair market value requirements in 
the Stark Law exceptions. Participants complained that the current emphasis on the need to prove 
fair market value encourages providers to hire consultants who frequently “make up a value,” 
thereby undermining respect for the law.  

Several participants argued that the Stark Law compensation provisions do not need a fair 
market value requirement because the Anti-kickback and CMP statutes are available to address 
excessive compensation and other abusive relationships.

Give CMS Broader Rulemaking Discretion: The Stark Law permits CMS to create 
additional regulatory exceptions to the referral and billing prohibitions for financial relationships 
that the Secretary determines do “not pose a risk of program or patient abuse.”6 Guided by this 
standard, CMS has taken a cautious approach in crafting new Stark exceptions. Participants 
suggested the regulatory exceptions are often too narrow, too elaborate and, consequently, 
impractical. It was suggested that CMS should be given broader discretion to enact exceptions 
that are consistent with broader policy objectives, such as increasing efficiency and quality and 
decreasing costs. This approach would enable CMS to enact broader, less complicated 
exceptions and the agency could expressly consider an exception’s practical application.  

6 42 U.S.C §1395nn (b)(4).  
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Simplify: As noted above, there is general consensus that the Stark Law is exceedingly 
complex and highly technical. Many of the participants suggested that everyone would benefit if 
the Law’s definitions and exceptions could be simplified. The specific suggestions included: 

Signature. Perhaps the classic example of a “technical” Stark violation is a 
failure to secure a physician’s signature when all other elements of the relevant 
exception are satisfied. Elimination of the signature requirement from all of the 
applicable Stark exceptions would enhance the industry’s ability to comply and 
decrease the number of technical violations leading to disproportionate 
sanctions. The downside to eliminating the signature requirement is that it is 
helpful in establishing the scope and terms of the parties’ arrangement.  

Written Agreement. Elimination of the written agreement requirement from all 
applicable Stark exceptions was also suggested. This change would further 
enhance the industry’s ability to comply with the Law and decrease the number 
of technical violations leading to disproportionate sanctions. Many argued that 
the expiration of a written agreement alone should not trigger liability under the 
statute. Some participants, however, opposed eliminating the writing 
requirement, pointing out that it provides law enforcement with an easy 
benchmark, thereby promoting enforcement. A writing clarifies the scope, terms, 
and rationale underlying an arrangement and enhances transparency. Some 
participants suggested a middle ground whereby the failure to comply with the 
writing requirement would result in a civil penalty but not trigger the Stark 
referral or billing prohibitions.

Commercial Reasonableness. Several participants characterized the commercial 
reasonableness requirement as a mystery and suggested that it be eliminated. If 
an arrangement is a sham, it can be addressed by the Anti-kickback statute. 
Supporters of the commercial reasonableness standard argued that it was a good 
“back stop” to fair market value that focuses on the practical realities of the 
arrangement.  

Reduce Complexity of Exceptions, Streamline Definitions, Stop Writing 
Exceptions to Exceptions, etc. Some participants noted that the complexity of 
the Stark Law arises in part from its history of “reactive” rulemaking. According 
to this perspective, the cycle has been that (1) the agency promulgates an 
exception or a rule, (2) following implementation, someone identifies a 
potentially abusive practice in the industry; and (3) the agency reacts, not by 
taking a different tact, but by either amending the existing rule or creating “an 
exception to the exception” to address the perceived concern. Although this 
cycle may seem logical, it has resulted in a maze of regulatory definitions, 
special rules, and exceptions.

It was also suggested that either Congress or CMS streamline the Stark Law by 
eliminating cumbersome or unnecessary elements in the various exceptions, 
streamlining definitions and, in some instances, starting from scratch on specific 
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concepts (i.e., the definition of remuneration). Other Convener Session 
participants criticized this approach as unworkable, pointing out that the 
complexity of the regulations has been driven by either demands for guidance or 
abusive practices.

De Minimis and/or Technical Violation Exceptions. Both carving out small 
dollar arrangements through a broad de minimis exception and adopting a 
technical violation exception were suggested. These exceptions would simplify 
compliance with the Law by eliminating from its scope technical violations, run-
of-the-mill expense reimbursements, minor courtesies, and perhaps even modest 
medical director fees. Opponents pointed out that there is a tension between the 
Stark Law and the Anti-kickback statute that makes it difficult for the 
government to accept a broad de minimis exception under the Stark Law without 
undercutting its ability to pursue Anti-kickback claims. It was also noted that if 
Stark compensation arrangements are limited to those where compensation 
varies with the volume or value of referrals, then there should not be a need for a 
broad de minimis exception. With respect to the technical violation exception, 
most agreed that it would be difficult to define what constitutes a “technical 
violation” and that, like the de minimis exception, a technical violation exception 
could adversely affect enforcement of the Anti-kickback statute.

IX. STARK ENFORCEMENT AND COMPLIANCE 

The Stark Law prohibits physicians from making certain referrals and entities from 
billing for services provided pursuant to prohibited referrals. Reimbursement received by such 
entities is subject to recoupment. In addition, some authorities suggest that providers have an 
affirmative duty to disclose and repay the government once a Stark violation is identified. As 
noted above, the potential repayment obligation can be vastly disproportional to the nature of 
conduct giving rise to the violation. The challenges posed by this disproportional exposure are 
exacerbated by the rules governing CMS’ ability (or more accurately, inability) to compromise 
an overpayment obligation arising out of a Stark violation. Under existing law the agency 
believes that it lacks the authority to seek less than a complete repayment of the reimbursement 
paid for services provided pursuant to a prohibited referral. At the same time, there are few 
reports of CMS seeking recoupment under the Stark Law. In fact, the agency has not established 
a process for providers to self disclose Stark problems. 

Several participants in the Convener Session noted that when confronted with evidence of 
a Stark violation, providers are thrust into a vacuum with little practical guidance on how best to 
address the situation. A provider’s options when it discovers a Stark violation were described by 
one participant as follows: 

Do nothing. 

Fix the problem and don’t look back. 
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Fix the problem and return the entire “overpayment.” 

Identify a government agency, make a disclosure and attempt to negotiate a 
compromise. 

All options pose substantial risks. The participants generally agreed that if one chooses to 
disclose a Stark violation, there are no good choices. CMS has stated that it does not have the 
discretion to compromise the amount of the overpayment. The OIG’s voluntary self-disclosure 
protocol, which previously permitted disclosure of potential Stark infractions, is generally no 
longer available as a means of disclosing and compromising Stark violations, unless the conduct 
also implicates the Anti-kickback Statute. Disclosure to the Department of Justice or local US 
Attorney’s Office could be viewed as an admission of wrongdoing and neither the DOJ nor the 
US Attorneys are known for their willingness to compromise claims for less than the face 
amount of the repayment obligation.  

It is also relevant that to date, virtually all Stark enforcement has been accomplished 
through cases filed under the federal False Claims Act. Initially driven by creative qui tam
relators and more recently by Department of Justice initiatives, the FCA has been the 
government’s sole means of affirmatively pursuing violations of the Stark Law. The combination 
of the Stark Law and the FCA often yields astronomical exposure for the defendants 
(recoupment, plus treble damages, attorneys’ fees and civil penalties of $5,500 to $11,000 per 
claim). The recently enacted amendments to the FCA significantly expand the circumstances 
under which providers could face such exposure, including FCA claims arising out of a 
provider’s retention of Medicare payments for services provided pursuant to referrals prohibited 
by the Stark Law.7 The potential impact of these FCA amendments on the risk created by the 
discovery of an historical Stark Law violation should not be underestimated. Healthcare reform 
legislation may further increase providers’ FCA exposure depending on whether Congress enacts 
certain proposed changes, including an expanded definition of “obligation.”

Given the backdrop of potentially ruinous liability under the FCA, the inability to take 
advantage of the OIG’s voluntary disclosure protocol and CMS’ stance on its lack of discretion, 
the industry has been casting about for a practical means of addressing Stark violations once they 
are identified.  

The Convener Session participants discussed a number of ways in which the enforcement 
and resolution of Stark violations might be handled. The topics addressed included: 

Technical Violations: One participant suggested that “technical” violations, such as 
those violations that are not linked to the volume or value of referrals, should be subject to a 
separate set of sanctions. The idea is that a technical violation should not give rise to either FCA 
exposure or huge repayment liabilities. One of the challenges to this approach would be defining 
what constitutes a “technical violation.” 

7 See Fraud Enforcement and Recovery Act of 2009. 
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Make the Prohibition on Billing Discretionary: The problem of grossly disproportional 
penalties could be addressed by making the billing prohibition discretionary. In other words the 
entity that provides services pursuant to a tainted referral could submit claims for services but 
CMS would have the discretion to disallow the claims and seek recoupment. This option would 
eliminate FCA claims based on Stark violations because the mere submission of the claims 
would not be prohibited. Some participants objected to this approach because it would require a 
fundamental change in the statute and impair enforcement activities, particularly those involving 
the FCA.

Give CMS the Discretion to Compromise Stark Repayment Obligations: There was 
general consensus that CMS should be able to compromise a Stark repayment obligation. There 
was some disagreement as to the meaning of existing regulations but all agreed that giving CMS 
broader explicit authority to compromise the amount of a provider’s repayment obligation would 
be beneficial. Along with the authority to compromise, several participants suggested that CMS 
establish a Stark self-disclosure protocol to give the industry a practical means of addressing 
Stark violations once they are identified.

The American Health Lawyers Association is a not-for-profit 501(c)(3) professional association. In its 
role as a public resource on health law, the Association from time to time convenes panels of experts 
representing diverse viewpoints to explore issues of significance to the health law and health policy 
communities. The views expressed in this paper are a summary of the positions expressed by such experts 
and should not be construed as an endorsement of any position by the American Health Lawyers 
Association or its members. The American Health Lawyers Association does not engage in advocacy. 
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EXHIBIT A

CONVENER ON STARK LAW – PART I 

April 24, 2009 
Georgetown University, Public Policy Institute 

Washington, DC 

AGENDA

TIME  EVENT      SPEAKER 
8:00 – 8:30  Registration and Breakfast   
8:30 – 8:45 Welcome, Goals and Guidelines for the Session Beth Schermer, Joel M. 

Hamme 
8:45 – 9:00  Introduction of Participants All  
9:00 – 9:30 Stark Law in the Starting Blocks                              

Statutory Purpose                                          
Briefing Paper Themes 

Beth Schermer  

9:30 – 10:30  Stark Law in Context  
Laws and other measures addressing self-
referral and related program fraud & 
abuse
Looking forward: self referral concerns 
now and in the future 
Role of the Stark Law and other measures 
in addressing self referral concerns now 
and in the future 

All

10:30 – 10:45 Break   
10:45 – 12:00 Stark Law Structure  

Advantages and disadvantages to the 
structure of the Stark Law 
How does the structure of the Stark Law 
impact its effectiveness? 

All

12:00 – 1:15 Lunch (provided)  
1:15 – 2:15 Stark Law and Potential Changes 

What changes would improve the Stark 
Law’s effectiveness for both providers 
and the government?  
Statutory vs. regulatory changes 

All

2:15 – 2:30 Break   
2:30 – 3:30 Stark Law Enforcement and Compliance 

Government enforcement issues, penalties 
Provider compliance and correction issues

All
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3:30 – 4:00  Summation, Next Steps, Adjournment  Beth Schermer  
4:00 – 5:30  Reception   

CONVENER ON STARK LAW – PART II 

June 30, 2009 
Marriott Wardman Park Hotel 

Hoover Room – Mezzanine Level 
Washington, DC 

AGENDA

I. Introduction

II. Confirming Consensus on Significant Elements of the White Paper 

 A. THE STARK LAW IN CONTEXT WITH OTHER LAWS AND 
 PROCESSES 

 1. Areas of Consensus 

  a. General Impact of the Law 
Participants agreed that the Stark Law has been effective in 
limiting physician ownership in freestanding diagnostic 
centers and has encouraged better management of 
physician contracting. The group also agreed that the Stark 
Law has spawned an expansion of leasing and management 
services arrangements that rerouted rather than eliminated 
pernicious behavior. 

  b. Reimbursement 
Participants agreed that modification of reimbursement rules 
would be one of the most effective means of addressing 
utilization and cost issues that are often cited as the goals of 
the Stark Law. Suggested reimbursement changes included 
decreased reimbursement for ancillary services provided 
through group practices, declining reimbursement for high 
volume procedures, bundled payments that promote shared 
risk, among others.
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  c. Utilization Review 
Participants agreed that utilization review is not an effective 
means of controlling the volume or cost of the services 
provided.

  d. The Stark Law and Health Reform 
Participants agreed that if health reform embraces aligned 
incentives between physicians and hospitals as a significant 
means of controlling costs and reducing utilization, the Stark 
Law in its current form may limit the ability of providers to 
implement these arrangements. Participants also agreed 
that if health care reform focused on bundled payment 
alternatives, the Stark Law’s focus on stemming 
overutilization may make the law less relevant. 

  2. Agreements to Disagree 

  a. The Invigorated Anti-Kickback Statute 
 Participants could not reach consensus on whether there 
 was still a need for to preserve the Stark Law’s  current strict 
 liability structure in light of the availability of civil enforcement 
 of the Anti-Kickback Statute under both the False Claims Act 
 and Civil Money Penalty Statute, although many felt that 
 there was still an important role for the Stark Law.

 B. STARK LAW STRUCTURAL ISSUES 

 1. Areas of Consensus 

   a. Enforcement Benefits 
Participants agreed that the Stark Law’s broad prohibition 
and lack of intent make it a strong tool for CMS and 
government enforcement authorities. 

  b. Hospitals vs. Physicians 
Participants agreed that while the law is intended to prohibit 
physicians from making referrals, enforcement has and will 
continue to focus on hospitals, resulting in physicians being 
less invested in Stark compliance efforts. 

  c. Disproportionate Penalties 
Participants agreed that the penalties that may attach to 
“technical” or “de minimis” violations can be disproportionate 
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to the harm, and this potential for disproportionate penalties 
makes enforcement unpredictable and undermines respect 
for the law.

C. RESTRUCTURING OPTIONS 

 1. Areas of Consensus 

  a. Give CMS Broader Rulemaking Discretion 
Participants agreed that CMS should be given broader 
discretion to craft regulatory exceptions that are consistent 
with broader policy objectives, such as increasing efficiency 
and quality and decreasing costs. 

  b. Give CMS Discretion to Compromise Stark Claims 
Participants agreed that the Stark Law should be amended 
to give CMS broader authority to compromise a provider’s 
repayment obligation.

  c. Simplify the Stark Law 
Participants agreed that the Stark Law is exceedingly 
complex and highly technical and is in need of simplification. 
Specific suggestions, including eliminating the requirements 
for signatures, written agreements, and commercial 
reasonableness, had general support, with concerns noted 
on specific items. 

  d. Apply a Different Set of Sanctions for “Technical   
   Violations” 

Participants agreed that the Stark Law could be improved by 
applying different sanctions to “technical violations.” They 
also agreed that it would be difficult to reach consensus on 
the definition of a “technical violation.”

  2. Agreements to Disagree 
The participants discussed many other restructuring options, and 
identified both the benefits and difficulties with each approach 
without reaching complete consensus. These options included: 

  a. Reversing the Premise of the Law 
Participants discussed whether the Stark Law should be 
amended to permit all financial relationships except those 
specifically prohibited, rather than prohibiting all relationships 
unless they fall into specific exceptions. 
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  b. Adding an Intent Requirement 
Participants discussed whether the addition of an intent 
element to the Stark Law would help avoid liability based 
upon inadvertent or technical violations or whether it would 
instead gut the statute and make it duplicative of the Anti-
kickback Statute. 

  c. Focusing on Ownership 
Participants discussed whether limiting the Stark Law’s 
applicability to ownership interests would simplify and clarify 
the statute or would undermine its efficacy by allowing 
compensation arrangements that effectively mirror 
ownership interests. 

  d. Narrow the Scope of Prohibited Compensation   
   Arrangements 

Participants discussed amending the Stark Law to narrow 
the scope of the prohibition on compensation arrangements 
to those arrangements where payments vary with the 
volume or value of referrals. Most participants felt that this 
change would achieve simplification and still target those 
compensation arrangements most likely to be abusive. 

  e. Focusing the Compensation Prohibition on    
   Payments Not at Fair Market Value 

Participants discussed whether the Stark Law’s prohibition 
on compensation arrangements should apply only to 
compensation arrangements where the payments are not at 
fair market value (in addition to applying to those 
arrangements that vary with the volume or value of 
referrals). Some participants felt this approach would focus 
on and deter excessive payment relationships. Others 
thought it would generate considerably more complexity and 
primarily benefit consultants. 

  f. CMS Discretion 
Participants discussed the impact of amending the Stark 
Law to give CMS the discretion to deny payment for services 
provided pursuant to a prohibited referral rather than 
automatically disallowing payment for such services. While 
some supported this approach, others felt it would impair 
enforcement activities substantially.

III. Conclusion, Next Steps, Wrap Up and Thanks
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EXHIBIT B
Convener on Stark Law 

Washington, DC 

ROSTER OF PARTICIPANTS
* Convener Session Task Force

S. Allan Adelman 
Partner
Adelman Sheff & Smith, LLC 
180 Admiral Cochrane Drive, Suite 370 
Annapolis, MD 21401 
Tel: 301/340-1140 
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John T. Brennan 
Partner
Crowell & Moring, LLP 
1001 Pennsylvania Ave NW 
Washington, DC 20004 
Tel: 202/624-2760 
Fax: 202/628-5116 
Email: jbrennan@crowell.com 

Jonathan L. Diesenhaus 
Partner
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555 13th Street NW 
Washington, DC 20004 
Tel: 202/637-5416 
Fax: 202/637-5910 
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Robert G. Homchick 
Partner
Chair, Health Law Practice 
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1201 3rd Avenue, Suite 2200 
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Associate Counsel and Special Counsel 
JMC Faculty/Medical Staff Affairs and Payment Initiatives 
Thomas Jefferson University 
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Epstein Becker & Green, PC 
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Washington, DC 20006 
Tel: 202/457-0494 
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Email: kevin@mcananeylaw.com  

Jean M. Mitchell 
Professor
Georgetown Public Policy Institute 
Georgetown University 
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Washington, DC 20007 
Tel: 202/687-7038 
Fax: 202/687-5544 
Email: mitchejm@georgetown.edu 

Marc S. Raspanti 
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Pay-for-Performance. New payment 
systems reward doctors and hospitals for 
improving the quality of care, but studies 
to date show mixed results.
what’s the issue?

“Pay-for-performance” is an umbrella term 
for initiatives aimed at improving the quality, 
efficiency, and overall value of health care. 
These arrangements provide financial incen-
tives to hospitals, physicians, and other health 
care providers to carry out such improvements 
and achieve optimal outcomes for patients.

Pay-for-performance has become popular 
among policy makers and private and public 
payers, including Medicare and Medicaid. The 
Affordable Care Act expands the use of pay-
for-performance approaches in Medicare in 
particular and encourages experimentation to 
identify designs and programs that are most 
effective. 

This policy brief reviews the background 
and current state of public and private pay-
for-performance initiatives. In theory, paying 
providers for achieving better outcomes for 
patients should improve those outcomes, but 
in actuality, studies of these programs have 
yielded mixed results. This brief also discuss-
es proposals for making these programs more 
effective in the future.

what’s the background?
For decades, policy makers have been con-
cerned with the incentive structure built into 
the US health care system. The predominant 
fee-for-service system under which providers 
are paid leads to increased costs by rewarding 

providers for the volume and complexity of 
services they provide. Higher intensity of care 
does not necessarily result in higher-quality 
care, and can even be harmful.

managed care: During the 1990s payers 
focused on managed care arrangements to 
reduce excessive or unnecessary care, for ex-
ample, by paying providers by capitation, or 
a lump sum per patient to cover a given set 
of services. However, concerns about poten-
tially compromised quality and constraints 
on patients having access to providers of their 
choice led to a backlash from both providers 
and consumers.

Also, by the early 2000s, serious deficien-
cies in the quality of US health care had been 
highlighted in two major reports by the Insti-
tute of Medicine, among other studies. In this 
context, pay-for-performance emerged as a 
way for payers to focus on quality, with the ex-
pectation that doing so will also reduce costs.

The typical pay-for-performance program 
provides a bonus to health care providers if 
they meet or exceed agreed-upon quality or 
performance measures, for example, reduc-
tions in hemoglobin A1c in diabetic patients. 
The programs may also reward improvement 
in performance over time, such as year-to-
year decreases in the rate of avoidable hospital 
readmissions.

Pay-for-performance programs can also 
impose financial penalties on providers that 
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Pay-for-Performance. New payment 
systems reward doctors and hospitals for 
improving the quality of care, but studies 
to date show mixed results.
what’s the issue?

“Pay-for-performance” is an umbrella term 
for initiatives aimed at improving the quality, 
efficiency, and overall value of health care. 
These arrangements provide financial incen-
tives to hospitals, physicians, and other health 
care providers to carry out such improvements 
and achieve optimal outcomes for patients.

Pay-for-performance has become popular 
among policy makers and private and public 
payers, including Medicare and Medicaid. The 
Affordable Care Act expands the use of pay-
for-performance approaches in Medicare in 
particular and encourages experimentation to 
identify designs and programs that are most 
effective. 

This policy brief reviews the background 
and current state of public and private pay-
for-performance initiatives. In theory, paying 
providers for achieving better outcomes for 
patients should improve those outcomes, but 
in actuality, studies of these programs have 
yielded mixed results. This brief also discuss-
es proposals for making these programs more 
effective in the future.

what’s the background?
For decades, policy makers have been con-
cerned with the incentive structure built into 
the US health care system. The predominant 
fee-for-service system under which providers 
are paid leads to increased costs by rewarding 

providers for the volume and complexity of 
services they provide. Higher intensity of care 
does not necessarily result in higher-quality 
care, and can even be harmful.

managed care: During the 1990s payers 
focused on managed care arrangements to 
reduce excessive or unnecessary care, for ex-
ample, by paying providers by capitation, or 
a lump sum per patient to cover a given set 
of services. However, concerns about poten-
tially compromised quality and constraints 
on patients having access to providers of their 
choice led to a backlash from both providers 
and consumers.

Also, by the early 2000s, serious deficien-
cies in the quality of US health care had been 
highlighted in two major reports by the Insti-
tute of Medicine, among other studies. In this 
context, pay-for-performance emerged as a 
way for payers to focus on quality, with the ex-
pectation that doing so will also reduce costs.

The typical pay-for-performance program 
provides a bonus to health care providers if 
they meet or exceed agreed-upon quality or 
performance measures, for example, reduc-
tions in hemoglobin A1c in diabetic patients. 
The programs may also reward improvement 
in performance over time, such as year-to-
year decreases in the rate of avoidable hospital 
readmissions.

Pay-for-performance programs can also 
impose financial penalties on providers that 
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fail to achieve specified goals or cost savings. 
For example, the Medicare program no longer 
pays hospitals to treat patients who acquire 
certain preventable conditions during their 
hospital stay, such as pressure sores or uri-
nary tract infections associated with use of 
catheters.

The quality measures used in pay-for- 
performance generally fall into the four cat-
egories described below.

Process measures assess the performance 
of activities that have been demonstrated to 
contribute to positive health outcomes for 
patients. Examples include whether or not 
aspirin was given to heart attack patients 
or whether patients were counseled to quit 
smoking.

Outcome measures refer to the effects 
that care had on patients, for example, wheth-
er or not a patient’s diabetes is under control 
based on laboratory tests. Use of outcome 
measures is particularly controversial in pay-
for-performance because outcomes are often 
affected by social and clinical factors unre-
lated to the treatment provided and beyond 
the provider’s control. For example, provid-
ers may follow practice guidelines regarding 
monitoring blood sugar levels and counsel-
ing diabetic patients regarding their diet, but 
ultimately, the patients’ eating and exercise 
behaviors will determine control of their dia-
betes. Increasingly, outcome measures also 
include cost savings.

 measures assess pa-
tients’ perception of the quality of care they 
have received and their satisfaction with the 
care experience. In the inpatient setting, ex-
amples include how patients perceived the 
quality of communication with their doctors 
and nurses and whether their rooms were 
clean and quiet.

Structure measures relate to the facilities, 
personnel, and equipment used in treatment. 
For example, many pay-for-performance pro-
grams offer incentives to providers to adopt 
health information technology.

private-sector initiatives: More than 
40 private-sector pay-for-performance pro-
grams currently exist. One of the largest 
and longest-running private-sector pay-for-
performance programs is the California Pay 
for Performance Program, which is managed 
by the Integrated Health Association, a non-
profit, multistakeholder group that promotes 

quality improvement, accountability, and af-
fordability in health care. Founded in 2001, 
the California Pay for Performance Program 
is the largest physician incentive program in 
the United States. It has focused on measures 
related to improving quality performance by 
physician groups and is transitioning to in-
clude value-based cost measures starting in 
2014.

A more recent initiative is the Alternative 
Quality Contract, which was implemented in 
2009 between Blue Cross Blue Shield of Mas-
sachusetts and seven provider groups (since 
increased to 11). Under the program, the pro-
viders receive a budget to take care of their 
patients rather than payments for separate 
services. The budget includes pay-for-perfor-
mance bonuses if certain quality targets are 
met. In the first year of the program, a study by 
Harvard Medical School researchers found re-
duced medical spending and improved quality 
of patient care relative to a comparable group 
of providers paid through the traditional fee-
for-service approach.

public-sector initiatives: In the public 
sector, the Centers for Medicare and Medicaid 
Services (CMS) has established a Value-Based 
Purchasing Program to provide incentives 
for physicians and providers to improve the 
quality and efficiency of care (Exhibit 1). CMS 
has also been involved in a number of pay-for-
performance demonstration projects testing a 
variety of approaches among different catego-
ries of providers.

The largest and most notable of these has 
been the Premier Hospital Quality Incentive 
Demonstration project. From 2003 to 2009, 
CMS and Premier, a nationwide hospital 
system, tested the extent to which financial 
bonuses would improve the quality of care 
provided to Medicare patients with certain 
conditions, including acute myocardial in-
farction, heart failure, and pneumonia.

Another major CMS demonstration was the 
Physician Group Practice Demonstration, a 
program in which group practices could share 
cost savings with Medicare as long as they met 
targets for quality of care. Results of these ini-
tiatives are discussed below.

Many states have also experimented with 
pay-for-performance in their Medicaid and 
Children’s Health Insurance Program ini-
tiatives. One of the largest of these has been 
the Massachusetts Medicaid’s hospital-based 
pay-for-performance program, which was ini-

40+
Private-sector programs
More than 40 private-
sector pay-for-performance 
programs currently exist.

“The typical pay-
for-performance 
program provides 
a bonus to health 
care providers 
if they meet or 
exceed agreed-
upon quality or 
performance 
measures.”
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tiated in 2008. Under this program, hospitals 
received incentive payments based on their 
scores for a set of quality indicators related to 
care for pneumonia (for example, providing 
antibiotics within six hours of arrival) and 
surgical infection prevention (for example, 
giving prophylactic antibiotics within one 
hour of surgical incision).

Most early pay-for-performance experi-
ments narrowly focused on “quality” with very 
little, if any, consideration of cost. However, 
the field has been evolving and many pro-
grams now address overall value by incorpo-
rating both quality and cost as major design 
elements. The Affordable Care Act, in fact, 
explicitly pushes CMS in this direction, as ex-
plained below.

what’s in the law?
The Affordable Care Act includes a number of 
provisions designed to encourage improve-
ments in the quality of care. Some are not, 
strictly speaking, pay-for-performance pro-
grams. For example, Medicare’s Hospital Re-
admissions Reduction Program, which took 
effect on October 1, 2012, can reduce pay-
ments by 1 percent to hospitals that have ex-
cessively high rates of avoidable readmissions 
for patients experiencing heart attacks, heart 
failure, or pneumonia.

Perhaps the best known of the programs 
under the law that will pay for performance 
are accountable care organizations (ACOs)—

groups of providers that agree to coordinate 
care and to be held accountable for the qual-
ity and costs of the services they provide. (See 
the Health Policy Brief published on January 
31, 2012, for more information on Medicare 
ACO demonstration projects.) Three other 
programs are described below.

Value-based purchasing. The Afford-
able Care Act also expands pay-for-perfor-
mance efforts in hospitals by establishing a 
Hospital Value-Based Purchasing Program. 
Starting October 1, 2012, hospitals will be re-
warded for how well they perform on a set of 
quality measures as well as on how much they 
improve in performance relative to a baseline. 
The better a hospital does on its quality mea-
sures, the greater the reward it will receive. 
The law also requires CMS to develop value-
based purchasing programs for home health 
agencies; skilled nursing facilities; ambula-
tory surgical centers; specialty hospitals, 
such as long-term care facilities; and hospice 
programs.

Physician quality reporting. The 
health care law also extends through 2014 
the Medicare Physician Quality Reporting 
System that provides financial incentives to 
physicians for reporting quality data to CMS. 
Beginning in 2015 the incentive payments 
will be eliminated, and physicians who do 
not satisfactorily report quality data will see 
their payments from Medicare reduced. (See 
the Health Policy Brief published on March 8, 
2012, for more information on public report-
ing of quality and costs.)

Medicare Advantage plan bonuses. The 
Affordable Care Act also provides for bonus 
payments to Medicare Advantage plans that 
achieve at least a four-star rating on a five-star 
quality rating scale, beginning in 2012. In 
November 2010 CMS announced that it would 
replace this provision with a demonstration 
project in which bonus payments would be 
awarded to Medicare Advantage plans that 
have at least an average of three stars and 
would increase the size of bonuses for plans 
with four or more stars.

what are the concerns?
Studies on the effects of pay-for-performance 
have found mixed results. For example, a 
study of the Premier Hospital Quality Incen-
tive Demonstration project mentioned ear-
lier, led by Rachel M. Werner at the University 
of Pennsylvania, found that hospitals in the 

<1%
Change in payments
Medicare’s Hospital Value-
Based Purchasing Program will 
alter payments to almost two-
thirds of acute care hospitals 
by only a fraction of 1 percent.

exhibit 1

Overall Goals of  Value-Based Purchasing in Medicare

Financial viability The financial viability of the traditional Medicare fee- 
�for-service program is protected for beneficiaries and 
�taxpayers

Payment incentives Medicare payments are linked to the value (quality and 
�efficiency) of care

Joint accountability Providers have joint clinical and financial accountability 
�for health care in their communities

Effectiveness Care is evidence based and outcomes driven to better 
�manage diseases

Ensuring access Restructured fee-for-service system provides ensured 
�access to high-quality, affordable care

Safety, transparency Beneficiaries receive information on the quality, cost, and 
�safety of their care

Smooth transitions Payment systems support well-coordinated care across 
�providers and settings

Improved technology Electronic health records help providers deliver high-
quality, efficient, and coordinated care

source Centers for Medicare and Medicaid Services.
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demonstration initially showed promising 
improvements in quality compared to a con-
trol group. However, the effects were short 
lived, and after the fifth year of the demon-
stration, there were no significant differences 
in performance scores between participating 
hospitals and a comparison group of hospitals 
not in the project (Exhibit 2). A possible ex-
planation is that performance was improving 
broadly across all hospitals, as discussed more 
fully below.

A separate study of the Medicare Premier 
Hospital Quality Incentive demonstration 
program, led by Ashish Jha of the Harvard 
School of Public Health, analyzed 30-day mor-
tality rates for patients with acute myocardial 
infarction, congestive heart failure, pneumo-
nia, or coronary artery bypass graft surgery 
between 2004 and 2009. The results showed 
no difference in mortality rates between hos-
pitals in the Premier demonstration and a con-
trol group of nonparticipating hospitals.

As noted, one possible explanation for the 
lack of difference between participating hospi-
tals and comparison groups was due to anoth-
er CMS policy intervention—namely, public 
reporting of hospital performance—which 
may have motivated hospitals broadly to im-
prove their performance. While the Premier 
demonstration was under way, the Depart-
ment of Health and Human Services rolled out 
its Hospital Compare website, which publicly 

reports quality-of-care measures at more than 
4,000 Medicare-certified hospitals.

Many hospitals reportedly worried about 
being publicly “shamed” if they displayed poor 
performance, and so they endeavored to close 
the quality gap. Many hospital administrators 
surveyed by researchers at the RAND Corpora-
tion also said they began to “shadow” the Pre-
mier demo and make improvements on their 
own, anticipating that CMS would implement 
pay-for-performance across all hospitals.

challenges in design: In another study 
assessing the likely effects of Medicare’s  
Hospital Value-Based Purchasing Program, 
Werner and coauthors calculated that pay-
ments to almost two-thirds of acute care hos-
pitals will be altered by only a fraction of 1 
percent. This low of an incentive, she and col-
leagues wrote, raises questions about whether 
the program will substantially alter the qual-
ity of hospital care.

Similarly, Andrew M. Ryan at Cornell Uni-
versity and colleagues studied the first years 
of the Massachusetts Medicaid hospital pay-
for-performance program, which offered 
financial incentives for improving care for 
pneumonia and prevention of surgical infec-
tions, and found no improvement in quality. 
Another study led by Steven D. Pearson of Mas-
sachusetts General Hospital compared quality 
performance among Massachusetts’ physician 
group practices during 2001–03 and found 
improvement in quality measures across all 
of the medical groups, regardless of whether 
or not pay-for-performance incentives were in 
place. The amount of improvement was con-
sistent with what occurred nationally during 
the same time period.

Suzanne Felt-Lisk of Mathematica Pol-
icy Research conducted a study of seven  
Medicaid-focused health plans in California 
from 2002 to 2005, and found that paying fi-
nancial bonuses to physicians for improving 
well-child care did not produce significant 
effects in the majority of participating health 
plans. The lack of success was attributed to 
particular characteristics of the Medicaid pro-
gram, such as enrollees’ lack of transportation 
and limited staff capacity to do outreach.

Showing greater success, researchers at 
Dartmouth College and the National Bureau 
for Economic Research recently analyzed re-
sults of the Medicare Physician Group Practice 
Demonstration, a pilot project that ran from 
2005 to 2010. In the demonstration, doctors 

15%
Dual-eligible beneficiaries
Cost reductions in the 
Medicare Physician Group 
Practice Demonstration were 
greatest for the 15 percent of 
beneficiaries who were eligible 
for both Medicaid 
and Medicare.

exhibit 2

Average Overall Performance in Pay-for-Performance and Control Hospitals, 
Fiscal Years 2004–08

source Rachel M. Werner, Jonathan T. Kolstad, Elizabeth A. Stuart, and Daniel Polsky, “The Effect of 
Pay-for-Performance in Hospitals: Lessons for Quality Improvement,” Health Affairs 30, no. 4 (2011): 
690–8. Data from Hospital Compare: survey of patients’ hospital experiences [internet], Department 
of Health and Human Services. notes Performance is averaged across the three conditions: acute 
myocardial infarction, heart failure, and pneumonia. The values shown are average composite 
performance scores.
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in 10 large physician group practices received 
bonuses if they achieved lower cost growth 
than local controls and met quality targets. 
The researchers found an improvement in 
quality but modest reduction in the growth 
of spending for most Medicare beneficiaries. 
Cost reductions were greatest for the 15 per-
cent of patients who were dual eligibles, typi-
cally low-income people who qualify for both 
Medicaid and Medicare and who often have 
complex, chronic conditions.

payer-provider controversy: Despite 
limited evidence of effectiveness, pay-for- 
performance remains popular among policy 
makers and public and private insurers as a 
tool for improving quality of care and contain-
ing health care costs.

Supporters of pay-for-performance point 
out that their primary goal has been measur-
ing the quality of care and motivating provid-
ers to improve it. The element of lowering 
cost has been included only recently in many 
of these arrangements. Now, supporters say, 
measuring both quality and cost is important, 
in part to ensure that quality doesn’t decline 
even as costs are lowered.

Some providers, however, have tended to 
be skeptical of pay-for-performance arrange-
ments. Although they don’t disagree with the 
need to focus on quality improvement, they 
are concerned that the underlying goal of pay-
for-performance is cost containment at the ex-
pense of patient care. They recall, for example, 
the consumer backlash against managed care 
with its focus on restraining spending with 
little or no monitoring of quality.

Another issue for providers is the cost of 
adopting the health information technology 
needed for data collection and reporting. The 
American Academy of Family Physicians has 
stated that pay-for-performance incentives 
must be large enough to allow physicians to 
recoup their additional administrative costs 
as well as provide significant incentives for 
quality improvement.

Other professional societies are actively 
engaged in influencing the design of pay-for-
performance programs and monitoring their 
implementation. The American Medical As-
sociation has developed principles for pay-
for-performance programs emphasizing that 
provider participation should be voluntary; 
that physicians should be allowed to review, 
comment, and appeal performance data; and 
that programs should use new funding “for 

positive incentives to physicians for their 
participation.”

safety-net providers: Serious concerns 
have been raised about the impact of pay-for-
performance approaches on poorer and dis-
advantaged populations. In particular, there 
are fears that these programs may exacerbate 
racial and ethnic disparities in health if pro-
viders avoid patients that are likely to lower 
their performance scores.

A study by Alyna Chien at Weill Cornell 
Medical College found that medical groups 
caring for patients in lower-income areas of 
California received lower pay-for-performance 
scores than others. The reasons were attribut-
ed to serving patients who had both language 
barriers as well as limited access to transpor-
tation, child care, or other resources.

Similarly, a study by Jha and colleagues 
of costs and quality in US hospitals found a 
group that consistently performed worse on 
both quality and cost metrics and that cares 
for proportionally greater numbers of elderly 
black and Medicaid patients than other insti-
tutions. Many of these hospitals also have low 
or zero margins. If they were to lose even 1 per-
cent of Medicare reimbursement through the 
value-based purchasing program, the authors 
wrote, the impact would be severe, and care 
for the populations these institutions serve 
could be jeopardized.

Another analysis of Medicare data by Kai-
ser Health News showed that hospitals that 
treat large numbers of low-income patients 
will be hit especially hard from penalties for 
having overly high ratios of avoidable hospital 
readmissions. Safety-net hospitals argue that 
their higher readmission rates reflect their 
patients’ poor access to physicians and medi-
cations. CMS argues, on the other hand, that 
many safety-net providers outperform hos-
pitals that do not treat significant numbers 
of low-income patients. This premise is sup-
ported by a recent study by Yale researchers 
that found similar mortality and readmission 
rates between safety-net and non-safety-net 
hospitals.

what’s next?
Pay-for-performance programs are likely to 
expand across US health care in the near fu-
ture, especially with implementation of the 
Affordable Care Act. But experience to date 
with pay-for-performance initiatives has 

“Despite limited 
evidence of 
effectiveness, 
pay-for-
performance 
remains popular 
among policy 
makers and 
public and 
private insurers.”

1%
Hospital payment penalty
Starting October 1, 2012, the 
Centers for Medicare and 
Medicaid Services can reduce 
payments by 1 percent to 
hospitals whose readmission 
rates for patients with certain 
conditions exceed a particular 
target.
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raised a number of questions that require 
more research and experimentation.

For example, how large do rewards need 
to be to produce desired changes? How often 
should rewards be distributed? How can im-
provements in performance become sustained 
over time? How can provider acceptance best 
be gained and maintained? What impact will 
these programs have on health systems that 
are weak financially or that serve greater pro-
portions of racial and ethnic minorities?

As with any emerging reform tool, research-
ers say, experimentation with pay-for-perfor-

mance programs should include thoughtful 
monitoring and evaluation to identify design 
elements that positively affect outcomes. Eval-
uation of these programs should take into ac-
count variations in health care markets, such 
as in the supply of providers, and should in-
clude control or comparison groups so that the 
effects of pay-for-performance can be isolated 
from other factors.

Evaluations will also need to be conducted 
over sufficiently long time periods to identify 
any unintended consequences, such as long-
term effects on vulnerable populations.
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fail to achieve specified goals or cost savings. 
For example, the Medicare program no longer 
pays hospitals to treat patients who acquire 
certain preventable conditions during their 
hospital stay, such as pressure sores or uri-
nary tract infections associated with use of 
catheters.

The quality measures used in pay-for- 
performance generally fall into the four cat-
egories described below.

Process measures assess the performance 
of activities that have been demonstrated to 
contribute to positive health outcomes for 
patients. Examples include whether or not 
aspirin was given to heart attack patients 
or whether patients were counseled to quit 
smoking.

Outcome measures refer to the effects 
that care had on patients, for example, wheth-
er or not a patient’s diabetes is under control 
based on laboratory tests. Use of outcome 
measures is particularly controversial in pay-
for-performance because outcomes are often 
affected by social and clinical factors unre-
lated to the treatment provided and beyond 
the provider’s control. For example, provid-
ers may follow practice guidelines regarding 
monitoring blood sugar levels and counsel-
ing diabetic patients regarding their diet, but 
ultimately, the patients’ eating and exercise 
behaviors will determine control of their dia-
betes. Increasingly, outcome measures also 
include cost savings.

 measures assess pa-
tients’ perception of the quality of care they 
have received and their satisfaction with the 
care experience. In the inpatient setting, ex-
amples include how patients perceived the 
quality of communication with their doctors 
and nurses and whether their rooms were 
clean and quiet.

Structure measures relate to the facilities, 
personnel, and equipment used in treatment. 
For example, many pay-for-performance pro-
grams offer incentives to providers to adopt 
health information technology.

private-sector initiatives: More than 
40 private-sector pay-for-performance pro-
grams currently exist. One of the largest 
and longest-running private-sector pay-for-
performance programs is the California Pay 
for Performance Program, which is managed 
by the Integrated Health Association, a non-
profit, multistakeholder group that promotes 

quality improvement, accountability, and af-
fordability in health care. Founded in 2001, 
the California Pay for Performance Program 
is the largest physician incentive program in 
the United States. It has focused on measures 
related to improving quality performance by 
physician groups and is transitioning to in-
clude value-based cost measures starting in 
2014.

A more recent initiative is the Alternative 
Quality Contract, which was implemented in 
2009 between Blue Cross Blue Shield of Mas-
sachusetts and seven provider groups (since 
increased to 11). Under the program, the pro-
viders receive a budget to take care of their 
patients rather than payments for separate 
services. The budget includes pay-for-perfor-
mance bonuses if certain quality targets are 
met. In the first year of the program, a study by 
Harvard Medical School researchers found re-
duced medical spending and improved quality 
of patient care relative to a comparable group 
of providers paid through the traditional fee-
for-service approach.

public-sector initiatives: In the public 
sector, the Centers for Medicare and Medicaid 
Services (CMS) has established a Value-Based 
Purchasing Program to provide incentives 
for physicians and providers to improve the 
quality and efficiency of care (Exhibit 1). CMS 
has also been involved in a number of pay-for-
performance demonstration projects testing a 
variety of approaches among different catego-
ries of providers.

The largest and most notable of these has 
been the Premier Hospital Quality Incentive 
Demonstration project. From 2003 to 2009, 
CMS and Premier, a nationwide hospital 
system, tested the extent to which financial 
bonuses would improve the quality of care 
provided to Medicare patients with certain 
conditions, including acute myocardial in-
farction, heart failure, and pneumonia.

Another major CMS demonstration was the 
Physician Group Practice Demonstration, a 
program in which group practices could share 
cost savings with Medicare as long as they met 
targets for quality of care. Results of these ini-
tiatives are discussed below.

Many states have also experimented with 
pay-for-performance in their Medicaid and 
Children’s Health Insurance Program ini-
tiatives. One of the largest of these has been 
the Massachusetts Medicaid’s hospital-based 
pay-for-performance program, which was ini-

40+
Private-sector programs
More than 40 private-
sector pay-for-performance 
programs currently exist.

“The typical pay-
for-performance 
program provides 
a bonus to health 
care providers 
if they meet or 
exceed agreed-
upon quality or 
performance 
measures.”
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tiated in 2008. Under this program, hospitals 
received incentive payments based on their 
scores for a set of quality indicators related to 
care for pneumonia (for example, providing 
antibiotics within six hours of arrival) and 
surgical infection prevention (for example, 
giving prophylactic antibiotics within one 
hour of surgical incision).

Most early pay-for-performance experi-
ments narrowly focused on “quality” with very 
little, if any, consideration of cost. However, 
the field has been evolving and many pro-
grams now address overall value by incorpo-
rating both quality and cost as major design 
elements. The Affordable Care Act, in fact, 
explicitly pushes CMS in this direction, as ex-
plained below.

what’s in the law?
The Affordable Care Act includes a number of 
provisions designed to encourage improve-
ments in the quality of care. Some are not, 
strictly speaking, pay-for-performance pro-
grams. For example, Medicare’s Hospital Re-
admissions Reduction Program, which took 
effect on October 1, 2012, can reduce pay-
ments by 1 percent to hospitals that have ex-
cessively high rates of avoidable readmissions 
for patients experiencing heart attacks, heart 
failure, or pneumonia.

Perhaps the best known of the programs 
under the law that will pay for performance 
are accountable care organizations (ACOs)—

groups of providers that agree to coordinate 
care and to be held accountable for the qual-
ity and costs of the services they provide. (See 
the Health Policy Brief published on January 
31, 2012, for more information on Medicare 
ACO demonstration projects.) Three other 
programs are described below.

Value-based purchasing. The Afford-
able Care Act also expands pay-for-perfor-
mance efforts in hospitals by establishing a 
Hospital Value-Based Purchasing Program. 
Starting October 1, 2012, hospitals will be re-
warded for how well they perform on a set of 
quality measures as well as on how much they 
improve in performance relative to a baseline. 
The better a hospital does on its quality mea-
sures, the greater the reward it will receive. 
The law also requires CMS to develop value-
based purchasing programs for home health 
agencies; skilled nursing facilities; ambula-
tory surgical centers; specialty hospitals, 
such as long-term care facilities; and hospice 
programs.

Physician quality reporting. The 
health care law also extends through 2014 
the Medicare Physician Quality Reporting 
System that provides financial incentives to 
physicians for reporting quality data to CMS. 
Beginning in 2015 the incentive payments 
will be eliminated, and physicians who do 
not satisfactorily report quality data will see 
their payments from Medicare reduced. (See 
the Health Policy Brief published on March 8, 
2012, for more information on public report-
ing of quality and costs.)

Medicare Advantage plan bonuses. The 
Affordable Care Act also provides for bonus 
payments to Medicare Advantage plans that 
achieve at least a four-star rating on a five-star 
quality rating scale, beginning in 2012. In 
November 2010 CMS announced that it would 
replace this provision with a demonstration 
project in which bonus payments would be 
awarded to Medicare Advantage plans that 
have at least an average of three stars and 
would increase the size of bonuses for plans 
with four or more stars.

what are the concerns?
Studies on the effects of pay-for-performance 
have found mixed results. For example, a 
study of the Premier Hospital Quality Incen-
tive Demonstration project mentioned ear-
lier, led by Rachel M. Werner at the University 
of Pennsylvania, found that hospitals in the 

<1%
Change in payments
Medicare’s Hospital Value-
Based Purchasing Program will 
alter payments to almost two-
thirds of acute care hospitals 
by only a fraction of 1 percent.

exhibit 1

Overall Goals of  Value-Based Purchasing in Medicare

Financial viability The financial viability of the traditional Medicare fee- 
�for-service program is protected for beneficiaries and 
�taxpayers

Payment incentives Medicare payments are linked to the value (quality and 
�efficiency) of care

Joint accountability Providers have joint clinical and financial accountability 
�for health care in their communities

Effectiveness Care is evidence based and outcomes driven to better 
�manage diseases

Ensuring access Restructured fee-for-service system provides ensured 
�access to high-quality, affordable care

Safety, transparency Beneficiaries receive information on the quality, cost, and 
�safety of their care

Smooth transitions Payment systems support well-coordinated care across 
�providers and settings

Improved technology Electronic health records help providers deliver high-
quality, efficient, and coordinated care

source  Centers for Medicare and Medicaid Services.
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demonstration initially showed promising 
improvements in quality compared to a con-
trol group. However, the effects were short 
lived, and after the fifth year of the demon-
stration, there were no significant differences 
in performance scores between participating 
hospitals and a comparison group of hospitals 
not in the project (Exhibit 2). A possible ex-
planation is that performance was improving 
broadly across all hospitals, as discussed more 
fully below.

A separate study of the Medicare Premier 
Hospital Quality Incentive demonstration 
program, led by Ashish Jha of the Harvard 
School of Public Health, analyzed 30-day mor-
tality rates for patients with acute myocardial 
infarction, congestive heart failure, pneumo-
nia, or coronary artery bypass graft surgery 
between 2004 and 2009. The results showed 
no difference in mortality rates between hos-
pitals in the Premier demonstration and a con-
trol group of nonparticipating hospitals.

As noted, one possible explanation for the 
lack of difference between participating hospi-
tals and comparison groups was due to anoth-
er CMS policy intervention—namely, public 
reporting of hospital performance—which 
may have motivated hospitals broadly to im-
prove their performance. While the Premier 
demonstration was under way, the Depart-
ment of Health and Human Services rolled out 
its Hospital Compare website, which publicly 

reports quality-of-care measures at more than 
4,000 Medicare-certified hospitals.

Many hospitals reportedly worried about 
being publicly “shamed” if they displayed poor 
performance, and so they endeavored to close 
the quality gap. Many hospital administrators 
surveyed by researchers at the RAND Corpora-
tion also said they began to “shadow” the Pre-
mier demo and make improvements on their 
own, anticipating that CMS would implement 
pay-for-performance across all hospitals.

challenges in design: In another study 
assessing the likely effects of Medicare’s  
Hospital Value-Based Purchasing Program, 
Werner and coauthors calculated that pay-
ments to almost two-thirds of acute care hos-
pitals will be altered by only a fraction of 1 
percent. This low of an incentive, she and col-
leagues wrote, raises questions about whether 
the program will substantially alter the qual-
ity of hospital care.

Similarly, Andrew M. Ryan at Cornell Uni-
versity and colleagues studied the first years 
of the Massachusetts Medicaid hospital pay-
for-performance program, which offered 
financial incentives for improving care for 
pneumonia and prevention of surgical infec-
tions, and found no improvement in quality. 
Another study led by Steven D. Pearson of Mas-
sachusetts General Hospital compared quality 
performance among Massachusetts’ physician 
group practices during 2001–03 and found 
improvement in quality measures across all 
of the medical groups, regardless of whether 
or not pay-for-performance incentives were in 
place. The amount of improvement was con-
sistent with what occurred nationally during 
the same time period.

Suzanne Felt-Lisk of Mathematica Pol-
icy Research conducted a study of seven  
Medicaid-focused health plans in California 
from 2002 to 2005, and found that paying fi-
nancial bonuses to physicians for improving 
well-child care did not produce significant 
effects in the majority of participating health 
plans. The lack of success was attributed to 
particular characteristics of the Medicaid pro-
gram, such as enrollees’ lack of transportation 
and limited staff capacity to do outreach.

Showing greater success, researchers at 
Dartmouth College and the National Bureau 
for Economic Research recently analyzed re-
sults of the Medicare Physician Group Practice 
Demonstration, a pilot project that ran from 
2005 to 2010. In the demonstration, doctors 

15%
Dual-eligible beneficiaries
Cost reductions in the 
Medicare Physician Group 
Practice Demonstration were 
greatest for the 15 percent of 
beneficiaries who were eligible 
for both Medicaid 
and Medicare.

exhibit 2

Average Overall Performance in Pay-for-Performance and Control Hospitals, 
Fiscal Years 2004–08

source  Rachel M. Werner, Jonathan T. Kolstad, Elizabeth A. Stuart, and Daniel Polsky, “The Effect of 
Pay-for-Performance in Hospitals: Lessons for Quality Improvement,” Health Affairs 30, no. 4 (2011): 
690–8. Data from Hospital Compare: survey of patients’ hospital experiences [internet], Department 
of Health and Human Services. notes  Performance is averaged across the three conditions: acute 
myocardial infarction, heart failure, and pneumonia. The values shown are average composite 
performance scores.
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in 10 large physician group practices received 
bonuses if they achieved lower cost growth 
than local controls and met quality targets. 
The researchers found an improvement in 
quality but modest reduction in the growth 
of spending for most Medicare beneficiaries. 
Cost reductions were greatest for the 15 per-
cent of patients who were dual eligibles, typi-
cally low-income people who qualify for both 
Medicaid and Medicare and who often have 
complex, chronic conditions.

payer-provider controversy: Despite 
limited evidence of effectiveness, pay-for- 
performance remains popular among policy 
makers and public and private insurers as a 
tool for improving quality of care and contain-
ing health care costs.

Supporters of pay-for-performance point 
out that their primary goal has been measur-
ing the quality of care and motivating provid-
ers to improve it. The element of lowering 
cost has been included only recently in many 
of these arrangements. Now, supporters say, 
measuring both quality and cost is important, 
in part to ensure that quality doesn’t decline 
even as costs are lowered.

Some providers, however, have tended to 
be skeptical of pay-for-performance arrange-
ments. Although they don’t disagree with the 
need to focus on quality improvement, they 
are concerned that the underlying goal of pay-
for-performance is cost containment at the ex-
pense of patient care. They recall, for example, 
the consumer backlash against managed care 
with its focus on restraining spending with 
little or no monitoring of quality.

Another issue for providers is the cost of 
adopting the health information technology 
needed for data collection and reporting. The 
American Academy of Family Physicians has 
stated that pay-for-performance incentives 
must be large enough to allow physicians to 
recoup their additional administrative costs 
as well as provide significant incentives for 
quality improvement.

Other professional societies are actively 
engaged in influencing the design of pay-for-
performance programs and monitoring their 
implementation. The American Medical As-
sociation has developed principles for pay-
for-performance programs emphasizing that 
provider participation should be voluntary; 
that physicians should be allowed to review, 
comment, and appeal performance data; and 
that programs should use new funding “for 

positive incentives to physicians for their 
participation.”

safety-net providers: Serious concerns 
have been raised about the impact of pay-for-
performance approaches on poorer and dis-
advantaged populations. In particular, there 
are fears that these programs may exacerbate 
racial and ethnic disparities in health if pro-
viders avoid patients that are likely to lower 
their performance scores.

A study by Alyna Chien at Weill Cornell 
Medical College found that medical groups 
caring for patients in lower-income areas of 
California received lower pay-for-performance 
scores than others. The reasons were attribut-
ed to serving patients who had both language 
barriers as well as limited access to transpor-
tation, child care, or other resources.

Similarly, a study by Jha and colleagues 
of costs and quality in US hospitals found a 
group that consistently performed worse on 
both quality and cost metrics and that cares 
for proportionally greater numbers of elderly 
black and Medicaid patients than other insti-
tutions. Many of these hospitals also have low 
or zero margins. If they were to lose even 1 per-
cent of Medicare reimbursement through the 
value-based purchasing program, the authors 
wrote, the impact would be severe, and care 
for the populations these institutions serve 
could be jeopardized.

Another analysis of Medicare data by Kai-
ser Health News showed that hospitals that 
treat large numbers of low-income patients 
will be hit especially hard from penalties for 
having overly high ratios of avoidable hospital 
readmissions. Safety-net hospitals argue that 
their higher readmission rates reflect their 
patients’ poor access to physicians and medi-
cations. CMS argues, on the other hand, that 
many safety-net providers outperform hos-
pitals that do not treat significant numbers 
of low-income patients. This premise is sup-
ported by a recent study by Yale researchers 
that found similar mortality and readmission 
rates between safety-net and non-safety-net 
hospitals.

what’s next?
Pay-for-performance programs are likely to 
expand across US health care in the near fu-
ture, especially with implementation of the 
Affordable Care Act. But experience to date 
with pay-for-performance initiatives has 

“Despite limited 
evidence of 
effectiveness, 
pay-for-
performance 
remains popular 
among policy 
makers and 
public and 
private insurers.”

1%
Hospital payment penalty
Starting October 1, 2012, the 
Centers for Medicare and 
Medicaid Services can reduce 
payments by 1 percent to 
hospitals whose readmission 
rates for patients with certain 
conditions exceed a particular 
target.
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raised a number of questions that require 
more research and experimentation.

For example, how large do rewards need 
to be to produce desired changes? How often 
should rewards be distributed? How can im-
provements in performance become sustained 
over time? How can provider acceptance best 
be gained and maintained? What impact will 
these programs have on health systems that 
are weak financially or that serve greater pro-
portions of racial and ethnic minorities?

As with any emerging reform tool, research-
ers say, experimentation with pay-for-perfor-

mance programs should include thoughtful 
monitoring and evaluation to identify design 
elements that positively affect outcomes. Eval-
uation of these programs should take into ac-
count variations in health care markets, such 
as in the supply of providers, and should in-
clude control or comparison groups so that the 
effects of pay-for-performance can be isolated 
from other factors.

Evaluations will also need to be conducted 
over sufficiently long time periods to identify 
any unintended consequences, such as long-
term effects on vulnerable populations.
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