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Physician Self-referral Updates in the CY 2016 
Medicare Physician Fee Schedule Final Rule 

November 18, 2015 • 3:30 p.m. Eastern 
Sponsor:  ABA Health Law Section and the Center for 

Professional Development 

Matthew S. Edgar, Health Insurance Specialist, CMS 
Lisa Ohrin Wilson, Senior Technical Advisor, CMS 

Donald H. Romano, Of Counsel, Foley & Lardner LLP 
Moderator:  Clinton R. Mikel, Partner, The Health Law Partners 

Major 2016 Stark Law Changes: 
Hear from CMS About the Final Rule 
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ABA Stark Resources 

• Stark Redline – Final PFS CY 2016 Physician Self-Referral (Stark) Changes: 
• http://ow.ly/UfjCY 
 

• Stark Toolkit: 
• http://ow.ly/UNXQu 
 

• eSource Article on Proposed Rule: 
• http://ow.ly/UfjLL 
 

• Lengthy December Health Lawyer Article on Proposed/Final Rule: 
• Article in Peer Review 
• Webinar attendees will be emailed the final article soon (prior to December Health 

Lawyer print publication) 
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Disclaimer 

• The views expressed today are those of the speakers in their personal 
capacity and not the official position of the Centers for Medicare & 
Medicaid Services or any other governmental agency. 
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Physician Self-referral Law 

• Physician self-referral law (section 1877 of the Social Security Act) 
• Unless an exception applies— 

• Prohibits a physician from making referrals for designated health services (DHS) payable 
by Medicare to an entity with which the physician (or an immediate family member) has 
a financial relationship 

• Prohibits the entity from filing claims with Medicare (or billing another individual, entity, 
or third party payer) for those referred services 

• Purpose of the updates to the physician self-referral regulations in the 
Medicare Physician Fee Schedule for CY 2016 (the “Final Rule”): 
• Accommodate delivery and payment system reform 
• Reduce burden 
• Facilitate compliance 
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CY 2016 Medicare Physician Fee Schedule 
Final Rule 
• Clarifications 

• Existing policy 
• Additional explanation where it appears stakeholders would benefit from 

clarification 

• New exceptions 
• Assistance to a physician to compensate a nonphysician practitioner 
• Timeshare arrangements 

• Revisions to existing definitions, exceptions, and other rules 
• Signature requirements 
• Holdover arrangements 
• Renewing arrangements that qualify for the exception for fair market value 

compensation 

• 80 Fed. Reg. 70886, Nov. 16, 2015 
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Clarifications 
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Writing Requirement 

• Many exceptions for compensation arrangements require the 
arrangement to be set out in writing, including the exceptions for: 
• Rental of office space and equipment (§§ 411.357(a) & (b)) 

• Personal service arrangements (§ 411.357(d)) 

• Fair market value compensation (§ 411.357(l)) 

• Current regulations:  variously use the term “arrangement” and 
“agreement” in connection with the writing requirement  

• Final Rule:  removes the term “agreement” from most exceptions and 
clarifies the requirement that an arrangement be set out in writing 
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Writing Requirement 

• Single “formal contract” not required:    
• Collection of documents may satisfy the writing requirement 
• Collection of documents may include “contemporaneous documents 

evidencing the course of conduct between the parties”  (80 FR 71315) 
• Note:  Single signed written contract is the best practice and the best way to 

ensure compliance 

• Standard:  “[T]he relevant inquiry is whether the available 
contemporaneous documents (that is, documents that are 
contemporaneous with the arrangement) would permit a reasonable 
person to verify compliance with the applicable exception at the time 
that a referral is made.” (80 FR 71315) 
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Writing Requirement 
• Examples of documents that a party might consider as part of a collection 

of documents when determining compliance with the writing requirement:   
• Board meeting minutes or other documents authorizing payments for specified 

services 
• Written communication between the parties, including hard copy and electronic 

communications 
• Fee schedules for specified services 
• Check requests or invoices identifying items or services provided, relevant dates, 

and/or rate of compensation  
• Time sheets documenting services performed  
• Call coverage schedules or similar documents providing dates of services to be 

provided  
• Accounts payable or receivable records documenting the date and rate of payment 

and the reason for payment 
• Checks issued for items, services, or rent and identified as such 
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Writing Requirement 

• Relationship of documents in a collection:  
• Documents in the collection must clearly relate to one another 

• Document must clearly evidence one and the same arrangement between 
the parties 

• Signature requirement, as applied to a collection of documents:   
• Signature is required on a contemporaneous writing documenting the 

arrangement  

• Signed writing must clearly relate to the other documents in the collection 
and to the underlying arrangement 
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Writing Requirement 

• Timing issues: 
• Evidence of the arrangement problem:  Contemporaneous documents evidencing 

the course of conduct between the parties are often generated after the 
arrangement has begun 
• A document produced after a referral is made cannot be relied upon to protect referrals that 

predate the document.  (80 FR 71317) 
• However, documents generated over the course of the arrangement can be used to 

demonstrate compliance for referrals made after the documents have been generated 

• Set in advance problem:  If the only documents setting forth the compensation were 
created after the arrangement began, a party cannot meet the set in advance 
requirement from the inception of the arrangement.   
• However, “depending on the facts and circumstances, if parties create contemporaneous 

documents during the course of the arrangement, and the documents set the compensation 
out in writing, then parties may be able to satisfy the set in advance requirement for referrals 
made after the contemporaneous documents are created.”  (80 FR 71317) 
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Writing Requirement 
TIME 

Documents in chronological order:  
earliest on top, latest on bottom 

Inception of arrangement  

First contemporaneous document produced 

Additional contemporaneous documents and 
records produced 

ISSUE: 
At what point does the arrangement 
satisfy the requirements of an 
applicable exception? 
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Writing Requirement 

• Relation to State law 
• State law principles are not dispositive in determining compliance with the writing 

and signature requirements of the physician self-referral law 
• Parties may look to state law to INFORM the analysis of whether an arrangement is 

in writing and signed by the parties 

• Clarification of existing policy 
• Guidance regarding the writing requirement is a clarification of existing policy 

• Impact on SRDP submissions 
• Parties considering submitting a disclosure to the SRDP for conduct that predates the 

proposed rule may rely on guidance provided in the proposed rule to determine 
compliance with the writing requirement 

• Parties that have already submitted disclosures to the SRDP (but not yet settled the 
matter with CMS) may also rely on guidance provided in the proposed rule regarding 
the writing requirement; parties may amend or withdraw previously submitted 
disclosures as appropriate  
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1-year Term Requirement 

• Current regulations:  Exceptions for the rental of office space, the rental of 
equipment, and personal service arrangements require a term of at least 1 
year 

• Final rule clarification: 
• Formal “term” provision in a contract not required to satisfy requirement 
• Arrangement with a duration of at least 1 year as a matter of fact satisfies the 

requirement 

• Written documentation of the term/duration: 
• Contemporaneous documents establishing that the arrangement lasted for at least 1 

year, or 
• If the arrangement is terminated during the 1st year, a party must be able to 

demonstrate that the parties did not enter into a new arrangement for the same 
space, equipment, or services during the 1st year  
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Remuneration and “Split Bill” Arrangements 

• “Split bill” arrangements:   
• DHS entity provides examination rooms, nursing personnel, and 

supplies, and bills appropriate payor for the resources and services it 
provides to the patient.  Physician bills the appropriate payor for his or 
her professional fees only. 

• Such an arrangement does not “involve[] remuneration between the 
parties, because the physician and the DHS entity do not provide items, 
services, or other benefits to one another.”  (80 FR 71321)   

• Statement in the preamble regarding split bill arrangements was not 
codified in the regulations in this final rule.   
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New Exceptions 
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New Exception:  Assistance to Compensate a 
Nonphysician Practitioner 
• New §411.357(x) establishes an exception for remuneration from a 

hospital to a physician to assist the physician with compensating a 
nonphysician practitioner (NPP) to furnish services to patients of the 
physician’s practice 
• Applies to federally qualified health centers (FQHCs) and rural health clinics 

(RHCs) in the same way that it applies to hospitals 

• Remuneration provided by a hospital to a physician organization is 
considered to be provided to each physician who stands in the shoes 
of the physician organization 
• For this reason, the exception is structured to protect remuneration provided 

to a physician. 
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NPPs:  Requirements for the NPP 

• For purposes of the exception, NPP means— 
• Physician assistant 
• Nurse practitioner 
• Clinical nurse specialist 
• Certified nurse midwife 
• Clinical social worker 
• Clinical psychologist 

• Substantially all (at least 75 percent) of the services furnished by the NPP 
to patients of the physician’s practice must be— 
• Primary care services 
• Mental health care services 

• No unreasonable restriction on the NPP’s ability to provide patient care 
services in the geographic area served (GSA) by the hospital 
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NPPs:  The Arrangement between the NPP 
and the Physician (or Physician Organization) 
• Must be a compensation arrangement 

• Includes an employment, contractual, or other arrangement under which 
remuneration passes between the NPP and the physician (or physician organization 
in whose shoes the physician stands under §411.354(c)) 

• The exception does not allow a hospital to provide remuneration to assist with 
conferring an ownership or investment interest in the physician’s practice 

• May be full-time or part-time 

• Exception is not available for a compensation arrangement between a 
physician (or physician organization) and a staffing company or other entity 
for the services of the NPP 
• Arrangement must be directly between the physician (or physician organization) and 

the independent contractor NPP (80 FR 71305) 
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NPPs:  Relocation Requirements 

• The NPP may not, within 1 year of the commencement of his or her 
compensation arrangement with the physician (or the physician 
organization in whose shoes the physician stands under 
§411.354(c))— 
• Have practiced in the hospital’s GSA 

• Have been employed or otherwise engaged to provide patient care services 
by a physician or physician organization that has a medical practice site 
located in the hospital’s GSA 
• Prohibition applies regardless of whether the NPP furnished services at the medical 

practice site located in the hospital’s GSA 
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NPPs:  Compensation to NPP 

• May not exceed fair market value for the patient care services furnished by 
the NPP to patients of the physician’s practice 

• Physician may provide remuneration to the NPP other than compensation, 
signing bonus, and benefits; however, the hospital may not provide 
assistance for anything other than compensation, signing bonus, and 
benefits 
• “Benefits” include only health insurance, paid leave, and other routine non-cash 

benefits offered to similarly situated employees or contractors of the physician’s 
practice (80 FR 71302) 

• Hospital may assist the physician with providing relocation assistance to the NPP if 
the relocation assistance is included in the calculation of the NPP’s “compensation” 
(80 FR 71309) 
• Caution:  total compensation (including any amount associated with relocation costs) must 

not exceed fair market value 
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NPPs:  The Arrangement between the Hospital and 
the Physician (or Physician Organization) 
• Must be set out in writing and signed by the hospital, physician (or 

physician organization), and the NPP 

• May not be conditioned on the physician’s or NPP’s referrals to the hospital 

• May not violate the anti-kickback statute (section 1128B(b) of the Social 
Security Act) or any Federal or State law or regulation governing billing or 
claims submission 

• Records of the following must be maintained for at least 6 years and made 
available to the Secretary upon request— 
• The actual amount of remuneration provided by the hospital to the physician (or 

physician organization) 
• The actual amount of remuneration provided by the physician (or physician 

organization) to the NPP 
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NPPs:  The Arrangement between the Hospital and 
the Physician (or Physician Organization) 

• Frequency limitation 
• May be used by a hospital only once every 3 years with respect to the same 

referring physician 
• Applying the “stand in the shoes” provisions limits the use of the exception to once every 

3 years with respect to the same physician organization if the physician organization has 
more than one nontitular owner 

• See discussion of frequency limitation for temporary noncompliance with signature 
requirements (80 FR 71333) 

• Exception:  Frequency limitation is waived if the NPP is replacing a NPP who 
left the physician’s practice within in 1 year of the commencement of his or 
her employment or contractual arrangement 
• 2-year limit on assistance continues to apply and is measured from the commencement 

of the original NPP’s employment or contractual arrangement (80 FR 71310) 
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NPPs:  Remuneration from the Hospital to the 
Physician (or Physician Organization) 
• May not exceed 50 percent of the actual compensation, signing bonus, and 

benefits paid by the physician to the NPP 
• Limited to the first 2 consecutive calendar years of the employment or 

independent contractor arrangement between the NPP and the physician 
(or the physician organization in whose shoes the physician stands under 
§411.354(c)) 

• May not be determined in a manner that takes into account (directly or 
indirectly) the volume or value of any actual or potential referrals by— 
• The NPP 
• The physician 
• Any other NPP or physician in the physician’s practice 

• May not take into account any other business generated between the 
parties 

24 



www.americanbar.org | www.abacle.org 

NPPs:  Special Definitions 

• Referral means a request by a NPP that includes the provision of any DHS 
for which payment may be made under Medicare, the establishment of any 
plan of care by a NPP that includes the provision of such DHS, or the 
certifying or recertifying of the need for such DHS 
• Does not include DHS personally performed by the NPP 

• Geographic area served by the hospital, FQHC, or RHC has the same 
meaning set forth in the exception for physician recruitment 

• Compensation arrangement between a physician (or the physician 
organization in whose shoes the physician stands under §411.354(c)) and a 
NPP means an employment, contractual, or other arrangement under 
which remuneration passes (directly) between the parties and does NOT 
include a NPP’s ownership or investment interest in a physician 
organization 

25 

www.americanbar.org | www.abacle.org 

New Exception:  Timeshare Arrangements 

• New §411.357(y) establishes an exception for timeshare arrangements that 
include the use of premises, equipment, personnel, items, supplies, or 
services 

• Premises:  covers “use” arrangements only 
• Does not cover traditional office space leases 
• The arrangement may not convey a possessory leasehold interest in the office space 

that is the subject of the arrangement (§411.357(y)(9)) 

• Equipment excluded from protection under the exception— 
• Advanced imaging equipment 
• Radiation therapy equipment 
• Clinical or pathology laboratory equipment 

• Exception:  equipment used to perform CLIA-waived laboratory tests 
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Timeshares:  The Arrangement between the 
Parties 
• Must be set out in writing and signed by the parties 

• Parties must be a physician (or the physician organization in whose shoes the physician stands 
under §411.354(c)) and— 

• A hospital 
• A physician organization of which the physician is not an owner, employee, or contractor 

• Either party may be the grantor of permission to use the premises, equipment, personnel, items, 
supplies, and services 

• Must specify the premises, equipment, personnel, items, supplies, and services covered 
by the arrangement 

• May not be conditioned on the referral of patients by the physician to the hospital or 
physician organization that is the other party to the arrangement 

• Must be commercially reasonable even if no referrals were made between the parties 

• May not violate the anti-kickback statute (section 1128B(b) of the Social Security Act) or 
any Federal or State law or regulation governing billing or claims submission 

 

27 

www.americanbar.org | www.abacle.org 

Timeshares:  The Use of the Premises, Equipment, 
Personnel, Items, Supplies, and Services 

• General requirements 
• Predominantly for the provision of evaluation and management (E/M) 

services to patients 

• Must be used on the same schedule 

• Requirements specific to the use of equipment 
• Must be located in the same building where the E/M services are furnished 

• May be used to furnish only DHS incidental to E/M services furnished at the 
time of the patient’s E/M visit 
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Timeshares:  Compensation 

• Set in advance 

• Consistent with fair market value 

• Not determined in a manner that takes into account (directly or 
indirectly) the volume or value of referrals or other business 
generated between the parties 

• Prohibited compensation formulas— 
• Percentage compensation 

• Per-unit of service fees 
• For example, per-patient or per-use of DHS equipment rates 

• Exception:  time-based compensation formulas (e.g., hourly rates or ½-day rates) 
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Revisions 
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Temporary Noncompliance with Signature 
Requirement (§ 411.353(g)) 
• Final Rule: 

• All parties have 90 days to obtain missing signatures, regardless of whether the failure to 
obtain the signatures was “inadvertent” or not.  

• Temporary noncompliance rule can be used only once every 3 years with respect to the same 
referring physician. 

• Comments on the signature requirement: 
• “[T]he signature of the parties creates a record of the fact that the parties to an arrangement 

were aware of and assented to the key terms and conditions of the arrangement.”  (80 FR 
71333) 

• State law principles do not determine compliance with the signature requirement, but 
“parties may look to State law and other bodies of relevant law, including Federal and State 
law pertaining to electronic signatures, to inform the analysis of whether a writing is signed 
for the purposes of the physician self-referral law.”  (80 FR 71334, emphasis added) 

• “[W]hether an arrangement is signed by the parties depends on the facts and circumstances 
of the arrangement and the writings that document the arrangement.” (80 FR 71334) 
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Stand in the Shoes:  Signature Requirements 

• Phase III required all physicians to stand in the shoes of their physician 
organizations, including owners, employees, and independent contractors 
• Signature requirements in the applicable compensation arrangement exceptions (i.e., 

the writing must be signed by the “parties”) applied to all physicians in the physician 
organization 

• Prohibition on taking into account the volume or value of referrals or other business 
generated “between the parties” when determining compensation applied to all 
physicians in the physician organization 

• FY 2009 IPPS Final Rule amended the “stand in the shoes” provisions to 
require only physicians with a nontitular ownership or investment interest 
to stand in the shoes of their physician organizations 
• No change to the regulation text that applied the signature requirement and volume 

or value prohibition to all “parties” (i.e., all physicians in the physician organization) 
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Stand in the Shoes:  Clarifying the Parties 

• CY 2016 PFS final rule limits the signature requirement to only those 
physicians who stand in the shoes of their physician organization 
• Relieves burden on physician organizations imposed by prior rule under the 

original “stand in the shoes” provisions 

• No change to the existing rule that the relevant referrals and other 
business generated “between the parties” are referrals and other 
business generated between the DHS entity and the physician 
organization (including all members, employees, and independent 
contractor physicians). 
• §411.354(c)(3)(i) 

• Revisions effective January 1, 2016 
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Indefinite Holdover Provisions 

• Final Rule:  Indefinite “holdover” arrangements permitted under the 
rental of office space and equipment exceptions (§§ 411.357(a) & (b)) 
and  the personal service arrangements exception (§ 411.357(d)), 
provided: 
• The expired arrangement satisfied all the requirements of the applicable 

exception when it expired; 

• The holdover arrangement continues on the same terms and conditions as 
the immediately preceding arrangement; and 

• The  holdover arrangement continues to satisfy all the requirements of the 
applicable exception during the holdover.   

34 



www.americanbar.org | www.abacle.org 

Indefinite Holdover Provisions 

• Fair market value requirement must be met during the holdover:  
“[A]s soon as a holdover arrangement ceases to meet all the 
requirements of an applicable exception, including the fair market 
value requirement, referrals for DHS by the physician to the entity 
that is a party to the arrangement are no longer permissible.”  (80 FR 
71320) 

• Amendments not permitted during the holdover:  “If parties were 
permitted to amend the terms and conditions of an arrangement in 
the course of the holdover, then parties would be able to frequently 
renegotiate the terms of the arrangement during the holdover in a 
manner that could take into account the volume or value of referrals.”  
(80 FR 71320) 
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Indefinite Holdover Provisions 

• Application of Final Rule to current “holdover” arrangements:   
• Arrangements in a valid holdover under the current 6-month holdover provisions on 

January 1, 2016 (the effective date of the final rule) may qualify for the indefinite 
holdover 
• Arrangements expiring by their own terms on or after July 1, 2015 

• Expired arrangements that are no longer in a valid holdover under the current 6-
month holdover provisions may not make use of the indefinite holdover provisions 
• Arrangements that expired on their own terms prior to July 1, 2015  

• Intersection of writing requirement and holdover provisions: 
• However, “even without a holdover provision, an arrangement that continued after a 

contract expired on its own terms could potentially satisfy the writing requirement of 
an applicable exception, provided that the parties had sufficient contemporaneous 
documentation of the arrangement.”  (80 FR 71319) 
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Renewals – Exception for Fair Market Value 
Compensation (§ 411.357(l)) 
• Final Rule:  Arrangements with any timeframe, including 1-year or 

more, may be renewed any number of times under the exception for 
fair market value compensation, provided: 
• The terms of the arrangement and the compensation for the same items or 

services do not change, and  
• The arrangement continues to satisfy all the requirements of the exception 

during the renewal period 

• Renewal need not be in writing:  “We note that nothing in the 
exception requires parties to renew the arrangement in writing. 
However, the parties must have written documentation establishing 
that the renewed arrangement was on the same terms and conditions 
as the original arrangement.”  (80 FR 71320)  
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Physician-owned Hospitals 

• Preventing Conflicts of Interest:  Public Website and Public 
Advertising Disclosure Requirement 
• Advertising:  New §411.362(a) defines “public advertising for the hospital” as 

any public communication paid for by the hospital that is primarily intended 
to persuade individuals to seek care at the hospital. 

• Website:  Any language that would put a reasonable person on notice that 
hospital may be physician-owned is deemed a sufficient statement of 
physician ownership or investment 
• A public website for the hospital does not include, by way of example— 

• Social media websites 
• Electronic patient payment portals 
• Electronic patient care portals 
• Electronic health information exchanges 
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Website or Advertising Noncompliance 

• SRDP is the appropriate means for reporting overpayments in the 
event that a physician-owned hospital discovers that it failed to satisfy 
the public website or public advertising disclosure requirements. 
o For noncompliance with the public website disclosure requirement, the period of 

noncompliance is the period during which the physician-owned hospital failed to 
satisfy the requirement, the earliest possible date being September 23, 2011, the 
date by which a physician-owned hospital had to be in compliance with the 
public website and advertising disclosure requirements. 

o For noncompliance with the public advertising disclosure requirement, the 
period of noncompliance is the duration of the applicable advertisement’s 
predetermined initial circulation, unless the hospital amends the advertisement 
to satisfy the requirement at an earlier date.  
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Physician-owned Hospitals 

• Determining the bona fide investment level 
• Goal of the revision is to better align the prohibition set forth at §411.362(b)(4)(i) with the 

statutory definition of “physician owner or investor” in a hospital 
• Attempted not to unsettle long-standing definitions in the physician self-referral regulations 

• Currently use the term “referring physician” in the general ownership definitions 

• Solely for the purposes of §411.362 (including for the purposes of determining 
the baseline bona fide investment level and the bona fide investment level 
thereafter), CMS established a definition of ownership or investment interest that 
applies to all types of owners or investors, regardless of their status as a referring 
or non-referring physician. 

• The effective date of the revised definition is January 1, 2017. 
• Provides time for hospitals to come into compliance with the new policy. 
• Parties that have considered all physicians in their determination of the ownership level (and 

not just referring physicians) are in compliance. 
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Bona Fide Investment Levels:  §411.362(a) 

• A “direct” ownership or investment interest in a hospital exists if the ownership 
or investment interest in the hospital is held without any intervening persons or 
entities between the hospital and the owner or investor.  

• An “indirect” ownership or investment interest in a hospital exists if:   
(1) between the owner or investor and the hospital there exists an unbroken chain of 

any number (but no fewer than one) of persons or entities having ownership or 
investment interests; and, 

(2) the hospital has actual knowledge of, or acts in reckless disregard or deliberate 
ignorance of, the fact that the owner or investor has some ownership or 
investment interest (through any number of intermediary ownership or investment 
interests) in the hospital.  

• An indirect ownership or investment interest in a hospital exists even though the 
hospital 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. 
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Other Issues 

• Clarified single “volume or value” standard by using uniform language throughout 
the regulations 

• Updated the exception for ownership of publicly traded securities 
• Clarified “carve out” from definition of remuneration 

• Separately listed the purposes for which items, devices, or supplies must be used solely in 
order not to be considered remuneration 

• Clarified that the use of the items, devices, or supplies for more than one of the enumerated 
purposes is permissible, provided that they are used solely for such purposes 

• Established definitions for the geographic area served by a FQHC or RHC 
• Amended definition of locum tenens physician 

• Clarified formula for calculating the maximum retention payment when based on 
a written certification 

• Replaced “Web site” with “website” (or at least CMS tried) 
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