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42 CFR Parts 411 and 424
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Medicare Program; Physicians’
Referrals to Health Care Entities With
Which They Have Financial
Relationships (Phase II)

AGENCY: Centers for Medicare &

Medicaid Services (CMS), HHS.

ACTION: Interim final rule with comment
period.

SUMMARY: This interim final rule with
comment period (Phase II of this
rulemaking) incorporates into
regulations the provisions concerning
ownership and investment exceptions
in paragraphs (c) and (d) and the
compensation exceptions in paragraph
(e) of section 1877 of the Social Security
Act (the Act). Phase II also addresses
comments concerning the reporting
requirements in section 1877(f) of the
Act.

Phase I (as defined below) addressed
the majority of issues in implementing
section 1877 of the Act. Phase II both
addresses the remaining issues not
addressed in Phase I and responds to
public comments. In general, in
response to public comments, the
Department has attempted to reduce
regulatory burden by broadening
exceptions using the Secretary’s
discretionary authority under the statute
to create exceptions that pose no risk of
fraud or abuse. For the convenience of
affected parties, we have set out the
entire rule as previously promulgated,
including the changes made by this
rulemaking.

DATES: Effective date: This interim final
rule is effective on July 26, 2004.

Comment date: We will consider
comments on Phase II issues if we
receive them at the appropriate address,
as provided below, no later than 5 p.m.
on June 24, 2004. Late filed comments
will be considered to the extent
practicable.

ADDRESSES: In commenting, please refer
to file code CMS-1810-IFC. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

Submit electronic comments to http:/
/www.cms.hhs.gov/regulations/
ecomments or to www.regulations.gov.
Mail written comments (one original

and two copies) to the following address
only: Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Attention: CMS-1810—-
IFC, P.O. Box 8013, Baltimore, MD
21244-8013.

Please allow sufficient time for mailed
comments to be timely received in the
event of delivery delays.

If you prefer, you may deliver (by
hand or courier) your written comments
(one original and two copies) to one of
the following addresses: Room 445-G,
Hubert H. Humphrey Building, 200
Independence Avenue, SW.,
Washington, DC 20201, or Room C5-14—
03, 7500 Security Boulevard, Baltimore,
MD 21244-1850.

(Because access to the interior of the
HHH Building is not readily available to
persons without Federal Government
identification, commenters are
encouraged to leave their comments in
the CMS drop slots located in the main
lobby of the building. A stamp-in clock
is available for persons wishing to retain
a proof of filing by stamping in and
retaining an extra copy of the comments
being filed.)

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
could be considered late.

All comments received before the
close of the comment period are
available for viewing by the public.
After the close of the comment period,
CMS posts all electronic comments
received before the close of the
comment period on its public Web site.
To protect an individual’s privacy and
identity, a commenter may wish to omit
his or her full name and address from
the comment. We request that the
commenter identify only his or her zip
code. For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
Joanne Sinsheimer, (410) 786—4620.

SUPPLEMENTARY INFORMATION:
Submitting Comments: We welcome
comments from the public on all issues
set forth in this rule to assist us in fully
considering issues and developing
policies. You can assist us by
referencing the file code CMS-1810-IFC
and the specific “issue identifier” that
precedes the section on which you
choose to comment.

Inspection of Public Comments:
Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,

Baltimore, Maryland 21244, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone (410) 786-7197.

Copies: To order copies of the Federal
Register containing this document, send
your request to: New Orders,
Superintendent of Documents, P.O. Box
371954, Pittsburgh, PA 15250-7954.
Specify the date of the issue requested
and enclose a check or money order
payable to the Superintendent of
Documents, or enclose your Visa or
Master Card number and expiration
date. Credit card orders can also be
placed by calling the order desk at (202)
512—1800 (or toll-free at 1-888—293—
6498) or by faxing to (202) 512-2250.
The cost for each copy is $10. As an
alternative, you can view and
photocopy the Federal Register
document at most libraries designated
as Federal Depository Libraries and at
many other public and academic
libraries throughout the country that
receive the Federal Register.

This Federal Register document is
also available from the Federal Register
online database through GPO Access, a
service of the U.S. Government Printing
Office. The Web site address is: http://
www.access.gpo.gov/nara/index.html.

To help readers locate information in
this interim final rule, we are providing
the following Table of Contents. The
Table of Contents also indicates whether
a subject was previously addressed in
Phase I or is a Phase II issue.

1. Background

II. The General Prohibition under Section
1877 of the Act (Phase I)

A. General Comments

B. When Is There a Financial Relationship
Between the Referring Physician and the
Designated Health Service (DHS) Entity?

C. When Does a Physician Make a Referral?

D. Definition of “Consultation”

III. Physician Compensation Under Section
1877 of the Act (Phase I)

IV. The “Volume or Value” Standards under
Section 1877 of the Act (Phase I)

V. Exceptions Applicable to Ownership and
Compensation Arrangements (Phase I)

A. Physician Services Exception

B. In-Office Ancillary Services Exception
1. General Comments

2. Covered Designated Health Services

3. Direct Supervision

4. The Building Requirements

5. The Billing Requirement

C. Group Practice Definition

D. Prepaid Plans

VI. General Exception Related Only to
Ownership or Investment in Publicly-
Traded Securities and Mutual Funds
(Phase 1I)

VII. Additional Exceptions Related Only to
Ownership or Investment Prohibition
(Phase II)

A. Hospitals in Puerto Rico
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B. Rural Providers
C. Hospital Ownership
VIIIL Exceptions Relating to Other
Compensation Arrangements (Phase II)
A. Rental of Office Space and Equipment
B. Bona Fide Employment Relationships
C. Personal Service Arrangements
D. Remuneration Unrelated to the
Provision of Designated Health Services
E. Physician Recruitment
F. Isolated Transactions
G. Certain Group Practice Arrangements
with Hospitals
H. Payments Made by a Physician for Items
and Services
IX. Reporting Requirements (Phase II)
X. Sanctions (Phase II)
XI. Definitions (Phase I)
A. Designated Health Services General
Principles
B. Professional Services as Designated
Health Services
C. Clinical Laboratory Services
D. Physical Therapy Services
E. Occupational Therapy Services
F. Radiology and Certain Other Imaging
Services
G. Radiation Therapy Services and
Supplies
H. Durable Medical Equipment and
Supplies
I. Parenteral and Enteral Nutrients,
Equipment, and Supplies
J. Prosthetics, Orthotics, and Prosthetic
Devices and Supplies
K. Home Health Services
L. Outpatient Prescription Drugs
M. Inpatient and Outpatient Hospital
Services
N. Other Definitions
. Consultation
. Entity
. Fair Market Value
. Group Practice
. Health Professional Shortage Area
. Employee
. Immediate Family Member
. Referral
. Remuneration and the Exceptions in
Section 1877(h)(1)(C) of the Act
10. Transaction and Isolated Transaction
(Phase 1I)
XII. Regulatory Exceptions
A. Academic Medical Centers (Phase 1)
B. Services Furnished Under Certain
Payment Rates (Phase II)
C. Implants in an ASC (Phase I)
D. Fair Market Value Exception (Phase I)
E. Non-Monetary Compensation up to $300
and Medical Staff Incidental Benefits
(Phase I)
F. Risk-sharing Arrangements (Phase I)
G. Compliance Training (Phase I)
H. Anti-Kickback Safe Harbors (Phase II)
I. Professional Courtesy (Phase II)
J. Charitable Donations by a Physician
(Phase II)
K. Preventive Screening Tests,
Immunizations, and Vaccines (Phase I)
L. EPO and Other Dialysis-Related
Outpatient Prescription Drugs Furnished
in or by an ESRD Facility (Phase I)
M. Intra-family Rural Area Referrals (Phase
1)
N. Certain Arrangements Involving
Temporary Noncompliance (Phase II)
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O. Retention Payments in Underserved
Areas (Phase II)
P. Community-wide Health Information
Systems (Phase II)
XIII. Technical Corrections (Phase II)
XIV. Collection of Information Requirements
XV. Regulatory Impact Statement
A. Overall Impact
B. Anticipated Effects
C. Alternatives Considered
D. Conclusion
XVI. Waiver of Proposed Rulemaking
Regulations Text
Attachment

I. Background

Section 1877 of the Social Security
Act (the Act), also known as the
physician self-referral law: (1) Prohibits
a physician from making referrals for
certain “designated health services”
(DHS) payable by Medicare to an entity
with which he or she (or an immediate
family member) has a financial
relationship (ownership or
compensation) unless an exception
applies; and (2) prohibits the entity from
filing claims with Medicare for those
referred services, unless an exception
applies. The statute establishes a
number of specific exceptions and
grants the Secretary the authority to
create regulatory exceptions for
financial relationships that pose no risk
of fraud or abuse.

In reviewing the public comments
received, the Department has
endeavored to reduce the burden and
prescriptive nature of the rule while
applying the statute and maintaining the
integrity of the regulatory framework.
The Phase II rule exercises the
Secretary’s authority to create
exceptions to accomplish this goal. In
particular, the Phase II rule creates a
new exception for community-wide
health information systems. It also
creates limited exceptions to allow
physicians to refer to immediate family
members in rural areas in certain
circumstances when no other physician
is available, and to exempt hospital
payments to retain a physician who
would otherwise leave a health
professional shortage area.

This is Phase II of a bifurcated final
rulemaking under section 1877 of the
Act. The current version of section
1877, which applies to referrals for
eleven DHS, has been in effect and
subject to enforcement since January 1,
1995. Proposed regulations were
published in 1998 at 63 FR 1659
(January 9, 1998) (the “January 1998
proposed rule”’). Phase I of the final
rulemaking was published in the
Federal Register on January 4, 2001 (66
FR 856) (“Phase I"’) as a final rule with
comment period.

The reasons for bifurcation of the
rulemaking are explained in the Phase
I preamble (66 FR 859-860). With two
exceptions, the regulations published in
Phase I became effective on January 4,
2002. Section 424.22(d), relating to
home health services, became effective
on April 6, 2001 (see our Federal
Register notice dated February 2, 2001
(66 FR 8771)). We delayed the effective
date of the final sentence of
§411.354(d)(1) relating to the definition
of “set in advance” for one year from
January 4, 2002 to January 6, 2003, in
a Federal Register document published
on December 3, 2001 (66 FR 60154). We
further delayed the effective date of this
sentence for an additional 6 months,
until July 7, 2003, in a Federal Register
document published on November 22,
2002 (67 FR 70322), and for an
additional 6 months, until January 7,
2004, in a Federal Register document
published on April 25, 2003 (68 FR
20347). We published another delay
notice on December 24, 2003 (68 FR
74491), delaying that effective date until
July 7, 2004.

Phase I covered—

e Sections 1877(a) and 1877(b) of the
Act (the general prohibition and the
exceptions applicable to both ownership
and compensation arrangements);

e The statutory definitions at section
1877(h) of the Act;

e Certain additional regulatory
definitions; and

¢ A number of new regulatory
exceptions promulgated under section
1877(b)(4) of the Act.

Phase II covers—

¢ The remaining provisions of section
1877 of the Act;

¢ Additional regulatory definitions;

e Additional new regulatory
exceptions promulgated under section
1877(b)(4) of the Act; and

e Responses to the public comments
on the Phase I regulations.

We had intended to address in this
Phase II rulemaking section 1903(s) of
the Act, which applies section 1877 of
the Act to referrals for Medicaid covered
services and which we interpreted in
the proposed rule at §435.1012 and
§455.109. However, in the interest of
expediting publication of these rules,
we are reserving the Medicaid issue for
a future rulemaking with one exception.
In this rulemaking, we are amending the
prepaid plans exception at § 411.356(c)
to cover Medicaid managed care plans.

Phase II has a 90-day comment period
and will become effective 120 days after
the date of publication. Comments
received on the Phase II rulemaking will
be addressed in a separate Federal
Register notice.
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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
1T 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.

II. The General Prohibition Under
Section 1877 of the Act

(Section 1877(a) of the Act; Phase I—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 comments.

B. Comments related to whether a financial
relationship exists between a referring
physician and a designated health services
entity (“DHS entity”).

C. Comments related to whether there has
been a referral from a referring physician to
a DHS entity.

D. Comments 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
1(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) of
the regulations).

Comment: Several commenters
requested that we enact various “grace”
periods under the exceptions to
accommodate situations in which
parties to an arrangement: (1) Fall out of
compliance with aspects of an exception
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through events outside their control; or
(2) are unable to comply with an
exception for temporary periods of time.

Response: We are persuaded that a
specified and limited exception for
certain arrangements that have
unavoidably and temporarily fallen out
of compliance with other exceptions is
warranted and consistent with the
overall statutory scheme and the
obligations the statute imposes on
providers. Accordingly, using our
authority at section 1877(b)(4) of the
Act, we have incorporated into these
regulations an exception at §411.353(f)
for certain arrangements that have fully
satisfied another exception for at least
180 consecutive days, but have fallen
out of compliance with the exception
for reasons beyond the control of the
DHS entity. Parties must take steps to
rectify their noncompliance or
otherwise comply with the statute as
expeditiously as possible under the
circumstances. The §411.353(f)
exception lasts up to 90 days and
applies to DHS furnished during the
exception period. By the end of the 90-
day exception period, parties must
either comply with another exception or
have terminated their otherwise
prohibited arrangement. It is in the
provider’s interest to document
contemporaneously the reasons for the
temporary noncompliance and the steps
taken to rectify it. For example, this
exception will allow rural providers that
fall out of compliance with
§411.356(C)(2) through re-designation
of a rural area as a non-rural area time
to finish patients’ existing courses of
treatment or refer patients to other
providers.

This new exception, at §411.353(f),
does not apply to arrangements that
previously complied with the
exceptions for non-monetary
compensation up to $300 or incidental
medical staff benefits. To provide
otherwise would effectively negate the
limits set in those exceptions. (In the
case of non-monetary compensation, it
is, of course, possible to be compliant in
the next year, since the exception
permits non-monetary compensation up
to $300 annually.)

The new exception is not intended to
allow DHS entities to file otherwise
prohibited claims or bills when they
purposefully take or omit to take actions
or engage in conduct that causes their
financial relationship to be
noncompliant with an exception. The
exception period is limited to 90
calendar days following the date of the
initial event resulting in noncompliance
with an exception and applies to DHS
furnished during the exception period.
The exception is intended to be used

sparingly and may not be used by a DHS
entity more often than once every three
years with respect to referrals from the
same referring physician. We believe
this exception should address a number
of situations that present special and
temporary compliance problems,
including conversion of publicly-traded
companies to private ownership; loss of
rural or health professional shortage
areas (HPSA) designations; or delays in
obtaining fully-signed copies of renewal
agreements. As noted in section V.C
below, we have also modified the group
practice definition at §411.352(d)(5) to
address problems faced by group
practices that fall out of compliance
with elements of the definition when
they add new members to the group. We
have also interpreted the lease
exceptions to permit holdover month-to-
month leases for up to six months.

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
I—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 1877 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—

e (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;

e Clarifying the relationship between
the “indirect compensation
arrangements’’ definition and the
““volume or value” and “other business
generated” standards;

e 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 by that
definition.

Comment: A number of commenters
found the definition of “indirect
compensation arrangement’’ at
§411.354(c)(2) to be very complicated.

One commenter stated that the
definition was too broad and covered
many arrangements that had not
previously been subject to the statute. A
national physician association
emphasized that the physician
community would need education as to
the scope and application of the
definition.

Response: The definition of “indirect
compensation arrangement” at
§411.354(c)(2) requires three elements:

e Paragraph (c)(2)(i)—an unbroken
chain of financial relationships
(ownership or compensation) linking
the referring physician to the DHS
entity;

o Paragraph (c)(2)(ii)—aggregate
compensation paid to the referring
physician that varies with, or otherwise
takes into account, the volume or value
of referrals to, or other business
generated for, the DHS entity; and

e Paragraph (c)(2)(iii)—knowledge by
the DHS entity that the physician
receives aggregate compensation that
varies with, or otherwise takes into
account, the volume or value of referrals
to, or other business generated for, the
DHS entity (using the same knowledge
standard that applies under the False
Claims Act (31 U.S.C. §3729) and the
Civil Monetary Penalties Law (section
1128A of the Act)).

With education and experience, we
think DHS entities and referring
physicians will be able to apply the test
without difficulty. (We discuss further
the application of the various elements
in response to specific comments
below.) We have made several technical
revisions to clarify the intent of the
exception.

We agree that the definition
encompasses many arrangements that
physicians and DHS entities claim not
to have thought were covered by the
statute. As we discussed in the Phase I
preamble (66 FR 864), we believe that
the knowledge element sufficiently and
equitably sets the boundaries for the
potential universe of prohibited
arrangements.

Comment: Many commenters
expressed confusion at the interplay
between (1) the definition of “indirect
compensation arrangement” at
§411.354(c)(2), which looks at whether
the referring physician’s aggregate
compensation varies with, or otherwise
takes into account ““the volume or value
of referrals” generated by the referring
physician, and (2) §411.354(d)(2),
which describes when certain
compensation (such as time-based and
unit-of-service based payments) will be
deemed not to take into account “the
volume or value of referrals,” even
though aggregate per unit compensation

will always vary with the volume or
value of referrals. (We received similar
comments regarding § 411.354(d)(3)
with respect to when compensation
does not take into account “other
business generated between the
parties.”) These provisions were
discussed in the Phase I preamble (66
FR 876).

Specifically, under §411.354(d)(2)
and §411.354(d)(3), time-based and
unit-of-service based compensation is
deemed not to take into account the
volume or value of referrals or other
business generated if the unit-based
compensation: (i) Is fair market value for
items or services actually provided; and
(ii) does not vary over the term of the
agreement in any manner that takes into
account DHS referrals or other business
generated by the referring physician.
Some commenters questioned whether
an indirect compensation arrangement
exists at all if a referring physician
receives time-based or unit-of-service
based compensation that is fair market
value 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
aggregate compensation and
incorporates a fair market value test.
Given this, several commenters pointed
out that the ultimate result would be the
same whether time and unit-of-service
based compensation arrangements are
initially excluded from the definition of
“indirect compensation arrangement” in
§411.354(c)(2) or included in the
definition and then excepted by the new
exception. One commenter proposed
three options: (1) Retaining the indirect
compensation arrangement definition in
the final regulation and deleting the
indirect compensation exception; (2)
revising the indirect compensation
arrangement definition by deleting the
volume and value language; or (3)
revising §411.354(d)(2) and
§411.354(d)(3) to make clear that those
provisions do not apply to the indirect
compensation arrangements definition.

Response: An “indirect compensation
arrangement” exists under
§411.354(c)(2) if the referring
physician’s aggregate compensation
varies with, or otherwise takes into
account, the volume or value of referrals
or other business generated by the
referring physician. Since time-based or
unit-of-service based compensation will
always vary with the volume or value 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
compensation is fair market value and
otherwise complies with the language of
§411.354(d)(2) and § 411.354(d)(3).

We agree that the close similarity in
the regulatory language between
§411.354(c)(2) and §411.354(d)(2) and
§411.354(d)(3) can be clarified. We are
modifying § 411.354(c)(2)(ii) to do so.
Our intent is two-fold. First, we intend
to include in the definition of “indirect
compensation arrangement’’ any
compensation arrangements (including
time-based or unit-of-service based
compensation arrangements) where the
aggregate compensation received by the
referring physician varies with, or
otherwise takes into account, the
volume or value of referrals or other
business generated between the parties,
regardless of whether the individual
unit of compensation qualifies under
§411.354(d)(2) and §411.354(d)(3).
Second, we intend to exclude under the
indirect compensation arrangement
exception at §411.357(p) that subset of
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 of
direct compensation arrangements.
Accordingly, we are clarifying
§411.354(c)(2)(ii).

It is important to bear in mind that,
depending on the circumstances, fixed
aggregate compensation can form the
basis for a prohibited direct or indirect
compensation arrangement. This will be
the case if such fixed aggregate
compensation takes into account the
volume or value of referrals (for
example, the fixed compensation
exceeds fair market value for the items
or services provided or is inflated to
reflect the volume or value of a
physician’s referrals or other business
generated). Section 411.354(d)(2) and
§411.354(d)(3) were not intended to
remove the existing prohibition on fixed
compensation 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 [,
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, the
inclusion of an excepted financial
relationship in a chain of financial
relationships necessarily “‘breaks” the
chain and precludes an indirect
compensation arrangement. The
commenter explained further that this
result would make the application of the
indirect compensation rules easier for
DHS entities, especially hospitals, that
have arrangements with group practices
that employ, or contract with, referring
physicians using compensation
arrangements that fit in the
employment, personal services
contracts, or fair market value
exceptions. Finally, the commenter
suggested that, at a minimum, there
should be no indirect financial
relationship if every link in the chain
qualifies for an exception.

Response: Section 1877(a)(2) of the
Act excludes from the definition of
“financial relationship’’ any ownership
or compensation arrangement that fits in
an exception. While the regulations are
structured somewhat differently, they
achieve the same result. The regulations
define “financial relationship” in
§411.354(a) without limiting the term to
unexcepted financial relationships.
Exceptions are set forth in separate
provisions of the regulations. Thus, the
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 financial 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 referrals
or other business generated for the DHS
entity by the referring physician. A
more likely scenario is that the chain
would either involve fair market value
compensation that would qualify the
relationship under the indirect
compensation arrangement exception.
We address the special issue of
contracts with group practices in a
subsequent response below.

Comment: A commenter asserted that
“indirect” compensation under section
1877 of the Act means only non-
monetary benefits that are incidental to
a direct financial relationship, and that
the 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 1877 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
arrangement.

Comment: A number of commenters
expressed the view that an indirect
compensation arrangement should be
excepted if any link in the chain fits in
one of the exceptions for direct
compensation arrangements. This issue
was raised by group practices that
contract to provide services to hospitals
(or other DHS entities) or to lease space
or equipment from 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
contracting group practice’s employee
or investor physicians (that is, the
referring physicians). Instead of looking
to the indirect compensation exception
in such circumstances, commenters
proposed that the test be whether the
compensation arrangement between the
hospital and the group practice fits in a
direct compensation exception.
Commenters suggested that we use a
similar rule for other indirect
compensation arrangements involving
referring physicians who are members
of group practices, where the link in the
chain closest to the referring physician
is his or her compensation arrangement
with his or her group practice.
Commenters requested comparable
relief with respect to physician-owned
PCs. In the commenter’s view, the fact
that a physician practices through a
wholly-owned PC should not convert a
direct financial relationship with a DHS
entity into an indirect relationship (that
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 referring
physician in § 411.351 to reflect this
clarification.

By way of example, under the Phase
Iregulations, if a hospital contracted
with a referring physician’s PC for the
provision of services, the hospital
would potentially have an indirect
compensation arrangement with the
referring physician for which the only
available exception would be the
indirect compensation arrangements
exception. Under the revised
regulations, the contract would create a
direct compensation arrangement
between the hospital and the referring
physician.

We believe the revised regulations
should make it simpler for physicians
and others to evaluate their financial
relationships 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 us
to clarify the application of the indirect
compensation arrangement rules to the
situation in which a referring physician
owns an interest in a hospital and the
hospital contracts for services with a
clinical laboratory to which the
physician refers. In the preamble to the
Phase I rule (66 FR 866), we indicated
that there would be a chain of entities
(referring physician—hospital—clinical
lab). The commenter asked us whether
that arrangement would fit in the
indirect compensation arrangement
definition and, if necessary, the indirect
compensation exception.

Response: As commonly structured,
the example would not create an
indirect compensation arrangement.
There would be an unbroken chain of
financial relationships between the
referring physician and the clinical
laboratory (the DHS entity) via the
hospital. However, an unbroken chain is
only one of three elements required
under the definition of indirect
compensation arrangement. Section
411.354(c)(2)(ii) requires that the
referring physician receives aggregate
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 between the
referring physician and the clinical
laboratory, provided the laboratory
knew of, or had reason to suspect, the
referring physician’s ownership interest
in the hospital. Because the payments
would not be fair market value, the
arrangement could not fit in the indirect
compensation arrangements exception.

Comment: A commenter questioned
whether the payment of a royalty by an
equipment manufacturer to a physician
inventor for a device implanted during
surgeries 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
commenter asked us to explain what
type of financial relationship was
created and when. Other commenters
complained that the statement was
inconsistent with other statements that
common ownership did not create an
indirect ownership interest in the
common owners (66 FR 870). Several
commenters stated that co-ownership of
a non-DHS entity should not create any
financial relationship between the
owners.

Many commenters objected to the
statement in the Phase I preamble that
the direct compensation exceptions in
section 1877 of the Act did 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 entity should be able to take
advantage of any exception. A
commenter asked whether a prohibited
indirect ownership arrangement could
be excepted if it satisfied the indirect
compensation arrangement exception.

Response: An ownership or
investment interest in an entity creates
a financial relationship between the
investor and the entity (if the entity has
an ownership or investment interest in
another entity, the investor may have an
indirect ownership or investment
interest in that further entity, and so
on). Absent unusual circumstances,
common owners of an entity will not, by
virtue of their common ownership, have
ownership or investment interests in
each other. However, an indirect
compensation arrangement may arise
from their common ownership. Since an
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 chain
exists, the other elements of the
definition at §411.354(c)(2) still need to
be satisfied to establish an indirect
compensation arrangement (which
could then be excepted under the
indirect compensation exception, if
applicable). In the preceding example,
as long as the physician’s aggregate
return on his investment in the co-
owned entity (including capital
appreciation) did not vary or otherwise
take into account the volume or value of
referrals to, or other business generated
for, the DHS entity (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
the 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 volume or
value of referrals, the indirect
compensation arrangement would be
excepted. Such arrangements could still
violate the anti-kickback statute.

To address the commenters’ concern,
we are modifying §411.354(b)(5)(i) and
establishing new § 411.354(b)(5)(iii) and
(b)(5)(iv) to make clear that common
ownership does not establish an
ownership or investment interest by one
common investor in another common
investor. An indirect ownership or
investment interest requires an
unbroken chain of direct ownership
interests between the referring
physician and the DHS entity such that
the referring physician can be said to
have an indirect ownership or
investment interest in the DHS entity. In
the preceding example, the referring
physician has an ownership interest in
the leasing company, but not in the
hospital. (If, however, the leasing
company owned an interest in a DHS
entity, the physician would have an
indirect ownership interest in that DHS
entity).

If an indirect ownership or
investment interest exists, it cannot be
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 ownership
or investment interests to which the
statute applies (section 1877(a)(2) of the
Act) and created exceptions that can
apply to those indirect interests. Thus,
we have not created a separate
exception for indirect ownership or
investment interests. However, the
definition of an “indirect ownership or
investment interest” in
§411.354(b)(5)(1)(B) incorporates a
knowledge element that should
sufficiently limit the universe of
prohibited ownership and investment
interests 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 the 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
of referrals.

Response: While obtaining a
certification may be an appropriate
practice in some circumstances, we are
not prepared to provide a blanket
exception for reliance on certifications.

Comment: While most commenters
welcomed the knowledge requirement
in the definition of an indirect
compensation 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 an indirect compensation
arrangement with a referring physician
(66 FR 865, 868). One commenter
asserted that the knowledge element in
the False Claims Act, 31 U.S.C. 3729,
did not impose any duty to inquire.
According to that same commenter, the
preamble discussion seemed to impose
a simple negligence standard. Others
believed that the “reason to suspect”
language was inconsistent with other
statements that there was no duty to
inquire on the part of the DHS entity (66
FR 865).

Response: The knowledge element
used in §411.354(c)(2)(iii) is the same as
in the False Claims Act and the Civil
Monetary Penalty Law (section 1128A of
the Act): actual knowledge or reckless
disregard or deliberate ignorance. As 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 definition
of indirect compensation arrangements
in §411.354(c)(2)(iii) relates to the
knowledge element in the sanctions
sections 1877(g)(3) and (g)(4) of the Act
(civil money penalties and exclusions).

Response: The standards are identical.
However, the standard would be
applied separately for each inquiry. In
other words, whether an indirect
compensation arrangement exists is a
separate inquiry from whether a person
has knowingly presented or caused to be
presented an improper claim or bill for
services or has knowingly entered into
a circumvention arrangement. It is
likely, however, that some facts would
be relevant to both inquiries.

Comment: Several commenters,
including a national physician
professional association, questioned
why the regulations only consider the
DHS entity’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
1877 of the Act, physicians are only
subject to sanction under the civil
monetary provisions of section 1877(g)
of the Act. Those provisions already
contain a comparable knowledge
element.

Comment: One commenter asked that
we clarify the statement in the Phase I
preamble at 66 FR 866 that a
distribution from an excepted
ownership or investment interest is also
excepted (and thus does not require
recourse to a compensation exception),
unless the distribution is a ““sham”. As
an example, we posited a limited
liability company that was losing
money, but nonetheless made a
distribution to physician investors after
borrowing funds from a bank. The
commenter suggested that the
appropriate test should be whether the
borrowing and distribution were lawful
under applicable State law.

Response: We do not believe it is
possible to establish a “bright line” test
for determining whether a particular
distribution is a “sham” in all cases.
Rather, it will depend on the
circumstances. The reference to possible
“sham” distributions was intended to
make clear that an excepted ownership
or investment interest may not be used
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 circumstances,
a physician investor in the subsidiary
has an indirect investment interest in
the parent. If the parent is a DHS entity,
the physician may not refer patients to
the parent for DHS and the parent may
not file claims for those DHS, unless an
exception applies. With respect to
indirect ownership or investment
interests, however, §411.354(b)(5)(B)
limits liability to those DHS entities that
have actual knowledge of, or act in
reckless disregard or deliberate
ignorance of, the existence of an indirect
ownership 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
compensation arrangement, rather than
an ownership or investment interest
(§411.354(b)(3)(ii)). The commenter
pointed out that options and securities
can be purchased on the open market
and are not just received pursuant to
employment.

Response: We are persuaded that the
commenter is correct and are modifying
the definition of ownership or
investment interest. The determination
as to whether stock options and
convertible securities create ownership
or investment interests or compensation
arrangements depends on the method of
acquisition. If the options or securities
are originally purchased or received for
money or in return for a capital
contribution in whole or in part, they
will be considered ownership or
investment interests. If they are received
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as compensation for services, they will
be considered compensation until the
time that they are exercised, at which
time they become an ownership or
investment interest.

Comment: One commenter objected to
treating loans secured by the property of
an entity as an ownership interest in the
entity (§411.354(b)(1)).

Response: Section 1877(a)(2) of the
Act states that an ownership or
investment interest may be through
equity, debt, or other means. The rule
adopted in Phase I for secured loans
accommodated the industry’s desire for
a “bright line” rule in this area.
However, we agree with the commenter
that loans or bonds that are secured by,
or otherwise linked to, a particular piece
of equipment or the revenue of a
department or other discrete hospital
operations should not be considered an
ownership interest in the whole
hospital, but only in a part or
subdivision of the hospital. Therefore,
the whole hospital exception would not
apply.

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 Actis 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
1877 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 definition 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.

e The request and need for the
consultation is documented in the
patient’s medical record.

o 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.

e 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
of 1988 (CLIA) (Pub. L. 100-578,
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 1877 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)(1)
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.

III. Physician Compensation Under
Section 1877 of the Act (Phase I—66 FR
875)

Section 1877 of the Act provides
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 terms of
the statutory exceptions vary. In
addition, the Phase I regulations
implemented new regulatory exceptions
for fair market value compensation paid
to employees or independent
contractors and compensation for
certain academic physicians.

Many comments addressed the issue
of physician compensation under

section 1877 of the Act. We have
provided detailed responses to these
comments in the relevant sections of
this preamble. However, some issues
relate to more than one exception. We
summarize those aspects of physician
compensation here. This discussion
supplements the discussion of
physician compensation in section IV of
the Phase I preamble (66 FR 875).

A common thread in many of the
comments was the observation that
physician compensation arrangements
are structured in various ways for
legitimate reasons and that the form of
the arrangement (for example,
employment or personal services
contract) should not constrain the
structure of the compensation (for
example, percentage-based
compensation, productivity bonuses, or
physician incentive plans). In short,
many commenters thought that there
should be only one set of conditions
applicable to physician compensation,
and that the same rules should apply to
group practices, employees, and
independent contractors, as well as
under the fair market value and
academic medical center exceptions. As
explained below, we have tried to
minimize the differences, consistent
with the statute.

First, the statute permits group
practices to divide revenues among their
physicians in ways that are very
different from the ways other DHS
entities are permitted to share revenues
with employed or independent
contractor physicians. The statute
recognizes the differences between
physicians in a group dividing income
derived from their own joint practice
and a hospital (or other entity) paying
a physician employee or contractor who
generates substantial income for the
facility 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,
regardless of status as owner, employee,
or independent contractor, for “incident
to” services and indirectly for other
DHS referrals. This preference is
statutory.

Second, outside of the group practice/
in-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 plan
related to health plan enrollees. These
issues are explained in more detail
below and in the discussions of the
relevant exceptions.

e Percentage compensation
arrangements. Commenters representing
independent contractors argued that the
statute and regulations unfairly restrict
the kinds of compensation that
independent contractor physicians can
receive when compared to the
compensation permitted for group
practice physicians and employed
physicians. In particular, the personal
service arrangements and the fair market
value exceptions (key 