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CMS Publishes Phase II Stark Regulations

The Centers for Medicare and Medicaid Services (CMS) today published in the

Federal Register the Phase II Stark regulations (Phase II Rule), as an interim rule with

comment period. Comments on the interim rule must be submitted within 90 days,

and the Phase II Rule becomes effective July 26, 2004. CMS notes that the Phase I

Rule (published January 4, 2001) and the Phase II Rule, together, supersede the 1995

final rule, which has been applicable to referrals for clinical laboratory services.

Overall, CMS has allowed for a greater flexibility in relationships between physicians

(and their family members) and entities providing designated health services

(DHS). CMS has also offered guidance on a number of issues that had created 

confusion. Below is a summary of the modifications and clarifications offered in the

Phase II Rule.

Grace Period for Noncompliant Entities

For arrangements that fall out of compliance with an exception, the Phase II Rule

allows for a “grace period” of up to 90 days to correct, assuming that the arrange-

ment qualified for an exception for at least 180 days.

Clarifications on Ownership/Investment

Wholly-Owned Professional Corporations

CMS clarified the definition of referring physician to indicate that “[a] referring

physician and the professional corporation of which he or she is a sole owner are the

same[.]” Previously, a contract between a hospital and a referring physician’s pro-

fessional corporation potentially created an indirect compensation arrangement with

the referring physician for which only the indirect compensation arrangement

exception was available. Now, the contract would create a direct compensation

arrangement between the hospital and the referring physician.

Common Ownership

CMS affirmed that, absent unusual circumstances, the common owners of an 

entity do not have an ownership or investment interest in each other. In addition,

the regulations now specify that an indirect ownership or investment interest requires

an unbroken chain of direct ownership interests between the referring physician and
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the DHS entity such that the referring physician has an indi-

rect ownership or investment interest in the DHS entity.

Clarification of Indirect Ownership Interest

CMS clarified that if an indirect ownership or investment

interest exists, it cannot be excepted under the indirect com-

pensation exception, even though the Phase I preamble may

have inadvertently suggested otherwise. The Phase II Rule

clarifies that to be a prohibited indirect ownership or invest-

ment interest, the DHS entity must have known or acted in

reckless disregard or deliberate ignorance of the referring

physician’s ownership or investment interest in it. CMS

believes that the knowledge requirement will sufficiently limit

the universe of prohibited ownership and investment interests

so that most remote ownership or investment interests

should not trigger the prohibition.

Additionally, CMS clarified 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.

Clarification of Indirect Compensation Arrangements 

For purposes of determining whether an indirect compensa-

tion arrangement exists, CMS clarified that the inquiry is

whether the aggregate compensation to the referring physi-

cian reflects the volume or value of DHS referrals or other

business generated by the referring physician. Many time-

based or unit-of-service based fee arrangements necessarily

involve aggregate compensation that varies based on volume

or value of services and thus are considered “indirect 

compensation arrangements.” However, because the indirect

compensation arrangements exception does not include an

aggregate requirement, the relevant inquiry for determining

whether these arrangements satisfy the exception is whether

the time-based or unit-of-service based fee represents fair

market value and is not inflated to compensate for the gener-

ation of business.

Revisions to “Consultation” Definition

In the Phase II rule, CMS clarified that supervision by a

pathologist, radiologist or radiation oncologist in the same

group practice as the consulting pathologist, radiologist or

radiation oncologist, respectively, is sufficient to satisfy the

supervision requirement in the definition of referral.

Moreover, CMS clarified that the exception for radiation

oncologists who request radiation therapy services also 

protects necessary and integral ancillary services requested and

supervised by the radiation oncologist.

Compensation Arrangements

CMS attempted to minimize the differences among rules

applicable to group practices, employees and independent

contractors as well as under the fair market value and aca-

demic medical center exceptions.

In-Office Ancillary Services Exception

Generally, the Phase II Rule leaves unchanged the require-

ments from the Phase I Rule. However, the Phase II Rule

substantially revises the “same building” test in order to pro-

vide greater flexibility and a clearer rule.

Group Practices

The Phase II Rule left the Phase I definition of “group 

practice” largely intact. CMS modified the “primary pur-

pose” test to make clear that the relevant inquiry is the current

operation of the group practice and eliminated the require-

ment for centralized utilization review under the “unified
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business” test. CMS provided additional options with respect

to methodologies for distributing DHS revenues in a group

practice, including per capita distribution, distribution based

on revenue distribution for non-DHS, and less than 5% rule if

DHS revenues of group and each physician are less than 5% of

total. Additionally, it provides options for calculation of

group practice productivity bonuses, including bonuses

based on patient encounters or RVUs, physician compensa-

tion for non DHS, and a less than 5% rule. CMS also

addressed group practices operating across state lines, group

practices employing part-time physicians, and existing group

practices adding new members.

"Substantially All" Test

CMS clarified how practices are to measure patient care ser-

vices for purposes of the “substantially all” 75% rule. The

principal metric is percent of time in patient care services, but

practices may use an alternative metric that is reasonable, fixed

in advance, uniformly applied, verifiable and documented.

The “substantially all” rule does not apply to practices in

HPSA.

Physician Recruitment Arrangements

In contrast to earlier guidance, CMS indicated that physician

recruitment arrangements would not fit into the fair market

value exception.

Isolated Transactions

Post-closing adjustments to the payment may be made with-

in 6 months of the closing. Aggregate payments must be

fixed, and not take into account referrals.

Physicians’ Payments for Items or Services

CMS extended the exception to cover payments made by a

physician’s immediate family members for items or services.

Non-Monetary Compensation By a Hospital to Its
Medical Staff

CMS agreed to adjust the $300 limit annually for 

inflation, using the consumer price index. The limits 

will be posted on the physician self-referral website at

http://www.cms.hhs.gov/medlearn/refphys.asp.

New Exception for “Professional Courtesy”
Arrangements

CMS had included a new exception for free or discounted

health care items or services to a physician or her immediate

family members or office staff, provided that professional

courtesy is offered to all physicians on staff or in community

pursuant to a written policy and if structured as a waiver of

co-pays, the waiver is disclosed to payers.

New Exception for Charitable Donations

CMS noted that charitable donations for a physician to an

entity providing DHS (e.g., the purchase of a hospital 

charity ball ticket), and developed an exception for bona fide

charitable donations.

Lease Exceptions

Phase II extends rental of office space and equipment excep-

tions to holdover month-to-month rental for up to 6 months

following the lease if it is on the same terms as the prior

agreement.
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Physician Employer May Direct Employees to
Provider

The physician employer may condition compensation on a

referral to a particular provider if compensation is set in

advance, FMV and provides for an exception if the patient

expresses a preference for a different provider.

Implements Specialty Hospital Limitation To the
Whole Hospital Exception

Existing facilities are “grandfathered in” at existing levels of

physician investment, as are facilities under development as of

November 18, 2003.

Implications

Health care providers should reassess many of their existing

business arrangements in light of the Phase II Rule’s modifi-

cations and additional guidance. In many cases, additional

options for structuring those arrangements have become

available. In others, health care providers may need to revise

their arrangements to maintain compliance with the regula-

tions.

Additionally, there is a 90-day window for comments on the

Phase II Rule. Providers may seek both revisions and addi-

tional clarifications.

Sidley Austin Brown & Wood LLP Expertise

Sidley has extensive experience representing physicians and

entities providing designated health services. We have

worked to structure creative arrangements that comply with

the Stark Law since 1995. Sidley has also successfully repre-

sented numerous clients in shaping regulations, by submitting

comments to the Department of Health and Human

Services and other regulatory bodies.


