
The Centers for Medicare and Medicaid
Services (CMS) made extensive changes to
the Medicare anti-markup rule in the final
2008 Medicare Physician Fee Schedule.
Due to the controversial nature of the
changes, CMS postponed the effective
date of the newly revised rule until January
1, 2009, except with respect to anatomic
pathology services (i.e., pod labs) and the
purchase of technical component services,
for which the rule took effect on January 1,
2008. CMS is now taking a further look at
refining the rule with two new proposals for
the applicability of the rule, as well as
requests for comments on numerous
issues.

Recent History of the Rule

The Medicare anti-markup rule (codified at
42 C.F.R. § 414.50) has historically
imposed a limitation upon the amount that
could be billed by a physician or group for
the technical component of diagnostic
tests (excluding clinical diagnostic tests
performed by clinical laboratories) that
were performed by an outside supplier.

The 2007 Medicare Physician Fee
Schedule proposed to extend the
anti-markup prohibition to the purchase
of the professional component of
diagnostic tests as well. The proposed
revisions published at that time focused
primarily on the employment status of the
person performing either the technical or
professional component of the test;
specifically whether such person was a
full-time employee of the billing entity
versus an independent contractor or
part-time employee.

CMS moved forward in the 2008 Medicare
Physician Fee Schedule with the concept
of extending the anti-markup rule to the
professional component of diagnostic tests.
However, the revised rule eliminated the
distinction regarding the employment
status of the person performing either the
technical or professional component of the
diagnostic test. Instead, the focus shifted
to whether the technical or professional
component of the test was purchased from
an outside supplier, or whether it was
performed at a site other than the “office
of the billing physician or other supplier.”

Although notably different from the
proposed rule in the 2007 Medicare
Physician Fee Schedule, the revised
anti-markup rule was published as a final
rule and was scheduled to take effect on
January 1, 2008. However, in response to
numerous protests and objections from
physician groups and other interested
parties, CMS delayed the effective date of
certain of the more controversial aspects
of the revised rule pending additional
clarification and/or rulemaking by CMS.

CMS has revisited this topic in the
proposed 2009 Medicare Physician Fee
Schedule. In that document, CMS
proposed two alternative approaches to

the anti-markup rule and solicited
comments on the timing and other
aspects of the rule.

Summary of the Current Rule (as
Published in the Final 2008
Medicare Physician Fee Schedule)

The current anti-markup rule applies if a
physician or other supplier bills Medicare
for the technical or professional compo-
nent of a diagnostic test that was ordered
by the physician or other supplier, and
the diagnostic test is either (a) purchased
from an outside supplier or (b) performed
at a site other than the office of the
billing physician or other supplier.
The anti-markup rule limits payment to
the billing entity to the lowest of the
following amounts:

One of the more problematic features
of the 2008 version of the rule was the
definition for the “office of the billing
physician or other supplier.” This was
defined as the “medical office space where
the physician or other supplier regularly
furnishes patient care” and, with regard to
a physician organization, the term was
further defined as the space where
the physician organization provides
“substantially the full range of patient care
services that the physician organization
provides generally.” This definition would
arguably have subjected to the
anti-markup rule diagnostic testing
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1 the outside supplier’s net
charge to the billing entity

2 the billing entity’s actual
charge

3 the fee schedule amount that
would be allowed if the outside
supplier billed Medicare directly
(42 CFR §414.50(a)(1))
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arrangements that were in compliance with
the “same building” and “centralized
building” approaches to the Stark in-office
ancillary services exception. In response
to numerous complaints regarding this
perhaps unintended consequence, CMS
delayed the effective date of the revised
rule until January 1, 2009, except with
respect to pod labs and the purchase
of technical component services, as
indicated above.

Another problematic aspect of the rule
involved the concept of limiting the amount
of payment to the outside supplier’s “net
charge” to the billing entity. Designed in
an effort to prevent what CMS called
“gaming” – a situation where, according to
CMS, the outside supplier’s net charge to
the billing entity is inflated to cover the
cost of equipment or space that is leased
by the billing entity to the outside supplier
– CMS defined “net charge” as exclusive
of any amount that takes into effect such
costs. As a consequence, a billing entity
could no longer factor into its fee schedule
certain costs to the entity in providing the
technical or professional component
of diagnostic tests, such as costs for
equipment and supplies needed to
perform the tests or overhead costs where
the tests were performed outside of the
billing entity’s office.

Two New Alternative Approaches
for the Rule

CMS is now proposing two alternative
approaches for the Medicare
anti-markup rule in the proposed 2009
Medicare Physician Fee Schedule.

Under the first approach, the rule would
apply where the professional or technical
component of a diagnostic test is either (1)
purchased from an outside supplier
or (2) performed or supervised by a
physician who does not “share a
practice” with the billing physician or
organization. Under this proposal, if a
physician is an employee (full time or part
time) or an independent contractor of a
single medical practice (which is the billing
organization), the anti-markup rule would
not apply. However, the rule would apply
in the event that a physician is an
employee or independent contractor of

more than one billing organization.
CMS acknowledges that an exception
may be necessary for physicians to
provide occasional services outside of their
physician organization, such as locum
tenens coverage, without the arrangement
violating the “sharing a practice”
component of the rule, and is requesting
comment on this issue.

Under the second approach, CMS is
proposing to keep the “site-of-service”
approach outlined in the 2008 Medicare
Physician Fee Schedule, but to issue
additional guidance as to what
constitutes the “office of the billing
supplier” and other relevant defined terms.
The rule would continue to apply to the
technical and professional components of
non-purchased tests that are performed
outside the “office of the billing supplier.”

CMS has solicited feedback as to which of
these two approaches is more appropriate,
or whether a different approach altogether
would be preferable.

Clarification on What Constitutes
the “Office of the Billing Physician
or Other Supplier”

Under the site-of-service approach, CMS is
proposing to clarify this defined term to
include space in which diagnostic testing
is performed that is located in the same
building where the billing physician or
supplier regularly furnishes patient care
(and for physician organizations, in
the same building where the ordering
physician provides substantially the full
range of patient care services that the
ordering physician provides generally).
CMS also clarifies that a physician may
have more than one office in which he or
she regularly furnishes patient care.
Further, in response to comments that
a multi-specialty group may provide
substantially the full range of services at
multiple locations, CMS is proposing to
clarify that with respect to a physician
organization, the defined term will include
space in which diagnostic testing is
performed that is located in the same
building where the ordering physician
provides substantially the full range of
patient care services that the ordering
physician provides generally.

While this approach essentially adopts the
“same building” approach under the Stark
in-office ancillary services exception, it
notably does not adopt the “centralized
building” approach under that exception,
and may have an adverse effect on large,
multi-site, group practices that provide
diagnostic testing services in a centralized
location.

Clarification as to “Performance” at a
Site Other Than the Office of the Billing
Physician or Other Supplier

The anti-markup rule applies to the
technical component of a diagnostic test
that is “performed” outside of the office of
the billing physician or outside supplier.
CMS is proposing to clarify that the
anti-markup rule will apply if either the
conducting of the technical component or
its supervision by a physician is
performed at a location outside of the
billing physician/supplier’s office.

Definition of “Net Charge”

CMS is also taking another look at the
definition of the outside supplier’s “net
charge” to the billing entity. CMS is
proposing to clarify that the “net charge”
for purposes of the professional
component is the charge of the
interpreting physician, and for purposes of
the technical component, is the charge of
the supervising physician. While this
approach may be relatively easy to apply
in connection with the professional
component, its application may present
some difficulties in connection with the
technical component since physicians are
not generally compensated on a separate
basis for the supervision of diagnostic
tests.

Requests for Additional Comments

CMS specifically requested guidance
regarding the following issues in the
proposed 2009 Medicare Physician Fee
Schedule:

• whether in lieu of or in addition to
the anti-markup rule, CMS should
prohibit reassignment in certain
circumstances and require the
physician performing the
professional component or
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The Fair and Accurate Credit Transaction
(FACT) Act amended the Fair Credit
Reporting Act (FCRA) by adding new
sections dealing with guidelines for identity
theft. These so-called “Red Flag Rules”
were jointly adopted by the Federal Trade
Commission (FTC) and five other federal
agencies – the Office of the Comptroller of
the Currency, the Board of Governors of the
Federal Reserve System, the Federal Deposit
Insurance Corporation, the Office of Thrift
Supervision and the National Credit Union
Administration.

Under the Red Flag Rules, “financial
institutions” and “creditors” with “covered
accounts” must, among other things,
implement a written identity theft prevention
program to detect, prevent and mitigate
identity theft. The final rule was published
November 9, 2007, and full compliance is
required by November 1, 2008.
Accordingly, any “financial institution” or
“creditor” with a “covered account” under
the Red Flag Rules must have a written
identity theft prevention program in place
and operating by November 1, and the
program must identify, detect and respond
to patterns, practices or specific activities
that could indicate that a consumer has
been the victim of identity theft.

Many health care providers are unaware of
or uncertain whether the requirements of
the Red Flag Rules apply to them.
Currently, there are ongoing discussions with
the FTC to clarify whether health care
providers must comply with the Red Flag
Rules. In general, and until a final and clear
determination has been made, health care
providers should: (1) be aware of the Red
Flag Rules; (2) revisit their existing privacy
and security compliance programs; and
(3) take any further actions necessary for
compliance with the Red Flag Rules.

Although it is still not entirely clear, it is
possible that health care providers will be
deemed “creditors” with “covered accounts”

within the Red Flag Rules. A “creditor” is:
(1) any person who regularly extends,
renews or continues credit; (2) any person
who regularly arranges for the extension,
renewal or continuation of credit; or (3) any
assignee of an original creditor who
participates in the decision to extend, renew
or continue credit. This broad definition
essentially includes anyone who bills after
providing services or allows patients to defer
payment. A health care provider could be
deemed a creditor simply because he or she
allows a patient to defer payment for
medical services rendered. One issue that
has been brought into question is whether
there should be a distinction between a
health care provider who agrees before the
service is rendered to allow payment over
time (i.e., a plastic surgeon for cosmetic
surgery or an ophthalmologist for Lasik eye
surgery) and a health care provider who
simply agrees to a payment plan after
the service is rendered as a means of
collecting the debt.

A “covered account” is: (1) an account
primarily for personal, family or household
purposes that involves or is designed to
permit multiple payments or transactions; or
(2) any other account for which there is a
reasonably foreseeable risk to customers or
to the safety and soundness of the creditor
from identity theft. Patient’s health care
accounts almost always serve personal
and/or family purposes because they relate
to medical services provided to individuals
and/or family members and such accounts
also often involve multiple payments or
transactions. Moreover, health care
accounts, including patient financial
accounts, often present risks for identity
theft.

Elements of Identity Theft Program

Under the Red Flag Rules, an identity theft
program must include reasonable policies
and procedures to: (1) identify relevant red
flags and incorporate those red flags into the
program; (2) detect red flags that have been
incorporated into the program; (3) respond

appropriately to any red flags
that are detected to prevent and mitigate
identity theft; and (4) ensure the program is
updated periodically to reflect changes in
the risks of identity theft

Identifying Relevant Red Flags

To identify red flags, a health care provider
should consider: (1) the types of covered
accounts it offers or maintains; (2) the
methods it uses to open or provide
access to its covered accounts; (3) its
previous experience with identity theft;
and (4) any suspicious activity related to its
covered accounts.

Some examples of red flags include:

• alerts, notification or other warnings
received from consumer reporting
agencies or other service providers

• the presentation of suspicious
documents (i.e., altered documents,
photo ID or a physical description that
does not match the person)

• the presentation of suspicious
personal identifying information
(i.e., inconsistent or mismatched
addresses or social security
numbers)

• the unusual use of, or other
suspicious activity related to, a
covered account (i.e., current use not
consistent with historical use)

• notice from patients, victims of
identity theft or law enforcement
authorities regarding possible
identity theft in connection with
covered accounts held by the
creditor

Detecting Red Flags

Health care providers should have a
process to: (1) authenticate and verify
patient identity; (2) monitor transactions;
and (3) verify the validity of any change of
address requests. An example of such a
process might include requiring patients to
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produce identifying information to verify their
identity upon the opening of a covered
account and each time that they present for
services.

Responding to Red Flags

Health care providers must also make
appropriate responses to prevent and
mitigate identity theft. Examples of ways
to respond to red flags include:

• monitoring patient account activity for
evidence of identity theft

• contacting patients when questions or
concerns arise

• changing passwords, security codes or
other security devices that permit
access to a patient account

• closing and reopening a suspicious
account with a new account number

• refusing to open a new account

• refusing to collect on or sell an
existing account

• notifying law enforcement as
appropriate

Updating Red Flags

Health care providers should ensure that
their program is updated periodically to
reflect changes in risks of identity theft to its
patients. Health care providers should
update their program to adequately respond
to various situations, including:

• alerts from law enforcement

• changes in methods of identity theft

• changes in methods to detect,
prevent and mitigate identity theft

• changes in the types of accounts
offered or maintained

• changes in the health care provider’s
business infrastructure, including
mergers, acquisitions, alliances,
joint ventures and service provider
arrangements

Administration of Program

Under the Red Flag Rules, a health care
provider must: (1) obtain approval of the
initial program by the board of directors, a
committee thereof or a senior management
employee; (2) ensure oversight of the

program; (3) train appropriate staff; and (4)
oversee service provider arrangements (i.e.,
ensure that any third-party service provider’s
activities are complaint with the Red Flag
Rules).

Thereafter, the board of directors, a
committee thereof or a senior management
employee must: (1) assign specific
responsibility for the program’s
implementation; (2) review reports
prepared by staff regarding the health care
provider’s compliance with the Red Flag
Rules; (3) approve material changes in the
program as necessary to address changing
identity theft risks; and (4) stay involved,
either directly or through a senior
management employee, in the oversight,
development, implementation and
administration of the program.

The Red Flag Rules give health care
providers some flexibility in implementing
the identity theft program and take into
account the size and complexity of
the health care provider’s business. For
example, a health care provider’s identity
theft program can be part of its Health
Insurance Portability and Accountability Act
of 1996 (HIPAA) compliance plan. There is
a definite overlap between requirements of
Red Flag Rules and HIPAA, and many
actions required under the Red Flag Rules
already may have been included in the
health care provider’s HIPAA plan.

Enforcement

There is no private cause of action under
the Red Flag Rules, so compliance will be
enforced by state attorney generals. Health
care providers that make reasonable and
good faith efforts, but have failed to
complete all required tasks, may receive
some leniency, while providers that make
minimal or no progress likely will face
additional scrutiny. Failure to comply with
Red Flag Rules could result in civil penalties
(fines, punitive damages, attorney’s fees)
under FCRA. However, there are no
criminal penalties associated with the Red
Flag Rules.

Please let us know if you have any
questions or if you would like us to assist
you in creating or administering such a
program.
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continued from page 3 To Arbitrate or Not
to Arbitrate – That is

the Question

Many of the contracts that physicians
encounter every day contain clauses
requiring the parties to submit disputes
to arbitration or mediation rather than
pursuing litigation. This includes, but is not
limited to, physician employment contracts,
medical practice partnership agreements,
and contracts with third-party payors.
Additionally, agreements requiring patients
to submit medical malpractice disputes to
arbitration are becoming increasing popular.
However, before you agree to include these
terms in your agreements, it is important
to understand both the advantages and
disadvantages of mediation, arbitration
and litigation, as well as the different
types of arbitration.

Mediation and Arbitration Defined

Mediation and arbitration are matters of
contract. The parties agree prospectively
to settle disputes by submitting a matter to
a mediator or arbitrator instead of going to
court.

Mediation is an informal and nonbinding
process. Rather than making a decision, a
mediator will help the parties come to their
own agreement on the issues by facilitating
the discussion between the parties. If the
parties cannot come to an agreement, or if
they decide that they do not want to adhere
to the agreement, then they can continue
their dispute in another forum.

In arbitration, however, the arbitrator hears
the arguments from both sides and then
renders a decision. This decision is
binding on both parties and the ability to
appeal the decision is limited.

Pennsylvania courts favor the use of
mediation and arbitration as a way to
settle controversies in a quick and efficient
manner. However, before committing to
such alternate forms of dispute resolution,
you should examine whether they really
provide the best forum for you. This is
especially true for arbitration.

By Melissa M. McCoy and
Kathryn Pruss Zeltwanger



First, a dispute is subject to arbitration only
if it is within the scope of the arbitration
agreement. If the issue in dispute is
outside of the scope of the arbitration
agreement, a party must submit that
issue to normal litigation proceedings.
For example, suppose a shareholder has
a Shareholders Agreement with the other
shareholders in the practice and an
employment contract with the practice.
The employment contract has an
arbitration clause; the Shareholders
Agreement does not. If that shareholder
decides to leave the practice and a dispute
arises concerning his leaving, only issues
pertaining to the employment contract may
be arbitrated. If there are also issues
pertaining to the Shareholders Agreement,
they will need to be litigated.

Second, a person who is not a party to the
arbitration agreement cannot be compelled
to arbitrate, even if that person is essential
to the dispute. Using the above
hypothetical, if part of the departing
shareholder’s dispute is with his fellow
shareholders, he will not be able to force
the other shareholders to arbitrate because
the Shareholders Agreement does not
contain an arbitration clause. Even though
his employment contract contains an
arbitration clause, the other shareholders are
not parties to his employment contract, so
he cannot force them into arbitration under
that agreement either.

The third issue to keep in mind is that
arbitration can be governed by common law,
by association rules, or by statute.
Determining which rules apply to your
agreement is important for procedural
reasons as well as for purposes of appeal.

Common Law Arbitration

In common law arbitration, the final judges
of both law and fact are the arbitrators.
An arbitrator’s decision may not be appealed
unless it is shown that a party was denied a
hearing or that fraud, misconduct,
corruption or some other irregularity caused
an unjust, inequitable or unconscionable
award. This can be a concern when
complicated issues such as breaking a
deadlock, enforcing a noncompete or
dissolving a practice arise. Additionally,
while the discovery and briefing procedures

in litigation may give a judge the detailed
knowledge of a medical practice that
would be necessary to decide such issues,
arbitrators operate under truncated
discovery and briefing procedures, which
means that the arbitrator may not be privy
to the detailed information that a judge
might have.

Agreements arbitrated through the American
Arbitration Association or a similar entity are
considered to be governed by common
law. Keep in mind, however, that these
associations often have additional rules and
procedures that parties should be aware of.

The Pennsylvania Uniform Arbitration Act

Unlike common law arbitration, the
Pennsylvania Uniform Arbitration Act
provides the procedures and rules that
govern disputes heard under statutory
arbitration. In these proceedings, a party
may appeal the arbitrator’s decision to a
court when an arbitrator has exceeded his or
her powers, refused to hear evidence or
engaged in prejudicial misbehavior.
Accordingly, the potential for appellate
review is broader for statutory arbitration
than it is for common law arbitration.

Note, however, that unless an arbitration
agreement specifically provides that
statutory arbitration applies, the agreement
will be presumed to be governed by
common law principles.

In addition to appeal rights, parties should
examine the fees involved in mediation or
arbitration. The popular misconception is
that mediation and arbitration are cheaper
than litigation, but this is not always true.
For example, the American Arbitration
Association imposes initial filing fees and
additional case-service fees. These fees
range from hundreds to thousands of
dollars. In addition, the arbitrator charges
an hourly rate and also may charge for travel
and expenses. Such fees may prevent the
less financially-sound party from bringing a
claim at all.

Enforcement

Additionally, as the use of arbitration
clauses expands, questions arise as to
whether certain arbitration agreements are
enforceable. Consider whether a physician
can refuse to accept a patient unless that

patient signs an agreement that he will
arbitrate any malpractice claims.

Not all states agree that such physician-
patient arbitration agreements are
enforceable, however, and Pennsylvania is
no exception. While physician-patient
arbitration agreements are gaining
popularity in the Commonwealth, it is not at
all clear whether the courts will enforce
them. Given the dearth of case law
addressing this issue, there are many
aspects of these agreements that are still in
doubt. For example, in 1999, the Superior
Court agreed that a physician patient
arbitration agreement was unconscionable,
and thus unenforceable, because it did not
specifically state that the patient was
waiving his right to a jury trial and because
the terms of the agreement required the
patient to pay all of the costs of the
arbitration (including the physician’s) if the
patient received less than one-half of the
damages that he claimed. While the court
gave some guidance with this ruling, many
questions remain. Are those the only
provisions that the court would find
unconscionable? What terms would the
court find to be reasonable and enforceable?
How strictly will the court enforce such
terms?

Additional issues may arise when a claim is
made against physicians from more than
one practice or against a physician and a
hospital. Recall that a party cannot be
forced into arbitration unless that party is
also a party to the arbitration agreement.
What happens if the patient sues the
physician and the hospital, but the only
arbitration agreement is between the patient
and the physician? Is the patient forced
into two proceedings – arbitration with the
physician and litigation with the hospital?
Or will the courts either break the arbitration
agreement or force the hospital into
arbitration in an effort to combine the two
proceedings into one, comprehensive case?
Again, it is unclear how the Pennsylvania
courts will rule on such issues.

While mediation and arbitration certainly
have a place in the dispute resolution world,
parties should consider carefully the
competing advantages and disadvantages of
such forums versus traditional legal
proceedings before entering into any
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One of the most persistent challenges in
health care is the alignment of economic
incentives, particularly as they relate to
hospitals and physicians who often face
diametrically opposed financial forces.
Physicians make decisions that impact
hospitals’ financial health, yet often see no
benefit in conserving resources and in fact
are rewarded by the current Medicare
system that pays physicians by the service
but pays hospitals a fixed DRG amount per
admission when they maximize the use of
those resources. Additional pressures on
doctors from malpractice liability exposure
encourage overutilization, often without
financial consequences. Unfortunately,
when hospitals and physicians try to
cooperate to achieve cost control while
maintaining quality of care, they are met
with a number of complex legal barriers.

One of those barriers may be coming down
if CMS’s latest proposal is finalized. On July
7, tucked into the proposed 2009 Physician
Fee Schedule, CMS addressed for the first
time “gainsharing” arrangements under
which hospitals pass along cost savings
achieved by physician decisions, and
expanded that discussion to include the
latest wave of incentive alignment
techniques, “Pay-for-Performance” (P4P).
The new exceptions would permit certain
incentive-pay programs notwithstanding the
general Stark prohibition against referrals to
hospitals by physicians who have financial
relationships with those hospitals. Although
an existing catch-all “Fair Market Value”
exception may have provided some limited
protection for these deals, the new rule
would expressly permit them if they met
certain criteria.

The Stark law is one of two major barriers to
gainsharing arrangements, the other being
the Civil Monetary Penalties (CMP) Law that
prohibits payments that reduce the quantity
of services or care provided to Medicare
patients. The last round of battles over
gainsharing was fought before the Office of
Inspector General (OIG), the agency
responsible for enforcement of the CMP

Law. Initially ruling that they had no
authority to grant exceptions under the CMP
Law, the OIG ultimately published a series of
advisory opinions approving gainsharing
programs that contained certain safeguards
against abuse. All of these opinions involved
cardiology programs except the most recent
opinion, AO 08-09, which extended similar
principles to a program sharing cost
savings with orthopedic surgeons and
neurosurgeons.

Only CMS has the authority to grant
exceptions under the Stark Law, and its
advisory opinions have been few and limited
in scope. CMS has instead concentrated on
refining the various regulatory exceptions,
and has tended to roll back existing
exceptions in its recent rulemaking efforts.
In contrast, CMS largely elected to follow the
blueprint established by OIG in its advisory
opinions by establishing a new category of
transaction permitted under Stark. The
new exception is limited to payments made
by hospitals to physicians or physician
organizations, but CMS may consider
expanding its analysis to other providers.

The criteria adopted by CMS include:

• a documented program intended to
achieve improvement in the quality
of patient care through changes in
physician clinical or administrative
practice (P4P) or actual costs savings
for the hospital from reduction in
waste or changes in physician clinical
or administrative practice (gainsharing)

• measurement of the cost savings or
quality improvement (“performance
measures”)

• objective, independent evidence that
the performance measures will not
have an adverse affect the quality of
care provided

• baseline measurements, targets to be
achieved, and thresholds above or
below which no payments will accrue
to physicians

• preservation of physicians’ rights to
use the same range of technologies,
items, supplies and services that were

available before the adoption of the
program. CMS raises concerns that
P4P or gainsharing programs may
otherwise limit patients’ access to
the best treatment options.

• prohibitions against programs that
would allow a physician to benefit
from the selection of products,
supplies or devices made or
distributed by a company with
which the physician has a
financial relationship

• independent monitoring and
medical review

• payments must be limited to those
physicians who actively participate in
or contribute to the cost savings or
quality improvements, and may not
include those who merely refer
patients. Only existing members of a
medical staff would be permitted to
participate, not those who join during
a program’s term.

• payments must be made to “pools”
of at least five physicians and
divided equally among the pool
participants. CMS believes this
method will prevent thinly-disguised
rewards to high-volume admitters.

• programs must be for a limited
duration of no more than three years

• cost-saving programs may not pass
along more than 50 percent of the
hospital’s total cost savings

• the terms of the program must be
disclosed to patients, and patients
must be given the chance to opt out

The preamble to the new exception
indicates that CMS is seeking guidance
from the industry regarding whether these
proposed provisions are workable, practical
and feasible in the real world. In the
past, CMS has modified Stark changes
significantly between the proposed and final
versions of the Medicare Fee Schedule.
Stay tuned for the next episode in this
regulatory saga, coming to the Federal
Register later this year.
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On April 15, 2008, the Office of Inspector
General (OIG) issued an Open Letter to
Health Care Providers (2008 Letter), which
made additional changes to the Provider
Self-Disclosure Protocol (SDP), which was
developed in 1998 to enable the health care
community to ensure the integrity of the
federal health programs by voluntarily
disclosing evidence of potential fraud
discovered by the health care provider. The
purpose of the 2008 Letter was to change
the basic premise of the SDP, which
includes notification of the violation,
performance of an internal investigation, and
confirmation of the investigation by the OIG
with determination of the final outcome, with
regard to when disclosing information is
required, what disclosing information is
required, and the use of Corporate Integrity
Agreements (CIA) in the final outcome.

The 2008 Letter incorporates two major
changes to the SDP. First, the 2008 Open
Letter sets forth in detail the components
that must accompany any disclosure to the
OIG at the outset. Previously, the provider
could begin participation in the SDP by
providing very simple and basic information
available at the beginning of the internal
investigation. Second, the 2008 Letter
revealed that the OIG will presume that a
CIA will not be necessary as part of the
resolution process, unless warranted as
determined on a case by case basis.

Disclosure Components

Pursuant to the 2008 Letter, to participate in
the SDP a provider now must include all of
the following information:

This change is significant because it
requires the disclosing provider to begin and
complete a significant portion of the internal
investigation prior to entering into the
program. Additionally, the disclosing
provider must now give a statement of the
laws potentially violated and an estimate of
the damages caused by such violations.

In addition to the new required
disclosures, the OIG is also focusing on
timeliness. After a provider completes the
initial submission of the above information,
the provider must “be in a position to
complete the investigation” within three
months of the acceptance of the
self-disclosure into the SDP. If a provider
does not complete the internal investigation
within three months of acceptance into the
program, the provider may be rejected from
the program, and the OIG may use the
information obtained to commence a
formal investigation. As a result, the
provider must be sure that all submissions
are complete and all processes are in place
to complete the internal investigation before
deciding whether to attempt to enter into
the SDP. These new requirements could
prohibit providers with some complex
cases from utilizing the SDP, as the
internal investigation may not be able to
be completed in three months.

CIA May No Longer Be Required

The application of the CIA to disclosing
providers is the subject of the second

major change in the SDP. Just as the OIG
expects the provider to complete all internal
investigations within three months, the
OIG has pledged itself to reviewing all
submissions in a timely manner. If a
provider meets the following conditions,
the OIG will grant the provider latitude with
regard to the imposition of a CIA or a
Certification of Compliance Agreement: (1)
the initial submission must include a
“complete and informative disclosure;” (2)
the provider must provide timely responses
to any requests for additional information;
and (3) the provider must perform an
“accurate” audit or self-assessment as
required by the SDP. A provider who meets
these requirements has effectively illustrated
to the OIG that it has already adopted or put
into place compliance measures. As a
result, the OIG will, in general, no longer
require such providers to enter into a CIA or
a Certification of Compliance Agreement.

The OIG stated that the 2008 refinements
to the SDP process are “intended to
provide an opportunity for providers to
work with OIG more efficiently and fairly
resolve matters appropriately disclosed
under the SDP.” However, in considering
whether or not to participate in the SDP
program, a provider must still evaluate
its particular situation to determine if
disclosing is the appropriate option.
Submission of a self-disclosure to the
program does not guarantee acceptance
into the program or that the Department of
Justice or another agency would not seek
additional penalties. Furthermore, the
provider may still be subject to a qui tam
suit, as the submission to the SDP program
likely would not be considered “public
disclosure” under the False Claims Act.
Because of these potential ramifications, a
provider’s participation in the SDP program
should be handled with caution and
prudence.

Additional information on the SDP and
the Open Letters from the OIG can be found
at
http://www.oig.hhs.gov/fraud/selfdisclosure.html
and
http://www.oig.hhs.gov/fraud/openletters.html
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1 name, address, provider identification
numbers, and tax identification
numbers of the provider and suppliers

2 a description of the provider’s
internal investigation

3 whether the provider was aware if
the matter were already under
government investigation

4 a full and complete description of
the nature of the matter and
conduct being disclosed

5 the type of health care provider
implicated

6 the reasons why the disclosing
provider believes that a violation
of federal criminal, civil or
administrative law may have occurred

7 a statement of the laws potentially
violated by the conduct

8 an estimate of the damages to the
federal health care programs and the
methodology used to calculate that
figure or a commitment regarding
when the provider will complete such
estimate

9 a certification that the submission
contained truthful information and
was being made in good faith

By Anne E. Jorgensen
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supervising the technical
component to bill
Medicare directly

• how the “net charge” should
be calculated

• whether the January 1, 2009,
effective date for some or all of the
revisions to the anti-markup rule
contained in the 2008 Medicare
Physician Fee Schedule should be
delayed or any proposed revisions to
that rule which may become final-
ized before that date

The deadline for submitting comments to
the proposed 2009 Medicare Physician
Fee Schedule was August 29, 2008.

Stay Tuned

As discussed above, the final
anti-markup rule published in the 2008

Medicare Physician Fee Schedule
significantly differed from the proposed
rule published in the 2007 Medicare
Physician Fee Schedule, for which
comments were solicited and received.
It will be interesting to see whether a
similar result will occur this time around.
Providers of diagnostic testing services
are advised to stay tuned for additional
developments with respect to the
Medicare anti-markup rule.

agreement. Additionally, consider whether
arbitration will be enforceable in contracts
outside of the traditional corporate contract
realm. As always, it is best to consult
knowledgeable legal counsel before
committing to any decisions on these
issues.
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