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The Patient Protection and Affordable Care Act,
amended by the Health Care and Education
Affordability Act of 2010 (collectively defined as
the “PPACA”), includes new program integrity
and transparency provisions, as well as impor-
tant changes to the health fraud and abuse laws
applicable to physicians, hospitals and other
providers enrolled under Federal health care pro-
grams. These new provisions include amend-
ments to key enforcement measures such as the
Anti-Kickback Statute,  False Claims Act, and
the physician self-referral law (“Stark Law”). 

While many of the more publicized aspects of
health care reform do not take effect for several
years, a significant number of PPACA’s fraud and
abuse provisions became immediately effective
upon enactment.  Thus, with many provisions
having an effective date of March 23, 2010,
physicians, hospitals and other health care
providers participating in Medicare, Medicaid
and other government health programs must be
prepared for significant changes, stricter
enforcement and risk of increased penalties.
This Client Alert summarizes a number of the
more significant fraud and abuse changes. 

Fraud and Abuse Enforcement Provisions

Qui Tam Relators
Section 10104(j) modifies the False Claims Act
by removing the jurisdictional bar for allegations
based on publicly disclosed information and by
loosening the requirements for a whistleblower
or qui tam relator to qualify as an “original
source.”  These changes became effective
March 23, 2010 and will enable a greater number
of whistleblowers to bring claims.  The PPACA
changes to the False Claims Act do not apply to
cases pending on or before March 23, 2010.

Health Care Fraud Criminal Statute
Section 10606 of PPACA changes the intent
requirement for criminal health care fraud under
18 U.S.C. § 1347 to clarify that “a person need
not have actual knowledge or specific intent to

commit a violation.” Section 10606 also requires
the United States Sentencing Commission to
amend the Federal Sentencing Guidelines to
provide for enhanced penalties for health care
fraud.  These changes became effective upon
enactment of PPACA.

Health Benefit Exchanges
With regard to the new Health Benefit
Exchanges, Section 1313 of PPACA makes gen-
eral program payments made through the
Exchanges subject to the False Claims Act.

Anti-Kickback Violations
Section 6402 changes the Anti-Kickback Law by
modifying the intent standard and explicitly link-
ing Kickback violations to the False Claims Act.
Specifically, the Anti-kickback law has been
amended to state that “a person need not have
actual knowledge of the Anti-Kickback Statute or
specific intent to commit a violation of the Anti-
Kickback Statute in order to prove a violation.
This revision eases the specific intent holding in
U.S. v Hanlester Network v. Shalala, 51 F.3d
1390 (9th Cir. 1995).  Moreover, these amend-
ments provide that “a claim that includes items
or services resulting from a violation [of the Anti-
Kickback law] constitutes a false or fraudulent
claim for purposes” of the False Claims Act. This
change codifies court decisions holding that
kickback violations are sufficient to state a claim
under the False Claims Act and will likely result in
an increase in False Claims Act filings.  These
provisions became effective March 23, 2010.

Disclosure of Overpayments
Effective March 23, 2010, Section 6402 also
requires that overpayments be reported within
60 days after the date the matter is identified and
further provides that failure to make a timely
repayment gives rise to liability under the False
Claims Act.  Additionally, this provision dictates
that regulated parties including, physicians and
other health care providers, suppliers and ven-
dors, review and revise their audit and refund
processes in a manner that will allow the identifi-

Health Care Reform Legislation
New Fraud and Abuse, Transparency and Program Integrity
Provisions Coupled with Ramped Up Enforcement



Health Care Reform Legislation (cont’d.)

catification and correction of overpay-
ments on a timely basis.  Given the
heightened enforcement brought by the
Recovery Audit Contractor (“RAC”) pro-
grams and other government initiatives,
strong compliance plans containing well
structured and implemented audits are
more important than ever. 

Expansion of CMPs
Section 6402 subjects the following acts
to Civil Monetary Penalties:  (1) ordering
or prescribing a medical or other item or
service during a period in which the per-
son was excluded from a Federal health
care program, in the case where the per-
son knows or should know that a claim
for such medical or other item or service
will be made under such a program; (2)
knowingly making or causing to be made
any false statement, omission, or misrep-
resentation of a material fact in any appli-
cation, bid, or contract to participate or
enroll under a Federal health care pro-
gram; and (3) knowing of an overpay-
ment and not reporting and returning the
overpayment.  Section 6408 imposes
civil monetary penalties for knowingly
making, using or causing to be made a
false record or statement material to a
false or fraudulent claim for payment for
items and services furnished under a
Federal health care program, making
such action subject to a penalty of
$50,000 for each false record or state-
ment.  In addition, Section 6408 imposes
civil monetary penalties for failing to
grant timely access, upon reasonable
request, to the OIG for the purpose of
audits, investigations, evaluations or
other statutory functions of the OIG—
making such action subject to a penalty
of $15,000 for each day of the failure.
These provisions became effective
March 23, 2010.

Enrollment Screenings
Section 6401 of PPACA expands existing
law requiring the Secretary to establish a
process for the enrollment of providers or
services and suppliers into the Medicare,
Medicaid and CHIP programs.
Specifically, Section 6401 requires that

the Secretary establish enhanced
screening procedures for providers and
suppliers.  The screening must include
licensure checks and may also include,
at the Secretary’s discretion, criminal
background checks, fingerprinting,
unscheduled and unannounced site vis-
its (including pre-enrollment site visits),
and database checks.  New screening
requirements would immediately apply to
providers and suppliers seeking to enroll
in the programs on or after March 23,
2010.  Providers and suppliers already
enrolled in programs upon the enactment
of PPACA would be subjected to
enhanced screening requirements by
March 23, 2012.  These enhanced
screening requirements may increase the
time periods for processing of enrollment
and re-enrollment applications in the
Medicare program.

Enrollment Moratoria and Enhanced
Oversight
Section 6401 also gives the Secretary
authority to impose a temporary morato-
rium on the enrollment of new providers
or suppliers if it is determined that such
moratorium is necessary to prevent or
combat fraud, waste or abuse.  Section
6401 also requires the Secretary to
establish a provision period of enhanced
oversight, which shall not last less than
30 days and not more than one year, dur-
ing which a new provider or supplier
would be subject to enhanced oversight,
which could include actions such as pre-
payment review and payments caps.

Enactment of Compliance Programs
The Secretary is tasked with requiring the
establishment of a compliance program
for providers or suppliers within a partic-
ular industry or category as a condition
of enrollment in a Federal health care
program.  The Secretary will establish a
timeline and the required compliance
program elements for specific types of
providers and suppliers.

Mandatory Exclusion for False Statements
Section 6402 creates a mandatory
exclusion under the Social Security Act

when an individual or entity knowingly
makes or causes to be made any false
statement, omission, or misrepresenta-
tion of a material fact in any application,
agreement, bid, or contract to partici-
pate or enroll as a provider of services or
supplier under a Federal health care pro-
gram, including Medicare Advantage
organizations, prescription drug plan
sponsors, Medicaid managed care
organizations and entities that apply to
participate as providers of services or
suppliers in such managed care organi-
zations and such plans.

Suspension of Payment
Section 6402 also allows the Secretary to
suspend payments to a provider or sup-
plier pending an investigation of a credi-
ble allegation of fraud against the
provider or supplier.  The Secretary shall
consult with the OIG in determining
whether there is a credible allegation of
fraud against the provider or supplier.
The Secretary shall also promulgate reg-
ulations to carry out these actions.

Tracking of Claims, Payments and
Adverse Actions
In addition, Section 6402 requires the
CMS Integrated Data Repository to
include claims and payment data relating
to Medicare, Medicaid and CHIP.  For
oversight purposes, the OIG and U.S.
Attorney General shall have authority to
obtain this information.  Section 6403
provides that the Secretary shall maintain
a national health care fraud and abuse
data collection program for the reporting
of certain final adverse actions against
health care providers, suppliers or practi-
tioners, and shall furnish the information
collected to the National Practitioner
Data Bank.  States must also report infor-
mation with respect to formal proceed-
ings against health care practitioners or
entities by state licensing and certifica-
tion agencies as well as fraud enforce-
ment agencies.
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Physician Self-Referral and Other
Transparency Provisions

Stark Law Disclosure Protocol
Section 6409 of the PPACA requires the
Secretary of HHS to establish a Stark
Law disclosure protocol by September
23, 2010 (six months after enactment)
whereby “actual or potential” Stark Law
violations can be self-reported to the
government.  A self-disclosure protocol
has been needed for some time due sig-
nificant exposure under the Stark Law for
even technical violations.  PPACA also
permits HHS to accept payment of less
than the full Stark Law measure of dam-
ages in appropriate circumstances and
gives HHS discretion to resolve Stark
violations.  These circumstances may
include the nature and extent of the
improper or illegal practice, timeliness of
such self-disclosure, and cooperation in
providing additional information related
to disclosure.

Disclosure of Manufacturer Payments to
Physicians
On March 31, 2013, and on the 90th day
of each calendar year beginning there-
after, any “applicable manufacturer” that
provides a payment or other transfer of
value to a “covered recipient” shall dis-
close information to HHS regarding such
transfer, including the amount of the pay-
ment or other transfer value and the form
of payment or other transfer (i.e., cash,
stock, services, etc.).  There are a num-
ber of exceptions which may be applica-
ble depending on a number of factors.

Disclosure of Ownership for In-Office
Ancillary Services
Section 6003 requires that physicians pro-
viding in-office MRI, CT, PET or other serv-
ices as the Secretary deems appropriate
must, at the time of referral, inform patients
in writing of alternative suppliers of the
services. This provision applies to services
furnished after January 1, 2010, but
enforcement with respect to services pro-
vided prior to March 23, 2010, or the effec-
tive date of final regulations is unlikely. 

Expansion of Recovery Audit
Contractor (RAC) Program

Section 6411 provides for the
Medicare RAC program to be expand-
ed to state Medicaid programs,
Medicare Advantage (Part C) and
Medicare Prescription Drug (Part D) by
no later than December 31, 2010.

State Medicaid

Mandatory Termination or Exclusion
Section 6501 requires state Medicaid
programs to terminate enrollment of
individuals or entities whose participa-
tion in Medicare or any other State plan
has been terminated.  Section 6502 fur-
ther requires states to exclude from their
Medicaid programs, any individual or
entity if such individual or entity owns,
controls, or manages an entity that (or if
such entity is owned, controlled, or
managed by an individual or entity that)
has unpaid overpayments, is terminated
suspended or excluded from participa-
tion in the program or is affiliated with
an individual or entity that has been ter-
minated, suspended or excluded from
participation in the program.  This provi-
sion takes effect on January 1, 2011,
regardless of whether final regulations
have been promulgated by that date.
However, the effective date can be fur-
ther delayed if state legislation is
required for enactment.

Aggressive Health Enforcement
Climate for Providers

In addition to new and additional fraud
and abuse provisions contained in the
PPACA, already existing initiatives are
continuing.  Based on fraud loss esti-
mates running anywhere from $60 to
$100 plus billion per annum, intensified
enforcement is continued and being
lauded as a major source of funding for
the implementation of the provisions of
the PPACA. Aided by growing arsenals
of anti-fraud measures, this year and
future years will subject a broad spec-
trum of health care providers, including

physicians and other individuals, to
enforcement action.

Countless news reports have covered
the successes achieved by enforcers as
they address actual and perceived fraud
and abuse in the health arena.  In 2009,
the Department of Justice posted a
record $1.6 billion in health care fraud
recoveries.  Notably, the DOJ figure did
not include the off-label enforcement
against Pfizer which resulted in a criminal
conviction, $2.3 billion fines and penal-
ties, and novel integrity terms. The DOJ’s
figure did include other significant mat-
ters, however, including the $36 million
settlement that followed Condell Medical
Center’s voluntary disclosure of a range
of problematic hospital and physician
arrangements.  Moreover, since late in
2009, a number of Stark and False
Claims Act cases have been in the news
and led to the imposition of substantial
penalties on hospitals, systems, and
other parties.

These and other enforcement efforts plus
the recent changes to fraud and abuse
discussed above represent significant
risk and challenges for health systems,
hospitals, physician groups and others
whose business practices lend them-
selves to enforcement risk.  The risks are
magnified in an economic climate where
health organizations’ bottom lines can be
devastated by fraud fines and other
sanctions. While recent mega-settle-
ments have hit the pharmaceutical and
device industry, the provider sector has
been a constant and reliable contributor
to recoveries in the government’s health
fraud campaign. Given the myriad issues
carrying risk of enforcement, it is time for
provider organizations to gear compli-
ance to respond to the major areas to be
pursued in 2010 and beyond. 

The Role of Focused Good
Compliance

The message from the PPACA and
increased enforcement is unmistakable:
Health care providers must treat compli-
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ance as a high priority and devote appropriate
resources to updated risk assessments and rele-
vant areas of priority enforcement risk.  In addi-
tion, compliance plans should include a strong
audit component to identify and repay overpay-
ments.  That course of action, together with the
other indicia of effective corporate compliance,
offers the best chance to avoid substantial dam-
age to a company’s reputation and financial
position by mitigating fines and mandated
integrity terms, or avoiding enforcement
response altogether.

Locke Lord’s Health Care Practice

Our health care practice assists clients in
achieving their business objectives and
enabling them to navigate the legal and regula-
tory complexities unique to the health care
industry.  We possess extensive experience in
health care law and a significant record of suc-
cess in representing health industry clients on
transactional, regulatory, enforcement, litigation
and insurance matters.
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