







































































Prong 1: Incentivizing Quality of Care Through Payment Reform

The new paradigm for
reimbursement.

CMS is transforming payment policy
from passive payor of services to
active purchaser of high value
health care.

Private payors also are changing
payment policies to pay for quality.
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Incentivizing Quality of Care Through Payment Reform

“I strongly support linking provider payment to quality care as
a way to make Medicare a better purchaser of health care
services. Today, Medicare rewards poor quality care. That is
just plain wrong and we need to address this problem.”

Sen. Chuck Grassley,
Budget Hearing with Michael Leavitt
February 7, 2007
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Incentivizing Quality of Care Through Payment Reform

Pay for Performance

+ Financial incentives for:
— Adhering to recommended tasks or processes.
— Adopting desired tools or infrastructure.
— Meeting or improving measured outcomes.

« Sometimes includes cost savings or efficiency targets (aka
“gainsharing”).
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Prong 3: Enforcing Quality of Care Through the False Claims Act

+ The FCA is emerging
as the government’s
most powerful tool
to enforce quality
of care.

+ Physicians, executives,
and board members
face real risks for
poor quality of care.

www.hcca-info.org | 888-580-8373

52

26



Enforcing Quality of Care Through the False Claims Act

* "You will see more and more physicians going to jail."

— Kirk Ogrosky, Deputy Chief for Health Care Fraud, Department of Justice, Criminal
Division (Dec. 4, 2007)

+ "We're holding those individuals accountable.” "You may not
go to jail ... but we will take your money."

— Lewis Morris, Chief Counsel to the Office of Inspector General, U.S. Department of
Health and Human Services (Dec. 4, 2007)
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Enforcing Quality of Care Through the False Claims Act

+ Six themes present in cases:

Unnecessary treatment/procedures

Kickbacks

Big admitters receiving special treatment

Fraudulent documentation

Poorly structured, or failure to follow, internal process
Underlying regulatory violations
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 ASSOCIATION
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Enforcing Quality of Care Through the False Claims Act

Elements of a False Claim

» Submit or cause to be submitted, a claim for payment;
» Claim is false or fraudulent (false statement); and

+ Scienter: “Knew or should have known” or “reckless disregard” for
the truth or falsity of the claim.

— No specific intent needed
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Enforcing Quality of Care Through the False Claims Act

+ The government uses a variety of legal theories under the FCA to
attack quality failures, but all follow the same principle: the
government will not pay for medically unnecessary or
substandard care.
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Enforcing Quality of Care Through the False Claims Act

Traditional Theories

« Claims for services not
rendered

* Unbundling

+ Claims for services not
covered (e.g., wound care Kits,
urinary incontinence devices)

* Duplicate payments
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Quality of Care Theories

Express False Certification
Implied False Certification
Worthless Services
Criminal Statutes
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Enforcing Quality of Care Through the False Claims Act

+ Express False Certification

— Based on a provider’s false certification that the care provided

met the legal requirements for payment.

— fraudulent claims arise when a provider falsely certifies
compliance with statutes or regulations that are a precondition of

government payment.
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Enforcing Quality of Care Through the False Claims Act

+ Express False Certification
— Not all courts have adopted this theory.
— Not all false certifications of compliance are sufficient to render a
claim fraudulent.

» Generally, the certification must have affected or coaxed the
government’s decision to pay.

» Many courts hold a certification on a claim for payment
includes an allegation of compliance with the Anti-Kickback
or Stark self-referral laws and is, therefore, a precondition for
government payment.
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Enforcing Quality of Care Through the False Claims Act

+ Implied False Certification

— Alleged fraud is not based on a false statement contained in the
claim itself, but rather on an implied representation that the
underlying care provided to the patient complied with the
regulations and statutes that define the conditions required to bill
for the service.

— Some courts limit it to cases where the provider knowingly
submits a claim that violates a statute or regulation which
“expressly condition[s] payment on compliance with its terms.”

— Other courts allow more broad applicability.
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Enforcing Quality of Care Through the False Claims Act

» U.S. exrel Landers v. Baptist Memorial Health Care Corp., W.D.
Tenn., (12/17/07)

— Distinguished between Conditions of Participation and
Conditions of Payment. Violation of Conditions of Participation
insufficient to trigger FCA liability.

— The Court found that conditions of participation are not the
equivalent of conditions of payment, but are quality of care
standards directed towards an entity's continued ability to
participate in the Medicare program rather than a prerequisite to
a particular payment.

— Rejected both express and implied theories.
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Enforcing Quality of Care Through the False Claims Act

« “Although [Baptist's] alleged non-compliance with Conditions of
Participation may lead to prospective corrective action or even
termination, [Landers] has not presented any evidence the [hospital]
would have been ineligible to receive payment of its Medicare
claims during a potential period of noncompliance.”

* “In contrast, [Baptist has] presented ample evidence that even
assuming they failed to comply with Conditions of Participation
and/or applicable standards of care, the Government would
nevertheless have continued to reimburse their claims at least for a
period of time.”
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Enforcing Quality of Care Through the False Claims Act

» Exercise caution!

+ In FCA context, the distinction between conditions of payment and
conditions of participation has been deemed “a distinction without a
difference” by Ninth Circuit. U.S. ex rel. Hendow v. Univ. of Phoenix
(9/5/08).

+ The court’s approach in Landers directly contradicts the
government’s movement regarding quality of care enforcement.
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Enforcing Quality of Care Through the False Claims Act

+ Worthless Services

— Focuses squarely on the quality of care provided, rather than on
express or implied certifications of compliance with laws or
regulations.

— High standard. As one court described it, “the performance of the
service [must be] so deficient that for all practical purposes it is
the equivalent of no performance at all.”

— The scienter element must be satisfied; (i.e., the defendant must
know or act in reckless disregard or deliberate ignorance of the
fact the service being billed to the government was worthless)
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Enforcing Quality of Care Through the False Claims Act

« Criminal Enforcement

— In particularly egregious cases, the government can, and has,
criminally prosecuted individuals associated with quality of care
violations.

— The criminal charges at the government’s disposal include laws
prohibiting health care fraud, mail and wire fraud, false
statements, and kickbacks.

— The significant criminal penalties for hospitals, high-ranking
individuals, doctors reflect the seriousness of the government’s
approach to quality of care violations.
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Enforcing Quality of Care Through the False Claims Act

“[FJraudulent furnishing of medically unnecessary invasive procedures
not only causes financial harm but puts patients at significant risk.
The Office of Inspector General will vigorously investigate such cases
and require appropriate corrective action to safeguard future patient
care.”

Daniel Levinson,

Inspector General

U.S. Department of Health and Human Services
August 17, 2006
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Enforcing Quality of Care Through the False Claims Act

* In 2006, A FCA action against
a Baton Rouge, Louisiana
hospital for medically
unnecessary surgeries
resulted in a $3.8 million
settlement.

» In 2003, a medical center in
Chicago, lllinois was found to
have paid physician kickbacks
that resulted in medically
unnecessary care. The
hospital administrator and
several physicians received
prison sentences and were
required to make restitution
payments totaling over $26

* In 20086, a Louisiana
cardiologist was indicted on
multiple counts of healthcare
fraud and one count of criminal
forfeiture for performing
unnecessary angiograms and
angioplasties.
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Enforcing Quality of Care Through the False Claims Act

* In 2002, the CEO and members of the
Medical Executive Committee at a
Michigan hospital were indicted on
charé;es of criminal conspiracy, malil
fraud and wire fraud by billing for

medically unnecessary pain

procedures.

The government’s case centered on
the hospital’s allegedly deficient peer
review procedures, which failed to
curtail the unnecessary pain
procedures.

After the anesthesiologist who
performed the procedures was
convicted of mail fraud and sentenced
to three years in prison, the hospital
and other individual physician
defendants pleaded guilty, serving
over 1,000 hours community service
and paying over $1,000,000 in fines.

A
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* In 2007, a Florida hospital and its
current and former owners paid $15.4
million to settle a FCA lawsuit involving
allegations that the hospital paid
kickbacks to physicians in return for
patient admissions that resulted in
medically unnecessary treatments on
elderly patients.
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Enforcing Quality of Care Through the False Claims Act

» U.S. exrel Landers v. Baptist Memorial Health Care Corp., W.D.
Tenn., (12/17/07)

— Distinguished between Conditions of Participation and
Conditions of Payment. Violation of Conditions of Participation
insufficient to trigger FCA liability.

— The Court found that conditions of participation are not the
equivalent of conditions of payment, but are quality of care
standards directed towards an entity's continued ability to
participate in the Medicare program rather than a prerequisite to
a particular payment.

« Exercise caution!
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Enforcing Quality of Care Through the False Claims Act

* New legal/compliance risks to consider:
— Knowledge arising from data reporting.
— Work force encouragement to “whistleblow.”

— Processes and structures are not effective in identifying quality
failures.

+ May lead to:
— False Claims Act liability
— Corporate liability
— Liability of board members, owners and high-ranking officers
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Problems for Physicians and Hospitals Under Current Structures

+ Hospital Peer Review and Quality Management.
+ Traditional Medical Staff Structure.

» Other Structural Problems (Siloing).

+ Board Education and Oversight.

« Physician and Hospital Collaboration.
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Problems Under Current Structures

Number 1 Problem: Hospital Peer Review and Quality Management

are Not Structured to Proactively Drive Quality of Care
— Historical process is retrospective and based on incidents.

Processes may be lengthy, biased (friends or competitors), and

ineffective.

— Delays can lead to evidence of a pattern of poor quality or
unnecessary care.

— Is evidence based medicine now the standard of care?

— According to “Survey on Medical Professionalism” by the
Institute of Medicine as a Profession, Annuals of Internal
Medicine (December 4, 2007, nearly half of physicians do not
report medical incompetence by peers.
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Problems Under Current Structures

Number 2 Problem: Traditional Medical Staff Structure is Not Designed
For New Paradigm

Blurring of specialty lines (ex. Interventional radiology /
cardiology / neurology).

Increasing number of hospital based physicians (ex. Hospitalists
intensivists, OB hospitalists, Peds hospitalists).

Growing number of outpatient based physicians, reducing
collegiality with specialists and hospital-based physicians and
impacting credentialing.

Regulators mandating change (i.e. competency based
credentialing, standardization of care processes, and increased
medical staff oversight of quality).
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Number 3 Problem: A Siloing of Responsibility

+  “When looking at some of these very large [health care] corporations, there is a
siloing of responsibility, which has the effect of inadequate cross of
information between the peer review/quality people and the compliance
people. The different components of a health care organization need to
communicate and exchange information with each other and boards of
directors can encourage this process.”

Lewis Morris,

Chief Counsel to the Office of Inspector General,
U.S. Department of Health and Human Services
September 25, 2007

www.hcca-info.org | 888-580-8373 74

37



Problems Under Current Structures

SILO Approach

PEER REVIEW

QUALITY

RISK

UTILIZATIONREVIEW

COMPLIANCE

BILLING

ALTH CARES

SOCIATION
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Problems Under Current Structures

Number 4 Problem: Lack of Board Education and Oversight

+ “Getting the Board on Board: Engaging Patient Boards in

Quality and Patient Safety,” 32 Joint Commission Journal on
Quality and Patient Safety 179-187 (April 2006).

+ Interviews conducted with CEOs and board chairs at 30
hospitals in 14 states.

* “The level of knowledge of landmark IOM quality reports
among CEOs and board chairs was remarkably low...”

+ There were significant differences between the CEOs’
perception of the knowledge of board chairs and the board
chairs’ self-perception.

» "We are beginning to look to boards to ensure fiscal integrity

and CIA oversight.* Lewis Morris, September 25, 2007.

+ “Driving for Quality in Long-Term Care: A Board of Directors

Dashboard,” HHS and HCCA joint report (January 2008).

ALTH CARES

SOCIATION
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Problems Under Current Structures

Number 4 Problem: Lack of Board Education and Oversight

“Driving for Quality in Long-Term Care: A Board of Directors
Dashboard,” HHS and HCCA joint report (January 2008).

+ Government-industry roundtable addressed practical ways for
boards to monitor the quality of care issues in long-term care
facilities.

» The Report addresses four distinct areas:
— Demonstrating and improving a commitment to quality
— Key structural processes
— Key outcome categories
— Challenges and opportunities for Boards
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Problems Under Current Structures

Number 5 Problem: Lack of Effective Physician-Hospital Collaboration

Strategies
» Hospitals need to enlist physician support to meet quality targets
and earn the pay for performance incentive payments.

— It is often difficult to enlist physician support by simply coaxing,
cajoling, scolding, etc.
— Particularly true if you do not (or cannot) employ physicians.

+ Physicians need to enlist hospitals to help with systems to drive
quality across the continuum of care.
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Recommended Solutions

What is needed for the future

+ Five solutions to consider:

Audit quality controls/legal risks

Integrate quality and compliance

Improve board education and oversight

Redesign medical staff structure

New strategies for hospital/physician collaboration
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