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What Must Entities Really Do To Comply With The Deficit
Reduction Act Requirements For Making Available Information
On Federal and State False Claims Act Provisions?

Further Justification for Organizations To Re-Examine
Their Corporate Compliance Program Materials

The Deficit Reduction Act of 2005 (the “DRA”), signed into law
February 8, 2006, contained a number of provisions intended to bolster
Medicaid fraud and abuse enforcement. These new provisions mean that
there is likely to be an increase in fraud enforcement activities at the state
level against those health firms involved directly or indirectly in Medicaid
related claims.

First, Congress authorized the establishment of a new Medicaid
Integrity Program with specific contractors to monitor fraud and abuse in
the various state Medicaid programs. For many years, the vast majority of
states have had Medicaid Fraud Control Units (MFCU) to coordinate
statewide efforts to uncover and prosecute fraud in the Medicaid context.
Although the MFCUs will continue in combatting health care fraud, the
DRA—with its development of the Medicaid Integrity Program—
significantly expanded the federal government’s role by establishing new
contractors and funding for additional federal staff to address Medicaid
fraud.

Second, Congress adopted a provision that provides states with an
incentive to adopt state false claims acts that substantially mirror the
requirements of the Federal False Claims Act. States that adopt a state false
claims act that satisfies these requirements can increase their share of the
amounts recovered against providers for engaging in improper conduct.
Specifically, if a state brings an action under its state false claims law
against a Medicaid provider, then the state can be entitled to receive 10
percent of the federal government’s share of any recovery.! Congress
provided that the Office of Inspector General (OIG) would be responsible
for determining whether a state has adopted a false claims act that meets
these requirements and the OIG published in the Federal Register
guidelines that it will apply in reviewing state false claims acts.2 Based
upon publicly available letters from the OIG to the states, it appears that
only (10) states have submitted their false claims laws to the OIG for
review (California, Florida, Illinois, Indiana, Louisiana, Massachusetts,
Michigan, Nevada, Tennessee and Texas) and that of these ten (10) states,
only three (3) state false claims laws (Ilinois, Massachusetts and
Tennessee) were found to satisfy the DRA requirements.?

cont.

I Deficit Reduction Act. Pub. L. 109-171, §§ 6031-33 (2006) codified at 42 U.S.C. § 1396h(a)

2 71 Fed. Reg. 48552-48554. (Aug. 21, 2006)

3 Specific State Laws Reviewed by OIG, Office of Inspector General, Department of Health and
Human Services (Available at:  hittp://oig.hhs.gov/fraud/falseclaimsact.html# 1).
Notwithstanding the OIG’s review of only ten (10) state false claims acts, there are a
number of other states that possess false claims acts many of which have been, and
continue to be reviewed, by the legal and health care communities.
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The third fraud and abuse provision included in the DRA, which has received the
greatest amount of attention is that, effective January 1, 2007, state Medicaid plans are
required to ensure that any entity that receives or makes payments under the state plan of
at least $5 million per year must provide certain information to its employees, contractors
and agents concerning federal and state false claims act provisions, penalties and
protections. As a result of this provision, entities that are subject to these requirements
must review their corporate compliance programs, policies and procedures, and their
employee handbooks (if such a handbook does, in fact, exist) to ensure that the
requisite information is being provided to employees, contractors and agents. It is this
third provision that is the focus of this Special Alert.

Despite the dissemination of certain information from the Centers for Medicare
and Medicaid Services (“CMS”) in December 2006 guidance as well as during a
teleconference that was held in January 2007, there is still ambiguity and confusion
within the health care industry, and even among health lawyers, as to whom the law
applies to and what this law requires. To this end, CMS has promised additional
guidance “as soon as possible.” In the meantime, entities subject to this provision
must carefully analyze this provision in order to determine whether any additional
action steps must be taken in an attempt to come into compliance.

In addition to the requirements being imposed on health care entities under the
DRA, certain segments of the health care industry are now required to have adopted a
corporate compliance program as a result of a contractual obligation, in order to
receive accreditation, or because the state has adopted a law or regulation that
specifically mandates the creation of such a program. Therefore, the time is ripe for
organizations to examine (or re-examine) their compliance programs to ensure that
they are, in fact, “effective.” To facilitate this process, Epstein Becker & Green has
developed a checklist of issues, topics and questions that it believes should be
examined as part of an audit of an organization’s compliance program. A copy of
this checklist is attached to this Special Alert.

Overview of Section 6032 of the DRA

Section 6032 of the DRA requires state Medicaid plans to provide that any
entity that receives or makes annual payments under the state plan of at least
$5,000,000, as a condition of receiving such payments:

(A) establish written policies for all employees of the entity (including
management), and of any contractor or agent of the entity, that provide
detailed information about the False Claims Act established under
sections 3729 through 3733 of title 31, United States Code,
administrative remedies for false claims and statements established
under chapter 38 of title 31, United States Code, any state laws
pertaining to civil or criminal penalties for false claims and statements,
and whistleblower protections under such laws, with respect to the role
of such laws in preventing and detecting fraud, waste, and abuse in
Federal health care programs (as defined in section 1128B(f));

(B) include as part of such written policies, detailed provisions regarding
the entity’s policies and procedures for detecting and preventing fraud,
waste, and abuse; and

cont.
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C)  include in any employee handbook for the entity, a specific discussion
of the laws described in subparagraph (A), the rights of employees to
be protected as whistleblowers, and the entity’s policies and procedures
for detecting and preventing fraud, waste, and abuse.

Codified at 42 U.S.C. 1396a(a)(68).

On December 13, 2005, CMS issued a guidance letter to the State Medicaid
Directors and provided the states with a State Plan Preprint (the “State Guidance
Letter”) (http://www.cms.hhs.gov/smdl/downloads/SMD121306.pdf). The State
Guidance Letter provides that CMS is “writing to offer guidance to State Medicaid
agencies on the implementation of section 6032 of the Deficit Reduction Act of
2005”(emphasis added). CMS did not state that the “State Guidance Letter” was
guidance to members of the health care industry. Instead, CMS said that this was a
guidance letter for the State Medicaid Program Directors. This distinction is
important because the explicit language of DRA Section 6032, taken in context,
applies directly to the states, and, therefore, it is each states’ responsibility to then
provide that state’s guidance on how that state intends to apply and interpret this
requirement.

As this provision resulted in a large number of requests for clarification from
CMS, CMS organized a teleconference that took place on January 11, 2007 during
which time Rob Miller, Acting Director of the CMS Medicaid Integrity Group,
addressed an audience of about 900 people/organizations, answered a number of
questions, and otherwise stated that other questions would need to be addressed by
CMS sometime in the future.

A number of the issues that continue to receive attention are as follows:

What constitutes an “entity” and how is the $5 million threshold calculated?

The State Guidance Letter provides that an “entity” includes: “a governmental
agency, organization, unit, corporation, partnership, or other business arrangement
(including any Medicaid managed care organization, irrespective of the form of
business structure or arrangement by which it exists), whether for-profit or not-for-
profit, which receives or makes payments, under a state plan approved under title
XIX or under any waiver of such plan, totaling at least $5,000,000 annually.” The
State Guidance Letter also provides that: “If an entity furnishes items or services at
more than a single location or under more than one contractual or other payment
arrangement, the provisions of section 1902(a)(68) apply if the aggregate payments
to that entity meet the $5,000,000 annual threshold. This applies whether the entity
submits claims for payments using one or more provider identification or tax
identification numbers.”*

cont.

4 The State Guidance Letter also provides that: “A governmental component providing Medicaid health
care items or services for which Medicaid payments are made would qualify as an entity (e.g., a State
mental health facility or school district providing school-based health services). A government agency
which merely administers the Medicaid program, in whole or part (e.g., managing the claims
processing system or determining beneficiary eligibility), is not, for these purposes, considered to be
an entity.”
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During the CMS Teleconference, CMS answered a number of questions related
to both the calculation of the $5 million threshold and which entities are considered
to fall within the purview of Section 6032. While we believe that a number of the
answers provided by CMS during this Teleconference may change when CMS
provides additional written guidance, in the meantime, CMS stated as follows:

e Payments made to health care entities by individual beneficiaries (e.g.,
Medicaid beneficiary co-payments) are not to be included in the $5
million calculation.

e The states are to decide whether health care entities should focus on the
date of service or date of payment in making the $5 million calculation.

e The final adjudicated payment from a respective Medicaid program, and
not the amount billed to a Medicaid program, is the amount to consider
for purposes of the $5 million calculation.

e The $5 million calculation should be considered on a state-by-state basis,
e.g., compliance will only be required if the $5 million threshold is met
with respect to any one given state.

In addition, the CMS representative stated that CMS would be providing
additional guidance with respect its position on how a number of corporate
structures would be impacted by Section 6032. For example, CMS stated that it
would provide its position on whether a corporation which does not have any direct
relationships with a state Medicaid plan but owns a number of separate legal entities
that individually do not exceed the $5 million threshold will be found to fall within
these requirements if all the enrolled entities in that state exceed this threshold in the
aggregate.

Are pharmaceutical and device manufacturers “entities” for

purposes of this requirement?

During the teleconference, CMS stated that neither medical device
manufacturers nor pharmaceutical manufacturers are “entities” for purposes of this
requirement. Nonetheless, there is an argument that could be made by entities
responsible for interpreting and enforcing the law, that pharmaceutical
manufacturers, by virtue of their Medicaid drug rebate rebate agreements with the
state Medicaid programs, may fall within the purview of Section 6032. As the CMS
statement is not formal guidance, pharmaceutical and device manufacturers should
carefully consider (in consultation with legal counsel) whether the organization
could, in fact, be characterized as an "entity" for purposes of this requirement.

What are entities required to do under Section 60327

An entity that meets the $5 million Medicaid threshold must establish certain
written policies and procedures and amend its employee handbook, only if the entity
has already created such a handbook. The State Guidance Letter does not provide a
great deal of direction on how the states should require their providers to comply
with the establishment of written policies pursuant to Section 6032. In fact, CMS
explicitly provided during the CMS Teleconference that it did not want to be too
prescriptive in this respect. However, on March 2, 2007, CMS circulated an email in
which the Department of Justice provided a description of the Federal False Claims
Act for states and entities to use “if they so choose.” This DOJ developed description

cont.
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includes a recitation of the statute, a summary of the qui tam provisions, and a few
examples of how liability can arise under the statute. However, no information has
been circulated regarding the level of detail required on describing either the
administrative remedies for false claims under Chapter 38 of title 31 or state laws.

Must an entity “train” its “employees, contractors and agents” on these issues?

No. We have found that this is one of the areas of greatest confusion. Although
the original Senate bill required states to ensure that affected entities provide
“mandatory training” for employees, contractors and agents on the topics covered by
the required written policy, the House bill, in contrast, did not include any such
language.5 As a result of the conference agreement between the members of the
Senate and House of Representatives, the “mandatory training” language in the
Senate bill was struck. Although the Conference Report provides no rationale for the
elimination of the training requirement, the Conference Report provides that: “The
conference agreement follows the Senate bill, but applies only to entities receiving
annual Medicaid payments of at least $5 million and does not require the
establishment of protocols and procedures for the fraining of employees (i.e. only
written policies are required).” (emphasis added).6

Therefore, even though the heading to Section 6032 of the DRA continues to
read “Employee Education about False Claims Recovery” (emphasis added), the
statute, as enacted, does not include any language that requires education or training;
instead it merely requires that there be written policies and procedures (e.g., that
describe the False Claims Act, state laws, whistleblower protections) and that this
information be made available to employees, agents and contractors.

During the January 11, 2007 Teleconference, the CMS representative
confirmed that CMS takes the position that DRA Section 6032 does not mandate
“training,” However, there may be situations that employee training may be
appropriate within an organization in order to ensure consistency with other aspects
of the organization's compliance program.

Who/what constitutes an “agent” or “contractor” under Section 6032?

In the State Guidance Letter, CMS states that a “’contractor’ or ‘agent’ includes
any contractor, subcontractor, agent, or other person which or who, on behalf of the
entity, furnishes, or otherwise authorizes the furnishing of Medicaid health care
items or services, performs billing or coding functions, or is involved in monitoring of
health care provided by the entity.” During the CMS Teleconference, the CMS
representative provided that it wanted to focus contractors or agents to be those
involved in health care delivery and did not want “contractors” or “agents” for
Section 6032 purposes, to apply to, for example, a health care entity’s lawn care or
cafeteria service contractors.

cont.

® See S. 1932, § 6024(a)(3)(C) and H.R. 4241, 109th Cong. (2005).

® H.R. Conf. Rep. 109-362. The Senate passed its version of the DRA on November 3, 2005; the
House of Representatives passed its version on November 18, 2005. A conference committee report,
No. 109-362, was approved by the House on December 19, 2005, but the Senate defeated this
conference report and substituted its own version of the legislation on December 21. This required
the House to vote once again on the legislation and the House approved the Senate substitute on
February 1, 2006. Although Conference Report No. 109-362 was defeated by the Senate and a new
conference report was not issued, 109-362 still remains the most complete explanation of the DRA.
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Based upon a number of questions during the CMS Teleconference, CMS
also stated that CMS needs to examine further how it intends to apply the term
“contractors” and “agents” to individuals such as physicians who have staff
privileges at a hospital or serve as an attending physician for a patient in a
nursing home.

What is an entity required to do with its contractors and agents?

Although Section 6032 requires the establishment of certain written policies,
the DRA does not explicitly require that policies need to be “disseminated” to or
“adopted” by “contractors” and “agents.” However, in the State Guidance Letter,
CMS took the position that it is the responsibility of each entity to “establish” and
“disseminate” its written policies “which must also be adopted by its contractors or
agents.” (emphasis added)

During the CMS Teleconference, a number of questions were raised about how
CMS expected entities to ensure that contractors and agents adopfed an entity’s
written policies and to ensure that these contractors and agents received information
on state and federal false claims act provisions. Moreover, a number of callers asked
whether contractor agreements would need to be amended to include this as a
requirement. CMS stated that it did not believe the law required an entity to amend
its agreements and that CMS wanted entities to have flexibility in determining how
best to comply with the law. The CMS representative also stated that it was necessary
that CMS reconsider its position on whether policies must, in fact, be adopted by
contractors and agents.

What should health care entities do now?

Entities that are (or may be) subject to these requirements should continue to:
(1) review and analyze existing policies and procedures in an effort to directly
comply with Section 6032, (2) continue to monitor the development of the
implementation of Section 6032 by CMS and the states, and (3) if appropriate, seek
additional guidance from CMS and the states.

Moreover, if an organization is not otherwise required by contract, state law or
as a condition to receiving accreditation to have adopted a corporate compliance
program, then the organization should consider the benefits of adopting such a
program. If an organization has adopted a corporate compliance program, then it is
necessary that an audit of the compliance program be performed to ensure that the
compliance program is “effective” and otherwise has incorporated the DRA
requirements. Epstein Becker & Green has worked with clients in all sectors of the
health care and life sciences industry in building new corporate compliance
programs, assessing the effectiveness of existing corporate compliance programs and
developing policies and procedures in an attempt to comply with the requirements of
the DRA. Included with this Special Alert is a checklist prepared by Epstein Becker &
Green that includes a brief summary of the issues, topics and questions that should be
examined when evaluating an organization’s compliance program.

* 3k ok

If you would like additional information regarding this fopic, please contact David Matyas
at 202/861-1833 or dmatyas@ebglaw.com, Uri Bilek af 202/861-4188 or
ubilek@ebglaw.com, Jason Caron at 202/861~4190 or jearon(@ebglaw.com in the firm’s
Washington, DC office or Beth Fssig at 212/351-4570 or bessig@ebglaw.com or Dan
Gospin at 212/351-4792 or dgospin@ebglaw.com in the Firm’s New York office or the
Epstein Becker & Green atforney who regularly handles your legal matters. For further
Information about Epstein Becker & Green’s Health Care & Lite Sciences Practice, or fo see

back issues of Special Alerts, please visit our website at www.ebglaw.comi.
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Evaluating an Organization’s Corporate Compliance Program Including
Questions Related to DRA Requirements

e Ifan organization has NOT adopted a corporate compliance program, then it should consider the
benefits of adopting a program and the resources that will be needed to develop such a program. For
certain members of the health care industry and pursuant to certain state laws, the adoption of a
corporate compliance program may, in fact, be required.

e If an organization has adopted a corporate compliance program, then is it “effective™? In order to
answer this question, it is necessary that an audit of the compliance program be performed that would
examine the following categories of issues/topics/questions:

o Code of Conduct/Business Ethics

= s there a Code of Conduct/Business Ethics (or its equivalent)?

= Do employees receive training on the Code of Conduct/Business Ethics that appropriately
describes the principles and concepts set forth in the Code?

= Has management taken affirmative steps to publicize the importance of the Code to all of its
employee

o Policies and Procedures

= Has the organization adopted policies and procedures relevant to the organization’s particular
segment of the health care industry that address compliance risk areas and established internal
controls to counter those vulnerabilities?

= Does the organization periodically review these policies and procedures to ensure continued
relevance to the organization and whether new policies and procedures are required?

= Do employees receive training on the policies and procedures applicable to their job functions
and does documentation exist that verifies that this training has occurred?

o0 Compliance Infrastructure

= |s someone within the organization designated as the “corporate compliance officer” and does
this person have sufficient authority to implement the compliance program?

= Has management provided the Compliance Officer with the autonomy and sufficient resources
necessary to perform assessments and respond appropriately to misconduct?

= Have compliance-related responsibilities been assigned across the appropriate levels of
the organization?

= How is the Board kept apprised of significant regulatory and industry developments affecting the
organization’s risk?

[THDLIGHT LEADERS IN HEALTH LAW® ]
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EPSTEIN BECKER & GREEN P.C.

Evaluating an Organization’s Corporate Compliance Program Including
Questions Related to DRA Requirements, cont.
0 Hotline and Reporting

= Has the organization established a hotline or other system by which employees, contractors and
agents can anonymously report potential non-compliant behavior and/or ask questions?

= How often do employees, contractors and agents contact the hotline or anonymous reporting
system?

= Has the organization adopted both a policy and practice of not retaliating against people who
report potential non-compliant behavior?

O Monitoring and Auditing
= How are “at risk” operations assessed from a compliance perspective?
= |s conformance with the organization’s compliance program periodically evaluated?

= What processes are in place to ensure that appropriate remedial measures are taken in response
to identified weaknesses?

o Employment and Contracting Practices

= Does the organization conduct the appropriate background checks on its employees and
contractors including but not limited to checking the OIG website for excluded and the GSA
website on debarred individuals and entities?

0 Responding to Issues and Taking Appropriate Disciplinary and Corrective Actions

= What is the process by which the organization evaluates and responds to suspected compliance
violations?

= Has the organization documented the corrective actions taken and any disciplinary actions that
have been imposed?

o DRA Requirements - If the organization receives or makes payments under any particular state
Medicaid plan of at least $5M during a course of the year, then:

= Has the organization adopted written policies for employees, contractors and agents that provide
detailed information about: (1) the federal false claims act (31 USC 3729-3733) including
protections provided to whistleblowers; (2) the federal administrative remedies for false claims
and statements established under chapter 38 of title 31) and (3) applicable state laws pertaining
to civil or criminal penalties for false claims and statements?

= As part of the policies above, are there detailed provisions/statements regarding the
organization’s policies and procedures for detecting and preventing fraud, waste and abuse?

= |f the organization utilizes an employee handbook, then does the handbook include a description
of the items addressed above?
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