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SDP — Why Established?

* Provider Self-Disclosure Protocol published
by OIG on October 30, 1998

* Play a “cooperative role in identifying and
voluntarily disclosing” non-compliance with
federal health care programs

» Facilitate resolution of potential violations of
federal criminal, civil or administrative laws
for which exclusion or CMPs are authorized

Examples of CMPs

For false or fraudulent claims, OIG may seek
CMPs of up to $10,000 for each item or service
improperly claimed, up to 3x the amount
improperly claimed and exclusion

For kickbacks, OIG may seek CMPs of up to
$50,000 for each improper act, damages of up to
3x the remuneration and exclusion

» For self-referral violations, OIG may seek CMPs
of $15,000 for each improper service, up to 3x
the amount improperly claimed and exclusion




Role of SDP Over Time

April 24, 2006 Open Letter

Promote use of SDP to resolve CMP liability
under the Stark Law and anti-kickback statute

Resolve situations involving a financial benefit
knowingly given to a physician by a hospital

Settle self-disclosed violations for an amount
near the lower end of the authorized CMPs

Recent Changes to SDP

March 24, 2009 Open Letter
Narrowed scope of SDP

No longer accept disclosure of matters that
involve only liability under the Stark Law, in
the absence of a “colorable” anti-kickback

statute violation




Recent Changes to SDP

* Focus on kickbacks intended to induce or
reward a physician’s referrals

* Reason: difficulty inherent in determining the
value of Stark violations

» SDP is no longer an option for physician
practices to disclose a Stark Law violation

» Will discuss alternatives later in presentation

Recent Changes to SDP

e Established a minimum
settlement amount

e Minimum $50,000
settlement amount for
kickbacks

e Consistent with the law




SDP - Step 1
Elements of Initial Disclosure

Initial disclosure includes:
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Name, address, provider ID# and tax |ID#
Current inquiries

Nature of matter, the entities and individuals
involved and the relevant periods involved

Type of practice and federal health care
programs affected

Why a violation of law may have occurred

Certification that submission contains truth
and is based on good faith

SDP - Step 1

Additional Elements of Initial Disclosure

Additional initial disclosure items from April
15, 2008 Open Letter:

Complete description of the conduct being
disclosed

Description of the internal investigation or
when it will be completed

Estimate of the damages and methodology
used to calculate or when it will be
completed

Statement of the laws potentially violated
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SDP — Step 2
Internal Investigation & Self-Assessment

Internal investigation -
comprehensive
examination of the
practice

Self-assessment - internal
financial assessment to
estimate the monetary
impact of the violation on
the federal health care
programs
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SDP — Step 2
Internal Investigation

Internal investigation should include:

— Full examination of the violation and
practice

— How was violation discovered

— Response to the violation and measures
taken to prevent future violations
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SDP — Step 2
Self-Assessment

+ Self-assessment should include a review of
either:

— All of the claims affected by the violation for

the relevant period; or

— A statistically valid sample of the claims
affected by the violation for the relevant
period
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SDP — Step 3
Report on Investigation and Assessment

* Internal investigation and self-assessment
must be completed within 3 months
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» Must report to OIG on internal investigation
and self-assessment
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SDP — Step 3
Internal Investigation Report

Internal investigation report on nature and
extent of violation should include:

1. lIdentification of the potential causes of the
violation

2. Description of the incident in detalil,
including how the violation arose

3. Identification of departments or related
entities involved and/or affected

4. ldentification of the impact on, and risks to,
health, safety, or quality of care, the steps to
address them, and any actions taken
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SDP — Step 3
Internal Investigation Report Cont'd

5. Disclosure of the period during which the
violation occurred

6. Identification of officials, employees or
agents who knew of, encouraged or
participated in the violation

7. ldentification of officials, employees or
agents who should have had knowledge of,
but failed to detect, the violation

8. Estimate of the monetary impact of the
violation on the federal programs

» OIG will usually agree to forego its own
investigation
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SDP — Step 3
Internal Investigation Report Cont'd

» Internal investigation report on discovery
and response to violation should include:

1. How violation was identified, and the
source of the information that led to its
discovery

2. Details regarding efforts to investigate
and document the violation
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SDP — Step 3
Internal Investigation Report Cont'd

3. Chronology of the steps taken in internal
inquiry into the violation
— List of individuals interviewed and summary

— Description of the files, documents and
records reviewed

— Summary of the auditing activity and
documents relied upon in support of the
calculation of losses

4. The practice’s actions to stop the
inappropriate conduct
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5.

6.

SDP — Step 3

Internal Investigation Report Cont'd

Efforts to prevent a recurrence of the
violation

Any disciplinary action taken against
corporate officials, employees or agents

Any notices provided to other
Government agencies resulting from the
violation
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SDP — Step 3
Self-Assessment Report

The report to the OIG on the self-
assessment should include:

Objective and review procedure

Identification of the population of claims to be
reviewed and how developed

Source of the information upon which the review
will be based

List of the names, titles and qualifications of the
personnel conducting the self-assessment
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SDP — Step 4
OIG Verification

* OIG will verify information
disclosed

* OIG will require unfettered
access to all work papers
and supporting documents
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Overpayments/Errors
Versus Fraudulent Claims

* If only overpayment or billing error and no
violation of law, disclose to the entity that
processes claims

e Could refer to OIG

» OIG clarified the distinction between
erroneous and fraudulent claims in its
compliance guidance for individual and small
physician practices
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When to Disclose —
Benefits of Self-Disclosure

» Cooperation

“Opening lines of

communication with, and “h
making full disclosure to,

the investigative agency

at an early stage

generally benefits the

individual or company”

When to Disclose —
Benefits of Self-Disclosure

Minimize the potential cost and disruption of

a full-scale audit and investigation by the
federal government

Ability to disclose what happened in the best
possible light
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When to Disclose —
Benefits of Self-Disclosure

* OIG will waive its authority to exclude if the
physician practice has an effective
compliance program and demonstrates its
trustworthiness

Detection and prompt disclosure of potential
fraud are evidence of an effective compliance
program
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When to Disclose —
Benefits of Self-Disclosure

OIG will consider such compliance measures
as a mitigating factor

Will not generally require the practice to enter
into a CIA or CCA

If CIA or CCA are appropriate, OIG will
consider self-disclosure as an important
factor in determining whether they should
enter into a less restrictive CCA
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When to Disclose —
Benefits of Self-Disclosure

» Will generally settle SDP matters for an amount near
the lower end of the scale for calculating CMPs

» Will calculate damages based on the value of the
financial benefit conferred in violation of the law
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When to Hold Your Tongue —
Risks of Self-Disclosure

* No guarantees

* OIG “cannot reasonably make
firm commitments as to how a
particular disclosure will be
resolved or the specific benefit
that will enure to the disclosing
entity”

* OIG “is not obligated to resolve
the matter in any particular
manner”
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When to Hold Your Tongue —
Risks of Self-Disclosure

Costs and time commitment to investigating
the violation may be prohibitive

Requires extensive investigation and
analysis

Additional violations may be discovered
which are separate from the matter disclosed

Treated as new matters outside the SDP
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When to Hold Your Tongue —
Risks of Self-Disclosure

Does not insulate from additional claims and
penalties from other governmental agencies

OIG may determine that the matter should be
referred to the DOJ

OIG’s agreement to resolve a matter is not
binding on the DOJ
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When to Hold Your Tongue —
Risks of Self-Disclosure

¢ Minimum settlement
amount is now $50,000

* Must consider in light of
the nature and extent of
the violations
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When to Hold Your Tongue —
Risks of Self-Disclosure

OIG needs access to underlying documents
to verify disclosed information

May have to waive certain privileges

Documents may then be discoverable in
other actions, such as claims by private
insurers and whistleblowers
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How to Disclose Stark Law Violations -
A View from OIG

OIG no longer accepting disclosures of Stark
Law violations under the SDP without a
“colorable” anti-kickback statute violation

OIG - not within their authority
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How to Disclose Stark Law Violations -
A View from CMS

No official process
Could not assure a compromise

If claim involves more than $100,000, no
authority to compromise, must refer to DOJ

Will review and evaluate the claim to
determine if a settlement is appropriate
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How to Disclose Stark Law Violations -
A View from CMS

» Did not previously receive many disclosures
of technical Stark violations

» Candidly admitted that the penalty amounts
were typically disproportionate to the amount
of the overpayment

» Typically does not compromise on Stark Law
violations, even if small or “technical”
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How to Disclose Stark Law Violations -
A View from US Attorney’s Office

* Not out looking for technical Stark violations

* Looking for conduct inconsistent with the
purpose of the Stark Law

e Would take into account whether the violation
was an accident and if the disclosure came
shortly after discovery of the violation
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How to Disclose Stark Law Violations -
A View from US Attorney’s Office

* Not interested in prosecuting inadvertent
technical violations

Would investigate the matter to determine a
fair resolution

To get release under the Stark Law or False
Claims Act, would need approval of the
Department of Health and Human Services
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How to Avoid Problems —
Compliance Programs

Physicians have “an ethical
and legal duty to ensure the
integrity of their dealings with
[federal health care] 2
programs. This duty
includes an obligation to take
measures, such as instituting
a compliance program, to
detect and prevent
fraudulent, abusive and
wasteful activities.”

38
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Compliance Programs as
Mitigating Factor

* OIG will consider an effective compliance
program as a mitigating factor

» Detection and prompt disclosure of
potential fraud are evidence of an effective
compliance program
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Rationale of
Compliance Programs

» Core principal - respond appropriately to
detected violations through the investigation
of allegations and develop corrective action,
including disclosure of the incidents to
appropriate Government entities

* Minimize billing mistakes, reduce chance of
OIG audit, and avoid violations of the anti-
kickback statute and Stark Law

40
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Components of an
Effective Compliance Program

» Have standards and procedures in place that
encourage compliance with the anti-kickback
statue and Stark Law

» Implement measures to avoid offering
inappropriate inducements to patients

» Develop monitors and warning indicators to
determine when further investigation is
warranted
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Components of an
Effective Compliance Program

« If discover a possible violation of law,
develop a corrective action plan and
determine how to respond to the problem

» Corrective action plan, return of
overpayments, report to the OIG or other
Governmental agency, or referral to law
enforcement authorities
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How has the SDP
been implemented by physicians?

» AHLA Disclosure Survey 2007 — 2008

* Nature of self-disclosures:
— Overpayment or billing/coding errors — 70%
— Anti-Kickback and Stark Law violations — 28%
— Excluded persons issues — 12%

* Who was responsible for making disclosure:
— Outside counsel — 71%
— Compliance officers — 18%
— In-house counsel — 15%
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How has the SDP
been implemented by physicians?

* Where disclosed:
— OIG - 46%
» SDP; Open letters

— Government contractor — 36%

» Overpayment; Less likely to pursue _
sanctions; Simpler, faster, less adversarial
and less likely to prompt investigation

— US Attorney — 25%

* Prior relationship; More reasonable than
OIG; Best treatment locally
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How has the SDP
been implemented by physicians?

» Time for resolution:
— 0to 12 months — 49%
— 12 to 18 months — 12%
— 18 to 24 months — 20%

— More than 36 months — 13%
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How has the SDP
been implemented by physicians?

* Resolution:
— Full overpayment refund — 46%
— Negotiated refunds — 40%
— CMP/Sanctions — 7%
— CIA-12%

— FCA Settlement with Multiplier — 8%
(Multipliers disclosed were 1.5x — 2x)
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Be proactive!

Conclusion

fraud and investigate it

Be sure to follow the compliance plan

violation is discovered

Implement a solid compliance plan to detect

Consult healthcare counsel as soon as a

Analyze benefits and risks of self-disclosure
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Conclusion

Questions?
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