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Almost every health care provider at some time will face this situation:
previous conduct or billings related to Medicare services appear to have
been out of compliance with Medicare program laws, rules, or policies.
In evaluating options for disclosing such actions to Medicare, health care
providers understandably look for an established process to resolve the
matter. The Department of Health & Human Services (HHS) Office of
Inspector General (OIG) recognized the need for an established
disclosure process almost 14 years ago and developed the Provider
Self-Disclosure Protocol. The Self-Disclosure Protocol was designed to
facilitate cooperation between the Federal government and health care
providers by establishing a process for providers to disclose and resolve
potential violations of health care program laws. However, in general,
the OIG has failed to make the program attractive enough to convince
providers that the benefits of participation outweigh the risks of inviting
OIG enforcement. As a result, the Self-Disclosure Protocol has been only
mildly successful. The OIG is now looking for ways to improve the
Self-Disclosure Protocol. On June 18, 2012, the OIG announced that it
will update the Provider Self-Disclosure Protocol and solicited input from
the public.1 This announcement is significant because it marks the first
time that the OIG has explicitly solicited public comments regarding the
Self-Disclosure Protocol. The OIG’s call for comments presents an
excellent opportunity for health care providers to request the kinds of
improvements to the Self-Disclosure Protocol that would make
participation more attractive.
Public comments on the proposed update to the Self-Disclosure Protocol
must be submitted to the OIG by August 17, 2012. Please let us know
if you would like assistance preparing a comment letter.
Background.
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The OIG first published its Provider Self-Disclosure

Protocol in October 1998.2 It was established to “provide guidance to
health care providers that decide voluntarily to disclose irregularities in
their dealings with the Federal health care programs.”3 Specifically, the
Self-Disclosure Protocol offered disclosure submission, internal
investigation, and self-assessment guidelines to health care providers for
potential fraud involving the Federal health care programs. Providers
were told how to investigate conduct, quantify damages, and report the
conduct to the OIG in order to resolve the provider’s liability exposure
under the OIG’s civil money penalty (CMP) authorities. To date, the OIG
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attributes over 800 self-disclosures to the Self-Disclosure Protocol, netting
a combined recovery of more than $280 million.4 However, this amount
pales in comparison to the nearly $4.1 billion recovered by the Health Care
Fraud and Abuse program in 2011 alone.5
The OIG issued additional guidance about the Self-Disclosure Protocol in
Open Letters to Health Care Providers in 2000,6 2001,7 2006,8 20089 and
2009.10 Yet, providers were not asked to publicly comment on this
guidance and, as a result, the Open Letters often failed to adequately
address providers’ concerns. For example, the Open Letters from 2000
and 2001 addressed the OIG’s exercise of its permissive exclusion
authority and the use of corporate integrity agreements (CIAs), but they
failed to provide any degree of certainty as to when these enforcement
options would not be exercised.11
In its 2006 Open Letter, the OIG discussed how providers who self-disclose
are less likely to get a CIA, or may get the OIG’s less demanding version
of a CIA (called a Certification of Compliance Agreement (CCA)) but
offered no guarantee.12 In the same Open Letter, the OIG expanded the
Self-Disclosure Protocol to physician self-referral (“Stark”) law and antikickback statute violations. The OIG stated that it would “generally settle”
these Self-Disclosure Protocol “matters for an amount near the lower end”
of the damages scale and waive its exclusion authority for providers that
demonstrated “the requisite level of trustworthiness.” Such statements at
first appear to provide assurance, but they contain enough ambiguity and
hedging to result in little certainty. Adding to the level of uncertainty was
the OIG’s warning that its “agreement to resolve an SDP matter is not
binding upon [the Department of Justice],” which has authority to
prosecute False Claims Act violations, among other things.
The 2008 Open Letter increased the amount of information required in the
initial submission, but confirmed earlier statements that “mere billing
errors or overpayments” should be referred to Medicare payment
contractors instead of the OIG.13 In its most recent Open Letter, the OIG
limited the scope of the Self-Disclosure Protocol for anti-kickback
violations by establishing a $50,000 minimum settlement amount (the
highest penalty per kickback) and excluding acceptance of Stark violations
that lack an anti-kickback element.14 Arguably, the OIG’s Open Letters
have made only modest improvements to the Self-Disclosure Protocol. By
taking great care not to give up too much enforcement authority, the OIG
has designed a program where providers still are not sufficiently
incentivized to participate and are offered little to no guarantees. To
remedy the situation, the OIG is now turning directly to the health care
provider community for comments, recommendations and suggestions.
Potential Benefits of Self-Disclosure. The most significant potential
benefit of utilizing the Self-Disclosure Protocol is that a provider may
effectively eliminate its civil penalty exposure and threat of Medicare
program exclusion.
This possible advantage is a consequence of
prosecutors looking favorably upon providers that have self-reported and
cooperated accordingly.15
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Similarly, self-disclosure may lead to a
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reduction in civil monetary penalties imposed under the Stark law and
anti-kickback statute, which carry separate fines. For example, while an
anti-kickback violation may subject an offender to a $50,000 penalty for
each illegal act and up to three times the amount of remuneration as
damages,16 the OIG has communicated a commitment to minimizing the
monetary penalty.17 However, the availability of these benefits ultimately
remains at the discretion of the OIG and does not extend to other
government agencies, such as the Department of Justice. With no
guaranty of more favorable treatment under the Self-Disclosure Protocol,
providers must seriously consider the corresponding risks associated with
self-disclosure.
Potential Risks of Self-Disclosure. Because of the potential criminal
and civil liability in cases of Medicare fraud, self-disclosure involves certain
risks for providers. From a financial perspective, the Self-Disclosure
Protocol requires providers to make necessary repayments as well as
finance costly pre- and post-disclosure investigations. In the case of
actual fraud, self-disclosure inevitably brings such wrongdoing to the
attention of the government and the general public, and subjects the
provider to potential criminal liability as well as a variety of ongoing
compliance and reporting obligations. While the disclosure of fraud may
generate adverse publicity and seriously damage a provider’s business
reputation, the revelation may also provide a roadmap for prosecution in
subsequent litigation. The legal impact of self-disclosure can be even
more significant if the disclosure is construed as, or leads to, a waiver of
protections afforded by attorney client privilege and the work product
doctrine.
Criticisms of the Existing Self-Disclosure Protocol. Given the high
stakes of self-disclosure, the OIG’s Self-Disclosure Protocol should be
straightforward, instructive, and predictable. However, in practice, providers often find the Self-Disclosure Protocol difficult to navigate, even
struggling to identify overpayments and differentiate between those that
represent fraud and those that are a product of innocent mistake. The
agency has taken steps recently to clarify its rules on overpayment
determinations and reporting, but questions remain. (Please see our
recent Legal Alert entitled “CMS Proposed Rule on Overpayment Reporting
and Repayment.”18) Additionally, where an overpayment determination is
made, providers must determine not only how much information to
disclose, but whether disclosure should be made to the OIG, DOJ, or the
relevant Medicare payment contractor.19 In light of these difficulties,
providers often criticize the Self-Disclosure Protocol as unfairly punitive,
arguing that the certainty of punishment and the uncertainty of reduced
penalties discourage providers from participating.
Providers’ Opportunity for Comment. The OIG’s solicitation of public
comments on the Self-Disclosure Protocol provides an excellent
opportunity for providers to seek changes that make it easier to navigate
the process and guaranty, or at least improve the odds of, favorable
treatment for self-disclosure. As it stands, the potential benefits of the
Self-Disclosure Protocol are outweighed by the certain risks, and many
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health care providers remain dubious. To improve the Self-Disclosure
Protocol and add real clarity, the OIG should:
● Guarantee a reduction in monetary penalties;
● Guarantee that the OIG will not exercise its permissive exclusion
authority; and
● Adopt a settlement process, like the alternative dispute resolution
(ADR) programs used by courts, that involves other government
agencies to foreclose the possibility of criminal prosecution.
Whether a provider has experience with the Self-Disclosure Protocol or
not, it should consider submitting comments, recommendations and
suggestions to the OIG with the aim of securing a better option to consider
in the future, if circumstances warrant.
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