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Preface
The quest to stamp out fraud, waste, and abuse in the nation’s health care system has drawn dramatically increased scrutiny 
of health care billing and reimbursement practices over the years. For those involved in this heavily regulated industry, under-
standing the powers, procedures, and remedies available to the government during an investigation is paramount. This second 
edition of Fraud and Abuse Investigations Handbook for the Health Care Industry provides not only the legal context sur-
rounding health care fraud investigations, but also the insight critical to managing the process—and potentially the outcomes 
that follow. 

The American Health Law Association’s tremendous gratitude goes to authors Paul W. Shaw and Robert A. Griffith for revising 
this new and necessary Handbook. They bring not only their prior experience as prosecutors, but also decades of experience 
as private practitioners representing health care businesses and professionals under federal and state criminal and civil fraud 
and abuse investigations. The authors examine each stage of a fraud and abuse investigation, beginning with an overview 
of federal and state enforcement agencies, and concluding with a discussion of the potential collateral consequences of an 
investigation. They have supplemented their analysis extensively with sample documents, including indictments, requests for 
records, subpoenas, internal response memoranda, and responses to auditors, prosecutors, and more. Taken together, the mate-
rials in this book provide a true Handbook for anyone who needs to quickly and thoroughly understand the complex nature of 
a government fraud and abuse investigation.

Highlights of the expanded and updated coverage in this new edition include:

 ● Critically important changes in the handling of mandated and voluntary disclosures of overpayments, a result of 
regulatory activity since the first edition:

 ● The Final 60-Day Overpayment Rule
 ● The Revised Stark Self-Disclosure Protocol
 ● New Department of Justice voluntary disclosure guidelines for False Claims Act cases

 ● A new chapter on responding to Medicare and Medicaid audits and initiating appeals, with insight into the postpay-
ment audit process, practical advice on how to respond to a request for records or audit findings, and a description 
of each step of the appeal process, including settlement procedures

 ● A new chapter on administrative sanctions, discussing the potential risk of sanctions under the Civil Monetary 
Penalties law, exclusion from Medicare and/or Medicaid, mandatory vs. permissive exclusion, due process, 
Medicare and Medicaid program payment suspensions, enrollment denials, and revocations

 ● A new chapter on audits by private payers, examining audit-generating conduct and how to respond to a private 
payer audit and findings

● A new chapter on the collateral consequences that may follow a health care fraud and abuse investigation, includ-
ing impact on private health insurance participation, state medical board licenses, and more

Also new with this edition, readers are invited to download 30 of the more than 85 exhibits included in this book, and adapt 
them to suit their own practice and client needs.

We are confident that this new edition of Fraud and Abuse Investigations Handbook for the Health Care Industry will prove to 
be a useful guide not only for attorneys, but also health care administrators, executives, medical practice managers, and others 
navigating the fraud enforcement landscape.
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1

Introduction
If you are a health care administrator, executive, medical director, office manager, physician, 

medical practice manager, or supplier, it is incumbent on you to be familiar with the subjects addressed 
in this Handbook. Regulatory and administrative minefields unique to the health care industry trap 
significant numbers of the unwary and uninformed every year. Institutions are compromised and indi-
vidual careers imperiled because general concepts of what constitutes fraud and abuse are not fully 
appreciated until it is too late. In other words, compliance is not an easy path to follow.

Virtually everyone is familiar with the concept of “fraud,” generally understood to mean an inten-
tionally deceptive act designed to provide an unlawful gain or deny the victim of some right. Most 
would agree that fraud involves the false representation of facts, whether by intentionally withholding 
important information or providing false statements. In the health care industry, however, commonly 
used terms often take on a whole new meaning. The Centers for Medicare & Medicaid Services’ 
(CMS’s) caution that “(a)nyone can commit health care fraud” must be taken to heart by every institu-
tion, provider, and supplier in the industry. This is even more so when it comes to “abuse.” Webster’s 
defines abuse as a corrupt practice or custom, but CMS defines abuse as “practices that may directly 
or indirectly result in unnecessary costs to the Medicare Program.” 

We hope that the compilation of material in this Handbook will provide you with the information 
to detect the warning signs and react appropriately and effectively. In our cumulative experience, we 
have seen millions repaid in restitution for abuse that, had the alleged “abuser” had a more robust 
understanding of the issues and appropriate reactions, may have been avoided altogether. Situations 
such as this are the primary motivation for this Handbook. If this Handbook can assist any provider 
or supplier in successfully or more effectively handling a fraud and abuse inquiry, we have achieved 
our purpose.  

The numbers are nothing short of staggering. While total health care expenditures were in excess 
of $3.6 trillion in 2018,1 according to some estimates, health care fraud exceeds $300 billion annually.2 
As more money is lost to fraud and abuse from an already strained health care system, government 
and private insurers’ efforts to detect and punish conduct that undermines the cost and quality of health 
care increase. For the fiscal year ending September 30, 2019, the Department of Justice and Office 

1  CMS, National Health Expenditure Fact Sheet (Mar. 24, 2020), www.cms.gov/Research-Statistics-Data-and-Systems/
Statistics-Trends-and-Reports/NationalHealthExpendData/NHE-Fact-Sheet. 
2  Nat’l Health Care Anti-Fraud Ass’n, The Challenge of Health Care Fraud, www.nhcaa.org/resources/
health-care-anti-fraud-resources/the-challenge-of-health-care-fraud/.
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of Inspector General reported expected recoveries of over $2.6 billion.3 Recoveries are destined to 
significantly increase, as they have in the past 20 years, during which time the government has more 
than tripled the number of exclusions, convictions, and civil actions.

When this Handbook was first published in 2000, the amount allocated to health care fraud 
enforcement was approximately $250 million and the government recovered approximately $717 mil-
lion.4 The current total funding for health care fraud and abuse enforcement is approximately $1.06 
billion per year. In 2000, 467 individuals or entities were criminally convicted for engaging in crimes 
against government health programs and 233 civil actions were initiated.5 In FY 2019, 826 individuals 
or entities were criminally convicted; and 1,796 civil health care fraud and administrative actions were 
initiated. Additionally, in FY 2019, 2,640 individuals and entities were excluded from participation in 
federal health care programs.6 These figures do not track the number of entities and individuals com-
pelled to reimburse private insurers for alleged overpayments.

The government and private insurers have a vast array of powers, procedures, and remedies to 
address fraud and abuse. There is significant coordination of investigative and enforcement efforts 
among the various regulatory and enforcement agencies. For those involved in this heavily regulated 
industry, understanding the powers, procedures, and remedies available to the government and private 
payers during a health care fraud and abuse investigation—and acquiring a basic understanding of the 
issues and practical steps to employ during an audit or investigation—is an absolute key to survival 
and first step toward an acceptable outcome.

This Handbook provides health care administrators, executives, medical directors, office manag-
ers, physicians, medical practice managers, and suppliers, as well as attorneys new to health care fraud 
and abuse issues, with an overview of the wide range of health care fraud and abuse investigations. 
Clear and concise explanations of the law are combined with  sample government documents, affi-
davits, and subpoenas, as well as typical and helpful pleadings and memoranda prepared by defense 
attorneys. We trust that, taken together, the materials in this Handbook provide a practical understand-
ing of this complicated and industry-specific area of government and private enforcement.

3 Dept. of Health and Human Svcs. and Dept. of Justice (DHHS and DOJ), Health Care Fraud and Abuse Control Program 
Annual Report for Fiscal Year 2019, at 1-2 (June 2020) (hereinafter 2019 Annual Report), www.oig.hhs.gov/reports-and-
publications/hcfac/index.asp.
4 DHHS and DOJ, Health Care Fraud and Abuse Control Program Annual Report for Fiscal Year 2000, at 1 (Jan. 2001), 
www.oig.hhs.gov/reports-and-publications/hcfac/index.asp.
5 Id.
6 2019 Annual Report, at 1.




