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Preface

AHLA is pleased to bring you Health Care Compliance Legal Issues Manual, Fourth Edition.
We are grateful to Harry R. Silver and Cynthia F. Wisner, Editors, and the many authors for their dedi-
cation in writing this newly updated guide to a continuingly critical facet of the health care landscape.

The world of health care compliance continues to evolve, and the potential ramifications for
everyone in the health care arena have grown. Both state and federal governments have beefed up their
enforcement efforts against fraud and abuse in health care, and having an effective compliance plan
is a must. The importance of understanding the legal issues that create the foundation for and affect
compliance programs is tremendous. Numerous state and federal governmental agencies continue
to pursue multi-million dollar recoveries through litigation and settlements against those who don’t
have effective compliance plans. Since 1996, qui tam cases alone have increased from 363 filed that
year to 647 cases in 2012, with health care qui tam cases bringing recoveries of $2.6 billion in 2013.
And since the passage of the Affordable Care Act in 2010, entities that participate in the Medicare
program are required to have a compliance program as a condition of participation.

The governments’ enforcement efforts have focused not only on the Medicare and Medicaid
programs, but the changing dynamics of health care delivery and the increased efforts by the industry
to align and consolidate have led the Department of Justice and the Federal Trade Commission to take
a much stronger look at the health care industry and to challenge certain mergers and consolidations.
Marketing efforts, joint ventures, and group purchasing activities related to drugs, device and equip-
ment suppliers continue to be closely scrutinized. In addition, the Internal Revenue Service has been

issuing guidance, collecting information, and generally increasing its scrutiny of providers, as have
state and local governments.

This Fourth Edition continues to offer important guidance as to what constitutes a compliance
program, how to conduct internal investigations, audit basics, what to consider prior to deciding on
repayments and disclosures, substantive overviews of the false claims act, the Stark and Anti-Kickback
laws, HIPAA privacy and security, and issues in life sciences entities as well as tax compliance.

AHLA recommends this publication to all in the health care field who need to understand the legal
issues that impact their compliance efforts. We believe that Health Care Compliance Legal Issues

Manual, Fourth Edition, will continue to be an invaluable guide for those who need to understand the
legal issues of a compliance program.
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Introduction to the Fourth Edition

Welcome to the Fourth Edition of the Health Care Compliance Legal Issues Manual. Due to the
ongoing implementation of the Patient Protection and Affordable Care Act (referred to throughout this
edition as the Affordable Care Act, or ACA), especially in the complex field of health care compliance,
this edition updates both the initial publication and the sections added in the Third Edition after
enactment of the ACA.

Health care compliance is now an integral component of the delivery of health care services by all
providers, ranging from traditional types of providers, such as hospitals, to newly created care delivery
organizations, such as accountable care organizations (ACOs). Under the ACA, compliance plans are
now required for all providers and suppliers as a condition of enrollment in the Medicare program.
Those plans are required to contain the “core elements” specified by HHS. Regulations detailing the
“core elements” are overdue. This Fourth Edition also includes recent developments in physician
compensation issues under the Stark law.

The most dramatic changes in health care compliance continue to be the government’s success
in fraud and abuse enforcement following the enactment of the ACA. For example, False Claims
Act settlements in excess of $1 billion are no longer unusual. In addition, RACs, ZPICs, and other
contractors with audit and enforcement powers continue to recover significant funds from providers
and suppliers.

Among the other significant new developments covered in this edition are new security and
privacy standards under HIPAA; the increased emphasis on transparency, as exemplified by the
Sunshine Act’s requirement that drug and device companies report certain payments to physicians
and teaching hospitals; and HHS’s Healthy People 2020 initiative, which highlights the importance
of addressing the social determinants of health (Population Health).

Many regulations implementing the ACA have not yet been issued, and therefore readers can
expect that new editions of this Manual will be forthcoming.

We welcome comments from our readers, and hope that you will send them to us, care of Will
Harvey wharvey@healthlawyers.org at AHLA, at your convenience. Without your input, our job in
successfully preparing the next iteration will be that much more difficult.

We believe that you will find this latest edition to be useful in your practice.

Harry R. Silver
Cynthia F. Wisner
Editors
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School of Law in 1981, where she was elected to the Order of the Coif. She is past President of the
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