Navigating Stepped-Up Investigations,
Audits, & Enforcement Actions



INTELLIGENCE

© 2023 LabX Media Group

G2 Intelligence

1000 N West Street, Suite 1200
Wilmington, Delaware, USA, 19801
Customer Service: 855-528-6903

www.G2Intelligence.com

Executive Editor: Glenn Demby, Esq.

Master Guide to Clinical Lab Compliance 2023 Edition
Navigating Stepped-Up Investigations, Audits, & Enforcement Actions

Authors Glenn Demby, Esq.
Hope Foster, Esq.
David Gee, Esq.
Jane Pine Wood, Esq.

Managing Editor Rachel Muenz
Layout & Design Janette Lee-Latour

ISBN: 9/8-1-58673-437-4

Notice: It is a violation of federal copyright law to reproduce all or part of this publication. All rights reserved. No part of this publication may be reproduced,
stored in aretrieval system, or transmitted in any form or by any means, electronic or mechanical, without the prior written permission of LabX Media Group.
This document is protected by copyright law. It is illegal under federal law (17USC101 et seq.) to copy or fax any of the contents of this document—even for
internal use—without permission. Violators risk criminal prosecution and penalties of up to $150,000 in damages per offense. To report copyright abuses,
please contact 855-528-6903, or customerservice@G2Intelligence.com.


http://google.com

MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

TABLE OF CONTENTS

CHAPTER 1:

INEFOAUCTION ca.cecccrsnsncnsasnsnsnsnsnsnesssssssssssssssssssssssssssssssssssssssssssssasasasasasasasnsnssssssssssssssssssssssssssssses 11
Compliance During the PUBIIC HEAIN EMEIEENCY ..o 12
RELUIN t0 REZUIATOIY INOIMAICY .oooo oo 12
THE PAMA FACEOT ettt 13
The Changing Face Of ENFOrCEMENT ... e 14
NEW ENTOICEMENT TAIZEES oottt e e e e s s s 16
HOW ThiS GUIAE Wil HEID YOU oot se s ss e es e sesss e sens 18
CHAPTER 2:

False Claims Act Compliance for ClINICal Labs......eoeeeceeeeeceeeeeenneneeeesnessesessessesesnessssessesssnesnes 19
FCA Recoveries & ENfOrCEMENT TIENAS. ...t 19
AN OVEIVIEW OF TNE FCA .ottt ettt 22
SiX StEPS 10 REASONADIE DIlIZENCE ...t e 25
False Claims Based on IMplied CertifiCatioN ... oo 27
F A PEINAITIES .o e 27
The OIG's 4 ClasSITICATION CIIEEIIA ..o 30
THE 4 BENEMIES Of SEIf-DISCIOSUIE ... veetireeei ittt 31
CIVIIMONEEANY PENQAITIES ..o e e s s sse s s snsseneenen 34
Corporate INEGIItY AGIEEMENES (CIAS) ..o s es e eee 36
CHAPTER 3:

Whistleblowers & QUi TAM LAWSUILS ......cceeeeereereereeeereeeeessecssesseessesseessessasssesssesssssssssssssessessssssssssassassas 38
The Thriving WhiStIEDIOWET INAUSEIY ..o 38
Whistleblower Litigation Trends: The GransStON IMEMO ... 39
HOW QUI TAM LAWSUILS VWOTK oot es s ss e s se e s e s se e ss s seeesseesees 42

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 3



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

Legal Defenses t0 QUUI TAM LAWSUILS ... 44
TNE OFIZINAI SOUITE RUIE .o se e 44
TRE FIISE 0 FIIE RUIE oottt st 45
NO LaWYET, NO QUI TAM LAWSUIL oo ee s s e s s se s ss e sr s se s ssesens 48
Statutes of Limitations fOr QUI TAM LaWSUITS ...t ee e e s eee s e s ees s seeseeseeeseseeeseeseaseeseeeseessases 50
FCA ANTI-RELANTATION PrOVISIONS oot eisi i assss s ssss st 51
Preventing QUi Tam COMPIAINTS ... s 53
Responding t0 QUI TamM COMIPIAINTS ... s e s 53
CHAPTER 4:

Steering Clear of Problematic Billing PracCtiCes ... iereeenecenenneesseneessesessssesssssssssssessssssssens 56
ProbIeMatic BillING PraCliCES ... enane 56
Areas of Enforcement FOCUS fOr LADOIATOMES ... ittt 57
Date Of SEIVICE & TNE 14 -DDAY RUIC ...t s se s seseeesees 59
“Pod” Labs & the ANTI-IMarKUD RUIE ... e e s seeeses e 60
Test Ordering & MEAICAI NECESSILY ... e 60
STANAING OFAEIS EUPANEIS ...oooo e 61
Medicare Medical NeCeSSITY REGQUITEMIENTS ...t s e e e eeeen 63
Medicare FINaNCial Prot@CTION PrOVISIONS ...ttt eess sttt 64
Four Ways to Protect Your Lab from Medical Necessity Claims DENIAIS ... 64
MediCal NECESSITY & GENETIC TESTINE ... s e s e ess s 67
MEAICAl NECESSIEY & FISH TOSES ..o es e 70
PEITOMMANCE OF TESES 1ottt as stk 8 8885 71
REPDOITING OF TESES .ottt s e s e raseronn 72
BTN OF TESES et 72
BilliNg & COAING Of GENELIC TESTING oo 73
MEAICAI NECESSIEY S P GX TEOSES oo 74

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 4



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

BIITNG OF PGX TOSES .o e 74
Billing & CodiNg Of NUCIEAI SErESS TESES ...ttt 75
Billing & COAING Of SIEEP STUAY TESES ..ot s e e e 76
THE SEELIEMENT SCOMECAINT. .ottt ssst et 78
CHAPTER 5:

Clinical Laboratory Sales & Marketing ComPlianCe ... eeceeneeeeeececeeeenesnesenessessesessessssessesesneses 83
THE ANEI-KICKDACK SEALULE ootttk 84
TR STAIK AW ettt reeieie i ceeesseee e esssss e sssss s8££ 86
KICKDACK LaWS & ValUE-BASEA CAre .....coceeeeuuuueeeereeereeeeesisssasessseseesssssssssssssssssssssse s sssssssessssssas s ssssssesssssssssssssss s sssssssssssssssssssessssssssssessssssnnnns 90
The 2 Value-Based Care CRANZES ... 21
The 7 NoN-Value-Based Care CRANZES ... oo 92
Compliance Strategy: Keep Your Lab’s Referral Arrangements COMPHANT ... 94
The Eliminating Kickbacks in Recovery At Of 2018 (EKRA) ... oo eeeeeeesses s sses e eses oo 95
CHAPTER 6:

Avoiding the 20 Most Deadly FCA, Anti-Kickback, Stark Law, & EKRA Compliance Traps...... 99
TINE 20 KEY RISK ATEAS oot s e s e s s s s s se s ee s s ss s ss s s es e eseseseessesees 99
Conclusion: ElIeVen Ways 10 Prot@Ct YOUT Lab ..o 128
CHAPTER 7:

NeW ENforcement TreNdS........ v cciccniccsnasiccssssssscssssssesssasssssssssasassssssasassssssssssasases 131
Trend 1: Labs & the Crackdown 0N OPIOIid DIUES ..o ese e s ess s esase s snsssenes 131
Trend 2: The Crackdown 0N TEIENEAIEN Fraud ... .. seesseesssssssssseee s ssssssssssssssssessses s ssssssssssssessesssssssssssssssssssssnnas 137
Trend 3: Privatization of Lab Fraud ENfOrCEMENT. ... sreeeiesssssssssesees s sssessssssssssssesssee s ssssssssssssssssssssssssssssssssssssennas 142
CHAPTER 8:

COVID-19 Testing, Reimbursement, & COMPIIANCE .......uccveveeeererererereneneeneneeesessssesesesessssssssesesessasens 146
TNE 18 BIANKEE WAIVETS ... oeveeeeeeimariseeeeee s eeveeeiessssssasseseee e eesssssssssssses e s sssesssssssss s bbb 147

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 5



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

EHZIDITEY C LTI oot 149
ReimbursemMent Of COVID =L TOSTING ..o se e e s s e e e ee e s e 149
Labs & Private Insurers Clash on COVID-19 Test REIMDUISEMENT ... sesess s 150
Billing of Specimen Collection FEes DUINNG TNE PHE ... e 153
COVID-19 Test BilliNG COMPIANCE ISSUES ..ot 154
Crackdown ON COVID 1D REHET ADUSES ....rvveeeiereeeeeiiieeeeeeeissseesessessss s sesss s ssssss sttt 156
Impact on Labs—the PPP & RiSK OF FCA LIADITY ..o 156

CHAPTER 9:
Navigating Compliance Issues in Hospital Contracting with Hospital-Based Pathologists ....159

LaAWS St REGUIATIONS ...t 159
Part A NEEOTIATIONS oot e s s e ss e e e s s s s e e s e e e e 160
MEAICAI DIFECTOI SEIVICES ..ottt ess st 161
AAULOPDSY SEIVICES .ot e e e e s s e e s e se s se s essess s se e eessens 162
Liability Issues in Medical Director & Part A Services CONEraCTiNG ... e 162
Five Calculation PIEFAIIS £0 AVOI ... essss e 165
P Y O CONEIACTING oot s s e e s e aeeen 167
Hospital Pathology Services Purchased by Hospital-Based PatholOgiStS. ... 169
CHAPTER 10:

SEALE LAWS....ueeeiccenrnrnnenccnsnsnsnnsnsssssssnsasassssesssssnsasassssasssssnsasassssesssssnsasassssssssssnsnsassesssssssnsassssssssssssnsnsassasasess 170
STALE FAISE ClAIMS ACES oottt 170
State ANti-KICKDACK G STAIK LAWS ..ottt 172
State Insurance Laws & Waiver of Copays & Deductibles 173
Federal Medicaid Fraud ENfOICEMENT ...ttt 174
CiVil SELEIEMENTS & JUASIMENTS ..o 176
Does Prior Authorization Prevent TIMmely MeAICal CaAr? ... oo 178
The New California Prior AUthorizations LIMITAtioNS LaW ... seeessess s ess st 179

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 6



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

State Laws Governing LiCeNSING Of TEIENEAITN ... et 179
State LICENSING EXEMIDTIONS ..ot e e s e s ee s s ee e srseesnesnes 180
CHAPTER 11:

Implementing a Clinical Laboratory Compliance Plan.........eeneeeereeerennecsseneessenessssessssesenens 184
2015 OIG COMPUANCE GUIAANCE ... ee e 184
How to Audit the Effectiveness of Your Lab ComPlianCe PIaN ... 187
The 3 Key Indicators of Lab ComplianCe Plan EffECTIVENESS ... e 187
Use Analytics to Address Compliance Efforts and RESOUITES ...t 189
APPENDIX A:

COMPLIANCE GIOSSANY ...eueeeeeereeerrreeereeenesseessssesssssassssssessssssssesssssessessessassossessassessossassssssssssssssssssssssssssssssnsases 190
APPENDIX B:

OIG Compliance Plan for CliniCal LabOratori€s ... eeeeeeeerenennereenesseeesessesssessesessessesessessesesnsses 193
APPENDIX C

Practical Guidance for Health Care Governing Boards on Compliance Oversight..................... 206
APPENDIX D

1994 SPECIAI FraUd ALKt ......eeeeeeeeeereeeeecreeenesseessessessssessessssessessssessesssssssesssssssessssessesssssssssssssssesssness 224
APPENDIX E

2014 Special Fraud Alert: Laboratory Payments to Referring Physicians..........cccoceeeevcereeueecnnee. 239
APPENDIX F

2015 Fraud Alert on Physician RelatioNShips........cceeieeereecenneeresseeesessesessessssessessssesesssessessesesses 247
APPENDIX G

2022 Special Fraud Alert: OIG Alerts Practitioners to Exercise Caution When Entering into
Arrangements with Purported Telemedicing COMPANIEs .........uveeveeerereeereneeerenneessenessssesessssenees 249

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 7



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

APPENDIX H

OIG Self-DiSClOSUre ProtOCOl ..........ccueuiuienenenenesnsessssssssssssssssssssssssssasasasasasasassssssssssssssssssssssssssssssssssssssssssas 255
APPENDIX |

HEAT Provider Compliance TraiNiNG .......ccoccceeeereeeeenenneressesessssesessssesessssessssessssssessssssessssessssssessssssesssssnes 271
AADOUL TNE EAIEON 1tttk 283
AADOUE ENE AUTNOIS w885 283
G2 INERIIIZENCE ot 285
PUDIICATIONS vttt ettt 285

TABLE OF FIGURES

FIGURE 1.1
OIG Overpayment Collection Recommendations & CMS RESPONSE ... 15
FIGURE 2.1
DOJ False Claims Act Recoveries, FY 20L7-FY 20270 ..o eea e 20
FIGURE 2.2
OIG Enforcement Actions, Year Over Year, FY 2018 10 2022 ... 21
FIGURE 2.3
Annual Program ROI, FY 2013 to FY 20271 (3-Year ROIING AVEIAZE) w....vveoeeeoeeeeeeeeeeeeeeeeeeeeeeeeeeeeeoeeseeseosesos s 21
FIGURE 2.4
Penalties for FCA Violations (Based on 2018 penalty @aMOUNES) .......vveeeceeeeeceeeeeeeeeeeeeeeses oo eseses e 28
FIGURE 2.5
OIG FRIRISK CATEOIES ..ottt n s 30
FIGURE 2.6
SeIf-DISCIOSUIE DY TNE NUMIDEIS ... s s e s se s 34
FIGURE 2.7
Offenses JUSEIfYINg IMPOSITION OF CIMPS ... sasee s e 34

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2lIntelligence.com 8



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

FIGURE 2.8

CatCh-UD CIMP AQJUSTMENES ..ottt s e s e e s s saee e 35
FIGURE 3.1

DOJ Fraud Statistics Overview, FY 2006 t0 FY 20270 ... oot sa e seen s 39
FIGURE 4.1

Relationships Between Labs and PRYSICIANS ... e 58
FIGURE 4.2

ABN COMPIANCE POINEEIS ..ot 66
FIGURE 4.3

Lab Defendants Charged in Operation Double Helix Genetic Testing TaKedOWN.........vceoeeeeeeeeeeeeeeeeeeeeeeevee e 69
FIGURE 4.4

Individual Settlements by Urologists in 215t Century ONCOIOZY CaSE..... e 71
FIGURE 5.1

Comparison of Anti-KickDack SEAtULE S SEAIK LaW ..o 90
FIGURE 6.1

Permissible Duties of IN-OFffice PhIEDOTOMIST ... 108
FIGURE 6.2

Millennium Free POCT Cup Physicians Settlement SCOr@CArG. ... oo 114
FIGURE 6.3

GIft 1temMS BaNNEA DY The SEArK LAW ... 121
FIGURE 6.4

Three Levels Of INCENTIVE PAYMENTS ... et 127
FIGURE 7.1

Notable Urine Drug Testing Lab Enforcement ACIONS 1N 2022 ... 133
FIGURE 7.2

Notable Urine Drug Testing Lab SV T BilliNg SETHIEMENTS ... 135
FIGURE 7.3

The OIG's 6 Red Flags of lllegal Telehealth ArranZEMENTS ...t 139

FIGURE 10.1
ST ES WWIEN F IS L aIMS A CES ettt ettt e et eeee e st eeeees e s et eee e saesese e s esaesese s s esess e eeesasseseeeeserenes 171

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2Intelligence.com 9



MASTER GUIDE TO CLINICAL LAB COMPLIANCE: 2023 EDITION @ INTELLIGENCE

FIGURE 10.2

States With PRy SICIan SEIf-REFEITAI LAWS ... 172
FIGURE 10.3
MECU Medicaid ConVvictions, 2017 10 2027 ..o 175

FIGURE 10.4
Fraud Convictions Involving PCS Attendants and Agencies, 2017 0 20271 ..o 175

FIGURE 10.5
Exhibit C: Fraud Convictions Involving Drug Diversions, 2017 t0 20270 ... 176

FIGURE 10.6
MFECU Civil Settlements & Judgments, 2007 £0 20271 ..ot 177

FIGURE 10.7
MFECU Civil Settlements & Judgments by Provider Type, 2017 0 20270 ..o 177

FIGURE 10.8
[INterstate ComMPACES ACIOSS TNE US...... e e e se s 181

FIGURE 10.9
State Telehealth Interstate Licensing Laws ACITOSS the US ... 182

Copyright © 2023 LabX Media Group, 855-528-6903. All Rights Reserved. Reproduction Prohibited by Law. www.G2Intelligence.com 10



CHAPTER 1:

Clinical laboratories are the eyes and ears of the healthcare system. Over 70 percent of all treatment decisions are guided
by the findings of laboratory tests. Labs furnish the data that make it possible to personalize treatment, contain costs, and
prevent unnecessary surgical procedures and other medical interventions.

However, as with medical decision-making, many of the most widespread and pernicious forms of healthcare fraud and
abuse run through the clinical lab. Consequently, labs have been a primary target for government enforcement action
from the moment enforcement and Medicare, Medicaid, and other federal healthcare program integrity became a policy
priority. After focusing on illegal drugs in the 1980s, federal enforcement agencies pivoted to broader healthcare fraud

in the 1990s. Not coincidentally, it was a clinical lab scandal, the notorious Operation LabScam $800 million unbundling
scheme, that kicked off the new era in enforcement. And while the dragnet has broadened considerably over the decades,
labs are on the receiving end of a disproportionate number of compliance investigations, audits, reviews, prosecutions,
and lawsuits.

The Centers for Medicare and Medicaid Services (CMS); the U.S. Department of Health and Human Services (HHS) Of-
fice of Inspector General (OIG); the U.S. Department of Justice (DOJ). These are only a few of the sets of suspicious eyes
gazing over the shoulders of labs as they conduct their federal healthcare regulated operations. Other nemeses include
state fraud investigators and private whistleblowers, as well as private health insurance companies, consumers, and even
corporate lab companies’ own shareholders. Nor is there any shortage of laws that can be used to hold labs accountable
for false billing and other acts of fraud and abuse.

The 3 Key Laws

In the healthcare context, the term “fraud and abuse” generally refers to improprieties in the procurement, delivery, and
billing of medical services provided to patients or “beneficiaries” of federal health programs like Medicare, Medicaid,
CHAMPUS, and other federal health programs. There are three main federal laws that generate the lion’s share of the
enforcement activity: The False Claims Act, Anti-Kickback Statute, and the Stark Law.

Compliance During the Public Health Emergency

In 2020, after nearly three decades of continuous and mounting pressure, labs finally got something of a reprieve from an
unexpected source: the novel coronavirus. While the COVID-19 pandemic burdened labs with unprecedented demand
for tests, exacerbated by accompanying shortages of testing supplies, personal protective equipment, and staff, it also
brought a degree of relief on the compliance front.

It began in January 2020, when the HHS Secretary declared a public health emergency (PHE) giving it the right to ex-
ercise its authority to take emergency actions under Section 319 of the Public Health Service Act, including measures
directly affecting COVID-19 lab testing, coverage, and reimbursement.
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Return to Regulatory Normalcy

For purposes of this introduction, the key point is that the COVID-19 PHE is winding down. Although HHS has committed
to keeping it in place through the early months of 2023, the consensus is that the end will some time during the first half of
the year.

The end of the PHE may not necessarily spell the immediate end of the temporary legal changes made to clear the way for
COVID-19 testing and care. Thus, for example, the expansion of Medicare telehealth coverage rules will likely remain in
place, perhaps via the enactment of new federal legislation, long after the PHE ends.

More significantly, the PHE has actually done very little to slow either the pace or volume of federal enforcement activity.
As this Guide will explain, it has pretty much been business as usual insofar as enforcement is concerned.

The PAMA Factor

In 2016, Congress adopted a law called the Protecting Access to Medicare Act (PAMA) that was designed to cut what
Medicare Part B spends on lab tests. The unspoken assumption was that labs were charging Medicare more than private
payors for equivalent services. PAMA mandated the use of market-based pricing to eliminate those disparities and reduce
Medicare spending without affecting test utilization.

While the controversy over the system CMS uses to implement the market-based pricing provisions of the statute are
beyond the scope of this Guide, the key point is that PAMA isn't saving Medicare money on lab testing. In FY 2018 and
2019, the first two years under the PAMA system, Medicare payments under the Clinical Laboratory Fee Schedule (CLFS)
actually increased. The same thing happened in FY 2020, but with a difference: this time the fly in the ointment was the
$1.5 billion spent on COVID-19 testing; spending on non-COVID-19 tests actually did decline a bit since new payment
rates took effect in 2018.

The Bottom Line: The OIG still thinks Medicare is paying too much for lab tests and is pressuring CMS to do something
about it. Meanwhile, the agency has started to crack down on providers that fail to report their PAMA price data to
CMSon time.

Inside the Beltway: OIG Turns Up the Enforcement Pressure on CMS

With all these forces coming down on them, it’s not hard to understand why compliance managers are under so much
stress. Regrettably, if the OIG had its way, compliance personnel would have to dedicate even more of their personal
budgets to Tums, Rolaids, and other antacid tablets. In fall 2022, the agency issued a report criticizing CMS for not doing
enough to recover the Medicare overpayments that OIG auditors are uncovering. CMS recovered only $272 million of
the $498 million (55%) of overpayments identified over a review period running from October 1, 2014, to December 31,
2016, according to the report. And since CMS didn’t provide adequate documentation, there’s no telling how much of the
unaccounted for $226 million was left on the table.

The real takeaway of the report comes from the OIG’s recommendations, more precisely, CMS’ response to them. In a
rare public display of disharmony between federal agencies, CMS indicated its non-concurrence with seven of the nine
measures the OIG called on it to do to improve collections of overpayments uncovered by OIG audits. The response
suggests significant philosophical differences about the adequacy of current overpayment recovery systems, policies, and
procedures, with CMS pooh-poohing many of OIG’s recommended measures as either unnecessary, redundant, or unreal-
istic. Even the two recommendations that CMS did accept came with grumbles.
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The Changing Face of Enforcement

Enforcement is not only intensifying, but becoming more sophisticated and efficient. CMS, the OIG, and DOJ are getting
much better at detecting healthcare fraud and abuse via the use of powerful new detection methods like data mining, and
high-tech systems like the CMS’s Fraud Prevention System (FPS) which uses advanced analytics to uncover improper
payments. Moreover, once the agencies do detect fraud, they are using more sophisticated investigation and prosecution
techniques to bring providers to justice.

New Enforcement Targets

While enforcement against testing labs remains a constant, the patterns of targeted conduct continue to evolve. Genetic
testing, toxicology testing & urine drug tests, telehealth cancer genetic tests, and Silicon Valley test scams are some of the
most recent targets.

Privatization of Enforcement Activity

Another reason that the COVID-19 PHE hasn't eased the pressure on labs is that the government has gained a pow-
erful new ally in its war on healthcare fraud and abuse: the private sector. This includes not only whistleblowers who
file qui tam lawsuits on the government’s behalf but also a host of new players bringing civil claims against labs that do
them wrong.

(See Chapter 3 for a detailed discussion of private sector enforcement.)

The Silver Lining

While it feels scary, the fact that healthcare fraud and abuse enforcement is getting bigger, smarter, and more effective

is in many ways a positive development. For one thing, it means enforcement is now targeted and less random. Targeted
enforcement is big trouble for the cheaters and inveterate offenders but good news for the vast majority of labs that make
the effort to comply and play by the rules.

How This Guide Will Help You

This Guide was written to help lab managers—whether in hospital, physician practice, independent labs, or other set-
tings—recognize and manage the compliance risks they face. Although the substance is legal, the presentation and
language are meant to be colloquial, straightforward, and user-friendly. Our objective: Explain legal complexity for the
non-attorney.

The Guide is also intended to break down the legal issues from a practical, operational perspective so that you understand
not only what the law says, but what you must do to comply with it.

Also included as appendices in this Guide are the “Model Compliance Program Guidance for Clinical Laboratories,” special
fraud alerts related to clinical lab services, helpful compliance tips from the HHS Office of Inspector General, and a list of
key compliance resources.

We are confident that you'll find this Guide an invaluable resource that you can use to keep your lab in compliance as you
navigate the complex regulatory requirements governing federal payment of diagnostic services.
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