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Please Note:

The information described in this program is general in nature, and 
may not apply to your specific situation. Legal advice should be 
sought before taking action based on the information discussed. No 
attorney-client relationship is formed merely by your attendance at 
this event.
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This session will cover 
current trends and tactics in

• Audits, 

• Investigations, and

• Prosecutions of healthcare 
practices that prescribe or 
test for controlled 
substances. 
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This session will also advise how healthcare providers 
on how they can evaluate and update their practices to 
avoid finding themselves on the ever-increasing list of 
government targets.
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The government’s decision to go to war against the 
healthcare industry to combat the opioid crisis is well 
known by everyone in the industry. 
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The First Wave of Attacks
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The government’s first wave of 
attacks primarily involved identifying 
egregious, obvious misconduct:

• Practices where there were 
prescriptions for opioids based on 
falsified records of medical 
necessity

• Practices where opioids were 
prescribed in exchange for 
kickbacks such as cash or sexual 
favors 
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The Rise of More “Sophisticated” Theories
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• Though the government still pursues the low-hanging 
fruit, it has also focused more on pursuing what it 
claims are more sophisticated theories of 
wrongdoing.

• This new era of government enforcement based on 
such supposedly more sophisticated theories creates 
new areas of risk for healthcare practices. 
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Enforcement Tools: Audits
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• RAC Audits vs. ZPIC Audits
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Enforcement Tools: Investigations
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• Civil Investigative Demand

• Grand Jury Subpoena

• HIPAA Subpoena
• HIPAA isn’t just privacy and security, you know

• “Knock and Talk”
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Enforcement Tools: Civil Enforcement Actions 
and Criminal Prosecutions
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• Civil 
• False Claims Act
• Medically unnecessary treatment/services
• Consequences:

• Treble Damages and Penalties
• Exclusion from participating in Medicare/Medicaid

• Criminal
• Unlawful distribution of controlled substances
• Defrauding a federal healthcare program
• Money laundering
• Identity theft
• Consequences:

• Up to 20 years in jail (life imprisonment if death results from criminal 
activity)

• Loss of DEA registration and medical license
• Mandatory exclusion
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Criminal – Unlawful Distribution of Controlled 
Substances
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• Controlled substances may only be prescribed:
• Within the usual course of professional practice; 

and
• For a legitimate medical purpose.

• Objective Standard –
• Subjective good faith is not an absolute defense.
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Current Tactics:  Data Analytics
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Current Focus:  Statistical Outliers
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Outlier => Further Inquiry

vs.

Outlier => Misconduct?
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Standing out in the crowd may be hazardous to your health 
(and your livelihood, and your liberty)!
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Outliers in the Opioid Context – First Wave
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• First wave in the war on opioids went after 
physicians/practices with outlier (higher than 
average) numbers of: 

• Controlled substance prescriptions written
• Total number of pills 
• Percentage of patients on controlled substances

© 2021 Jones Walker LLP

Outliers in the Opioid Context – New Theories
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• The government continues to focus on the outliers for high 
number of prescriptions/pills/percentage of patients on 
controlleds, but with more reliance upon data analytics vs. 
traditional investigative techniques.

• E.g., instead of relying on whistleblowers or undercover 
controlled buys, just look up the PDMP state and county 
rankings.
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• MMEs
• Since 2017, law enforcement has focused on the 

strength of prescriptions (Morphine Milligram 
Equivalents, or MMEs).

• 90 MMEs as ceiling or red-line – referral to specialists. 
• >90 MMEs as outside usual course/medically illegitimate.

• It’s based on a misunderstanding/misuse of 2016 CDC 
guidance, but . . . that’s not slowing the DOJ down.
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• Underutilization of tools for detecting 
diversion and abuse

• The government treats underutilization of urine drug testing of 
opioid patients as a sign that the doctor is acting outside the usual 
course of professional practice (and thus, in the government’s 
view, acting criminally).

• What constitutes “underutilization” of urine drug testing?
• The government treats underutilization of the PDMP for opioid 

patients as a sign that the doctor is unlawfully distributing 
controlled substances.

• What constitutes underutilization of the PDMP?
• The PDMP contains errors.
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• Overutilization of urine drug testing
• Medical community determines that reliance upon inexpensive 

instant screens (qualitative point of care testing) is insufficient to 
monitor for diversion and abuse in opioid therapy for chronic pain.

• Insufficient information
• Inaccurate 
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• Overutilization of urine drug testing
• So the medical community turns to more reliable and informative 

confirmatory (quantitative) urine drug testing.
• Routine quantitative testing of patients on opioids removes most 

of the guesswork in deciding whether to trust a patient.
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• Overutilization of urine drug testing
• Damned if you do and damned if you don’t?
• Quantitative urine drug testing has a high reimbursement amount 

. . . so the government is prosecuting doctors for supposedly 
excessive ordering of UDTs. 
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• Overutilization of urine drug testing
• Frequency and type of tests to run – “guidance” vs 

“Standing Order,” and number of drugs tested.
• Who is on the hook for the providers’ inappropriate use 

of UDT?
• Provider, Medical Director, Management?

• Vicarious liability
• Reckless disregard for not providing guidance
• Reckless disregard for unclear guidance
• Reckless disregard for failure to address non-

compliance with guidance
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• Overutilization of other adjuncts to opioids
• DME
• Injections
• Psych testing

• The government thinks it’sapplying a “follow the money” 
approach here, but . . . they don’t look at patient outcomes 
or compare the cost to what it would have been if the 
doctor maintained the status quo.
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Tips, Tricks and Takeaways
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• High MMEs
• Nonspecialists in pain management should typically 

refer patients on high dosages of opioids—even those 
responding well to their treatment and with little 
evidence of addiction or abuse—to board-certified 
specialists. This can provide a measure of protection in 
two ways: it conforms to guidance from the CDC, and 
a specialist is usually better situated to defend a legal 
attack on his or her medical decision-making with 
regard to the use of opioids in pain treatment.
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• Carefully Monitor Certain Red Flags
• Consider implementing an internal reporting and peer-

review protocol prior to continuing opioid treatment when 
certain red flags appear, including:

• Violations of the pain contract
• Use of multiple pharmacies/multiple prescribers 
• More than one early refill request 
• Unexpected urine drug test results, especially presence 

of illicit street drugs (amphetamines, heroin, cocaine)
• Document in the chart the consideration of the red flag, how 

it will be addressed, and the rationale for addressing it in 
that way – “Show your work”
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Tips, Tricks and Takeaways
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• Carefully Monitor Certain Providers
• Outliers (whether riverboat gamblers or savants).
• Low-tech providers (PDMP, UDT, EMR)
• Prescribers who prescribe benzodiazepines (e.g., 

Valium, Xanax) and/or muscle relaxers (e.g., Soma) 
along with opioids

• Providers who become overly close with patients (e.g., 
texting and communicating outside of business hours)

• Providers who give all patients the benefit of the doubt 
or who otherwise stand out as being more sympathetic 
towards patients than the other providers
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• Beware Undercover Agents Posing as 
Patients

• Always assume you are being videotaped, especially 
with relatively new patients

• Always keep the tone professional rather than social
• (E.g., no referring to drugs by nicknames, no 

discussion of which drugs have the most kick, no 
fist bump)
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• Providers are bad at guessing who is lying, 
and the government will prosecute bad 
guesswork.  So . . . 

• Monitor (and audit) providers to ensure use of, but not 
overutilization of, PDMP and UDT

• Monitor (and audit) providers to ensure documented reaction to 
suspicious PDMP and/or unexpected UDT and, if continuing to 
prescribe, document your rationale

• Require providers to obtain and review records from other 
providers who prescribed opioids to same patient in order to see if 
there are any signs of abuse or diversion (and audit to confirm 
prescribers are complying with this requirement)
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Enforcement Tools: Criminal Prosecution
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• Unlawful distribution of controlled substances

• Defrauding a federal healthcare program

• Money laundering

• Identity theft

• Consequences:
• Up to 20 years in prison (life in prison if death resulted from 

criminal activities)
• Loss of DEA registration and medical license
• Mandatory exclusion from federal healthcare programs
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Questions?
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David S. Weinstein

With more than two decades of experience as a federal and state prosecutor and more than a decade in private 
practice, David advises and represents individuals and companies in a broad range of white collar criminal 
defense and compliance matters. He understands the priorities of and processes followed by law-enforcement 
officials, and uses this knowledge to help clients develop, implement, and manage effective compliance 
programs, conduct internal investigations, determine self-reporting strategies, respond to agency inquiries, and 
mount a strong defense in jury trials and settlement negotiations.

David began his career in the Miami-Dade County State Attorney’s Office, where he served more than nine 
years as an assistant state attorney. During this time — and in addition to trying 70 felony jury trials — he served 
as chief of the Narcotics Section, chief of the Robbery and Career Criminal Section, and deputy chief of the 
Felony Division.

David spent the next decade at the United States Attorney’s Office for the Southern District of Florida, where he 
served as an assistant US attorney. Among other leadership roles, he was chief of the Public Integrity, National 
Security and Criminal Civil Rights Section, chief of the Narcotics Section, and deputy chief of the Major Crimes 
and Narcotics Section. Over the course of his tenure, he tried dozens of jury trials primarily involving multi-
defendant, multi-jurisdictional, and international drug conspiracy cases.

Since returning to private practice in 2009, David has focused on helping clients prevent, avoid, and respond to 
law enforcement investigations. He has a particular emphasis on the development of strong compliance 
programs and has experience with the full spectrum of federal and state statutes that regulate business activities 
in the United States and abroad, including the US False Claims Act and the Foreign Corrupt Practices Act; 
matters under the purview of the US Securities and Exchange Commission, the Financial Crimes Enforcement 
Network (FinCen), and other financial services regulatory agencies; issues arising out of the conflict between 
state legalization of medical and recreational cannabis and federal laws classifying marijuana as a controlled 
substance; and the impact of executive orders issued at the federal and state levels.
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Partner |  Miami

D: 305.679.5754

dweinstein@joneswalker.com

Practices
• Corporate Compliance & White Collar 

Defense
• Litigation

Education
• University of Miami School of Law

JD, 1987
• Binghamton University

BA, 1984

Bar Admissions
• Florida
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William W. Horton

Bill Horton is a partner in the Corporate Practice Group and co-chairs the firm’s 
Healthcare Industry Team. He represents healthcare clients around the country on 
major transactions, compliance, and governance issues.

Bill maintains a national practice representing healthcare providers and other business enterprises in mergers, 
acquisitions, and joint ventures, securities and corporate finance law, regulatory compliance, and corporate 
governance matters. Prior to joining Jones Walker, Bill was a practice group leader at two other Birmingham-
based law firms and served as general counsel of one of the nation’s largest publicly traded healthcare 
providers. He currently serves as head of the firm's Birmingham office.

Drawing on his substantial experience in private practice and as senior legal officer for a large public company, 
Bill has been involved in complex corporate finance and acquisition transactions in almost all sectors of the 
healthcare services industry. His background includes representation of issuers in securities offerings and 
periodic reporting, representation of borrowers in complex financing transactions, counseling healthcare 
providers on regulatory compliance, and representation of healthcare enterprises, financial services businesses, 
and other business clients in corporate governance matters, acquisition and divestiture transactions, joint 
ventures, venture investments, and other business transactions. He also has extensive experience in 
government and internal investigations.

A nationally recognized speaker and author on healthcare, corporate and securities law, and professional 
responsibility topics, Bill has held leadership positions for many years with both the American Bar Association’s 
Health Law Section, where he served as the Section's 2015-2016 Chair, and the American Health Law 
Association, where he was the 2011-2014 Chair of the Business Law & Governance Practice Group and served 
on the AHLA Dispute Resolution Council in 2015-2020. In 2016, he was honored by the AHLA Fraud and Abuse 
Practice Group with the Patricia Meador Leadership Award, and in 2021, he was named as a Fellow of the 
AHLA..  

Bill is listed in Chambers USA (Healthcare Law – Band 1, Alabama), The Best Lawyers in America® (Health 
Care Law, Securities/Capital Markets Law, Securities Regulation, Corporate Governance Law and Corporate 
Compliance Law) and Mid-South Super Lawyers®.  In addition, he was named by BTI Consulting Group to the 
2020 BTI Client Service All-Stars listing. Bill serves as an adjunct professor at the University of Alabama School 
of Law and as a Clinical Associate Professor at the School of Optometry of the University of Alabama at 
Birmingham. 
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Partner |  Birmingham

D: 205.244.5221
whorton@joneswalker.com

Practices
• Commercial Transactions
• Corporate
• Corporate Compliance & White Collar 

Defense
• Disaster Preparedness & Recovery
• Healthcare Practice
• Mergers & Acquisitions

Education
• Duke University School of Law

JD, 1985
• Vanderbilt University

BA, magna cum laude, 1982

Bar Admissions
• Alabama
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