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Agenda 

 Genesis of the Crisis 
 Response by State and Local Governments 
 Response by the Federal Government 
 Provider and Insurer Perspectives 
 Life Sciences Industry Perspective 
 Hypothetical 



3 Genesis of America’s Opioid Crisis 
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1990 – 2000 2001 – 2010 2011 - Present 

2000: The Joint 
Commission 

incorporated pain as 
the fifth vital sign 

2007: Purdue Executives 
acknowledge misbranding 

prescription painkiller 
OxyContin 

2002: 6.2 million 
Americans were abusing 

prescription drugs 

1990s: Physicians 
and researchers 

became increasingly 
open to opioid use 

1996: 
Introduction 
of OxyContin 

2017: President Trump 
declared the opioid 

epidemic a public health 
emergency 

2016: Deaths caused by 
opioids exceeded the total 
deaths from car accidents 
and gun violence in any 

single year; and even 
HIV/AIDS at its peak 

2015: Opioid prescription 
rate was tripled compared 
to opioid prescription rate 

in 1999 
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Gubernatorial Opioid Task Force 

Many governors have established task forces to ensure inter-agency 
coordination, engage community stakeholders, collect and analyze data, and 
review state laws, policies and procedures. 

 
Greater Restrictions on Opioid Prescribing and Use of Prescription Drug Monitoring 
Programs 

Forty-four states have created prescription drug monitoring databases (PDMDs), 
and most states have adopted laws that limit opioid prescribing. 

 
Expanding Treatment, Including Access to Medication-Assisted Treatment 

States looking for ways to promote MAT, but supply continues to remain a 
challenge, as does strengthening treatment capacity more broadly. 

Response of State Governments 
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Through legislations and executive orders, most states have established programs  
designed to prevent new addictions, treat the addicted, and support their recovery.  



5 Civil Litigation by Local, State, and Tribal Governments 

 Cases Filed by Municipalities, Counties, and Tribes 

– Hundreds of plaintiffs have filed suits against manufacturers, distributors, and pharmacies 

– Some cases focus on more on manufacturers, some on distributors, but all entities in the 
distribution chain have been named. (e.g., Seattle has sued only manufacturers while the 
counties of West Virginia have sued distributors and pharmacies) 

– Cases have been filed in state courts, federal court, and even tribal court 

 Removal to Federal Court and Consolidation 

– Many (but not all) of the cases filed in state court have been removed to federal court, on 
the grounds that claims or defenses rely on the federal Controlled Substances Act or on 
the theory of federal officer removal 

– Some plaintiffs have fought removal because most cases removed to federal court are 
being consolidated in the Northern District of Ohio 

– Federal cases continue to be consolidated and new cases continue to be filed 
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Civil Litigation by Local, State, and Tribal Governments: 
Theories and Defenses 

 Negligence and Negligence Per Se Allegations   

– Duty of Care – Plaintiffs claim the monitor-and-report requirement imposed on 
manufacturers, distributors, and pharmacies under the Controlled Substances Act (“CSA”) 
creates a duty of care to patients, or that such a duty exists independently 

– Breach – Defendants did not monitor or report suspicious orders and, therefore, were 
negligent in breaching that duty 

– Causation – Diversion of opioids was a foreseeable cause of defendants’ negligent failure 
to report and monitor 

– Damages – Cities, counties and tribes were damaged by having to pay for health care and 
law enforcement as a result 

 Negligence and Negligence Per Se Defenses 

– The CSA does not create a private right of action 

– A valid prescription written by a licensed physician breaks the chain of causation 

– The costs of government are not recoverable as damages under the Free Public Services 
Doctrine 
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Civil Litigation by Local, State, and Tribal Governments:  
Theories and Defenses 

 Nuisance Allegations – Defendants’ actions created “an unreasonable interference 
with a  right common to the general public.” Restatement (Torts) 821(B) 

– West Virginia counties passed an ordinance declaring the opioid epidemic a public 
nuisance, relying on state public nuisance law used originally for dumps, in 2017 

– Under a nuisance theory, defendants are liable for the cost of abating the nuisance. 
Plaintiffs allege that means enough money to combat the epidemic entirely. 

 Nuisance Defenses 

– Defendants claim there is no common right – no public land that has been dumped on, no 
lake that has been poisoned. 

– Defendants claim that passing the ordinance was a means of evading the “common right” 
requirement and therefore constitutes bootstrapping. 

– Defendants also cite the Free Public Services Doctrine 
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Civil Litigation by Local, State, and Tribal Governments:  
Theories and Defenses 

 Consumer Protection Claims   

– Numerous state consumer protection statutes grant a private right of action against 
companies engaged in deceptive business practices. 

 Plaintiffs claim that manufacturers made false or misleading statements regarding: 

– The risks of addiction to opioids 

– The effectiveness of opioids 

– The safety of opioids 

 Typically these claims are aimed at manufactures only, even if others have been sued.  

 Potential Consumer Protection Defenses 

– Most statutes require consumer-facing statements – statements to doctors and trade 
groups are not actionable 

– The statements made were truthful 

– The Free Public Services Doctrine is applicable to all city and county cases 
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Civil Litigation by Local, State, and Tribal Governments:  
Theories and Defenses 

 Common Law Fraud Claims 

– Allege that Plaintiffs made false statements about the risk of addiction and effectiveness  
of opioids, calculated to deceive 

– Allege that states and counties incurred costs of medications that should not have been 
prescribed, in addition to costs of treatment 

Medicaid Fraud claims 

– Brought under state Medicaid Fraud statutes (for example, Sec. 2913.40(B) of the  
Ohio Revised Code) by AGs 

– Allege that Defendants marketed opioids deceptively by making false statements 

– Allege that Medicaid departments reimbursed unnecessary opioid prescriptions 

 Potential Fraud Defenses 

– Fraud must be pled with particularity 

– Fraud requires specific intent to deceive 

– Free Public Services doctrine may also apply 
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10 Civil Litigation by Local, State, and Tribal Governments: MDL 

Multi-District Litigation (MDL) 
– On December 5, 2017, sixty-two cases brought by cities, counties, and states were consolidated in the Northern District 

of Ohio. 

– Since then, more than 387 additional cases have been added to the multidistrict litigation. 

MI 

CA 

NV 

OR 

WA 

AZ 

UT 

ID 

MT 

WY 

CO 

NM 

ME VT 

NY 

NC 

SC 

AL 

NE 

GA MS 
LA 

TX 

OK 

PA 

WI 

MN 
ND 

OH 
WV 

SD 

AR 

KS 

IA 

IL IN 

AK 

TN 

KY MO 

DE 
NJ 

CT 

MA 

VA 
MD 

RI 

FL 

HI 

NH 

Number of lawsuits filed 
in each state 

1 

10 

20 

50 

America’s Opioid Crisis | Manatt, Phelps & Phillips, LLP 



11 

America’s Opioid Crisis | Manatt, Phelps & Phillips, LLP 

Civil Litigation by Local, State, and Tribal Governments 

Claims in the Multi-District 
Litigation 
– Cases have different legal theories, 

but share common issues of fact 

– States and counties allege that 
manufactures and distributors 
“overstated the benefits and 
downplayed the risks” 

– Further claim that defendants 
failed to monitor “suspicious 
orders of prescription opiates” – 
often alleging violations of the CSA 

– Standard for MDL is common issue 
of fact, so most if not all cases will 
“tag along” to join the consolidated 
cases 

 



12 Civil Litigation by Local, State, and Tribal Governments 

 Cherokee Nation sought relief in Tribal Court 

– Filed in Tribal Court in April 2017 

– Federal Court held that non-tribal defendants cannot be 
sued in tribal court in January 2018 

– Re-filed in state court – Defendants have removed to 
federal court and seek to join the MDL 

– The tribe has moved to remand to state court 

 Additional Tribal Suits 

– New tribal cases are being filed in federal court, some 
affirmatively seeking to join the MDL 

– Over a dozen tribes have brought suit to date 

– Tribes have been particularly hard hit by the opioid 
crisis 
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Attorney General 
Todd Hembree, 
Cherokee Nation 



13 Civil Litigation by Local, State, and Tribal Governments 

 

– Hon. Dan Polster has 
set an aggressive 
timetable 

– Suggested a resolution 
will involve more than  
a financial settlement, 
said “my objective  
is to do something 
meaningful to abate 
this crisis and to do it in 
2018.” 
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The Hon. Dan Polster 
 ND-Ohio 

– Suggested calling in Attorneys General 
and inviting the involvement of anyone 
who is “necessary” 

– Conference held on March 6, 2018; 
“settlement conference” set for  
May 10, 2018 

 

 Status of the Multi-District Litigation 
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Civil State Attorneys General 

State AG Working Group 
 

– In September 2017, 41 attorneys general 
announced they had requested 
information and documents from 
manufacturers and distributors. 

– As of April 5, 17 states have filed opioid-
related lawsuits, some in federal court (in 
the MDL) and some in state courts. 

 



15 Criminal Cases: State Attorneys General and Local DAs 

 Criminal cases on the local level have included cases against healthcare providers 

– Stan Xuhui Li – Queens doctor specializing in pain management convicted after trial on 
charges of manslaughter, criminal sale of a controlled substance, scheme to defraud, 
grand larceny, falsifying business records, offering a false instrument for filing. Sentenced 
to 10 2/3 to 20 years in December 2014. 

– Hsiu-Ying “Lisa” Tseng – Los Angeles doctor found guilty of three counts of murder after an 
eight-week trial, stemming from claims that she ignored multiple calls that patients had 
died from overdoses. Sentenced to thirty years in prison in February 2016. 

– Craig Gialanella – Essex County doctor charged by New Jersey Attorney General with 
second-degree distribution of narcotics in July 2017 for taking money from a trafficking 
ring to write bogus prescriptions. The case came from a tip from a pharmacist.  New 
Jersey’s Prescription Monitoring Program (PMP) revealed that during 2016 alone, Dr. 
Gialanella wrote over 400 prescriptions providing access to approximately 50,000 
oxycodone pills. 
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16 Federal Government’s Responses to the Opioid Crisis 

Trump Administration and Congress scrambling to support states and communities  
in need, mitigate harm, and promote sound prevention and treatment policies 

 

President Trump declared the opioid crisis a public health emergency on Oct 26, 2017 and has 
proposed increased federal spending, but critics say effort requires better coordination 

 FY 2018 omnibus appropriation bill included almost $4 billion for federal agencies and 
states;  President has proposed $10 billion for FY 2019 but spending priorities unclear   

 
The Senate HELP Committee and House Energy and Commerce Committee are actively 
considering legislative packages for approval before July 4th recess 

 Expanded HHS role on prescribing practices and treatment priorities 
 Substantial new resources to states for immediate needs (e.g., naloxone) and longer 

term capacity-building (e.g., treatment and recovery)   
 
HHS Secretary Azar is taking on broader leadership role with key staffing changes  

 Strategic policy and coverage initiatives in Medicare and Medicaid 
 Coordination across multiple federal agencies working on prevention, pain 

management, access to treatment, and data reporting 
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17 Medicare 

 

 Limit initial opioid prescription fills for the treatment of acute pain (opioid naïve) to 
no more than a 7 days supply  

 Leverage and expand CMS’ OMS to identify beneficiaries at significant risk (using 
high levels of opioids from multiple prescribers and pharmacies) -  90 MME and 
either 3+ Prescribers and 3+ Pharmacies OR 5+ Prescribers 

– Sponsors review these cases and perform case management with the beneficiaries’ 
prescribers 

– Excludes buprenorphine for MAT 

 Implement CARA drug management program in 2019 within the OMS process 

– Ability to “lock-in” at-risk beneficiaries’ coverage for frequently abused drugs to certain 
prescribers and pharmacies and apply beneficiary-specific point-of-sale (POS) claim edits 

America’s Opioid Crisis | Manatt, Phelps & Phillips, LLP 

The Centers for Medicare and Medicaid Services (CMS) adopted an opioid overutilization  
monitoring policy for its Medicare prescription drug program (“Part D”) in 2013.  

Recent Medicare Part C and D Call Letter & Final Rule updated the policy. 



18 Medicare (continued) 

 Real-time safety edits at POS to proactively engage both patients and prescribers 
about overdose risk and prevention (chronic opioid overuse) 

 Opioid care coordination triggers pharmacist to consult with the prescriber, 
document the discussion, and if the prescriber confirms intent, use an override code 
that specifically states that the prescriber has been consulted 

 Includes high risk beneficiaries who take opioids and “potentiator” drugs (soft safety 
edits to alert the pharmacist) 

– Opioid + gabapentin/pregabalin 

– Concurrent use of opioids and benzodiazepines 

 Beneficiaries exempted from drug management program include 1) those who have 
elected to receive hospice care, palliative or end-of-life care 2) residents of LTC 
facilities or another facility where drugs are dispensed through a single contract 
pharmacy 3) those being treated for cancer-related pain  
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Goal: further reduce the number of beneficiaries who may potentially misuse or 
overdose on opioids while still having access to important treatment options  



19 Medicaid 
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Even prior to expansion (FFY 2013), Medicaid spent $9.4B in federal and state dollars  
on comprehensive health care services for 636,000 individuals with an OUD 

 Medicaid Spending for People with an OUD Compared to  
Non-Medicaid Federal Grants to States for  

OUD/SUD Treatment and Prevention (in millions) 

The largest sources of OUD 
funding in 2017 included: 
 $500M: Opioid State 

Targeted Response to the 
Opioid Crisis (SAMHSA) 

 $40.8M: Prevention for 
States Program (CDC) 

 $12M: First Responders 
(SAMHSA) 

 $4.2M: Pain Management 
Collaboratory (NIH) 

 $25M: Targeted Capacity 
Expansion Medicaid Assisted 
Treatment (MAT) – 
Prescription Drug and Opioid 
Addiction (SAMHSA)  



20 Institutions for Mental Disease (IMD) Exclusion Waiver 
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CMS has continued to use its 1115 waiver authority to provide federal Medicaid  
matching funds for the cost of serving people in residential settings, including IMD.  

To date, 20 States Have Approved or Pending Waivers of the IMD Exclusion. 
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21 Many Federal Agencies Are Responding to the Opioid Crisis 

 Publish treatment 
guidelines, including 2016 
guidelines for pain 
management that promote  
non-pharmacological and 
non-opioid options, and  
limit  opioid prescriptions 
based on patient needs 

 Produce data studies on 
overdose deaths and other 
public health trends  

 Use data analytics to 
rationalize prescribing  

 Enhance state prescription 
drug monitoring programs 
(PDMPs) with electronic 
medical records and e-
prescribing 

 Packaging and disposal 
standards 

 Commissioner Gottlieb 
recently challenged on-line 
providers to redirect 
fentanyl searches to 
treatment options 

 Distribute grant funding to 
support capacity-building 
at state and local level  

 Serve as clearinghouse for 
local treatment options 

 Promote access to 
medication assisted 
treatment (MAT)  

 Support distribution of 
naloxone and training of  
first responders to reduce 
overdose deaths   

 

 Partner with innovator 
companies to facilitate 
development of new 
treatments for pain, 
addiction, and overdose 
reversal  

 Work with Veterans 
Administration on pain 
management in military 
and for veterans   

 HHS Secretary Alex Azar manages many agencies with expertise to  
support states and other stakeholders in responding to the opioid crisis 
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22 Administrative CSA Record Keeping Cases 

 Key Statutory Provisions: 

– Part D – Offenses and Penalties 
21 USC §842. Prohibited acts B (in part) 
(a) Unlawful acts 
 
It shall be unlawful for any person— 
(1) who is subject to the requirements of part C to distribute or dispense a 
controlled substance in violation of section 829 of this title; 
(2) who is a registrant to distribute or dispense a controlled substance not 
authorized by his registration to another registrant or other authorized person or 
to manufacture a controlled substance not authorized by his registration; 
(3) who is a registrant to distribute a controlled substance in violation of section 825 
of this title; 
(4) to remove, alter, or obliterate a symbol or label required by section 825 of this 
title; 
(5) to refuse or negligently fail to make, keep, or furnish any record, report, 
notification, declaration, order or order form, statement, invoice, or 
information required under this subchapter or subchapter II of this chapter; 
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23 Administrative CSA Record Keeping Cases 

 Key Statutory Provisions (continued) 

– 21 CFR 1300 et. Seq. — REGISTRATION OF MANUFACTURERS, 
DISTRIBUTORS, AND DISPENSERS OF CONTROLLED SUBSTANCES 
§1301.74 Other security controls for non-practitioners; narcotic treatment 
programs and compounders for narcotic treatment programs (in part) 
 
(a) Before distributing a controlled substance to any person who the registrant does 
not know to be registered to possess the controlled substance, the registrant shall 
make a good faith inquiry either with the Administration or with the appropriate State 
controlled substances registration agency, if any, to determine that the person is 
registered to possess the controlled substance. 
(b) The registrant shall design and operate a system to disclose to the 
registrant suspicious orders of controlled substances. The registrant shall 
inform the Field Division Office of the Administration in his area of suspicious 
orders when discovered by the registrant. Suspicious orders include orders of 
unusual size, orders deviating substantially from a normal pattern, and orders 
of unusual frequency. 

 Violations punishable by administrative sanctions, including suspension and 
revocation, and civil penalties up to $25,000 for each violation; “knowing” 
violations can bring criminal penalties, including imprisonment and fines. 
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24 Administrative CSA Record Keeping Cases 
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25 Administrative CSA Record Keeping Cases 
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26 Administrative CSA Record Keeping Cases 
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27 U.S. Files Motion to Participate in Settlement in MDL 
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28 Federal Criminal Cases: In the Beginning There Was Purdue 

 In 2007, The Purdue Frederick Company, Inc. and three executives pleaded guilty, 
respectively, to misbranding OxyContin with intent to defraud and misbranding 
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29 Federal Criminal Cases 

 On July 13, 2017, Attorney General Sessions announced that 412 defendants across 
41 districts would be charged with health care fraud, and that 120 defendants were 
charged for distributing opioids. Doctors Charged or Investigated 

 Subsequent convictions and Investigations 

– On February 27, 2018, Charles Gartland pleaded guilty to health care fraud and obtaining a 
controlled substance by deception in the Middle District of Pennsylvania 

– On March 29, 2018, Gazelle Craig and Shane Faithful were found guilty by a federal jury of 
conspiracy to distribute and unlawfully distributing controlled substances by a federal jury 
in Houston 

– In November 2017, the DEA raided the office and home of Forest Tennant, California pain 
specialist featured as “doctor of last resort” and advocate of using opioids 
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30 DOJ Initiatives 

 August 2, 2017 –  
Opioid Fraud and  
Abuse Detection Unit 

 November 29, 2017 – 
Opioid Coordinator for 
Each U.S. Attorney’s Office 

 February 27, 2018 –
Prescription Interdiction 
and Litigation Task Force 

 Joint Criminal Opioid 
Darknet Enforcement  
(J-CODE) announced first 
arrests in April 2018. 
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31 DOJ Initiatives: Data Analytics 

 Using Data Analytics to Support Federal Enforcement 

– Attorney General Sessions, January 30, 2018 

 “DEA collects some 80 million transaction reports every year from manufacturers and distributors 
of prescription drugs.  These reports contain information like distribution figures and 
inventory.  DEA will aggregate these numbers to find patterns, trends, statistical outliers—and put 
them into targeting packages.” 

– Acting Assistant AG Ken Blanco on May 18, 2017: 

 “data from CMS has become a key part of our investigations because it permits us to focus on the 
most aggravated cases and to identify quickly emerging schemes and new types of Medicare fraud. 
Access to CMS billing data in close to real time permits us to remain a step ahead. We have the 
opportunity to halt schemes as they develop. This cutting-edge method has truly revolutionized 
how we investigate and prosecute healthcare fraud.” 

– Andrew Weissmann, Chief, Fraud Section, DOJ, Oct. 25, 2016: 

 “Data isn't everything, but in terms of getting leads, data is fantastic and unique…HHS and DOJ 
have gotten better at how we use data…[Both agencies] have Ph.D.s. on staff to mine data to find 
links and leads. We can take data and make it incredibly granular, breaking it down by state and 
city.” 
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32 DOJ Initiatives: Data Analytics 

 DEA Data – Manufacturers must report transactions to the DEA under 21 U.S.C.  
§ 827(d)(1). Some data has been released, showing: 

– 780 million opioid doses in West Virginia from 2007-2012 

– 20.8 million doses to one town with a population of 2,900 

– This system, called ARCOS, is already playing a role in the MDL, and is likely to play a 
role in federal enforcement 

 CMS data can be used to identify fraud through predictive modeling.  

– Section 4241 of the Small Business Jobs Act (2010) requires HHS to use predictive 
modeling to find fraud  

– CMS uses predictive modeling, including building profiles, to support its Fraud 
Prevention System on all Medicare fee-for-service claims 

– Leads are generated that trigger administrative actions before payment is released—
moving away from “pay and chase” model 
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33 DOJ Initiatives: Data Analytics 

  Building a case through Data Analytics 

– Identify outliers –  registrants that are billing, prescribing, or dispensing at higher rates 
than peers or population suggests is reasonable 

– Once an outlier is identified, use traditional investigative methods, either covertly or 
overtly, to find improper relationships, collusion or illegal activity 

 Courts have a mixed response to statistical sampling establishing guilt 

– U.S. ex rel. Martin v. Life Care Centers of America, Inc. (E.D. Tenn. 2014) 

 Court allowed expert testimony to establish liability for all claims (400 random samples used to 
establish that more than 154,000 claims were false) 

– Since Life Care, some courts have allowed statistical sampling to establish liability 

– But other courts have since rejected statistical sampling to establish liability, requiring 
individual proof per patient. See U.S. ex rel. Wall v. Vista Hospice Care, Inc. (N.D. Tex. 2016) 
and U.S. ex rel. Paradies v. AseraCare, Inc. (D. Ala. 2016). 
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34 The Future: The DEA Surge 

 DEA will use every criminal, civil, and regulatory tool possible to target, prosecute 
and shut down individuals and organizations responsible for the illegal distribution 
of addictive and potentially deadly pharmaceutical controlled substances. We must 
stop the loss of our loved ones to these drugs. 

    – April 2, 2018, Acting DEA Administrator Robert W. Patterson  

 Our country is in the midst of a drug abuse crisis, enabled and worsened by rampant 
drug trafficking and prescription drug diversion. This surge of resources by the Drug 
Enforcement Administration will help us make more arrests, secure more 
convictions, and reduce the number of diverted or unnecessary prescription drugs 
causing addiction and overdose. 

 – January 31, 2018, Attorney General Jeff Sessions 
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35 The DEA Surge 

 For 45 days in February and March 2018, the DEA surged its enforcement and 
administrative resources to identify and investigate prescribers and pharmacies that 
dispensed disproportionately large amounts of drugs. 

 The DEA analyzed  

– 80 million transaction reports from DEA-registered manufacturers and distributors, 

– reports submitted on suspicious orders and drug thefts  

– information shared by federal partners, such as the Department of Health and Human 
Services 

 Resulting in… 

– 28 arrests 

– 54 other enforcement actions 

 search warrants  

 administrative inspection warrants 

America’s Opioid Crisis | Manatt, Phelps & Phillips, LLP 



36 The DEA Surge 

 Results (continued) 

– 283 administrative actions 

 scheduled inspections  

 letters of admonition 

 memoranda of agreement/understanding 

 surrenders for cause of DEA registrations 

 orders to show cause 

 immediate suspension orders (the immediate revocation of registrations)  
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37 The Future: FCA and Other Traditional Routes of Attack 
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38 The Future: It’s Not Your Father’s Purdue Pharma Case Anymore 
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39 The Future: It’s Not Your Father’s Purdue Pharma Case Anymore 
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40 The Future: FCA and Other Traditional Routes of Attack 
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41 The Future: FCA and Other Traditional Routes of Attack 
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42 Providers Face Prescribing and Treatment Challenges  

States have been active in regulating prescribing practices;  
full continuum of treatment options has been slower to develop  

Prescriptions Treatment 

 Strict limits on duration and dosages 

 Mandated participation in Prescription 
Drug Monitor Programs  

 Continued education standards 

 Danger of over-reaction   

 Shortages of naloxone and 
medication-assisted treatment (MAT) 

 Mental health parity, complementary 
therapies still developing  

 Limited support services for treatment 
and recovery 

 Payment reform could create flexibility   
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43 Insurers Have Wide Range of Roles  
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 Education about evolving best practices in pain management  
 Dashboards to measure and share comparative opioid prescribing rates 
 Formulary changes to favor non-opioid pain medications and restrict access to high-dose 

formulations    

 Expansion of behavioral health and related services for patients with chronic pain 
or substance use disorders  

 Bundled payments and other incentives to promote innovative treatments  
  Network adequacy plan to identify and fill service gaps   

 Co-prescribing and other policies that expand access to naloxone  
 Alternative payment models that encourage services for patients with acute needs 

(e.g., justice-involved populations, infants with neonatal abstinence syndrome) 

 Early detection and appropriate follow up for outlier prescribers   
 Pharmacy lock-ins for patients using multiple prescribers 
 Support enhanced information-sharing through Prescription Drug Monitoring Programs   

Prevention 

Monitoring 

Treatment 

Treatment 
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Pharmaceutical Manufacturers Other Stakeholders  

 Developing new medications 

 Non-addictive pain medication 

 Treatment for Opioid Use 
Disorder 

 Revising marketing policies for 
existing pain medications 

 Implementing appropriate 
monitoring to identify/prevent 
abuse 

 Responding to overwhelming swell 
of litigation 

Pharmacy Chains 

 Implementing anti-diversion 
policies 

 

Pharmacy Benefit Managers 

More aggressive opioid utilization 
management 



45 Hypothetical 

 You are the Chief Compliance Officer at a pharmaceutical company that 
manufactures opioids and your head of marketing comes to you with data reflecting 
significantly increased number of scripts being written over the last few months by 
several thought leaders in the opioid space.    

– Are you legally obligated to do anything?  

– Even if not legally obligated, is there anything you may want to think about doing? 

– What initiatives has Medicare and certain Medicaid/States come up with that would assist 
a Compliance Officer? 
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QUESTIONS? 
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