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On the Road to Recovery? Recent Enforcement and Regulatory 
Actions Addressing the Opioid Epidemic
Lynn M. Barrett, Barrett Law

Every day, an average of 130 people in the United States 
die from an opioid overdose.1 In 2017, approximately 
68% of more than 70,000 drug overdose deaths in the 
United States involved an opioid, with the number 

of such deaths quadrupling between 1999 and 2017.2 That 
same year, approximately 1.7 million people in the United 
States suffered from substance use disorders (SUDs) related to 
prescription opioids.3 Studies have estimated that the total cost 
of the opioid crisis exceeded $1 trillion from 2001 to 2017, with 
projections adding an additional $500 billion by 2020.4

Recognizing the scope and breadth of opioid addiction and 
the severe consequences it can cause, the federal government 
has taken a number of steps to address the national opioid crisis. 
The 21st Century Cures Act (Cures Act), which was passed in 
2016, allocated funds to expand SUD treatment and prevention 
programs.5 Soon after, in August 2017, then-Attorney General 
Jeff Sessions rolled out the Department of Justice’s (DOJ’s) 
Opioid Fraud and Abuse Detection Unit focusing on investi-
gating and prosecuting health care fraud related to prescription 
opioids, pill mill schemes, and illegitimate pharmacy diversion 
and dispensing efforts.6 In February 2018, Sessions announced 
the creation of the Prescription Interdiction & Litigation (PIL) 
Task Force aimed at targeting opioid manufacturers and distrib-
utors who have contributed to the opioid epidemic.7 Finally, 
in October 2018, the Substance Use-Disorder Prevention that 
Promotes Opioid Recovery and Treatment for Patients and 
Communities Act (SUPPORT Act) contained numerous provi-
sions intended to combat the opioid crisis.8

States, too, have enacted a number of laws and imple-
mented strategies designed to combat the opioid crisis. For 
example, states have implemented opioid prescription limita-
tions, created or strengthened prescription drug monitoring 
programs (PDMPs), regulated pain clinics, and created a 
continuum of addiction prevention and recovery-oriented 
treatment.9 In addition, many states have brought lawsuits 
against opioid manufacturers, distributers, and dispensers. 
The first major victory was handed to the state of Oklahoma, 
which sued Johnson & Johnson (J&J) on a public nuisance 
theory; in August 2019 after a seven-week trial, J&J was ordered 
to pay $527 million, with Judge Thad Balkman finding that 
“the Defendants’ false, misleading and dangerous marketing 
campaigns have caused exponentially increasing rates of addic-
tion overdose deaths and Neonatal Abstinence Syndrome.”10

Given the significant legislation, enforcement activity, and 
litigation, perhaps it’s time to ask: are federal and state enti-
ties doing enough to combat the opioid crisis and what is the 
current status of their efforts? 

Federal Legislative Efforts
Congress enacted two significant pieces of legislation to 
address the opioid crisis: the Cures Act and the SUPPORT 
Act. The Cures Act allocated $1 billion in funding to states for, 
among other things, increasing access to Medicated-Assisted 
Treatment (MAT), which is a “whole patient” SUD treatment 
approach that combines the use of medications approved by 
the Food and Drug Administration (FDA) with counseling and 
behavioral therapies.11 States also could use funds for, among 
other things, improving PDMPs and establishing provider 
training and community outreach.12 

The Substance Abuse and Mental Health Services Adminis-
tration (SAMHSA) distributed State Response Grants utilizing 
a mechanism called the “Opioid State Targeted Response 
(STR) Program.”13 The STR Program awards states funds using 
formulas based on the unmet need for Opioid Use Disorder 
(OUD) treatment and drug overdose deaths and requires grant 
recipients to adhere to a number of requirements, including 
that 80% of the funds be used for OUD treatment and recovery 
support services.14 The Cures Act also authorized an appropria-
tion of $51.878 million per year from 2018 to 2022 to states that 
work with community health centers to integrate primary care 
with behavioral health care.15 It has been said that the Cures 
Act is the single largest commitment of resources specifically 
earmarked to address the opioid crisis.16 

The SUPPORT Act likewise attempted to combat the opioid 
crisis on various fronts, including SUD and OUD treatment 
for Medicare and Medicaid beneficiaries. The SUPPORT Act 
creates a new Medicare category of provider known as an 
“Opioid Treatment Program” (OTP)17 and requires Medicare 
to cover MAT services provided by certified OTPs. (Notably, 
in 13 states, individuals over 65 make up the highest rate of 
opioid-related inpatient stays.18) These provisions eliminate the 
need for beneficiaries receiving MAT at OTPs to pay out-of-
pocket costs for these services.19 

The SUPPORT Act also requires that initial examinations 
for new Medicare enrollees, as well as annual wellness and 
preventive care visits, include an SUD screening and a review 
of any current opioid prescriptions.20 To expand the use of 
telehealth services for Medicare beneficiaries for the treat-
ment of SUDs, telehealth services were exempted from certain 
Medicare requirements including that patients be located in 
particular geographic areas to access services from a distant-
site provider.21 Pursuant to the SUPPORT Act, payment for 
such services can now be made at originating sites, including a 
beneficiary’s home, regardless of geography.

As with the Medicare program, the SUPPORT Act requires 
state Medicaid programs to cover MAT, at least from fiscal 
years 2020 through 2025.22 State Medicaid programs also 
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must establish drug-review and utilization requirements, 
including safety edits for opioid refills and monitoring concur-
rent prescribing of opioids.23 In addition, the SUPPORT Act 
requires the Centers for Medicare & Medicaid Services (CMS) 
to issue guidance to states on options for providing services and 
receiving federal reimbursement for SUDs using telehealth. 

Further, the SUPPORT Act temporarily lifts the prohibi-
tion on using federal Medicaid money for services provided in 
“Institutions for Mental Diseases” (IMDs) for adult Medicaid 
beneficiaries with SUDs. Until 2023, states have the option of 
using Medicaid funds to cover IMD services provided to indi-
viduals with at least one SUD for up to 30 days over a 12-month 
period so long as the states agree to offer the full continuum 
of care for SUDs and meet other requirements. This provision 
alone is expected to cost $1.048 billion over ten years.24

Despite the breadth of the Cures and SUPPORT Acts, some 
have argued that these laws do not go far enough to address the 
opioid crisis. For example, under the grant formula established 
pursuant to the Cures Act, funds were distributed based on the 
number of people with SUDs in each state, rather than on a per 
capita basis. This arguably benefits larger states like California 
over smaller states like New Hampshire, which, in 2015, had 
the second-highest drug overdose death rate in the United 
States. Additionally, certain provisions of the SUPPORT Act 
are temporary, including the requirement that MAT be covered 
under Medicare, and the state option of utilizing federal funds 
for IMDs under Medicaid.

Given the amount of legislation, enforcement 
activity, and lawsuits, perhaps it’s time to ask: 
are federal and state entities doing enough to 
combat the opioid crisis and what is the current 
status of their efforts?

CMS Expands Coverage for OUD Treatment
In its calendar year 2020 Medicare Physician Fee Schedule 
(MPFS) final rule published on November 15, CMS finalized poli-
cies that expand Medicare coverage of OUD treatment services, 
OTPs, and Office-Based Opioid Treatment (i.e., treatment offered 
in physician practices).25 Many of these policies are specifically 
intended to implement provisions in the SUPPORT Act.26 

First, CMS will allow OTPs with current, good-standing 
SAMHSA certification to enroll in Medicare. CMS explained 
its belief that SAMHSA certification and accreditation require-
ments, which require compliance with existing federal opioid 
treatment standards, are sufficient to ensure the health and 
safety of individuals who receive services from OTPs. CMS did 
not create additional conditions for participation, which could 
result in an unnecessary regulatory burden for OTPs.27 

Second, CMS finalized regulations that will increase 
coverage of OUD treatment. Although Medicare Part B and 
Part D covered certain MAT, including certain buprenorphine 
and naltrexone products, the program has not historically 
covered methadone or other treatment services provided by 

an OTP. The MPFS 2020 final rule expands Medicare coverage 
to include FDA-approved medications for OUD treatment, 
including methadone.28 

Third, CMS finalized policies to increase access to OUD 
services. For example, CMS utilized its discretionary authority 
to allow OTPs to furnish substance abuse counseling, indi-
vidual therapy, and group therapy services via telehealth. 
To help further increase patient access to OUD treatment, 
CMS also established a beneficiary copayment of zero for a 
time-limited duration for the newly covered services (though 
the Medicare Part B deductible and coinsurance would apply).29 
In addition, CMS is not imposing a limit on the maximum 
amount of time for a covered course of OUD treatment, 
recognizing that patients receiving MAT may be on a treatment 
regimen for long periods of time and that treatment plans may 
need to be tailored to a specific patient’s need.30

Based in part on a review of TRICARE and state Medicaid 
reimbursement models, CMS established a seven-day payment 
bundle, which would include all OUD-covered services.31 CMS 
established a low threshold, requiring that at least one service 
be furnished to the patient during the week that corresponds 
to the episode of care for the bundle to be paid. In addition, 
although CMS initially proposed to establish “partial episode” 
bundled payments, it did not finalize such proposal, recog-
nizing the operational challenges that OTPs would face in 
determining when to bill a full versus partial episode.32 

CMS established bundle rates that vary based on the type of 
medication used for treatment. These bundled rates are comprised 
of a drug component and a non-drug services component (e.g., 
toxicology tests and therapy). CMS also finalized a “non-drug” 
bundle for OTPs to bill during weeks in which a patient receives 
treatment, such as substance use counseling, when medication is 
not administered.33 Furthermore, CMS will allow OTPs to bill for 
a separate “drug not otherwise specified” bundle that may be used 
in the future for new FDA-approved opioid agonist and antago-
nist treatment medications.34 

To further expand access to opioid treatment services, CMS 
established bundled rates for OUD treatment provided by 
physician practices. CMS also will allow any individual therapy, 
group therapy, or counseling to occur via telehealth, which 
would remove geographic limitations for Medicare coverage 
of telehealth services for individuals diagnosed with SUD or a 
co-occurring mental health disorder. 

CMS established two base HCPCS codes—one for 70 
minutes in the first calendar month and one for 60 minutes in a 
subsequent calendar month—that may be used for office-based 
treatment, including development of a treatment plan, overall 
management, care coordination, individual and group psycho-
therapy, and counseling activities. At least one psychotherapy 
service must be furnished to bill the base codes, however, 
the codes assume two individual psychotherapy sessions per 
month and four group therapy sessions per month. CMS also 
established an “add-on code” to address extraordinary circum-
stances where a provider furnishes significantly more care than 
usual, or where therapy services are furnished for co-occurring 
diagnoses.35 
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States have increasingly focused on building 
treatment networks for individuals with OUD and 
using funds for treatment in at-risk populations.

SAMHSA’s Proposals Regarding Confidentiality  
of SUD Patient Records
SAMHSA is likewise considering several regulatory changes to 
address the opioid crisis.36 For example, SAMHSA proposed to 
improve its Confidentiality of SUD Patient Records regulations 
at 42 C.F.R. Part 2 to allow patients to consent to disclosure 
of information to a wide range of entities, without naming a 
specific individual at the entity that would receive such infor-
mation. This proposal is intended to better enable patients to 
apply for and access federal, state, and local resources, such as 
local sober living or halfway house programs.

SAMHSA also proposed changes that would potentially 
strengthen enforcement against overprescribing. Namely, 
SAMHSA proposed changes that would permit OTPs to 
disclose dispensing and prescribing data, as required by appli-
cable state law, to PDMPs, subject to patient consent. Because 
many drugs prescribed and dispensed by non-OTPs could have 
deadly consequences if not properly coordinated with those 
prescribed and dispensed by OTPs, SAMHSA believes it would 
be necessary for both OTPs and non-OTPs to report and access 
prescription drug records in central registries and PDMPs, and 
to monitor dosing accordingly. These proposals would further 
enhance PDMPs as a tool to help prevent prescription drug 
misuse and opioid overdoses.

State Responses to the Opioid Crisis
Medicaid has played an essential role in fighting the opioid 
epidemic, providing treatment to a significant portion of individ-
uals with SUDs.37 Medicaid covers nearly four in ten nonelderly 
adults with an OUD, and all state Medicaid programs cover at 
least two MAT medications.38 Further, almost all states have made 
naloxone available without prior authorization. In Medicaid 
expansion states, there is evidence to suggest that the rate of 
prescriptions for treatment of OUDs among Medicaid patients 
is much higher than in non-expansion states.39 For example, 
between 2011 and 2018, Medicaid prescriptions for buprenor-
phine maintenance treatment increased significantly more in 
Medicaid expansion states than in non-expansion states.40 

A recent study shows some success at the state level in 
ongoing efforts to address the opioid crisis.41 States have increas-
ingly focused on building treatment networks for individuals 
with OUD and using funds for treatment in at-risk popula-
tions. An analysis of opioid spending by category shows that 
in fiscal year 2018, approximately 77% of state funds went to 
treatment, recovery, and/or prevention services.42 For example, 
New Hampshire trained nearly 25,000 individuals on the use of 
naloxone, a medication that reverses the life-threatening effects 
of opioid overdoses;43 preliminary 2018 mortality data projected 

a 10% decrease in overall drug overdose deaths in New Hamp-
shire compared with 2017. Ohio focused on expanding MAT in 
integrated care settings for pregnant and postpartum women 
through its Maternal Opiate Medical Support program, which 
resulted in a decrease in the use of illicit drugs for program 
participants from 85% in 2017 to 12% from in 2018.44 Tennessee 
implemented an Opioid Rapid Response System Team, ran 
a media campaign that included over 13 million television 
impressions, and hired regional overdose prevention specialists. 
According to the Sycamore Institute, a policy research group in 
Tennessee, the number of people with OUD needs was reduced 
from over 12,000 to about 8,400.45

States also have made efforts to strengthen their PDMPs 
to allow or even require controlled substance prescribers and 
dispensers to view historical data for current and prospective 
patients. For example, prescribers in Illinois are required to 
review the PDMP when prescribing opioids.46 Novel approaches 
also are being implemented in states like Kentucky, which uses 
an Emergency Department (ED) bridge model, linking patients 
from the ED to appropriate treatment and recovery services.47 
Virginia’s Medicaid agency incorporated peer support as a new 
service in its enhanced SUD treatment benefit that expands 
access to a comprehensive continuum of addiction treatment 
services for Medicaid enrollees.48

Notwithstanding these efforts, there is more work to be 
done at the state level. For example, the U.S. Department of 
Health and Human Services (HHS) Office of Inspector General 
(OIG) recently published a report outlining the results of 
its national review of opioid Medicaid prescribing using the 
Medicaid claims database, the Transformed Medicaid Statis-
tical Information System (T-MSIS).49 OIG found that moni-
toring national opioid prescribing to Medicaid recipients is not 
yet possible because individuals at risk for opioid misuse or 
overdose cannot be identified due to limitations with T-MSIS 
data. The OIG found that 19 states are missing pharmacy or 
prescriber National Provider Identifiers (NPIs), while 32 states 
were missing NPI, diagnosis code, or quantity information.50 
In addition, some have argued that not enough is being done 
locally to combat the opioid crisis. For example, at a recent 
Washington D.C. Council hearing, lawmakers, public health 
experts, and others criticized efforts to address an increase in 
fatal opioid overdoses in their area, saying that D.C. had not 
yet implemented opioid best practices or improved its opioid 
strategy.51 Further, some Florida physicians feel that the state’s 
broad law enacted in 2018 to address the opioid crisis leaves 
certain questions unanswered, including whether physicians 
are required to discuss non-opioid alternatives with patients 
even when non-opioids are being utilized.52

Opioid Enforcement Actions 
Since former Attorney General Jeff Session’s announcement 
of the Opioid Fraud and Abuse Detection Unit in 2017, there 
appears to be an unprecedented number of enforcement actions 
involving opioids. On August 28, 2019, after stating that 68,500 
U.S. lives were lost in 2018 due to drug overdoses,53 Assistant 
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Attorney General Brian Benczkowski announced that the DOJ 
would bring federal charges against 41 criminal defendants 
involving over 23 million pills of oxycodone, hydrocodone, and 
carisoprodol—the equivalent of an opioid dose for every adult 
living in Texas. The charges allege that doctors, other medical 
professionals, and pharmacies were involved in a network 
of “pill mill” clinics and knew that there was no legitimate 
medical purpose for the drugs.54 

As part of the Appalachian Regional Prescription Opioid 
Takedown in April 2017, the DOJ announced that 60 defen-
dants, including 31 doctors, seven pharmacists, eight nurse 
practitioners, and seven other licensed medical professionals, 
were charged across 11 districts for allegedly participating in 
the illegal prescribing and distributing of opioids.55 

In a “first-of-its-kind” case, a major pharmaceutical 
distributor, Rochester Drug Co-Operative (RDC), and its 
former Chief Executive Officer and former Chief Compliance 
Officer were charged in April 2019 with allegedly unlawfully 
distributing oxycodone and fentanyl and conspiring to defraud 
the Drug Enforcement Administration (DEA).56 According 
to a DOJ press release, RDC identified approximately 8,300 
suspicious “orders of interest” but allegedly reported only four 
suspicious orders to the DEA. RDC also allegedly ignored 
red flags of diversion, including dispensing highly abused 
controlled substances in large quantities; dispensing primarily 
controlled substances; and accepting a high percentage of cash 
for controlled substance prescriptions. Berman’s office also filed 
a civil lawsuit against RDC for its knowing failure to comply 
with legal obligations to report suspicious orders and entered 
into an agreement and consent decree that requires RDC to pay 
$20 million and agree to accept responsibility for its conduct 
by making admissions and stipulating to the accuracy of the 
government’s Statement of Facts.57 

Three months later, in July 2019, the DOJ announced that 
another pharmaceutical distributor, Miami-Luken, its former 
president and former compliance officer, and others were 
charged with conspiring to distribute controlled substances, 
a crime punishable by up to 20 years in prison.58 According 
to a press release, Miami-Luken and its former executives 
allegedly sought to enrich themselves by distributing millions 
of pain killers to doctors and pharmacies and allegedly ignored 
“obvious signs of abuse.” For example, from 2008 through 
2011, Miami-Luken allegedly distributed more than 2.2 million 
hydrocodone pills to a single pharmacy in a town of 400 people. 
Testimony before Congress revealed that the former president 
and former compliance officer allegedly failed to conduct 
adequate due diligence by, for example, visiting one pharmacy 
to which it had distributed an excessive amount of controlled 
substances on a day that the pharmacy was closed and not 
returning to inspect the pharmacy again.59

Also in July 2019, DOJ announced that Reckitt Benckiser 
Group agreed to pay the largest recovery involving an opioid 
drug in U.S. history—$1.4 billion—to resolve its potential crim-
inal and civil liability related to a federal investigation of the 
marketing of the opioid addiction treatment drug, Suboxone.60

Significant Litigation
In addition to these enforcement actions, approximately 
48 states plus more than 2,000 cities, counties, and tribal 
governments have sued drug manufacturers, distributors, and 
pharmacies for their alleged roles in fueling the proliferation 
of opioids.61 The defendants in these cases include Purdue 
Pharma, the maker of OxyContin, which earlier this year 
agreed to pay $270 to settle claims brought by the state of Okla-
homa, and Teva, which agreed to pay $85 million to resolve 
Oklahoma’s lawsuit.62 

Since former Attorney General Jeff Session’s 
announcement of the Opioid Fraud and Abuse 
Detection Unit in 2017, there appears to be an 
unprecedented number of enforcement actions 
involving opioids.

Thousands of cases have been consolidated into multi-dis-
trict litigation, the National Prescription Opiate Litigation 
(Opioid MDL), which is pending in a federal district court 
in Northern Ohio against numerous opioid pharmaceutical 
manufacturers, distributors, and pharmacies. The plaintiffs 
in the cases generally allege, among other things, that the 
manufacturers of prescription opioids grossly misrepresented 
the risks of long-term use of those drugs, and distributors 
(including pharmacies) failed to properly monitor, halt, and 
report suspicious orders of opioids—both of which led to the 
current opioid epidemic.63 

The first “bellwether” or test cases brought by Cuyahoga 
and Summit Counties64 were set for trial on October 21, 2019, 
against the defendants that had remained in the case: manu-
facturer Teva Pharmaceuticals, and distributors Amerisource-
Bergen, Cardinal Health, McKesson, and Walgreens (which was 
classified as both a national retail pharmacy and a distributor in 
the cases). Prior to the trial date, other defendants announced 
settlements with the counties, including Endo Pharmaceuti-
cals, which will pay $10 million and donate up to $1 million in 
prescription drugs65 and Mallinckrodt Pharmaceuticals, which 
will pay $24 million and provide $6 million in generic prod-
ucts, including addiction treatment products.66 Moments before 
the start of the trial, a deal was reached with all but one of the 
remaining defendants who will collectively pay $260 million to 
exit the cases.67 Walgreens, however, remains in the case and 
the trial has been postponed.68 Additionally, there are still three 
more sets of cases or “plaintiff tracks” in the MDL, including 
cases filed by sovereigns such as Native American tribes, and 
cases filed by hospitals and third-party payers. Unless the 
defendants reach individual or global settlements with these 
plaintiffs, additional cases will likely be set for trial in the 
coming months.
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Continuing Efforts
Despite criticism levied at state and federal initiatives, at least 
some progress appears to have been made in combatting the 
opioid crisis. Recently, the CDC reported data that showed 
opioid deaths dropped 4.6% overall in a 12-month period in 
2017 and 2018 and there also was a decrease in prescription 
opioid deaths not involving illicit opioids.69 Additionally, 
one study has shown fewer opioid prescriptions and fewer 
opioid-related inpatient stays and ED visits in states that require 
prescribers to register with and use PDMPs in most clinical 
circumstances.70 Whether these trends will continue remains 
to be seen. In the meantime, however, efforts to combat the 
crisis will move forward. For example, CMS recently finalized 
a significant rule that is explicitly aimed at improving access 
to effective, coordinated, and cost-efficient care for SUDs. In 
addition, HHS recently announced more than $1.8 billion in 
funding will be provided to states to continue efforts to combat 
the opioid crisis.71  
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