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Introduction 
John J. Farley 
National Controlled Substances Coordinator 
Executive Office for United States Attorneys 

Welcome to this edition of the Department of Justice Journal of Fed-
eral Law and Practice (DOJ Journal). This issue focuses on topics related 
to controlled substances—a timely topic as our nation remains in the 
throes of a serious drug abuse crisis. Tens of thousands of Americans are 
losing their lives each year due to drug overdoses. Most of these deaths 
are related to fentanyl and other synthetic opioids. Tragically, there are 
many individuals and organizations that have sought to profit from the 
illegal distribution of these deadly substances. This is intolerable. The De-
partment of Justice (Department) has been at the forefront of the effort 
to address this crisis. As the diverse set of articles in this issue demon-
strates, Department attorneys are using a variety of means to combat 
drug trafficking and to hold wrongdoers accountable for their unlawful 
actions. 

This issue provides an overview of the breadth of work being done to 
combat drug trafficking and other crimes related to controlled substances. 
Articles look at broader trends in crime and drug use, as well as drug 
offenses committed in places ranging from medical offices to the high 
seas. These articles not only provide a splendid overview of the work that 
the Department is doing in this area but also provide many practical tips 
that will assist federal prosecutors as they tackle the challenges presented 
in their investigations and prosecutions. These articles may inspire you, 
educate you, and help you to improve the way that you do your jobs. 

This issue begins with two articles that provide some context about 
the current drug abuse environment. Dylan Aste and Adam Gordon from 
the U.S. Attorney’s Office in the Southern District of California provide 
an interesting discussion of the scope of the fentanyl problem and discuss 
suggestions for outreach and prevention strategies that federal prosecu-
tors can pursue to combat the drug crisis outside the courtroom. Leonard 
LeVine from the Narcotic and Dangerous Drug Section (NDDS) then pro-
vides insight into the changing nature of drug trafficking and the evolution 
of transnational organized crime. 

Talented colleagues from around the Department then provide prac-
tical overviews about how to tackle some of the particularly challenging 
cases that we face. Three attorneys from the Department’s Fraud Section 
(Alexis Gregorian, Kate Payerle, and Jillian Willis) provide an excel-
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lent guide to the issues that arise when prosecuting medical professionals 
who unlawfully prescribe drugs. Assistant U.S. Attorneys (AUSAs) Scott 
Kerin from Oregon and Chris Myers from North Dakota then explore the 
world of overdose death cases. First, they provide an overview of how to 
investigate and prosecute these cases. Then, with several colleagues who 
handle victim–witness issues, they provide important and practical guid-
ance for working with the victims in these often-difficult matters. Brendan 
McDonald and Colleen King from NDDS then take us out onto the ocean 
to explore the intricacies of the Maritime Drug Law Enforcement Act. 

This issue provides plenty of practical guidance for drug prosecutors 
that may be helpful whether they are new to the Department or griz-
zled veterans. AUSAs Daniel Warhola and Peter McNeilly from Colorado 
provide important guidance about handling cases involving fentanyl ana-
logues and other synthetic substances. Peter McNeilly then gives readers 
a valuable lesson about the importance of smart collection in drug cases, 
an issue that is vital as the amount of electronic evidence continues to 
escalate. 

The issue concludes with a recognition of the civil tools that are avail-
able under the Controlled Substances Act (CSA). AUSAs Leslie Wizner 
from the Eastern District of Michigan and Elliot Schachner from the 
Eastern District of New York provide an overview of the unique civil 
enforcement provisions within the CSA and give examples of how these 
tools can be used to hold a wide array of wrongdoers accountable for their 
actions without a criminal prosecution. 

I am grateful to each of the authors for the substantial efforts they 
devoted to preparing these articles. Their dedication to this project was 
inspiring, and they are each great examples of the tremendous talent 
within the Department. I also want to express my gratitude to those 
who worked behind the scenes with editing, reviewing, publishing, and 
disseminating this edition of the DOJ Journal, especially Kari Risher at 
the Office of Legal Education. This issue would not have been published 
without their hard work. I hope that you find these articles interesting 
and that they assist your vital work as attorneys for the Department. 
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Confronting the Chaos: 
Outreach and Prevention 
Strategies for the Fentanyl 
Epidemic from the Southern 
District of California 
Dylan M. Aste 
Civil Division Opioid Coordinator 
Southern District of California 

Adam Gordon 
Criminal Division Opioid Coordinator 
Southern District of California 

I. Introduction 
How do we make sense of the fentanyl epidemic? It is a common 

struggle for all of us who prosecute cases arising from this epidemic. 
Every day it feels like we are asked to investigate another heartbreaking 
death, unprecedented seizure, or pill-mill prescriber. The fatality statistics 
become more than a number; they are perhaps a victim’s photo you keep 
in your office or a family member’s handwritten letter tucked into a desk 
drawer. We as prosecutors are called on to do something now. But what? 

One partial answer to the chaos was not to consider the fentanyl epi-
demic as a singular, unstoppable plague. Rather, the authors looked at 
the fentanyl consumption in the district and asked three questions: (1) 
are the users trying to consume fentanyl; (2) what type of fentanyl would 
they consume; and (3) how would they consume the fentanyl. After de-
termining those answers, we were able to develop a framework to sort 
the consumers of fentanyl into four general groups. We then developed 
separate outreach and prevention strategies for each of these four groups 
guided by our north star: saving lives. 

We hope to share some insights from this framework and to offer some 
suggestions for outreach and prevention strategies that may be adoptable 
in other districts. These strategies are only one aspect of the district’s 
multi-pronged approach to addressing fentanyl trafficking, which also in-
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cludes investigating and prosecuting distributors and importers and at-
tacking the manufacturing supply chain. This article will not discuss those 
investigative and prosecution efforts that all districts undoubtedly know 
well.1 

II. Background 
The Southern District of California is home to approximately 3.3 mil-

lion residents in San Diego and Imperial counties.2 The district has over 
150 land border miles and 70 coastline miles, and the district is home to 
six ports of entry, including the busiest land border crossing in the West-
ern Hemisphere—the San Ysidro Port of Entry.3 The latest statistics from 
Customs and Border Protection’s (CPB’s) San Diego Field Offices reflect-
ing these port of entry seizures show that there was a 70% increase in the 
amount of fentanyl seized from Fiscal Year (FY) 2022 (6,700 pounds) to 
FY 2023 (11,400 pounds).4 Fentanyl, however, is not the only part of the 
story; CBP continues to seize immense amounts of methamphetamine at 
the district’s ports of entry even though the seizure numbers decreased 
slightly (13%) year over year (86,200 pounds in FY 2022 to 75,400 pounds 
in FY 2023).5 

Focusing on San Diego County’s overdose death statistics, we con-
tinue to lose an unacceptably high number of victims from fatal fentanyl 
overdoses. In 2021, 814 individuals lost their lives to fentanyl overdoses.6 

In 2022, that number was 815.7 The statistics reveal at least two impor-
tant insights—one of which is hopeful, and the other demonstrates how 
difficult the goal of saving lives is. 

1 See e.g., Press Release, U.S. Dep’t of Just.,Law Enforcement Announces Creation of 
Fentanyl Abatement and Suppression Team and its First Prosecution (Oct. 20, 2022). 
2 U.S. Census Bureau, QuickFacts: San Diego County, California (July 1, 2022), 
https://www.census. gov/quickfacts/fact/table/sandiegocountycalifornia/PST045222. 
3 U.S. Gen. Servs. Admin., San Ysidro Land Port of Entry, Fact Sheet (Dec. 11, 2019), 
https://www.gsa.gov/system/files/Overarching%20San%20Ysidro%20Fact%20Sheet 
%20%20Dec%2011%202019.pdf. 
4 U.S. Customs and Border Prot., Drug Seizure Statistics (Dec. 15, 2021), 
https://www.cbp.gov/newsroom/stats/drug-seizure-statistics (select filters Fiscal 
Year: 2022 & 2023, Drug Type: Fentanyl, and Area of Responsibility: San Diego Field 
Office). 
5 Id. (selecting filter Drug Type: Methamphetamine). 
6 San Diego Cnty. Substance Use and Overdose Prevention Taskforce, 
2023 Annual Report Card, https://www.suopt.org/ files/ugd/6a3ae7 17f3d9c7f68f 
4b339797459797831e65.pdf (last visited Feb. 9, 2024) [hereinafter SUOPT 2023 An-
nual Report ]. 
7 Id. 
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• First: We have seen a significant decrease (49%) in the number of 
individuals aged 21 years and younger who have had fatal fentanyl 
overdoses.8 That number dropped from 41 fatal overdoses in 2021, 
to 21 fatal overdoses in 2022.9 If the group is defined as individuals 
aged 18 years and younger, fatal fentanyl overdoses decreased from 
19 in 2021, to 8 in 2022 (a 58% decrease).10 

• Second: In Figure 1,11 however, we see a deeply troubling statistic 
reflecting the relationship between unintentional methamphetamine, 
fentanyl, and other drug-caused deaths in 2022.12 

Figure 1 

The Venn diagram in Figure 1 shows the problematic relationship 
in fatal overdoses for those using fentanyl in combination with metham-
phetamine. At 405 deaths (plus another 90 if other drugs are included), 
the largest group dying from unintentional fentanyl overdoses are those 
who also used methamphetamine. In the district, the statistics show that 
we cannot tell the story of the fentanyl epidemic without discussing the 
role of methamphetamine co-use. Using these and other insights, we de-
veloped a framework of fentanyl consumption to guide our efforts. 

8 San Diego Cnty., Medical Examiner, Fentanyl Caused Accidental Drug-Medication 
Deaths (Quarterly Comparison), https://data.sandiegocounty.gov/Safety/Medical-
Examiner-Fentanyl-Caused-Accidental-Drug-M/nbbh-6m92 (select filter Year: 2018 
through 2022 (last visited Feb. 9, 2024) [hereinafter Fentanyl Caused Accidental 
Deaths]. 
9 Id. 
10 Id. 
11 SUOPT 2023 Annual Report , supra note 6. 
12 SUOPT 2023 Annual Report , supra note 6. The other drugs included by the San 
Diego County Medical Examiner’s in this Venn diagram are alcohol, methadone, and 
cocaine. 
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III. Southern District of California 
framework 

The framework for the Southern District of California centers on three 
questions: (1) are the users trying to consume fentanyl; (2) what type 
of fentanyl would they consume; and (3) how would they consume the 
fentanyl. Figure 2,13 created by the authors, details this approach: 

Figure 2 

Touching on the first of these groups, “kids” (defined as 18 years and 
younger) accounted for only 8 of the 815 total unintentional fentanyl over-
doses. This group therefore represents 1% of the unintentional fentanyl 
overdoses in San Diego County. Let us be direct though: Even a single 
overdose death in this group is unacceptable. Driving these deaths is the 
wide availability of counterfeit Xanax, Percocet, and Adderall contain-
ing fatal doses of fentanyl.14 But based on the authors’ experience, we 
most commonly lose kids to the counterfeit Mallinckrodt 30 milligram 
pills referred to as “blues.” A small note of hope: We have not had a case 
known to us in the district in which a kid sought fentanyl as their drug 
of choice.15 

13 Figure 2 is based on the authors’ observations, interviews, and investigations. 
14 The latest statistics from the DEA indicate that “7 out of every 10 pills seized by 
DEA contain a lethal dose of fentanyl.” U.S. Drug Enf’t Admin, One Pill Can Kill, 
https://www.dea.gov/onepill (last visited Feb. 9, 2024). 
15 We highly recommend reading The Overdose Crisis among U.S. Adolescents by 
Joseph Friedman, Ph.D, M.P.H. and Scott E. Hadland, M.D., M.P.H. See Joseph 
Friedman & Scott E. Hadland, The Overdose Crisis among U.S. Adolescents, 390 
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The second group, recreational drug users, is a group likely well known 
to readers. Like kids, recreational users are not trying to consume fen-
tanyl. Typically for this group in the district, the cause of death is acute 
fentanyl and cocaine intoxication.16 

The third group of users is, in part, a historical legacy of the first of the 
four documented waves of the opioid epidemic.17 Iatrogenic refers to users 
who develop an illness caused by medical examination or treatment.18 In 
this context, the users developed a dependency due to prescribed phar-
maceutical opioids. This group also usually does not seek fentanyl as 
their drug of choice, but rather, this group seeks pharmaceutical opioid 
replacements, such as “blues,” to satisfy their dependency. This could oc-
cur because they no longer have (and cannot obtain) a valid prescription, 
or they may not be able to afford the prescription medication, so they 

19turn to illicit sources. 

New Eng. J. Med. 97-100 (2024). In the article, after first noting that fentanyl 
“is now involved in at least 75% of adolescent overdose deaths,” they recommend 
grouping adolescents at potential risk for overdose into three groups: “adolescents 
who experiment with substances and don’t have an opioid use disorder (OUD), who 
may be unaware of the risk associated with fentanyl; adolescents with mental illness 
or trauma, who may seek substances (including pills) to manage their symptoms; 
and adolescents with an OUD, some of whom may be knowingly using fentanyl.” 
Id. at 97. They conclude: “Since many adolescents may use fentanyl unknowingly, 
widespread implementation of up-to-date overdose-prevention education is essential. 
Most overdose deaths in adolescents (84%) are categorized as unintentional deaths.” 
Id. at 98. 
16 Fentanyl Caused Accidental Deaths, supra note 8. 
17 Understanding the Opioid Overdose Epidemic, Ctr for Disease Control and 
Prevention, https://www.cdc.gov/opioids/basics/epidemic.html (last visited Feb. 9, 
2024). 
18 N.R. Krishnan & A.S. Kasthuri, Iatrogenic Disorders, 61 Med. J. Armed Forces 
India 2, 2 (2005). 
19 In the academic literature, this is often referred to as the “first wave” of the fen-
tanyl epidemic. See Daniel Ciccarone, The Triple Wave Epidemic: Supply and Demand 
Drivers of the US Opioid Overdose Crisis, 71 Int’l J. Drug Pol’y 183 (2019); see 
also Bertha K. Madras, The Surge of Opioid Use, Addiction, and Overdoses: Responsi-
bility and Response of the US Health Care System, 74 JAMA Psychiatry 441 (2017); 
Andrew Kolodny et al., The Prescription Opioid and Heroin Crisis: A Public Health 
Approach to an Epidemic of Addiction, 36 Ann. Rev. of Pub. Health 559 (2015). 
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Figure 3 

The last group, detailed in Figure 3,20 is less discussed in the public 
narrative around this epidemic. They are users in the depth of their addic-
tion who consume fentanyl as their drug of choice. The terms “mixed in,” 
“contaminant,” or “adulterant” do not apply: They seek to consume fen-
tanyl. They then orally ingest, smoke, or inject fentanyl. Harkening back 
to Figure 1, we see the district mirrors that of the “Fourth Wave” of the 
fentanyl epidemic—the death rate of unintentional overdoses being driven 
by the co-use of fentanyl combined with a stimulant.21 For the Southern 
District of California specifically, fentanyl and methamphetamine co use 
drives the death rate.22 This is different, however, from many districts 
across the United States where fentanyl is most often linked to cocaine 

23co-use. 
The manner of consumption of fentanyl in the Southern District of 

California, and that of the West Coast more generally, differs from many 
areas of the United States.24 In the Southern District, fentanyl users in 
the depth of their addiction typically smoke powder fentanyl from tin foil 
using a “tooter.”25 Smoking fentanyl has increased in popularity among 
this group and has become the predominant consumption route for over-

20 Lauren J. Tanz, et al., Routes of Drug Use Among Drug Overdose Deaths — United 
States, 2020–2022, 73 Morbidity and Mortality Wkly. Rep. 124 (2024). 
21 Daniel Ciccarone, The Rise of Illicit Fentanyls, Stimulants and the Fourth Wave 
of the Opioid Overdose Crisis, 34 Current Op. in Psychiatry 344 (2021). 
22 SUOPT 2023 Annual Report , supra note 6. 
23 Joseph Friedman & Chelsea L. Shover, Charting the Fourth Wave: Geographic, 
Temporal, Race/Ethnicity and Demographic Trends in Polysubstance Fentanyl Over-
dose Deaths in the United States, 2010–2021, 118 Addiction 2477 (2023). 
24 Id. 
25 Carine E. Magerian et al., Health Risks Associated with Smoking Versus Inject-
ing Fentanyl Among People who use Drugs in California, 255 Drug and Alcohol 
Dependance 111053 (2024). 
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dose deaths in the West, accounting for greater that 40% of overdose 
deaths.26 This typical consumption method differs again from users in 
the depth of their addiction in say, areas of the East Coast, where the 
predominant method is the injection of powder fentanyl.27 Regardless of 
the district, addressing the group of users seeking fentanyl as their drug 
of choice requires facing individuals with not only an opioid use disorder 
but who often have a dual diagnosis (such as schizophrenia or bi-polar 
disorder), a tri-morbidity (such as Hepatitis-C or HIV), and are often 
unsheltered.28 

In sum, it is important to understand the end user; different outreach 
and prevention strategies are needed for a student seeking Xanax from 
a friend to calm their nerves before an exam, a recreational drug user 
seeking cocaine for a weekend party, an injured football player struggling 
to overcome an opioid dependency because of prescribed pain medication 
following a surgery, and an unsheltered fentanyl consumer who smokes 
gram-quantities of powder fentanyl daily. A recognition of these distinct 
groups allowed us to focus our outreach and prevention efforts as to each 
of the four groups of fentanyl consumers. 

IV. Outreach and prevention for the four 
groups of fentanyl consumers 

A. Kids (birth – 18): focusing on education 

The starting point for preventing overdoses among those 18-years-
old and younger is education. In 2022, San Diego County formed the 
Substance Use and Overdose Prevention Taskforce (SUOPT) after merg-
ing together the Prescription Drug Abuse Task Force and the Metham-

26 Lauren J. Tanz, et al., Routes of Drug Use Among Drug Overdose Deaths — United 
States, 2020–2022, 73 Morbidity and Mortality Wkly. Rep. 124 (2024). In fact, 
smoking was the most nationally documented route of use in overdose deaths in 2022, 
and from 2020 through 2022, the number of deaths with evidence of smoking fentanyl 
increased 109%. See id. 
27 Alex H. Kral et al., Transition from injecting opioids to smoking fentanyl in 
San Francisco, California, 227 Drug and Alcohol Dependance 109003 (2021); 
Mbabazi Kariisa et al., Illicitly Manufactured Fentanyl–Involved Overdose Deaths with 
Detected Xylazine—United States, January 2019–June 2022, 72 Morbidity and 
Mortality Wkly. Rep. 721 (2023); Ryan S. Alexander et al., Xylazine and 
Overdoses: Trends, Concerns, and Recommendations, 112 Am. J. Pub. Health 1212 
(2022); Magerian et. al., supra note 25. 
28 See, e.g., Will Huntsberry, Homeless Deaths Are Rising at a Much 
Greater Rate Than Homelessness, Voice of San Diego (June 13, 2023), 
https://voiceofsandiego.org/2023/06/13/homeless-deaths-are-rising-at-a-much-
greater-rate-than-homelessness/. 
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phetamine Strike Force.29 The SUOPT is a “multi-disciplinary taskforce 
committed to reducing the harms of substance use through collaboration 
and coordination among community partners.”30 The U.S. Attorney’s Of-
fice is a long-time partner such that our Executive Assistant United States 
Attorney, Cindy Cipriani, co-chaired the Prescription Drug Abuse Task 
Force before the merger into SUOPT.31 Another partner is the San Diego 
County Office of Education, which has led the charge to ensure that 
middle and high school students receive age appropriate education via 
presentations.32 We are particularly proud of the work being done by our 
prosecutorial partners (and fellow SUOPT members) at the San Diego 
County District Attorney’s Office to create and implement an evidence-
based prevention curriculum.33 Additionally, the SUOPT was instrumen-

29 About Us, San Diego Cnty. Substance Use and Overdose Prevention 
Taskforce, https://www.suopt.org/about (last visited Feb. 9, 2023). 
30 Id. 
31 Id. 
32 This includes countless presentations by Alcohol and Other Drug Ambas-
sador for the San Diego County Office of Education, Rocky Herron, who served 
31 years as a Drug Enforcement Administration (DEA) Special Agent and 
has presented to more than 130,000 students in 15 countries. Karen Kucher, 
Think School Drug Assemblies are Boring? Then You Haven’t Heard Former 
DEA Agent Rocky Herron Give One, The San Diego Union Trib. (Dec. 
2, 2023), https://www.sandiegouniontribune.com/news/public-safety/story/2023-12-
02/rocky-herron-dea-drug-prevention-san-diego-schools. The program entitled I 
Choose My Future is available as a presentation by Mr. Herron or as a 
six-part video series. https://www.sdcoe.net/students/substance-abuse-prevention-
education/i-choose-my-future-video-series (last visited Feb. 9, 2024). 
33 In October 2022, San Diego County District Attorney Summer Stephan, together 
with San Diego County Supervisors Jim Desmond and Terra Lawson-Remer, submit-
ted a proposal to the San Diego County Board of Supervisors that included efforts 
to educate and increase awareness regarding the harmful impacts of illicit fentanyl, 
particularly among youth. The San Diego County Board of Supervisors unanimously 
voted to approve a plan requiring fentanyl education in classrooms and increased 
naloxone distribution in the county. District Attorney Stephan, in partnership with 
Superintendent of Schools, Dr. Paul Gothold, created a working group whose objec-
tive is to identify evidence-based drug prevention curricula for implementation into 
county primary and secondary schools. The working group consists of representatives 
from the San Diego County District Attorney’s Office, San Diego County Office of Ed-
ucation, San Diego-Imperial Valley High Intensity Drug Trafficking Areas (HIDTA) 
Program, DEA, and California Army National Guard. The working group identified 
two primary goals: (1) prevent initiation or escalation of substance use in youth 18 
and under through evidence-based substance use prevention curricula in schools; and 
(2) prevent overdoses in youth 18 and under using the best available evidence. A Di-
vision for Advancing Prevention and Treatment provided technical assistance to the 
working group in understanding the science supporting model school-based interven-
tions for substance use prevention and available evidence for overdose prevention in 
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tal in the creation of the “Fentanyl Toolkit” which is available online in 
both English and Spanish.34 Using a teach-the-teacher model, the goal 
of the toolkit is to empower parents and other caregivers to have the re-
sources to be a presenter themselves in the community, or to have the 
knowledge to talk to their children directly. 

But what messages do we try to communicate to middle and high 
school age students? Until a universal curriculum is adopted, there are at 
least four areas that we need to cover, whether through larger, presentation-
style programs or through smaller, classroom-size discussions. First, echo 
the DEA’s slogan, “One Pill Can Kill.”35 We need students to know that 
the Xanax, Percocet, or Adderall, that they are offered by a friend or 
that they would purchase online, likely contains a deadly dose of fentanyl. 
This includes informing students about why a single pill often has a fatal 
dose—not only the irregularity in the amount of fentanyl in a particular 
pill, but also the lack of tolerance in a student’s body for fentanyl.36 Sec-
ond, embrace the societal-norms approach by informing them that the 
vast majority of students are not consuming fentanyl or other controlled 
substances more generally.37 Third, describe the signs and symptoms of 
an overdose, and what students should do if they suspect an overdose is 
taking place—including how to deploy Narcan. Fourth, explain the Good 
Samaritan Law in California and why it is so important to call 911 in 
case of an emergency (specifically talking about how Narcan can wear off 
and an overdose can re-occur).38 

youth. The working group identified five substance use prevention curricula described 
as model or promising that serve various grade levels from elementary through high 
school. The structure, costs, registry ratings, along with descriptions of randomized 
controlled trials demonstrating efficacy, were included in a comprehensive brief sub-
mitted to District Attorney Stephan. Once finalized, the brief will be submitted to the 
San Diego County Office of Education. 
34 Education and Awareness Toolkits,San Diego Cnty. Substance Use and 
Overdose Prevention Taskforce, https://www.suopt.org/educational-toolkits 
(last visited Feb. 9, 2024). 
35 One Pill Can Kill , supra note 14. 
36 William v. Stoecker et al., Boys at Risk: Fatal Accidental Fentanyl Ingestions in 
Children, 113 Missouri Medicine 476 (2016). 
37 Richard A. Miech et al., National Survey Results on Drug Use, 1975–2023: Sec-
ondary School Students, Monitoring the Future, (2023) (additional chapters 
forthcoming), https://monitoringthefuture.org/wp-content/uploads/2023/12/ 
mtf2023.pdf. 
38 California Health and Safety Code Section 11376.5(a) provides, “Notwithstanding 
any other law, it shall not be a crime for a person to be under the influence of, or to 
possess for personal use, a controlled substance, controlled substance analog, or drug 
paraphernalia, if that person, in good faith, seeks medical assistance for another person 
experiencing a drug-related overdose that is related to the possession of a controlled 
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B. Recreational: education messages and proper 
messengers 

Regarding potential “recreational” drug users, again our starting point 
is education. These are users who are not trying to consume fentanyl. In 
the Southern District of California, we have focused on reaching college-
age students, and have experienced successes on that front. For example, 
at San Diego State University (SDSU), we took a multifaceted approach 
to educating undergraduate students from sorority and fraternity mem-
bers to newly-appointed resident advisors and student leaders, along with 
guest-lecturing to Ph.D students. For each conversation, we attempted to 
find the best ambassadors to educate the recreational users. We took a 
different approach with each subgroup. 

The SDSU student subgroups each benefited from a separate message. 

• Resident Advisors and Student Leaders: Similar to kids, our mes-
sage was that fentanyl is in all illicit drugs, and counterfeit pills 
are visually indistinguishable from pharmaceutical-grade pills. Be-
cause these students will likely interact with many other students, 
we strived to empower these students to know the signs and symp-
toms of an overdose and the importance of carrying and deploying 
Narcan along with calling 911 when an overdose occurs.39 

• Sorority and Fraternity Members: This unique subgroup has a doc-
umented probability of using recreational drugs.40 Our message cen-
tered on awareness of the dangers of fentanyl-laced pills and powder 
along with the availability of fentanyl test strips, but we spread that 
message by using an emotional tie. Our speakers included a former 

substance, controlled substance analog, or drug paraphernalia of the person seeking 
medical assistance, and that person does not obstruct medical or law enforcement 
personnel. No other immunities or protections from arrest or prosecution for violations 
of the law are intended or may be inferred.” 
39 Naloxone DrugFacts, Nat’l Inst. on Drug Abuse, https://nida.nih.gov/ 
publications/drugfacts/naloxone (last visited Feb. 9, 2024) (“Naloxone works to re-
verse opioid overdose in the body for only 30 to 90 minutes. But many opioids remain 
in the body longer than that. Because of this, it is possible for a person to still expe-
rience the effects of an overdose after a dose of naloxone wears off . . . Therefore, one 
of the most important steps to take is to call 911 . . . ”). 
40 See Sean Esteban McCabe et al., Selection and Socialization Effects of Fra-
ternities and Sororities on US College Student Substance Use: A Multi-Cohort 
National Longitudinal Study, 100 Addiction 512 (2005); see also Megan E. 
Patrick et al., Monitoring the Future Panel Study Annual Report: National 
Data on Substance Use Among Adults Ages 19 to 60, 1976–2022, Monitor-
ing the Future Monograph Series (2023), https://monitoringthefuture.org/wp-
content/uploads/2023/07/mtfpanel2023.pdf. 
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five-star football recruit who lost a near-certain National Football 
League career because of an opioid use disorder, a young man who 
overdosed from counterfeit pills and suffered significant physical and 
mental injuries, and family members of victims of overdose deaths. 
The audience was well engaged by the speakers’ emotional stories. 
We closed by discussing how to get Narcan on campus. 

• Ph.D Students: These students—already studying how to address 
the use and misuse of substances—learned the prosecutorial per-
spective of the fentanyl epidemic in the district. After learning about 
HIDTA’s ODMAP41 and publicly available data such as from the 
San Diego County Medical Examiner’s Office,42 this subgroup was 
encouraged to research fentanyl consumption patterns and trends. 

When speaking to young adults, the messenger is often more impor-
tant than the message.43 So when identifying the best messengers, we 
sought to engage peers of young adults who were well known commu-
nity leaders with large social media followings and who were interested 
in helping address this epidemic. Fortunately, the SDSU Men’s Basket-
ball Team agreed to be our messenger.44 With a zero-dollar budget, we 
created a public service announcement (PSA) entitled “#BlockFentanyl” 
that included every player on the team discussing the need to be aware 
of fentanyl and its dangers, to carry Narcan, to know the signs of an 
overdose, and to “be a good teammate, and let’s save lives.”45 

In a coordinated social media effort coinciding with National Fen-
tanyl Prevention and Awareness Day on August 21, 2023, we released 
#BlockFentanyl through the social media accounts of all the players, the 
district’s accounts, Main Justice’s X (formerly Twitter) account, and the 

41 See Overdose Detection Mapping Application Program (ODMAP), 
https://www.odmap.org:4443/ (last visited Feb. 22, 2024). ODMAP was devel-
oped and is managed by the Washington/Baltimore High Intensity Drug Trafficking 
Area (HIDTA). 
42 Fentanyl Caused Accidental Deaths, supra note 8. 
43 We saw this when speaking to the sorority and fraternity members. To little sur-
prise, the audience was not interested in listening to middle-aged prosecutors in suits. 
But family members—who they could see as their parents or siblings—were able to 
connect with the students. 
44 We connected with the basketball team through a Name, Image, Likeness collec-
tive—the MESA Foundation—whose mission is to raise awareness for charitable and 
community causes. See MESA Foundation, https://www.mesafoundationsd.org/ 
(last visited Feb. 9, 2024). 
45 Press Release, U.S. Dep’t of Just., San Diego State University Basketball Stars Join 
with U.S. Attorney’s Office and City Attorney’s Office to Launch Fentanyl Awareness 
Campaign (Aug. 21, 2023). 
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district’s community partners on the fentanyl epidemic. The message was 
amplified at an astounding rate. Over a dozen articles were written, local 
TV and radio stations dedicated segments to the PSA, and the social 
media posts totaled over one million impressions. The important message 
was spread wider than we had hoped, and the impact was greater than 
we had dreamed. 

C. Iatrogenic: working with the medical community 

In many ways the heavy lifting of addressing the issues from iatro-
genic users of fentanyl has already been done by the medical community. 
In 2016, the Centers for Disease Control and Prevention (CDC) provided 
its guidelines for prescribing opioids for the treatment of chronic pain in 
outpatient settings.46 The goal was to ensure doctors “considered safer 
and more effective pain treatment prior to starting chronic opioid therapy 
in order to improve patient outcomes (i.e., reduced pain and improved 
function).”47 The CDC updated its guidelines in 2022.48 We are certainly 
not medical professionals, and so, we are fortunate in the district to have 
Dr. Roneet Lev as one of the co-chairs of the SUOPT.49 Through our 
participation in SUOPT, we collaborate on the discussion and identifica-
tion of trends in the district to provide more information that the medical 
community can use. A perfect example of this corroboration was the pas-
sage of “Tyler’s Law” in the state of California on January 1, 2023.50 

The law was named after Tyler Shamash, a 19-year-old who died from 
fentanyl ingestion, but was not tested for fentanyl when he was checked 
into the emergency room.51 Members of the SUOPT, including Dr. Lev, 
recognized the need to include fentanyl testing in routine drug screens for 

46 Deborah Dowell et al., CDC Guideline for Prescribing Opioids for Chronic 
Pain—United States, 2016, 65 Morbidity and Mortality Wkly. Rep. Recom-
mendations and Reps. 1 (Mar. 18, 2016). 
47 Id. at 2. 
48 Deborah Dowell et al., CDC Clinical Practice Guideline for Prescribing Opioids 
for Pain—United States, 2022, 71 Morbidity and Mortality Wkly. Rep. Rec-
ommendations and Reps. 1 (Nov. 4, 2022). 
49 Dr. Lev was the first Chief Medical Officer of the White House Office on National 
Drug Control Policy. She is an emergency physician, board certified in addiction med-
ication, who practices at Scripps Mercy Hospital in San Diego. She is also a podcaster: 
She hosts High Truths on Drugs and Addiction. 
50 Cal. Dep’t of Pub. Health, Senate Bill (SB) 864–Fentanyl Screening in Gen-
eral Acute Care Hospitals, Published All Facilities Letter Summary (Nov. 29, 2022), 
https://www.cdph.ca.gov/Programs/CHCQ/LCP/Pages/AFL-22-25.aspx. The U.S. 
Attorney’s Office did not take a position or advocate on behalf of SB 864. 
51 Press Release, Off. of U.S. Rep. Bob Latta, Latta, Lieu, and Kamlager-Dove In-
troduce Tyler’s Law (Dec. 6, 2023). 
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emergency rooms. This effort culminated in the passage of “Tyler’s Law,” 
otherwise known as California Senate Bill 864,52 which requires general 
acute care hospitals to test for fentanyl if conducting a urine drug screen-
ing.53 Recent topics that have been discussed include the fentanyl and 
methamphetamine co-use (discussed above), the potential for an increase 
in the number of xylazine-related or fentanyl-related cases, and the port 
seizure patterns. We are especially grateful in the district for the insight 
from the DEA’s Overdose Response Team which investigates fatal fen-
tanyl overdoses that occur within the cities of San Diego and La Mesa. 
The goal in all of these discussions with our medical community is to en-
sure that they have timely and accurate information to share both from 
our prosecutors as well as our law enforcement partners. 

D. Depth of addiction: hope 

This is a difficult group to address, and candidly, a group about whom 
we need to continue to learn. But, if we are serious about reducing the 
death rate in the district, and more broadly, in the United States, we 
need to find the right outreach and prevention strategies for users in the 
depth of their addiction for whom fentanyl is their drug of choice. 

This group does not need to learn about fentanyl and its dangers. They 
know what fentanyl is. They have seen friends die from ingesting fentanyl. 
They have overdosed from fentanyl. And they still demand fentanyl. In 
author Sam Quinones’s excellent book on the fentanyl epidemic, The Least 
of Us, he writes: 

[F]entanyl and methamphetamine present us with a huge op-
portunity for change. They are calling on us to embrace the 
ignored, the forgotten, the despised around us, allow them 
space so they might unlock their energies and abilities . . . the 
lessons of neuroscience, the epidemic, and the pandemic are 
really the same: that we are strongest in community, as weak 
as our most vulnerable, and the least of us lie within us all.54 

So, what can be done for the “least of us”? First, we need to en-

52 Cal. Dep’t of Pub. Health, Senate Bill (SB) 864–Fentanyl Screening in Gen-
eral Acute Care Hospitals, Published All Facilities Letter Summary (Nov. 29, 2022), 
https://www.cdph.ca.gov/Programs/CHCQ/LCP/Pages/AFL-22-25.aspx. 
53 On December 15, 2023, U.S. Senators Joe Manchin (D-WV) and Mike Braun (R-
IN) introduced a federal version of Tyler’s Law, a bill “directing the U.S. Department 
of Health and Human Services to provide hospitals with guidance on how emergency 
rooms can implement fentanyl testing in their routine drug screens.” Press Release, 
Off. of U.S. Senator Joe Manchin, Manchin, Braun Introduce Tyler’s Law to Direct 
Emergency Rooms to Screen For Fentanyl (Dec. 15, 2023). 
54 Sam Quinones, The Least of Us 370–71 (Bloomsbury Publishing 2022). 
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hance community efforts to distribute Narcan as widely as possible. To 
demonstrate her commitment to this cause, U.S. Attorney Tara McGrath 
welcomed, at her first all-hands meeting, a representative from Social 
Advocates for Youth (SAY) San Diego to provide a Narcan-education 
video followed by a free, office-wide giveaway of Narcan. When organiz-
ing or participating in community meetings, we often partner with SAY 
or another harm reduction organization to ensure that the presentation 
includes a free Narcan give away. 

The next step is to recognize the important role that U.S. Attorney’s 
Offices play in correctly describing the fentanyl epidemic in our commu-
nities. There are common misperceptions amongst community leaders, 
elected officials, law enforcement leaders, and community stakeholders 
about what is driving the fentanyl epidemic. It is not an incorrect story 
that fentanyl is “mixed in,” a “contaminant,” or an “adulterant” for coun-
terfeit, fentanyl-laced pills. But it is an incomplete story. We need to con-
sistently talk about fentanyl as a “drug of choice”—often in combination 
with a stimulant (cocaine or methamphetamine)—driving the death rate. 
In the district, we will provide our fentanyl framework presentation any-
time, anywhere. This includes church gatherings, Rotary or Lions clubs, 
law enforcement roundtables, and media opportunities. We use the frame-
work of fentanyl consumers in the district to tell a consistent story, and 
to try to give our community stakeholders a more segmented view of the 
fentanyl epidemic. 

V. Potential tips for districts 
In describing our outreach and prevention efforts, the first place to 

start is to recognize our incredible coalition partners, especially our fel-
low prosecutorial agencies. It is a “one team” approach. Once a month, 
we have a synchronous virtual meeting with all four prosecutorial agen-
cies in San Diego County. During these sync meetings, we cover both 
law enforcement efforts as well as outreach and prevention efforts. The 
reasons why these meetings are so necessary specifically for outreach and 
prevention are: (1) they avoid duplicative efforts; (2) they ensure a sin-
gle point of contact between each agency—both amongst the agencies 
and with coalition organizations; (3) they are force multipliers for other 
agencies’ outreach and prevention efforts; and (4) they maximize the po-
tential number of connections in the community. As an example, the San 
Diego City Attorney’s Office helped organize and execute the majority 
of our outreach efforts at SDSU. Our Office now has Special Assistant 
U.S. Attorneys from both the San Diego City Attorney’s Office and the 
California Department of Justice—specifically to work on these fentanyl 
prosecutions, and outreach and prevention efforts. So, if your district has 
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not already formed a community coalition amongst the appropriate local, 
state, and federal prosecutorial agencies to fight the fentanyl epidemic, 
it’s a good place to start. 

Second, develop a framework specific to your district. Who consumes 
fentanyl? What type? How? Are there groups of these fentanyl con-
sumers? Are there observable patterns from these groups? What are our 
prosecution, outreach, and prevention strategies for each of these groups? 
The answers to those questions will not be the same in every district. We 
answered those questions by leaning into our coalition’s resources and dig-
ging into the data. Eventually, we were able to create a framework for fen-
tanyl consumption patterns in the district. By collecting those coalition 
resources and analyzing district-specific data, each district can develop 
its own unique framework to help inform the community and maximize 
available resources. 

Finally, create targeted outreach and prevention efforts for each group 
or type of fentanyl consumer in your district. Each group likely requires 
different messages, different messengers, and different goals. We have con-
tinued to develop the outreach and prevention efforts in the district, often 
modifying each group’s message, messenger, and goal because we continue 
to learn lessons through our process. Be willing to try new things while 
creating your targeted outreach and prevention efforts for each group 
because you will learn lessons through the process. 

We will end with this. Traditionally, we as prosecutors have been in a 
discrete area in addressing drug epidemics: the enforcement of laws. But 
the chaos of this epidemic has required more from us. We need to see 
through the chaos; we must mine the data and develop specific strategies 
for all parts of the epidemic. Because the fentanyl epidemic does not care 
about state versus federal, public safety versus public health, or prosecu-
tions versus prevention. We need to be a driving force behind breaking 
down these silos. And hopefully, by being a part of these conversations 
and working through a diverse coalition of partners, we will save lives. 
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I. Introduction 
For over 30 years, the men and women comprising the Department of 

Justice’s (Department’s) Narcotic and Dangerous Drug Section (NDDS) 
have adapted to the dynamic changes of international narcotics traffick-
ing. NDDS keenly focuses on the investigation and prosecution of the 
most significant national and transnational drug trafficking threats im-
pacting the United States. NDDS plays a critical role in the support, co-
ordination, and deconfliction of international narcotics investigations and 
prosecutions being conducted by the Department and the United States 
Attorneys’ Offices. 

Unprecedented challenges face the United States, central being a drug 
overdose epidemic estimated to kill an average of 300 Americans daily.1 

NDDS employs attorneys who are uniquely embedded with inter-agency 

1 A July 2023 Centers for Disease Control (CDC) report showed 109,940 predicted 
overdose deaths in a 12-month period ending in February 2023. The majority of deaths, 
the Report noted, stemmed from victims’ use of illicit synthetic drugs, such as clan-
destinely manufactured fentanyl and methamphetamine, often combining such with 
other drugs, like cocaine and heroin. See Press Release, The White House, Dr. Rahul 
Gupta Releases Statement on CDC’s New Overdose Death Data Showing a Full Year 
of Flattening Overdose Deaths (Jul. 12, 2023). 
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law enforcement to address the dynamic threats posed by Transnational 
Crime Organizations (TCOs) engaged in international drug trafficking 
threatening the public safety and national security of the United States. 
In support of a “whole of government concept,” NDDS, through its Spe-
cial Operations Unit (SOU), supports, coordinates, and de-conflicts in-
vestigations with Assistant United States Attorneys (AUSAs) across the 
country to ensure the most significant positive litigation outcomes for 
the United States. NDDS ensures that each district agrees to a coordi-
nated plan of attack, so that well-coordinated enforcement actions can 
dismantle large, nationwide, and international trafficking groups. SOU 
attorneys also resolve disputes between districts, should they arise, with 
respect to individual targets or organizations.2 Most notably, in 2020, the 
United States Deputy Attorney General provided a memorandum regard-
ing, “Adjudication of Venue Disputes Related to Multi-District Investiga-
tions and Prosecutions of International Narcotics Trafficking.” The memo 
offered guidance in instances where multiple United States Attorneys’ 
Offices (USAO) or Litigating Components seek to prosecute the same 
target or targets (often for potentially overlapping conduct or charges 
with venue restrictive provisions). In those instances, NDDS attorneys 
work with inter-agency law enforcement and prosecution personnel to co-
ordinate and deconflict investigations to develop the strongest possible 
cases, thus avoiding duplication of efforts. Upon learning of any potential 
coordination or deconfliction issues in their cases, districts and the De-
partment are encouraged to resolve any disagreements among themselves 
and, if unable to do so, to initiate this deconfliction process. In an un-
questionably fluid environment, the NDDS’s SOU is best positioned to 
serve the Department’s efforts combating TCOs from multiple fronts. 

Historically, drug trafficking has been seen as criminal activity that 
is separate, rather than intertwined, with transnational organized crime 
(TOC). This misconception has rapidly evolved into an understanding 
that transnational crime has no boundaries. The sole driving forces for 
any truly criminal organization have thus been viewed as monetary gain 
and power. The convergence of multiple criminal activities in support of 
TCO networks drives the ability of the TCO to not only survive but to 
thrive. This recognition TOC can be found in the White House’s July 
2011 “Strategy to Combat Transnational Organized Crime,” which de-
fined TOC as 

those self-perpetuating associations of individuals who oper-

2 Coordination and deconfliction protocols are described in multiple Department 
Memoranda and presidential Executive Orders including: Exec. Ord. No. 13,773, 82 
Fed. Reg. 10,691 (Feb. 9, 2017). 
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ate transnationally for the purpose of obtaining power, influ-
ence, monetary and/or commercial gains, wholly or in part by 
illegal means, while protecting their activities through a pat-
tern of corruption and/or violence, or while protecting their 
illegal activities through a transnational organizational struc-
ture and the exploitation of transnational commerce or com-
munication mechanisms.3 

Focusing on but just a few types of criminal activity driving the most 
significant narco-trafficking TCOs today is illustrative of this dynamic 
and dangerously powerful convergence of criminal activity which must be 
adequately confronted by law enforcement and prosecutors. 

II. The convergent threats posed by TCOs 
Citing the White House’s 2011 “Strategy to Combat Transnational 

Organized Crime,” the authors note that, “criminal networks are not only 
expanding their operations, but they are also diversifying their activities. 
The result is a convergence of threats that have evolved to become more 
complex, volatile, and destabilizing.”4 The interconnectivity of diversified 
criminal activities is robust and can be exemplified in multiple criminal 
networks throughout the world. This article will focus on several promi-
nent convergent activities that are ever-present in today’s international 
narcotics trade. At each point of interconnectivity lie vulnerabilities to 
the TCO and potential opportunities for legal exploitation by law enforce-
ment. These points of criminally convergent interconnectivity are driven 
by the desire of the TCO to gain power and money. The points can be 
seen in Figure 1.5 

3 Exec. Off. of the President, Strategy to Combat Transnational Or-
ganized Crime (July 2011). 
4 William F. Weschler & Gary Barnabo, The Department of Defense’s Role in 
Combating Transnational Organized Crime, in Convergence: Illicit Networks 
and National Security in the Age of Globalization, 233, at 235 (Michael 
Miklaucic & Jacqueline Brewer eds., National Defense University Press 2013), 
https://ndupress.ndu.edu/portals/68/documents/books/convergence.pdf. 
5 Traditional Venn diagram illustrating convergent threats. 
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Figure 1 

A. Traditional and cyber-enabled narcotics 
trafficking 

Historically, the drug world was dominated by a hierarchical struc-
ture of cartels responsible for the import and sale of cocaine, heroin, 
methamphetamine, and marijuana in the United States. The drug world 
has evolved significantly. It is now disrupted in large part by much more 
diffuse, non-traditional TCOs and individuals engaged in the sale of fen-
tanyl and other illicit synthetic substances via the open internet and dark-
net.6 Similarly, today’s drug trafficker has recognized the enormous profit 
to be gained not only through the sale of traditional illicit drugs (i.e., 
cocaine and methamphetamine), but also through the sale of counterfeit 
and synthetic substances. The latter offer a far greater potency (i.e., a 
bigger “bang for one’s buck”) than offered by the much riskier—and far 
less profitable—sale of controlled substances, such as cocaine, heroin, and 
methamphetamine. 

Since 2014, the United States has been in the grip of an unprecedented 
drug crisis, the thrust of which continues to be users’ relatively easy 
access to fentanyl and fentanyl-related substances.7 Traffickers who deal 

6 The “darknet” has variously been defined as a network existing within the inter-
net that can only be accessed with onion router (TOR) software, configurations, or 
authorization. 
7 In January 2019, the Office of National Drug Control Policy reported the following: 

In 2017, there were more than 70,200 drug overdose deaths in the 
United States according to the Centers for Disease Control and Pre-
vention (CDC). More than 47,500 of these deaths involved an opioid, 
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these synthetic substances avoid the multitude of challenges and costs 
associated with harvesting the illicit products that produce drugs, such 
as heroin, cocaine, and marijuana. Additionally, the small amounts of 
fentanyl and its analogues sufficient to generate a pharmacological effect 
on the user make these synthetic drugs the perfect choice of product for 
the modern drug trafficker. 

In other words, today’s trafficker works “smarter, not harder” and 
improves this agility using the convenience and perceived anonymity of 
the internet and darknet. The confluence of illicit drug trafficking and 
e-commerce offers a new platform of illicit online shopping. Just as one 
might go shopping at the local grocery store to obtain food for the week, 
those seeking illicit drugs can now enter an international marketplace of 
illicit drugs via the privacy of their personal computers or smartphones. 
With this new frontier of internet-facilitated drug trafficking, cryptocur-
rencies or convertible virtual currency (CVC) (i.e., Bitcoin, Ethereum, 
and Monero) have become the contemporary standard for illicit wealth. 

B. Traditional and complex money laundering– 
“threat financing” 

In May 2019, the U.S. Department of the Treasury’s Financial Crime 
Enforcement Network (FinCEN) sought to combat the threats posed by 
TCOs’ illicit use of virtual currency, by issuing the, “Advisory on Illicit 
Activity Involving Convertible Virtual Currency,” to American financial 
institutions.8 In its advisory, FinCEN notes that the use of CVCs by un-
registered entities and the anonymous nature of such transactions makes 

CVCs an attractive method of money transmission by those 
engaged in illicit conduct and other criminal acts that threaten 

and more than half of these deaths involved a synthetic opioid such as 
illicit fentanyl or one of its analogues. From 2014 to 2017, the number 
of deaths attributed to synthetic opioids like fentanyl and its analogues 
increased 413 percent, and these synthetic opioids are now involved in 
more deaths than any other drug such as prescription opioids, heroin, 
or cocaine. Along with the current opioid crisis, overdose deaths involv-
ing heroin, cocaine, methamphetamine, and prescribed opioid painkillers 
have all increased since 2014 as well, and many of these deaths involved 
more than one drug. 

Off. of Nat’l Drug Control Pol’y, National Drug Control Strategy 
(Jan. 2019), at 1, https://trumpwhitehouse.archives.gov/wp-content/uploads/2019/ 
01/NDCS-Final.pdf. 
8 U.S. Dep’t of the Treasury, Advisory on Illicit Activity Involving Convert-
ible Virtual Currency, Fin-2019-A003, FinCEN Advisory, (May 9, 2019), 
https://www.fincen.gov/sites/default/files/advisory/2019-05-10/FinCEN 
%20Advisory%20CVC%20FINAL%20508.pdf. 
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U.S. national security. According to FinCEN’s analysis . . . il-
licit actors have used CVCs to facilitate criminal activity such 
as human trafficking, child exploitation, fraud, extortion, cy-
bercrime, drug trafficking, money laundering, terrorist financ-
ing, and to support rogue regimes and facilitate sanctions eva-
sion. Additionally, the increased use of CVC has made legit-
imate users and financial intermediaries the target of sophis-
ticated cyber intrusions aimed at theft of CVC. Of particular 
concern is that CVC has come to be one of the principal pay-
ment and money transmission methods used in online darknet 
marketplaces that facilitate the cybercrime economy.9 

The financing of TCOs’ illicit activities, in fact, forms “threat finance” at 
its core. In addition to traditional money laundering typologies, includ-
ing Bulk Cash Smuggling and Trade Based Money Laundering, the use 
of CVC in generating huge profits, and attempting to anonymize those 
profits in narcotics trafficking and other illicit TCO activities, has become 
commonplace. Synthetic drugs, including cannabinoids, cathinones, and 
opioids, can readily be purchased on both open internet and darknet 
platforms with a simple mouse click. Delivery is often guaranteed with a 
seller’s statement that any package seized by authorities in transit will be 
re-shipped to ensure the customer receives the product ordered. 

C. Chemical precursor trafficking 

Compounding the threat posed by cyber-enabled drug trafficking and 
the use of complex threat finance through CVC and other traditional 
forms of money laundering, today’s TCO is often engaged in the sale 
of synthetic opioids and other dangerous substances manufactured with 
chemical precursors. A chemical precursor (immediate precursor) under 
U.S. law is defined as a controlled substance if it is 

a substance– (A) which the Attorney General has found to be 
and by regulation designated as being the principal compound 
used, or produced primarily for use, in the manufacture of 
a controlled substance; (B) which is an immediate chemical 
intermediary used or likely to be used in the manufacture of 
such controlled substance; and (C) the control of which is 
necessary to prevent, curtail, or limit the manufacture of such 
controlled substance.10 

Similar to methamphetamine, synthetic opioids require no cultivation or 

9 Id. at 2. 
10 21 U.S.C. § 802(23)(A), (B), (C) (1970). 
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harvesting. Unlike heroin and cocaine, synthetic opioids are producible 
in unlimited quantities given the right amount of necessary chemicals 
for their manufacture. Thus, the trafficking of precursor chemicals has 
revolutionized the exponential abuse of synthetic opioids. Compounding 
this threat is the realization that, “precursors trafficking often intersects 
with legitimate commerce or customs controls, e.g. in order to source 
materials or transport shipments.”11 The shipment of precursor chemicals 
to produce fentanyl—most often originating from China—are shipped to 
Mexico, where the chemicals are subsequently manufactured into fentanyl 
(often in the form of counterfeit pharmaceutical substances). 

While the U.S. government has levied financial sanctions against some 
of the more egregious companies producing and shipping such chemicals, 
these actions have had limited impact on the continuing flow of these 
dangerous chemicals.12 While progress may be promising given projected 
bilateral law enforcement re-engagement with China, adapting to this 
threat will again require a whole of government response, from regulation 
and interdiction to enforcement and prosecution, as well as monitoring 
and outreach to private industry for assistance. 

D. Weapons trafficking to Mexican drug cartels 

The unrelenting flow of military-grade weapons and ammunition to 
Mexico, sourced through extensive Mexican cartel-led weapons traffick-
ing networks operating on both sides of the border, has ushered in un-
precedented levels of brutality and violence in Mexico. That same dis-
tribution chain has also led to staggering levels of overdose deaths in 
the United States—deaths which are linked primarily to Americans’ con-
sumption of cartel-imported fentanyl and fentanyl analogues imported 
into the United States by these cartels. It is estimated that somewhere 
between 70 to 90% of all guns recovered at crime scenes in Mexico origi-
nated from purchases in the United States.13 

11 United Nations International Narcotics Control Board, Precursors, Monitoring 
and supporting Governments’ compliance with the international drug 
control treaties, (last visited Feb. 7, 2024), https://www.incb.org/incb/en/ 
precursors/index.html. 
12 See Tara John, Yong Xiong, David Culver, Anna-Maja Rappard, and Eliz-
abeth Joseph, The US Sanctioned Chinese Companies to Fight Illicit Fentanyl. 
But the Drug’s Ingredients Keep Coming, CNN (March 30, 2023, 8:56 AM), 
https://www.cnn.com/2023/03/30/americas/fentanyl-us-china-mexico-precursor-
intl/index.html. 
13 See U.S. Gov’t Accountability Off., GAO-21-322, Firearms Traf-
ficking: U.S. Efforts to Disrupt Gun Smuggling into Mexico Would 
Benefit from Additional Data and Analysis (2021); Liz Mineo, Stop-
ping toxic flow of guns from U.S. to Mexico, The Harvard Gazette (Feb. 
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Cartels’ abilities to develop large, well-trained armies equipped with 
military-grade weapons, primarily sourced from the United States, are es-
sential to their “business model,” thus enabling them to successfully wage 
war on rivals and even on the government of Mexico. These weapons are 
the principal tools through which drug cartels maintain their power, en-
rich themselves through the illicit drug trade, and pose a grave national 
security threat to the United States and Mexico. Entire weapons traffick-
ing networks that are devoted to the transportation of U.S. purchased 
weapons, including high caliber rifles such as the Barrett .50, continue to 
supply drug cartel TCOs with their firepower.14 

Strategies to attack narcotics TCO weapons trafficking networks also 
require a “whole of government” response. While substantial efforts are 
being made, more strategic operational work must continue to be done.15 

This includes enhanced targeting, investigation, and arresting of the full 
weapons trafficking networks operating in the United States and Mexico, 
from the straw purchasers to the cartel command and control in Mexico. 

III. The dynamic response to the TCO threat 
This radical shift in the dynamics of TCOs, with their increasing focus 

on drug trafficking, reveals that no two criminal organizations necessarily 
fit the traditional cartel structure of the past. This is not to say that the 
traditional cartel structure has disappeared. It does still exist, and the 
structure is rapidly morphing to profit in this dynamic world. 

Even so, there must be a collective recognition amongst law enforce-
ment and prosecutors that different approaches may be necessary to at-
tack the evolving threat to remain effective. Today’s crime fighters—law 
enforcement and prosecutors—must not only avail themselves of tradi-
tional methods of investigation, but must be nimble in adapting to lever-

18, 2022), https://news.harvard.edu/gazette/story/2022/02/stopping-toxic-flow-of-
gun-traffic-from-u-s-to-mexico/; see also Champe Barton, Alain Stephens, and Steve 
Fisher, Guns Recovered by Mexico’s Military Come Mostly from U.S. Mak-
ers, The Trace (Oct. 20, 2022), https://www.thetrace.org/2022/10/how-many-
american-guns-mexican-cartels/. 
14 See Sarah Kinosian, How a Factory City in Wisconsin Fed Military-Grade Weapons 
to a Mexican Cartel, Reuters (Dec. 9, 2023, 11:00 AM), https://www.reuters.com/ 
investigates/special-report/mexico-usa-guns/; Press Release, Dep’t of Justice, Okla-
homa Man Pleads Guilty to Trafficking Firearms Parts Through Arkansas to Mexico, 
(Nov. 9, 2021). 
15 See The White House, Fact Sheet: Biden-Harris Administration’s Ongoing Efforts 
to Stem Firearms Trafficking to Mexico (June 14, 2023), https://www.whitehouse.gov/ 
briefing-room/statements-releases/2023/06/14/fact-sheet-biden-harris-administratio 
ns-ongoing-efforts-to-stem-firearms-trafficking-to-mexico/#:̃:text=The%20Departmen 
t%20of%20Justice%20(DOJ,the%20United%20States%20to%20Mexico. 
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age new, and often complex, tools, including cryptocurrency analysis, 
data analytics, and social media exploitation. This work must involve con-
sistent and unified private-sector collaboration. It must also build upon 
existing inter-agency partnerships, which will require participation by the 
full range of stakeholders who can leverage agency-specific authorities 
and resources to support end-game driven operations, thus bridging the 
gap between traditional and non-traditional law enforcement methods. 
Finally, this work will require extensive bilateral coordination between 
domestic and foreign law enforcement and prosecutorial partners to cap-
ture and extradite drug traffickers, who will ultimately face justice in a 
U.S. court of law. Formal and informal cooperation, developed through 
bilateral criminal justice diplomacy are key to this effort.16 

These efforts are, in fact possible, because of the U.S. government’s 
recognition that drug trafficking and its convergence with TOC is a lead-
ing threat to our national security and international well-being, and that 
critical action must be taken to address this evolving threat. The following 
Executive Orders, issued by two presidential administrations, illuminate 
the convergence of drug trafficking and transnational crime and the au-
thorization of a special operations response to this threat. 

A. Executive Order 13773 

On February 9, 2017, then-President of the United States, Donald 
J. Trump, issued Executive Order (EO) 13773. This directive from the 
White House, titled “Presidential Executive Order on Enforcing Federal 
Law with Respect to Transnational Criminal Organizations and Prevent-
ing International Trafficking,” recognizes TOC, which includes drug car-
tels and traffickers, and threatens U.S. national security. EO 13773 also 
recognizes the unavoidable fact that TCOs do not “pigeonhole” them-
selves into one distinct form of criminal conduct. 

The TCO of today may be involved in multiple forms of diffuse and 
distinct forms of criminal activity including, but not limited to, drug traf-
ficking, weapons trafficking, and money laundering. All these crimes inure 
to the detriment of America and its allies in the global fight against TOC, 
while enriching the economic power of the TCO. This recognition that 
TOC knows no boundaries reflects a realization that TOC is a global 
problem requiring coordinated efforts both domestically and internation-
ally. 

16 These exchanges are authorized and encouraged under Article 21, sections c–e, 
of the Vienna Convention on Psychotropic Substances of 1971. See United Nations 
Convention on Psychotropic Substances, art. 21, ¶ c–e, Feb. 21, 1971, 1019 U.N.T.S. 
14956. 
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EO 13773 mandates that all federal agencies “share information and 
coordinate with federal law enforcement agencies, as permitted by law, 
in order to identify, interdict, and dismantle transnational criminal orga-
nizations and subsidiary organizations.”17 To that end, EO 13773 further 
mandates, as a policy of the executive branch of government, that strate-
gies be developed “under the guidance of the Secretary of State, Attorney 
General, and the Secretary of Homeland Security, to maximize coordina-
tion among agencies . . . to counter [TCOs’] crimes.”18 

Following the issuance of EO 13773, and in support of that order, on 
October 15, 2018, then-Attorney General (AG) Sessions directed multiple 
federal law enforcement agencies and the Department’s Criminal Division 
to identify top transnational criminal groups that threaten the safety 
and prosperity of the United States and its allies. As a result of that 
review, the then-AG designated five transnational criminal groups as the 
top TOC threat to the United States.19 Additionally, then-AG Sessions 
established the AG’s TOC Task Force with subcommittees composed of 
experienced prosecutors for each of the five TCOs designated as top TOC 
threats. 

Each AG TOC Task Force subcommittee was tasked with providing 
recommendations to the AG within 90 days on how best to “disrupt and 
dismantle TOC, whether through prosecution, diplomacy, or other lawful 
means.”20 

B. Executive Order 14059 

Following these efforts, on December 15, 2021, President Joseph R. 
Biden, issued Executive Order 14059, further recognizing the unprece-
dented fact that: 

trafficking into the United States of illicit drugs, including 
fentanyl and other synthetic opioids, is causing the deaths of 

17 Exec. Order No. 13,773, 82 Fed. Reg. 10,691 (Feb. 9, 2017). 
18 Exec. Order No. 13,773, Sec. 2(e), 82 Fed. Reg. 10,691, 10,692 (Feb. 9, 2017). Pur-
suant to EO 13773, section (2)(a), those crimes specifically listed as being associated 
with TOC include: “(i) illegal smuggling and trafficking of humans, drugs or other 
substances, wildlife, and weapons; (ii) corruption, cybercrime, fraud, financial crimes, 
and intellectual-property theft; or (iii) the illegal concealment or transfer of proceeds 
derived from such illicit activities.” Exec. Order No. 13,773, 82 Fed. Reg. 10,691 (Feb. 
9, 2017). 
19 The five top transnational organized crime groups designated as such by the then-
AG were: MS-13; Cartel de Jalisco Nueva Generacion (CJNG); Sinaloa Cartel; Clan 
del Golfo; and Lebanese Hezbollah. 
20 Press Release, Office of the Attorney General, Attorney General Sessions An-
nounces New Measures to Fight Transnational Organized Crime (Oct. 15, 2018). 
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tens of thousands of Americans annually, as well as countless 
more non-fatal overdoses with their own tragic human toll. 
Drug cartels, transnational criminal organizations, and their 
facilitators are the primary sources of illicit drugs and precur-
sor chemicals that fuel the current opioid epidemic, as well as 
drug-related violence that harms our communities.21 

EO 14059, titled “Executive Order on Imposing Sanctions on Foreign Per-
sons Involved in the Global Illicit Drug Trade,” expanded the authority 
of the Secretary of the Treasury. Namely, EO 14059 enables the Secretary 
of the Treasury, through the Office of Foreign Assets Control (OFAC), to 
enforce global financial sanctions upon foreigners involved in the global 
illicit drug trade and “to target the enablers of the global illicit syn-
thetic drug supply chain including raw material brokers, financiers, and 
others.”22 

Most notably, in these unprecedented times, the President stated: 

I find that international drug trafficking—including the illicit 
production, global sale, and widespread distribution of illegal 
drugs; the rise of extremely potent drugs such as fentanyl and 
other synthetic opioids; as well as the growing role of Internet-
based drug sales—constitutes an unusual and extraordinary 
threat to the national security, foreign policy, and economy 
of the United States. This serious threat requires [the United 
States] to modernize and update [its] response to drug traf-
ficking. I hereby declare a national emergency to deal with 
that threat.23 

IV. Conclusion 
While the “whole of government” approach to crime fighting is not 

a new concept, never has it been more important than today. There has 
finally been a realization that global criminal activity has no boundaries 
in scope and type of activity, and resources are scarce. The one common 
denominator underlying criminal activity throughout the world is actors’ 
desire for monetary gain. The means by which to obtain that monetary 

21 Exec. Order No. 14,059, 86 Fed. Reg. 71,549 (Dec. 15, 2021). 
22 The White House, Fact Sheet: Biden-Harris Administration Continues 
Progress on Fight Against Global Illicit Drug Trafficking (Nov. 16, 2023), 
https://www.whitehouse.gov/briefing-room/statements-releases/2023/11/16/fact-
sheet-biden-harris-administration-continues-progress-on-fight-against-global-illicit-
drug-trafficking/. 
23 Exec. Order No. 14,059, 87 Fed. Reg. 71,549 (Dec. 15, 2021). 
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gain does not simply involve one type of criminal activity or another. 
Rather, it involves multiple criminal activities with high cash volume 
and no legitimate oversight. Recognizing the diversity of today’s TCO, 
NDDS’s SOU has evolved dynamically to address this threat. 

NDDS’s SOU understands that its strengths, versatility, and mea-
surable effectiveness derive from mutually supportive inter-agency and 
prosecution partnerships. In this way, NDDS’s SOU is unique: not only 
does it work closely with the multi-national inter-agency representatives 
and prosecutors within the United States, but it also works regularly with 
other external agencies and prosecutors worldwide, and domestic and in-
ternational joint tasks forces, to leverage their resources and capabilities. 
This work thus makes NDDS’s SOU impact truly global in scope. 

Through a myriad of working groups initiatives, and operational ef-
forts, NDDS’s SOU continues successfully navigating and adapting to 
the ever-changing, dynamic landscape of TCOs and the threat they pose 
to the national security of the United States, and global security, writ 
large. NDDS’s SOU continues to maintain a critical and essential coor-
dination, deconfliction, and synthesis role in this regard. For those pros-
ecutors engaging in drug trafficking investigations with an international 
nexus, guidance and assistance from NDDS can be critical to the success 
of such investigations. 

Ultimately, as illicit networks continue to operate freely across re-
gional and international borders, NDDS’s SOU will continue to expand 
its reach through comprehensive coordination and critical work with part-
ners, who are also focused on identifying, neutralizing, and disrupting 
these networks. 
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I. Introduction 
Unscrupulous doctors who unlawfully prescribe controlled substances 

to their patients have helped fuel the opioid epidemic that continues to 
ravage communities and claim the lives of far too many Americans. Med-
ical professionals can be prosecuted for illegal drug distribution under the 
same statute as street dealers if they prescribe controlled substances for 
a purpose other than a legitimate medical purpose in the usual course 
of professional practice. Prosecuting medical professionals for unlawfully 
distributing and dispensing controlled substances through prescriptions, 
however, presents unique issues that are not present in street dealer cases. 
In this article, we discuss the fundamentals of prosecuting medical pro-
fessionals for violations of the Controlled Substance Act (CSA). Such a 
discussion necessarily examines the effects of the Supreme Court’s 2022 
decision in Ruan v. United States, 1 which clarified the mens rea required 
to prove that a medical professional violated section 841 of the CSA.2 

1 597 U.S. 450 (2022). 
2 21 U.S.C. § 841. 
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In this article, we provide a brief background on the CSA for medical 
professionals and discuss the post-Ruan standard for prosecuting medical 
professionals, including limits on the reach of Ruan. We then discuss 
various potential charges for medical professionals under the CSA, as well 
as common evidentiary issues in cases of unlawful prescription. Finally, we 
discuss appropriate jury instructions for CSA violations following Ruan. 

II. Background on the CSA for medical 
professionals 

Title 21, United States Code, Section 841 of the CSA prohibits, among 
other things, the manufacture, distribution, possession, or dispensation 
of a controlled substance, “except as authorized.”3 In the CSA, Congress 
recognized two competing concerns. On one hand, “[t]he illegal impor-
tation, manufacture, distribution, and possession and improper use of 
controlled substances have a substantial and detrimental effect on the 
health and general welfare of the American people.”4 On the other hand, 
Congress recognized that “[m]any of the drugs included within this sub-
chapter have a useful and legitimate medical purpose and are necessary 
to maintain the health and general welfare of the American people.”5 

Thus, the legal gatekeepers for these drugs are licensed medical pro-
fessionals who are registered with the Drug Enforcement Administration 
(DEA) to prescribe controlled substances. Prescriptions for controlled 
substances are authorized (and therefore permitted under the CSA) only 
if “issued for a legitimate medical purpose by an individual practitioner 
acting in the usual course of his professional practice.”6 Simply put, if a 
practitioner knowingly fails to prescribe to this standard, he is distribut-
ing controlled substances in violation of the CSA. 

The Supreme Court has long upheld the prosecution of doctors under 
the CSA when their conduct “exceeded bounds of professional practice.”7 

In United States v. Moore, the Supreme Court upheld the prosecution of a 
physician under section 841 when he, inter alia, “gave inadequate physical 
examinations or none at all; ignored the results of the tests he did make; 
. . . did not regulate the dosage at all; . . . did not charge for medical 
services rendered, but graduated his fee according to the number of tablets 

3 21 U.S.C. § 841(a). 
4 21 U.S.C. § 801(2). 
5 21 U.S.C. § 801(1). 
6 21 C.F.R. § 1306.04. 
7 United States v. Moore, 423 U.S. 122, 142 (1975). 
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desired; . . . [and] acted as a large-scale ‘pusher’ not as a physician.”8 

The Court explained in Moore that the “scheme of the statute, viewed 
against the background of the legislative history, reveals an intent to limit 
a registered physician’s dispensing authority to the course of his ‘pro-
fessional practice.’”9 The federal registration of physicians to dispense 
controlled substances “authorizes transactions within ‘the legitimate dis-
tribution chain’ and makes all others illegal. Implicit in the registration 
of a physician is the understanding that he is authorized only to act ‘as 
a physician.’”10 

III. The standard for prosecuting medical 
professionals (post-Ruan) 

Without disturbing the central holding of Moore, the Supreme Court, 
in Ruan, recently clarified the mens rea standard for prosecuting medical 
professionals under the CSA. To be convicted of unlawful distribution 
under the CSA, the government must prove that the medical profession-
als knowingly or intentionally prescribed controlled substances outside 
of the usual course of professional practice without a legitimate medical 
purpose.11 The Supreme Court granted the petitions of certiorari of two 
doctors, Xiulu Ruan and Shakeel Kahn, to consider the mens rea applica-
ble to 21 U.S.C. § 841 in the prosecutions of medical professionals who are 
authorized to write prescriptions.12 Both Ruan and Kahn actively prac-
ticed medicine and were permitted to prescribe controlled substances; 
they were both convicted of unlawfully distributing prescription drugs.13 

The Supreme Court held that the mens rea of knowledge or intent “ap-
plies to the ‘except as authorized’ clause” in the CSA, meaning “once a 
defendant meets the burden of producing evidence that his or her con-
duct was ‘authorized,’ the Government must prove beyond a reasonable 
doubt that the defendant knowingly or intentionally acted in an unau-
thorized manner.”14 This prima facie evidence of “authorization” usually 
takes the form of a medical license and DEA registration that facially 
permit the defendant to prescribe the drugs at issue. The government 
must then produce evidence that the defendant subjectively intended to 

8 Id. at 142–43 (cleaned up). 
9 Id. at 140. 
10 Id. at 141 (cleaned up). 
11 Ruan v. United States, 597 U.S. 450, 455 (2022). 
12 See id. at 455–57. 
13 Id. 
14 Id. at 457. 
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abuse the power granted to him or her by the DEA registration number 
and prescription pad. 

The Court’s holding does not shield doctors or other medical profes-
sionals from prosecution if the defendant simply claims that he thought 
he was authorized to write the prescriptions at issue. The Court in Ruan 
reiterated that the government “can prove knowledge of a lack of autho-
rization through circumstantial evidence” and noted that the regulation 
defining a medical professional’s prescribing authority references “objec-
tive criteria such as ‘legitimate medical purpose’ and ‘usual course’ of 
‘professional practice.’”15 In addition, “‘the more unreasonable’ a defen-
dant’s ‘asserted beliefs or misunderstandings are,’ especially as measured 
against objective criteria, ‘the more likely the jury . . . will find that the 
[g]overnment has carried its burden of proving knowledge.’”16 

Indeed, in the wake of the Court’s Ruan holding, a number of medical 
professionals have been convicted of unlawful distribution in violation of 
section 841(a).17 

IV. Ruan’s holding is limited to the CSA 
The Court’s ruling in Ruan does not extend beyond charges under 

sections 841 and 856.18 It does not undermine charges of conspiracy to 
distribute controlled substances in violation of 21 U.S.C. § 846 or Title 18 
charges such as conspiracy under sections 371 or 1349. Nor does it apply 
to violations of the Anti-Kickback Statute.19 

The Ruan litigation itself underscores that the Court’s holding is lim-
ited to proving section 841 charges. On remand, the Eleventh Circuit held 

15 Id. at 467 (quoting 21 C.F.R. § 1306.04(a)). 
16 Id. (quoting Cheek v. United States, 498 U.S. 192, 203–04 (1991)). 
17 See, e.g., United States v. Mohamad Och, No. 4:21-CR-40026 (D. Mass. November 
17, 2023); United States v. Crystal Compton and Kayla Lambert, No. 7:22-CR-7 
(E.D. Ky. September 25, 2023); United States v. Bowdoin Smith, No. 2:19-cr-5 (M.D. 
Tenn. July 26, 2023); United States v. Thomas Romano, No. 2:19-CR-202 (S.D. Ohio 
September 20, 2023); United States v. Eskender Getachew, No. 2:22-CR-68 (S.D. Ohio 
June 23, 2023); United States v. Jay Sadrinia, No. 2:22-CR-28 (E.D. Ky. June 22, 
2023); United States v. Jeffrey Young, No. 1:19-CR-10040 (W.D. Tenn. March 31, 
2023); United States v. Hau La, No. 3:22-cr-163 (M.D. Tenn July 19, 2022). 
18 The holding in Ruan was confined to section 841, however, at least one court has 
implied that Ruan’s holding extends to the proof necessary to convict for maintain-
ing a drug involved premises under section 856, which also contains the “except as 
authorized” language. United States v. Hofstetter, 80 F.4th 725, 730 (6th Cir. 2023). 
Ruan should apply to prosecutions under section 856(a)(1) where the defendant pro-
duces evidence that he or she had authorization to dispense controlled substances or 
otherwise employed practitioners who had such authorization. 
19 42 U.S.C. § 1320a-7b. 
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that even though there was error in the section 841 jury instructions, there 
was no need to vacate the defendants’ other convictions, including for 
conspiracy, in violation of section 846, health care fraud charges, money 
laundering, and racketeering. For example, the court reasoned that “[t]he 
jury did not need an additional instruction clarifying between subjective 
and objective good faith for the ‘except as authorized’ exception, because 
the conspiracy instructions already required them to find that the de-
fendant acted with subjective knowledge.”20 Moreover, “the inadequate 
instruction [did] not affect the defendants’ convictions for conspiracy to 
commit health care fraud in violation of 18 U.S.C. §§ 1347 and 1349.”21 

“[T]he inadequate instruction [was] equally irrelevant to the defendants’ 
conviction under the Anti-Kickback Statute.”22 

Courts around the country have not only found that “Ruan error” 
in section 841 jury instructions did not infect other counts of conviction, 
but they have also declined to expand Ruan’s interpretation of the mens 
rea in section 841 to other statutes pretrial.23 

V. Charging a medical professional with a 
CSA violation 

A. Unlawful dispensation or distribution in violation 
of section 841(a) 

When charging a medical practitioner with a section 841(a) violation, 
the government typically alleges that the defendant “knowingly and in-
tentionally distributed or dispensed a controlled substance through pre-
scriptions that were not issued for a legitimate medical purpose by a 
practitioner acting within the usual course of professional practice” or 
similarly constructed language.24 This language should not require alter-
ation in the wake of Ruan. Indeed, following Ruan, challenges to this and 
similar charging language have routinely been denied outside of the Ninth 

20 United States v. Ruan, 56 F.4th 1291, 1299 (11th Cir. 2023), cert. denied. Xiulu 
Ruan & John Patrick Couch v. United States, 144 S. Ct. 377 (2023). 
21 Id. 
22 Id. at 1300. 
23 See, e.g., United States v. Valentino, No. CR 2/1–/209, 2023 WL 361077, at *14 
(E.D. Pa. Jan. 23, 2023) (“In rejecting Valentino’s argument before trial, the Court 
concluded the Anti-Kickback Statute’s personal services safe harbor did not warrant 
the same treatment as the ‘except as authorized’ clause in Section 841 of the Controlled 
Substances Act examined by the Supreme Court in Ruan.”) (not precedential). 
24 See, e.g., United States v. Suetholz, No. 2:21-CR-00056-DLB-CJS (E.D. Ky. Oct. 
14, 2021), ECF No. 1. 
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Circuit.25 

Importantly, Ruan is a case about the government’s burden at trial, 
not the requirements of a valid indictment under Federal Rule of Criminal 
Procedure 7(c)(1).26 The Ruan decision clarified the mens rea requirement 
for proving a section 841(a) violation to a jury; it did not change the re-
quirements for alleging such a violation.27 If the government need not 
refer to a lack of authorization in an indictment, then it follows that the 
government is also not required to allege the associated mens rea—that 
the defendant knowingly and intentionally acted in an unauthorized man-

28ner. 
Even if the government was required to allege a knowing and inten-

tional violation of the “except as authorized” clause, the charging lan-
guage above is sufficient because the reader would most naturally construe 
“knowingly and intentionally” as modifying every subsequent element in 
the sentence.29 The reasoning in Ruan bolsters that conclusion; the Court 
found the CSA’s mens rea applies to the “except as authorized” clause 
even though the clause “does not immediately follow the scienter provi-
sion.”30 

Often, a medical practitioner who unlawfully distributes controlled 
substances will have issued hundreds, if not thousands, of prescriptions 

25 See, e.g., United States v. Taylor, No. 6:21-CR-13, 2022 WL 4227510, at *6 (E.D. 
Ky. Sept. 13, 2022) (not precedential); United States v. Mohamad Och, No. 4:21-CR-
40026 (D. Mass. Jan. 31, 2023), ECF No. 53 (not precedential); United States v. Bow-
doin Smith, No. 2:19-CR-5 (M.D. Tenn. April 4, 2023), ECF No. 134 at 1–2 (not prece-
dential); United States v. Fletcher, No. CR 2/1–/23-DLB-CJS-2, 2023 WL 4097026, at 
*5–6 (E.D. Ky. June 20, 2023) (not precedential); but see United States v. Wells, No. 
2:19-CR-216, 2023 WL 3341673, at *4 (D. Nev. May 10, 2023) (“[T]he Indictment is 
defective because the Ruan-added mens rea, which is an element in the Ninth Circuit, 
is not sufficiently alleged.”) (not precedential). 
26 See Ruan v. United States, 597 U.S. 450, 454 (2022) (“The question before us 
concerns the state of mind that the Government must prove to convict these doctors 
of violating the statute.”). 
27 See, e.g., id. at 462 (“[T]he Government need not set forth in an indictment a lack 
of authorization, or otherwise allege that a defendant does not fall within the many 
exceptions and exemptions that the Controlled Substances Act contains”). 
28 See Fletcher, 2023 WL 4097026, at *4. Contra United States v. Spayd, 627 F. Supp. 
3d 1058, 1063 (D. Alaska 2022) (“For the purposes of this Order, this Court assumes 
that lack of authorization, even if it is something of a ‘quasi-element,’ must be pled 
in the indictment.”). 
29 See Flores-Figueroa v. United States, 556 U.S. 646, 650 (2009) (“As a matter of 
ordinary English grammar, it seems natural to read the statute’s word ‘knowingly’ as 
applying to all the subsequently listed elements of the crime.”). 
30 Ruan, 597 U.S. at 458, 461 (“We have accordingly held that a word such as ‘know-
ingly’ modifies not only the words directly following it, but also those other statutory 
terms that separate wrongful from innocent acts.”) (internal citation omitted). 
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without a legitimate medical purpose outside the usual course of profes-
sional practice. Medical experts will often determine that the entirety of a 
putative defendant’s prescribing to particular patients was not for a legit-
imate medical purpose in the usual course of professional practice. When 
determining which prescriptions to charge as unlawful distributions, pros-
ecutors should look to the particular facts surrounding the prescription: 
for example, what other drugs were prescribed concurrently to the patient 
(either by the defendant or another practitioner); what was the combined 
morphine milligram equivalent31 of the controlled substances prescribed; 
what were the results of any urine drug screenings at the appointment; 
does the medical record for the corresponding office visit reflect individu-
alized medicine, or was it cut and pasted either from other patient files or 
within the same patient file; and has a pharmacist refused to fill the pre-
scription for this patient and called the medical clinic, yet the defendant 
continues to prescribe in the same manner? Of course, if there is clear ev-
idence that the drugs were prescribed for a purpose other than medicine 
(for example, in exchange for sex, cash, or other favors) the prescriptions 
written in exchange should form the basis of substantive counts of section 
841(a). 

When charging a prescription as a distribution, all the controlled sub-
stances prescribed on a particular date can be grouped into a single count. 
But if the controlled substances are in different schedules, for example a 
Schedule II opioid and a Schedule IV benzodiazepine, charging the con-
trolled substances in the same count may require a special verdict form 
at trial. Instead, another option is to charge each unlawful prescription 
of controlled substance in individual counts. 

B. Conspiracy in violation of section 846 

In cases where multiple medical practitioners, or medical practition-
ers and others, work together to unlawfully distribute or dispense con-
trolled substances, charging a conspiracy in violation of section 846 is 
often appropriate. Charging a medical practitioner with conspiracy to un-
lawfully distribute or dispense controlled substances in violation of section 
846 may be beneficial to a case for the same reasons that a conspiracy 
charge is often beneficial: for example, the admissibility of co-conspirator 
statements, Pinkerton liability, and venue options.32 Another benefit of 

31 Morphine milligram equivalent (MME) is a value assigned to opioids that represents 
the potency of an opioid dose relative to morphine. 
32 Notably, a section 846 controlled substance conspiracy does not require an overt 
act. United States v. Shabani, 513 U.S. 10 (1994). Nevertheless, any act that was taken 
to advance or help the conspiracy would provide venue for the conspiracy charge. 
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charging a medical practitioner with a section 846 conspiracy is that a 
defendant’s controlled substance prescribing—usually contained within a 
Prescription Drug Monitoring Program (PDMP) report—to her patient 
population during the course of the conspiracy is likely admissible, even 
if the distributions are not separately charged in substantive counts. In-
cluding the total number and type of controlled substances distributed as 
part of the conspiracy in the indictment will support the introduction of 
uncharged unlawful prescriptions. 

C. Maintaining drug involved premises in violation of 
section 856 

In many “pill mill” cases where the purpose of the relevant clinic was 
to unlawfully distribute controlled substances, a charge of “maintaining a 
drug involved premises” may be appropriate. Charging a defendant with 
maintaining a drug involved premises in violation of section 856(a)(1) 
requires proof that the defendant (1) opened, leased, rented, used, or 
maintained the premises identified in the indictment, either permanently 
or temporarily; (2) that he maintained that place for the purpose of dis-
tributing or dispensing outside the usual course of professional practice 
and not for a legitimate medical purpose any controlled substance; and 
(3) that he acted knowingly.33 

The government does not have to prove that illegal drug distribu-
tion was the sole purpose for which a defendant maintained the relevant 
clinic. Nonetheless, depending on the circuit, the government must prove 
that illegal drug distribution was either a “significant or important” or 
a “primary or principal” reason the defendant maintained her medical 
practice.34 

To prove the purpose of the clinic—whether a primary purpose or a 
significant purpose—the government should seek to admit atmospheric 

33 See United States v. Fuhai Li, No. 3:16-CR-194, 2019 WL 1126093, at *8 (M.D. 
Pa. Mar. 12, 2019) (not precedential). 
34 Compare United States v. Russell, 595 F.3d 633, 643 (6th Cir. 2010) (“significant 
or important”); United States v. Soto-Silva, 129 F.3d 340, 346 n. 4 (5th Cir. 1997) 
(“We note that section 856(a)(1) does not require that drug distribution be the 
primary purpose, but only a significant purpose.”) (emphasis in original), with 
United States v. Mancuso, 718 F.3d 780, 795 (9th Cir. 2013) (“‘in the residential 
context, the manufacture (or distribution or use) of drugs must be at least one of the 
primary or principal uses to which the house is put’”) (quoting United States v. Shetler, 
665 F.3d 1150, 1162 (9th Cir. 2011)); United States v. Rhodes, 730 F.3d 727, 730 
(8th Cir. 2013) (a defendant “may be convicted of violating § 856(a)(1) if one of his 
primary uses of the residence was drug distribution”); United States v. Verners, 53 
F.3d 291, 296 (10th Cir. 1995) (“that the manufacture (or distribution or use) of drugs 
must be at least one of the primary or principal uses to which the house is put.”). 
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evidence that the clinic operated as a pill mill: out-of-state patients, long 
lines, groups of “patients” being transported to the clinic together, aber-
rant patient behavior in the waiting room, and drug sales in the parking 
lot. Increasingly though, as a result of media attention, intensified law 
enforcement efforts, and prosecutions, blatant pill mills exhibiting these 
red flags have ceased proliferating. More commonly now, drug dealing 
operations are better disguised as medical practices. To the extent that 
pill mill indicators exist, those remain useful evidence to demonstrate 
that the purpose of the clinic was to unlawfully distribute controlled sub-
stances. The government can also analyze Medicaid data together with 
PDMP data to demonstrate the percentage of the clinic’s patient popu-
lation that received controlled substances in order to prove the purpose 
of the clinic. Additional helpful evidence includes similarities across pa-
tient charts or mass-production of patient charts. The government can 
also analyze the PDMP data for the clinic to demonstrate similarities in 
the regimen of drugs prescribed across all patients. 

Because the government must prove the purpose of the clinic for a sec-
tion 856 violation, practice-wide evidence is admissible.35 This includes 
the admission of the clinic’s entire PDMP for the charged period as in-
trinsic evidence.36 

VI. Common evidentiary issues in cases of 
unlawful prescriptions 

A. Experts 

Medical expert testimony regarding the usual course of professional 
practice and legitimate medical purpose can be critical evidence, though 
not required to prove a defendant’s guilt. Courts have routinely admitted 
such testimony, even in the face of challenges under the Federal Rules of 
Evidence, including Rules 702 and 704.37 

35 See United States v. Spayd, No. 3:19-CR-0111-JMK, 2022 WL 4367621, at *4 (D. 
Alaska Sept. 20, 2022) (not precedential); United States v. Nasher-Alneam, 399 F. 
Supp. 3d 561, 567 (S.D. W.Va. 2019) (not precedential); Fuhai Li, 2019 WL 1126093, 
at *9–10 (not precedential). 
36 See Nasher-Alneam, 399 F. Supp. 3d at 561, 567; Fuhai Li, 2019 WL 1126093, at *9 
(PDMP data “for all prescriptions written by [defendant] from January 2011 through 
January 2015” was admitted as evidence of a section 856 violation). 
37 See, e.g., United States v. Anderson, 67 F.4th 755 (6th Cir. 2023); see 
also United States v. Volkman, 797 F.3d 377, 389 (6th Cir. 2015) (citing 
United States v. Chube II, 538 F.3d 693 (7th Cir. 2008) and United States v. Schnei-
der, 704 F.3d 1287 (10th Cir. 2013)) (finding that that expert testimony regarding 
“legitimate medical purpose” did not “usurp the jury’s function by drawing a le-
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Pretrial litigation regarding both government and defense experts may 
explore the expert’s methodology in reaching conclusions about patient 
files or prescriptions. Motions in limine may also limit the testimony of 
noticed experts. For example, while experts may testify about the usual 
course of professional practice and legitimate medical purpose, expert 
testimony that opines directly on the defendant’s state of mind or upon 
bases for which the expert would not have knowledge may be challenged.38 

B. Medical records 

The medical records for the office visits during which the unlawful 
prescriptions were issued are key evidence in cases of unlawful prescrip-
tions. To begin with, medical records are necessary for a medical expert to 
review and provide his or her opinion regarding whether the prescriptions 
were issued for a legitimate purpose by a practitioner acting in the usual 
course of professional practice. In addition, medical records often pro-
vide important evidence at trial. They may include the results of urine 
drug testing, including aberrant results. They may include notes from 
prior or concurrent medical providers, including those who declined to 
prescribe controlled substances to the patient. Medical records may con-
tain evidence of non-individualized treatment and cookie cutter entries. 
Critically, medical records may contain evidence of notice to the defen-
dant that her prescribing caused concern, including notes regarding calls 
from complaining pharmacists or family members. Conversely, a thor-
ough search or subpoena for medical records may reveal that no medical 
records exist for one or more patients, which is itself valuable evidence. 

Medical records are often obtained through premises search warrants 
executed at the medical clinic. Increasingly, medical records are electronic 
and if they are maintained on a cloud-based electronic medical record 
(EMR) system, they can be obtained directly from the EMR provider. 
Whether medical records are obtained from the premises or an EMR 
provider, it is prudent for prosecutors to subpoena the medical records 
they plan to have an expert review from the medical clinic itself. This 

gal conclusion; instead, both experts applied their understanding of the standard-of-
care to a limited sample of facts”); United States v. Duldulao, 87 F.4th 1239, 1270 
(11th Cir. 2023) (“Our precedent allows medical experts to testify about the ultimate 
issue of the appropriate standard of care.”). 
38 See United States v. Gowder, No. 6:17-CR-25, 2019 WL 112307, at *2 (E.D. Ky. 
Jan. 2, 2019) (limiting defense expert testimony, reasoning that while the “pain man-
agement expertise fully qualifie[d] him to discuss the scope of legitimate medical treat-
ment . . . opinions on standard operating procedures for illicit pill mills require ‘knowl-
edge, skill, experience, training, or education’ regarding criminal enterprises.”) (quot-
ing Fed. R. Evid. 702) (not precedential). 
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will ensure that the medical records are complete, and that there is a 
custodian who can testify as such. 

An issue worth flagging is that special confidentiality protections ap-
ply to medical records of federally assisted substance use disorder (SUD) 
treatment programs, also known as “Part 2” programs. Title 42, United 
States Code, Section 290dd-2 imposes unique duties on the custodians of 
SUD treatment records, mandating that records of the identity or treat-
ment of any patient which are maintained in connection with substance 
abuse treatment shall be confidential and disclosed only by consent of the 
patient or “by an appropriate order of a court of competent jurisdiction 
granted after application showing good cause therefor . . . .”39 Subsection 
290dd-2(g) authorizes the Secretary of Health and Human Services to pre-
scribe regulations for implementation. Such regulations appear in Title 
42, Code of Federal Regulations, Part 2, known colloquially as “Part 2.”40 

To qualify as a Part 2 program, and thus be covered by the confidentiality 
provisions set forth in section 290dd-2 and regulations for implementa-
tion, an individual or entity must be federally assisted and hold itself out 
as providing, and provide, alcohol or drug abuse diagnosis, treatment, or 
referral for treatment.41 

Practically, this means that if a target medical practitioner is federally 
assisted (for example, enrolled in Medicare, holds tax exempt status from 
the Internal Revenue Service, or previously registered with the DATA-
waiver program) and provides SUD treatment (for example, buprenor-
phine) or referrals for SUD treatment, they are likely a Part 2 program 
and their medical records are subject to these confidentiality protec-
tions.42 Before obtaining the medical practitioner’s medical records, pros-
ecutors should apply for a court order authorizing the disclosure and use 
of SUD treatment records based on good cause pursuant to Title 42, Code 

39 See 42 U.S.C. § 290dd-2(b)(2)(C). 
40 Notably, on February 16, 2024, the Department of Health and Human Services 
published a final rule modifying the Part 2 regulations. The final rule will be effective 
60 days after publication, which is April 16, 2024. See 89 Fed. Reg. 12472 (Feb. 16, 
2024) (to be codified at 42 C.F.R. pt. 2). 
41 See 42 C.F.R. § 2.11. 
42 The Drug Abuse Treatment Act of 2000 (DATA 2000) allowed certain qualified 
practitioners to treat patients with buprenorphine outside of an opioid treatment pro-
gram. Children’s Health Act of 2000, H.R. 4365, 106th Cong. Title XXXV (2000). To 
obtain this “DATA-Waiver,” practitioners were required to submit a Notice of Intent 
to the DEA and SAMHSA, attesting to the completion of certain specialized training 
requirements. As of December 29, 2022, the DATA-Waiver program was eliminated, 
and a DATA-Waiver registration is no longer required for DEA registrants to prescribe 
buprenorphine to patients to treat opioid use disorder. Consolidated Appropriations 
Act of 2023 (P.L. 117-328). 

March 2024 DOJ Journal of Federal Law and Practice 43 

https://www.westlaw.com/Document/NAEAB3A80739511EA90A9B490EA5B38D8/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.federalregister.gov/documents/2024/02/16/2024-02544/confidentiality-of-substance-use-disorder-sud-patient-records
https://www.federalregister.gov/documents/2024/02/16/2024-02544/confidentiality-of-substance-use-disorder-sud-patient-records
https://1.next.westlaw.com/Browse/Home/Regulations/CodeofFederalRegulationsCFR?guid=ND58A2610DE6611E6A411DA0D08EDA4EE&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
https://www.westlaw.com/Document/N5F17C5B0DE4311EA9392C8A76C5DD292/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.congress.gov/bill/106th-congress/house-bill/4365
https://www.congress.gov/117/bills/hr2617/BILLS-117hr2617enr.pdf
https://www.congress.gov/117/bills/hr2617/BILLS-117hr2617enr.pdf


of Federal Regulations, Section 2.66.43 To determine whether good cause 
exists, the court must find that: (1) other ways of obtaining the informa-
tion are not available or would not be effective; and (2) the public interest 
and need for the disclosure outweigh the potential injury to the patient, 
the physician-patient relationship, and the treatment services.44 

Notably, the purpose of these confidentiality protections is to protect 
patients seeking treatment for SUD, not to protect medical practition-
ers. Indeed, none of the information obtained pursuant to a court order 
under section 2.66 may be used to investigate or prosecute a patient in 
connection with a criminal matter.45 “The reason for this is clear: to 
protect patients, not physicians, from criminal prosecution while they are 
seeking treatment for addiction.”46 The patient-centered purpose is worth 
underscoring because defendants have, on occasion, attempted to exclude 
evidence gathered without section 2.66 orders.47 The government has suc-
cessfully argued in those cases that exclusion is not the proper remedy.48 

“[T]he exclusionary rule deters constitutional violations, not violations of 
federal, state, or local regulations.”49 Further, the regulatory scheme sets 
forth the remedy for violating the regulation—a fine, not suppression.50 

C. Practice-wide evidence 

A recurring issue in section 841(a) trials is the admissibility of practice-
wide evidence. The Ruan standard “giveth and it taketh away,” according 
to one court in Eastern Kentucky that relied on Ruan to admit evidence of 
the defendant’s prescribing practices that predated the charged prescrip-
tions.51 In United States v. Sadrinia, the government charged a dentist 
with improperly prescribing morphine and oxycodone to a single patient 

43 A separate provision, section 2.67, governs the use of undercover informants in a 
Part 2 program. 
44 See 42 C.F.R. § 2.64(d). 
45 42 C.F.R. § 2.66(d). 
46 United States v. Pompy, No. 18-CR-20454, 2021 WL 978797, at *5 (E.D. Mich. 
Mar. 16, 2021) (not precedential). 
47 See, e.g., id. 
48 Id. 
49 Id. 
50 See 42 C.F.R. § 2.3 (“[A]ny person who violates any provision of this section or 
any regulation issued pursuant to this section shall be fined in accordance with Title 
18 of the U.S. Code.”); State v. Magnuson, 682 P.2d 1365 (Mont. 1984) (finding that 
under the regulation “[i]f Congress had intended that suppression and dismissal were 
the appropriate remedies for a violation of confidentiality it would have so provided”). 
51 Ruan v. United States, 597 U.S. 450, 454 (2022). 
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who ultimately overdosed on the defendant’s prescribed drugs and died.52 

The government sought to admit testimony and documents establishing 
a pattern of prescribing opioids to the majority of the defendant’s den-
tal patients, as well as evidence of specific instances in which employees 
warned him generally about prescribing.53 

The Sadrinia court read Ruan as “reasonably allow[ing] the United 
States to establish and admit evidence that’s relevant to show intent and 
knowledge” observing that “this type of evidence [described above] is 
relevant to that.”54 In a hearing on the defense motion to exclude, the 
Court said 

[o]ne’s practices are the quintessential type of evidence that 
I think Ruan anticipates. The standard in these cases is very 
high. The United States has to show that a defendant doctor 
knowingly or intentionally acted in an unauthorized manner. 
That he had, in essence, ill intent. The mental state of the 
defendant is clearly relevant. . . . If the defendant was doing 
things during his practice, which is relevant to whether or not 
he knew [not just a reasonable doctor but that] he knew that 
what he was doing, perhaps, was unauthorized, that’s the type 
of evidence that comes in.55 

The court’s ruling in Sadrinia represents one approach to practice-
wide evidence in section 841 cases following Ruan. However, the admis-
sibility of practice-wide evidence, namely uncharged prescriptions issued 
by a defendant medical practitioner, typically contained in a PDMP re-
port, will vary depending on the case, the jurisdiction, and even the judge. 
Some courts have admitted PDMP evidence of uncharged prescriptions as 
intrinsic evidence of the section 841(a) charges because the uncharged pre-
scriptions tend to demonstrate that the defendant is an outlier and there-
fore acting outside the usual course of professional practice.56 Other courts 
have admitted PDMP evidence of uncharged prescriptions as 404(b) evi-
dence of a defendant’s motive, intent, plan, or knowledge.57 

Whether the uncharged prescription data are admitted as intrinsic 
evidence or for a 404(b) purpose, courts have taken varying positions on 

52 Case No. 2:22-CR-2‘8, 2023 WL 3854054 (E.D. Ky. June 6, 2023) (not precedential). 
53 Id., ECF No. 145 at 29. 
54 Id. 
55 Id., ECF No. 145 at 27–28. 
56 See United States v. Kraynak, 553 F. Supp. 3d 245, 253 (M.D. Pa. 2021). 
57 See United States v. Lague, 971 F.3d 1032, 1040 (9th Cir. 2020); 
United States v. Merrill, 513 F.3d 1293, 1303 (11th Cir. 2008), overruled on other 
grounds by United States v. Duldulao, 87 F.4th 1239 (11th Cir. 2023). 
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how much of the PDMP data to admit. Some courts have allowed the 
admission of PDMP evidence of all uncharged prescriptions during the 
charged time period,58 some have limited the evidence to only those un-
charged prescriptions for the same controlled substances as those charged 
in the indictment,59 and yet other courts have limited the evidence to 
only those uncharged prescriptions for the patients whose prescriptions 
are charged in the indictment.60 Prosecutors seeking to admit PDMP ev-
idence of uncharged prescriptions in section 841(a) cases should move in 
limine to admit that evidence and seek a ruling by the court presiding 
over trial before seeking to admit such evidence or any summary charts 
derived from such evidence. 

D. Witnesses with histories of SUD 

Evidence of a defendant’s unlawful distribution may come in the form 
of lay witnesses and may include office staff, State Medical Board repre-
sentatives, and former patients. The last category of witnesses may also 
implicate witness issues regarding drug addiction and different phases of 
recovery. For example, a former patient witness who suffered from SUD 
at the time they were “treated” by a defendant may have memory issues. 
Their testimony can often be bolstered by family members or friends 
who can testify to the patient’s demeanor and obvious signs of SUD or 
drug-seeking behaviors at the time. If the family member or friend ac-
companied the patient to their appointments with the defendant, or even 
drove the patient to their appointments, they can speak to the patient’s 
demeanor and appearance at the time of their appointments. They often 
will also have observations about the waiting room, parking lot, or other 
atmospheric observations. 

Notably, the former patient witness’s SUD itself may be proof of the 
defendant’s crime. In addition, if the only controlled substance prescrip-
tion other providers would prescribe to the former-patient witness after 
the defendant’s clinic was shut down was buprenorphine for SUD treat-
ment, that can be valuable evidence to introduce. 

VII. Jury instructions (post-Ruan) 
Consistent with Ruan, the district court must instruct the jury that 

a medical practitioner may be found guilty of a section 841(a) offense 

58 See Merrill, 513 F.3d at 1300. 
59 United States v. Kistler, No. 2:22-CR-67, 2023 WL 1099726, at *6 (S.D. Ohio 
Jan. 30, 2023) (not precedential). 
60 See United States v. Romano, No. 2:19-CR-202 (S.D. Ohio Aug. 23, 2023), ECF 
No. 169. 
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only if he “knowingly or intentionally” prescribed controlled substances 
other than for a legitimate medical purpose in the usual course of his 
professional practice.61 This requirement should be treated like an element 
of the section 841(a) offense.62 

Following Ruan, prosecutors can reasonably oppose any proposed good 
faith instruction as a medical practitioner’s purported good faith is sub-
sumed by the mens rea requirement of section 841(a). The Supreme Court 
counseled in Ruan that “[section] 841, like many criminal statutes, uses 
the familiar mens rea words ‘knowingly or intentionally.’ It nowhere uses 
words such as ‘good faith,’ ‘objectively,’ ‘reasonable,’ or ‘honest effort.’”63 

The “knowledge or intent” requirement identified by the Supreme Court 
in Ruan renders a separate good faith instruction unnecessary.64 

Prosecutors should, however, request a willful blindness or deliberate 
ignorance instruction if supported by the trial record. A deliberate igno-
rance instruction does not set forth “a standard less than knowledge; it 
is simply another way that knowledge may be proven.”65 A medical prac-
titioner who ignores accepted professional norms or turns a blind eye to 
what is obvious, can potentially be deemed to have knowingly prescribed 
controlled substances outside the usual course of professional practice, in 
violation of section 841(a).66 

The Ruan decision should not alter jury instructions in conspiracy 
cases under section 846 because a conspiracy involves “an agreement 
with the ‘specific intent that the underlying crime be committed’ by 
some member of the conspiracy.”67 If the jury finds that a defendant 
joined the conspiracy knowing its unlawful object (distributing a con-
trolled substance not for a legitimate medical purpose in the usual course 
of professional practice) and specifically intended to help accomplish that 
goal, the jury will have concluded that the defendant had the requisite 

61 See 21 C.F.R. § 1306.04(a). 
62 See United States v. Ruan, 597 U.S. 450, 463–64 (2022). 
63 Id. at 465 (cleaned up). 
64 See United States v. Anderson, 67 F.4th 755, 765 (6th Cir. 2023); see also 
United States v. Bauer, 82 F.4th 522, 532 (6th Cir. 2023) (noting that the good 
faith defense was likely rendered obsolete by Ruan). 
65 United States v. Mitchell, 681 F.3d 867, 877 (6th Cir. 2012) (quoting 
United States v. Severson, 569 F.3d 683, 689 (7th Cir. 2009)). 
66 See Global-Tech Appliances, Inc. v. SEB S.A., 563 U.S. 754, 766 (2011) (recognizing 
the “well established” principle that when a “statute requires proof that a defendant 
acted knowingly or willfully . . . defendants cannot escape the reach of the statute by 
deliberately shielding themselves from clear evidence of critical facts that are strongly 
suggested by the circumstances”) (cleaned up). 
67 Ocasio v. United States, 578 U.S. 282, 288 (2016) (emphasis and internal citations 
omitted). 
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knowledge mandated by Ruan. 
Jury instructions for a maintaining a drug involved premises charge 

under section 856 should make clear that the jury must find that the de-
fendant knew that the activity (“manufacturing, distributing, or using”) 
occurring at the “place” in question was not “authorized”—meaning that 
the activity was not for a legitimate medical purpose in the usual course 
of professional practice. 

VIII. Conclusion 
Prosecuting medical practitioners for the unlawful distribution of con-

trolled substances presents unique charging, evidentiary, and legal issues 
that make these cases different from street level dealer cases. These issues 
can be managed, however, and the Supreme Court’s decision in Ruan did 
not cause any fundamental change in the prosecution of medical practi-
tioners. It merely clarified a standard that the government was already 
largely prepared to meet: proving the knowing and intentional violation 
of law by the prescriber. Moreover, the Ruan decision provides helpful 
guidance on the ways in which medical practitioners’ deviation from the 
usual course of professional practice can be circumstantial evidence of a 
defendant’s subjective intent. Indeed, the language of Ruan can be used 
to show courts the kind of evidence that should be admitted in order to 
meet the standard it set forth and should be used to urge courts to ad-
mit such evidence. Prosecuting unscrupulous medical practitioners who 
unlawfully prescribe controlled substances remains an important part of 
the Department of Justice’s effort to reduce the illicit supply of some of 
the world’s most dangerous and addictive drugs. 
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I. Introduction 

It’s 5:21 a.m. and you receive a call from a Special Agent who is a 
member of a local drug task force. He is calling because the local po-
lice are investigating a potential fentanyl overdose that just occurred on 
Christmas Eve. Police officers responded to a house after a 911 call and 
located a victim who died from an apparent drug overdose. The body is 
cold, blue, and the victim has foam around his mouth. Officers found a 
piece of foil with a burn mark on it next to the victim and a lighter still 
clutched in the victim’s hand. On the nightstand, nearby investigators 
see two small blue plastic baggies—one contains a couple of blue pills 
stamped with an M and 30 on them and the other has a small amount 
of a white powdery substance. From the scene and initial conversations 
with the victim’s roommates, officers believe the victim ordered fentanyl, 
smoked fentanyl, and then overdosed and died sometime during the night. 
A phone has been found near the victim and there is drug paraphernalia 
scattered throughout the room where the victim was found. The medical 
examiner’s office has also responded. The drug task force officers who 
responded have reached out to the agent and now the agent is calling 
because everyone wants to know if your office is interested in prosecuting 
the case, and if so, what they should do. 

With the number of drug overdoses at historic levels, federal prosecu-
tors are increasingly brought into overdose investigations with the hope 
that we can prosecute the dealers responsible for selling these poisons to 
the victims. In 2021, there were more than 106,000 drug overdose deaths 
reported in the United States, with 70,601 of those overdose deaths in-
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volving synthetic opioids.1 Figures 12 and 23 show various rates of these 
overdose deaths. 

Figure 1 

Figure 2 

1 National Institutes of Health, National Institute on Drug Abuse, Drug 
Overdose Death Rates (June 30, 2023), https://nida.nih.gov/research-topics/trends-
statistics/overdose-death-rates. 
2 See Drug Overdose Death Rates, supra note 1. This figure shows the national drug-
involved overdose deaths among all ages and by gender for 1999–2021. This includes 
deaths with underlying causes of unintentional drug poisoning (X40–X44), suicide drug 
poisoning (X60–X64), homicide drug poisoning (X85), or drug poisoning of undeter-
mined intent (Y10–Y14), as coded in the International Classification of Diseases, 10th 
Revision. See CDC Wonder, Centers for Disease Control and Prevention, 
National Center for Health Statistics Mortality Data on CDC Wonder (September 8, 
2023), https://wonder.cdc.gov/mcd.html. 
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In 2022, fentanyl was responsible for over 200 deaths in the United 
States every day, and a total of 73,654 people died from a fentanyl over-
dose.4 For Americans aged 18 to 45, the leading cause of death is now 
fentanyl overdoses.5 In the 12-month period ending in May 2023, more 
than 73,765 people in the United States died from overdoses related to 
fentanyl and other synthetic opioids, excluding methadone.6 Both of the 
districts in which we work—Oregon and North Dakota—have also experi-
enced their share of this national tragedy, with fentanyl being the leading 
cause of overdose deaths. Between 2015 and 2021, Oregon experienced 
a 932% increase in fentanyl overdose deaths.7 In 2023, “Oregon had the 
highest rate of increase in fentanyl deaths in the nation with a one-year 
increase of more than 67[%], compared to a national average of 5[%].”8 

In 2021, Oregon had 1,171 overdose deaths.9 In Oregon, 74.2% of over-
dose deaths involved at least one opioid and 65% involved at least one 
stimulant—illegally-made fentanyl was the most commonly involved opi-
oid and methamphetamine was the most commonly involved stimulant.10 

In 2021, North Dakota had 124 overdose deaths; approximately 75% of 
those drug overdose deaths involved at least one opioid and 66% of those 

3 See Drug Overdose Death Rates, supra note 1. This figure shows the national drug-
involved overdose deaths among all ages for 1999–2021. This includes deaths with 
underlying causes of unintentional drug poisoning (X40–X44), suicide drug poisoning 
(X60–X64), homicide drug poisoning (X85), or drug poisoning of undetermined intent 
(Y10–Y14), as coded in the International Classification of Diseases, 10th Revision. 
See CDC Wonder, Centers for Disease Control and Prevention, National 
Center for Health Statistics Mortality Data on CDC Wonder (September 8, 2023), 
https://wonder.cdc.gov/mcd.html. 
4 Are Fentanyl Overdose Deaths Rising in the U.S., USAFACTS (Sept. 27, 2023), 
https://usafacts.org/articles/are-fentanyl-overdose-deaths-rising-in-the-us/. 
5 DEA Administrator on Record Fentanyl Overdose Deaths, Get Smart About 
Drugs (Oct. 27. 2023), https://www.getsmartaboutdrugs.gov/media/ 
dea-administrator-record-fentanyl-overdose-deaths. 
6 Provisional Drug Overdose Death Counts, Center for Disease Control and 
Prevention (Oct. 11, 2023), https://www.cdc.gov/nchs/nvss/vsrr/drug-overdose-
data.htm. 
7 Fentanyl by State Report, Families Against Fentanyl (Feb. 4, 2023) 
https://www.familiesagainstfentanyl.org/research/bystate. 
8 Oregon, Washington see largest increases in fentanyl deaths since last year, KPTV 12 
(Sept. 26, 2023) https://www.kptv.com/2023/09/26/oregon-washington-see-largest-
increases-fentanyl-deaths-since-last-year/. 
9 Drug Overdose Mortality by State, Centers for Disease Control and Pre-
vention (March 1, 2022) https://www.cdc.gov/nchs/pressroom/sosmap/drug 
poisoning mortality/drug poisoning.htm. 
10 SUDORS Dashboard: Fatal Overdose Data, Centers for Disease Control and Preven-
tion (Dec. 26, 2023), https://www.cdc.gov/drugoverdose/fatal/dashboard/index.html. 
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deaths involved synthetic opioids (for example, illicitly manufactured fen-
tanyl), which has increased 25% since 2020.11 

Federal law provides for enhanced penalties where someone manufac-
tures, distributes, dispenses, or possesses with the intent to manufacture, 
distribute, or dispense a Schedule I or II controlled substance and “death 
or serious bodily injury results from the use of such substance.”12 These 
sentencing enhancements are often referred to as the “Len Bias” law. 
Leonard “Len” Bias was an All-American University of Maryland bas-
ketball player, and in 1986—two days after being selected by the Boston 
Celtics with the second overall pick in the NBA draft—he died from a 
cocaine overdose. That same year, Congress passed and President Rea-
gan signed the Anti-Drug Abuse Act of 1986, which enacted a number of 
mandatory minimum sentences, including a 20-year mandatory minimum 
sentence where the manufacture, dispensing, distribution, or possession 
with the intent to distribute a controlled substance results in death or 
serious bodily injury.13 

The United States Sentencing Guidelines (U.S.S.G.) establish a Base 
Offense Level of 38 for a drug conviction in which the offense of conviction 
establishes that death or serious bodily injury resulted from the use of 
the substance.14 Some courts hold that these enhancements do not apply 
unless death or serious bodily injury is an element of the crime of con-
viction.15 In some instances, districts have obtained stipulations under 
U.S.S.G. § 1B1.2(a) to apply the higher offense levels. In those districts 
where the mandatory minimum sentences are not charged, but a higher 
sentence is sought to account for the overdose, the U.S.S.G. also provide 
separate grounds for an upward departure where death results from the 
offense.16 Additionally, 18 U.S.C. § 3553(a) provides the government and 
court the ability to apply an upward variance to account for the resulting 
serious bodily injury or death.17 

As the number of overdoses has increased, more prosecutors across the 
United States are increasingly being looked to for answers and asked to 

11 North Dakota Priority Topic Investments, Centers for Disease Control and 
Prevention (Aug. 25, 2023), https://www.cdc.gov/injury/budget/policystate 
snapshots/NorthDakota.html. 
12 21 U.S.C. § 841(b)(1)(A), 841(b)(1)(B), and 841(b)(1)(C). 
13 See United States v. Navarrette-Aguilar, 813 F.3d 785, 788 n. 1 (9th Cir. 2015) 
(“Many of the provisions of 21 U.S.C. § 841, including the twenty-year minimum prison 
term for causing . . . [an] overdose death, are often referred to as the Len Bias laws”). 
14 U.S. Sentencing Guidelines Manual § 2D1.1(a)(2) (2022). 
15 See, e.g., United States v. Lawler, 818 F.3d 281, 285 (7th Cir. 2016). 
16 U.S.S.G. § 5K2.1. 
17 18 U.S.C. § 3553(a). 
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prosecute the dealers responsible for these overdoses. Over the years, pros-
ecutors throughout the Department of Justice (Department) have been 
in the forefront of prosecuting the dealers responsible for these overdose 
deaths and today even more is being asked of us.18 

This article addresses two audiences: new prosecutors joining the De-
partment who have never handled an overdose case, but may be called 
upon to do so, and those prosecutors in the Department who are looking 
to prosecute these cases. If you prosecute these cases, at some point you 
will receive a phone call just like the one described above. That example is 
based on a recent case and is similar to many calls we have both received 
over the years. This article does not, nor can it, have all the answers; 
rather, it is designed to highlight some of the issues involved in prosecut-
ing overdose cases and to serve as a starting point for prosecutors who are 
new to the field. While prosecution alone won’t solve the overdose crisis, 
aggressive prosecution of the dealers selling this death and destruction is 
an essential part of the solution, and it is important in helping the victims 
and their families achieve justice. 

II. Initial response to the crime scene and 
evidence gathering 

The initial response to the crime scene and collection of evidence is 
critical in successfully investigating and prosecuting an overdose case. In 
an ideal world, there is a team of investigators who have been trained, 
have successfully handled overdose cases, and know exactly what to do. 
But not every jurisdiction has such specialized teams, and not every ju-
risdiction handles overdose deaths as the equivalent of a homicide crime 
scene. With that in mind, if you get a call from a team that is new to 
these cases, there are certain things we have found helpful to keep the 
investigation moving forward. 

A. Make sure someone is in charge 

It may sound simple, but just like warning labels, we wouldn’t mention 
it if we hadn’t experienced a chaotic scene where no one was in charge. 
When you are talking with the investigator on the phone, make sure there 

18 In 2022, federal courts sentenced 141 defendants for violations of 
21 U.S.C. § 841(b)(1)(A), 841 (b)(1)(B), 841(b)(1)(C), 960(b)(1), 960(b)(2), 
and 960(b)(3) where the offense of conviction involved “serious bodily in-
jury or death.” United States Sentencing Commission, Use of Guidelines 
and Specific Offense Characteristics Guideline Calculation Based, at 56 (2022), 
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/federal-
sentencing-statistics/guideline-application-frequencies/2022/Ch2 Guideline FY22.pdf. 
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is an investigator in charge of the scene and the investigation. This is the 
person who will direct the team and oversee what everyone is doing. Death 
scenes can be chaotic. The scene of an overdose death that is considered 
as the start of a criminal investigation is handled differently than a death 
scene that is not. If multiple agencies have responded, make sure they are 
dividing up tasks: collecting evidence, processing the scene and evidence, 
obtaining 911 calls and dispatch records, interviewing roommates and 
family members, and collecting all the reports. Drug teams that regularly 
investigate these cases have likely established a procedure for handling 
these cases, but not always. Sometimes, when you get the call, they are 
looking to you for guidance. Having one person in charge and one person 
responsible for follow-up is extremely helpful as these cases move forward 
with potential criminal charges and eventual resolution, either with a 
guilty plea or trial. 

B. Watch for legal pitfalls 

While there are always potential legal pitfalls in responding to over-
dose scenes, two issues repeatedly stand out: searches of other areas of 
a residence, often the rooms of roommates, and the seizure and search 
of electronic devices. Generally, when medical personnel and law enforce-
ment are responding to an overdose—whether fatal or non-fatal—they 
are operating under a medical exigency or through the consent of the 
family member or roommate who notified them of the overdose. While 
there are certainly exigent circumstances that attach to law enforcement 
responding to an overdose, those exigent circumstances may lessen or po-
tentially disappear if the search extends beyond the immediate area of 
the overdose, or beyond what is needed to render aid to the victim.19 

19 This section is not meant to be a treatise on the contours of the Fourth Amend-
ment as it applies in responding to overdose scenes. Ultimately, an initial question 
will be why entry was made and against whom is any seized evidence going to be 
offered. Medical emergencies are a well-recognized exception to the Fourth Amend-
ment’s general warrant requirement. See, e.g. Kentucky v. King, 563 U.S. 452, 131 
S.Ct. 1849, 1856 (2011) (quoting Mincey v. Arizona, 437 U.S. 385, 394 (1978)) (a 
“well-recognized exception applies when the ‘exigencies of the situation make the needs 
of law enforcement so compelling that [a] warrantless search is objectively reasonable 
under the Fourth Amendment.’”); United States v. Holloway, 290 F.3d 1331, 1335–36 
(11th Cir. 2002) (an emergency situation where a person is believed to be in need of im-
mediate aid allows the police to enter a home without a warrant); Seymour v. Walker, 
224 F.3d 542, 556 (6th Cir. 2000) (same); United States v. Cervantes, 219 F.3d 882, 
889 (9th Cir. 2000) (same); United States v. Richardson, 208 F.3d 626, 629–30 (7th 
Cir. 2000) (same); Tierney v. Davidson, 133 F.3d 189, 196–99 (2d Cir. 1998) (same); 
United States v. Moss, 963 F.2d 673, 678 (4th Cir. 1992) (same); Stricker v. Township 
of Cambridge, 710 F.3d 350, 360 (6th Cir. 2013) (call about an drug overdose was an 
exigent circumstance permitting law enforcement to force entry into the house and 
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For example, if there are roommates who have their own rooms, without 
consent, those areas may require a warrant to be searched.20 Likewise, if 
there are multiple electronic devices found, someone other than the victim 
may have an expectation of privacy in those devices.21 Just because there 
has been an overdose, that doesn’t necessarily mean that investigators 
have free rein over the entire residence. If seized evidence will be offered 
against the dealer who delivered the drugs to the victim and that dealer 
has no reasonable expectation of privacy in the victim’s residence, he will 
lack the ability to successfully challenge the search or seizure of evidence 
from the third-party residence.22 

C. Find the phone or computer 

From experience, most of the overdose cases we have prosecuted have 
involved some communication between the victim and a dealer through a 
phone or computer, whether it be a call, email, text, message sent via a 
darknet site, Snapchat, Facebook Messenger, Telegram, or Signal. Find-
ing, seizing, unlocking, and searching these devices is critical to figuring 
out what happened, identifying the dealer, and furthering the investi-
gation. Once you get access to the phone, look for recent messages and 
contacts, particularly ones that appear to be drug related. Also, make 
sure investigators are looking for means of payment—whether cryptocur-

search where it was “objectively reasonable for the officers to believe that [victim] 
was overdosing on drugs and was in need of immediate medical evaluation and atten-
tion.”); Winchester v. Cosaineau, 404 F.Supp. 2d 1262, 1268 (D. Colo. 2005) (report 
of possible suicide/overdose by a person in the residence “established that there were 
exigent circumstances and/or an emergency situation that allowed them to enter [the 
residence] and conduct the limited search for pills.”). 
20 See, e.g. Georgia v. Randolph, 547 U.S. 103, 115–16 (2006) (an occupant who 
shares, or is reasonably believed to share, common authority over the property, has a 
Fourth Amendment interest in the location and the ability to refuse consent to search). 
21 See Riley v. California, 573 U.S. 373, 401–03 (2014) (searches of cell phones, absent 
exigency or other Fourth Amendment exception, generally requires a search warrant). 
22 See Minnesota v. Carter, 525 U.S. 83, 88 (1998) (“in order to claim the protection 
of the Fourth Amendment, a defendant must demonstrate that he personally has an 
expectation of privacy in the place searched, and that his expectation is reasonable; 
that is, one that has ‘a source outside of the Fourth Amendment, either by reference 
to concepts of real or personal property law or to understandings that are recognized 
and permitted by society.’”); Minnesota v. Olson, 495 U.S. 91, 96 (1990) (“Since the 
decision in Katz, . . . it has been the law that ‘capacity to claim the protection of the 
Fourth Amendment depends . . . upon whether the person who claims the protection 
of the Amendment has a legitimate expectation of privacy in the invaded place.’”); 
United States v. Wong, 334 F.3d 831, 839 (9th Cir. 2003) (“one has no legitimate 
expectation of privacy in property for which he lacks any possessory or ownership 
interest.”). 
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rency or other electronic transfer of money—that can provide leads and 
evidence against the dealer. 

D. Document and seize evidence at the scene 

Make sure investigators are looking for, documenting, and seizing ev-
idence from the scene including: drug paraphernalia (smoking devices, 
packaging material, syringes, foil, lighters, and pipes); passwords for de-
vices and darknet sites; seed phrases for cryptocurrency wallets; envelopes 
in which drugs could have been sent; and any apparent controlled sub-
stances at the scene (pills, powder, or vials). Take extensive photographs 
and videos of the scene, both as part of the investigation and for use at 
trial, if necessary. 

E. Document how the body was initially found 

Sometimes when first responders arrive at the scene, the victim is ob-
viously deceased and the body has not been moved. In other instances, 
friends, family members, medical personnel, or law enforcement have 
moved the body to attempt to perform life-saving measures. How the 
body was found can often provide critical evidence related to the cause 
of death. For example, in opioid related deaths, the victim may have a 
frothy discharge around their mouth and nose, referred to as a “foam 
cone.” Medical examiners will often point to this “foam cone” as a rec-
ognized consequence of anoxia following pulmonary edema, which is a 
tell-tale sign of an overdose.23 If the body has been moved, or medical 
personnel have worked on the victim, this evidence could be wiped away. 
Similarly, if a victim is found face down or still clutching a syringe or 
lighter, such evidence can help a medical expert determine the events 
leading to the overdose. 

F. Have investigators interview immediate family, 
roommates, and anyone who was recently with the 
victim as soon as possible 

Family members and roommates can, and often do, have a wealth of 
information about what led up to the overdose and who is responsible. 

23 Ricardo Jorge Dinis-Oliveira et al., “Foam Cone” exuding from the mouth and 
nostrils following heroin overdose, Toxicology Mechanisms and Methods, Vol. 
22, 150 (Jan. 15, 2012). Anoxia is the absence or deficiency of oxygen reaching the 
tissues. Pulmonary edema is a condition caused by too much fluid building up in the 
lungs. In a drug overdose that results in respiratory distress, as breathing slows the 
respiratory system becomes sluggish leading to fluid buildup in the lungs that can mix 
with oxygen producing a foamy substance that can extend from the lungs through the 
bronchi, trachea, larynx, and eventually exiting the nose and/or mouth. 
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These people may be helpful, ambivalent, or hostile, but efforts should be 
made to talk with them. Family, friends, and roommates may know the 
victim’s phone or computer password; they may know whether the victim 
had recently gone through drug treatment, thus lowering their tolerance 
to drugs; they may know what substance the victim was using and where 
they were obtaining their drugs; they may know how the victim procured 
the drugs they consumed; they may know the source of supply; they may 
have reached out to the source and told them what happened; and, they 
may have tried to sanitize the scene before law enforcement responded. 
All of this is useful information for the investigation. 

G. Run the victim and roommates for criminal 
histories, prior law enforcement contact, and 
associates with drug histories 

The more information that investigators can find out early on in the 
investigation, the more opportunities there may be for developing leads 
and identifying potential sources of supply. 

H. Autopsy and blood work 

If investigators believe that this is a potential overdose investigation, 
find out if an autopsy is going to be done, if it can be done, and whether 
blood will be taken from the victim. Not every jurisdiction performs au-
topsies on drug overdose cases. Proof in these cases often rises and falls on 
issues of causation. From experience, while autopsies are not a require-
ment for prosecution of a fatal overdose, they are extremely helpful in 
proving causation in these cases. 

I. Keep the investigation moving 

If you can identify a potential source of the drugs, encourage investi-
gators to pursue that source as soon as possible. If the victim’s phone has 
been seized, or if the victim’s social media account is found and investi-
gators have been able to gain access, cases where investigators pretend 
to be the victim and reorder drugs from the source as soon as possible 
have been a tremendous asset to making a prosecutable case against the 
source. It is difficult for a defendant to claim he didn’t sell drugs to a 
victim when the investigator has used the victim’s phone and, sometimes 
posing as the victim, reorders the same thing the victim did, and the 
defendant shows up to deliver it.24 Once a suspect knows the victim has 

24 See United States v. Broeker, 27 F.4th 1331, 1334 (8th Cir. 2022) (investigators 
using victim’s phone posed as the victim to reorder fentanyl from the defendant). 
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died, they may start to destroy evidence and records or cut off contact 
with anyone they think is associated with the victim. 

J. Have experts you can talk to 

In prosecuting drug overdose cases, the more you know about how 
various drugs affect the body and how serious bodily injury or death re-
sults, the more comfortable you will be in handling and prosecuting these 
cases. Drug induced causes of death and serious bodily injury were not 
things either of us learned about until we started prosecuting these cases, 
and they were certainly not something we learned about in law school. 
Having medical examiners and toxicologists, in addition to investigators 
and other prosecutors who have handled these cases, available to talk to 
are all tremendous resources to learn from and call upon. Researching and 
reading journal articles on overdose deaths is also tremendously valuable 
both in developing a general understanding of the issues involved and 
providing a base of knowledge to draw upon when proving your case at 
trial and having to cross-examine defense experts. We will readily admit 
that we do not have all the answers, and having the humility to call other 
people and acknowledge you might not know the answers has been helpful 
to us in prosecuting these cases.25 

K. Talk with your teams in advance 

The best time to talk with your teams about investigating and pros-
ecuting overdose cases is before they are responding to one. We don’t 
always have this ability, but if these are cases you want to prosecute, or 
you are starting to receive these referrals, we have found it helpful to 
reach out to our local drug teams and start talking about these cases 
before they respond to another drug overdose. Both of us have developed 
a procedure that when one of the drug task forces we work with responds 
to an overdose, they call us immediately to bring us into the investiga-
tion; often, we are receiving calls while the team is still on scene. Doing 
so helps to quickly bring us up to speed and allows us to be helpful in 
addressing potential legal issues, making decisions about issues regarding 
cooperation of witnesses and immunity, and planning the next stages of 
the investigation and prosecution. 

L. Coordinate with state and local prosecutors 

Given the nature of drug laws, federal and state government will likely 
have concurrent jurisdiction over the overdose investigation. Some states 
have laws that provide for enhanced penalties, often referred to as drug-

25 See infra, Section V for an additional discussion of experts at trial. 
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induced homicide prosecutions, where a fatal overdose results, which may 
create a state interest in prosecuting the case. Many states have laws pro-
viding for enhanced penalties where a defendant distributes a controlled 
substance that results in death.26 Additionally, the majority of states have 
Good Samaritan laws that provide limited state immunity to individu-
als who summon assistance in an overdose emergency, which may also 
present complicating legal and policy considerations.27 Such state laws 
do not necessarily serve as a legal bar to federal prosecution, but may 
present policy issues for your office.28 Additionally, there may be sus-
pects involved in the overdose investigation that can be better handled 
in state court. Having a state or local prosecutor you can reach out to as 
the investigation goes forward is helpful in navigating these issues. 

M. Reach out to your office’s victim–witness team 

Reaching out early and giving the victim–witness team the heads-up 
about a potential case helps bring them onto the team and lets them 
know they may need to start reaching out to a victim’s family. Even if 
you don’t know whether there is a prosecutable case at this stage of the 
investigation, having the victim–witness team in the loop has proven to 
be helpful, both to reach out to the victim’s family, and to be available 
to help with calls you may start receiving from the victim’s family. 

N. Have after-hours contact information for the 
Federal Public Defender’s Office or local defense 
attorneys 

At times, in furthering the investigation, it helps to be able to reach 
out and get attorneys appointed to represent people with potential cul-
pability. For example, if the deceased victim’s roommate was the one who 
procured the drugs that resulted in the victim’s death and when inter-
viewed, she wants to speak with an attorney before identifying the source 
she purchased the drugs from, being able to reach out immediately to 

26 National Association of Attorneys General, Prosecuting Drug Overdose 
Cases: A Paradigm Shift (Feb. 12, 2018), https://www.naag.org/attorney-general-
journal/prosecuting-drug-overdose-cases-a-paradigm-shift/. 
27 U.S. Government Accountability Office, Drug Misuse: Most States 
Have Good Samaritan Laws and Research Indicates They May Have Positive Ef-
fects (March 29, 2021), https://www.gao.gov/products/gao-2/1–/248; Network 
for Pub. Health L., Legal Interventions to Reduce Overdose Mortality: Nalox-
one Access and Overdose Good Samaritan Laws (last updated Sept. 10, 2018), 
https://www.networkforphl.org/ asset/qz5pvn/network-naloxone-1/1–/2.pdf. 
28 See, e.g. United States v. Molina, 569 F. Supp. 3d 596, 608–9 (E.D. Ky. July 1, 
2021). 
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get her an attorney appointed can help keep the investigation moving 
without unnecessary delay. 

O. Have after-hours contact information for 
magistrates and be prepared for search warrants 
and criminal complaints 

Overdose investigations can move quickly and sometimes become a 
race to identify the suspect before they learn of the overdose or distribute 
additional drugs, especially in cases involving fentanyl, that can harm 
more people. Additionally, once a suspect is identified, you may need to 
seek search warrants and criminal complaints as soon as practical, and 
that may in turn involve late night or weekend calls to magistrates for 
them to review your materials. 

As you start to prosecute these cases, you will develop your own check-
list of things to look for and make sure are being done. The list above is 
based upon our handling of these overdose cases over the years, and we 
suggest them merely as a starting point to develop a strategy that works 
for you. 

III. Basics of the law—direct distribution 
chain 

A. Statute 

Federal law provides for enhanced penalties where a defendant manu-
factures, distributes, dispenses, or possesses with the intent to manufac-
ture, dispense or distribute a Schedule I or II controlled substance and 
“death or serious bodily injury results from the use” of the controlled 
substance.29 A defendant convicted of doing so shall be sentenced to no 

29 21 U.S.C. § 841(a)(1) and 841(b)(1)(C) (emphasis added). “Serious Bodily Injury” 
is defined as bodily injury that involves: “(A) a substantial risk of death; (B) protracted 
and obvious disfigurement; or (C) protracted loss or impairment of the function of a 
bodily member, organ, or mental facility.” 21 U.S.C. § 802(25). Examples where courts 
have found serious bodily injury in drug overdose cases include situations where medi-
cal personnel had to treat the victim and testified that “without medical attention, [the 
victim] would have died.” United States v. Sadler, 24 F.4th 515, 546 (6th Cir. 2022). 
See also, United States v. Cooper, 990 F.3d 576, 579–80 (8th Cir. 2021) (serious bodily 
injury found where victim overdosed and went unresponsive, was off-colored, hypoxic, 
had a slow pulse, medical personnel were required to use Narcan to reverse effects of 
opioid overdose, and they had to force air into victim’s lungs); United States v. Seals, 
915 F.3d 1203, 1204, 1207 (8th Cir. 2019) (serious bodily injury found were victim was 
unconscious, had shallow breathing, and poor skin coloration); United States v. Lewis, 
895 F.3d 1004, 1005–07 (8th Cir. 2018) (serious bodily injury found where victims be-
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less than 20 years or more than life, a fine of up to $1 million, and at 
least three years of supervised release.30 If the defendant has a qualifying 
prior conviction they face a potential life term of imprisonment, a fine 
of up to $2 million, and at least six years of supervised release.31 Pros-
ecutors should follow the Department’s charging guidance memorandum 
in determining whether it is appropriate to seek a mandatory minimum 
penalty.32 

B. Burrage v. United States 

In Burrage v. United States, the Supreme Court addressed the mean-
ing of the phrase “death or serious bodily injury results from the use of 
such substance,” found in 21 U.S.C. § 841(b)(1)(C), and the appropriate 
standard of causation to attach liability for a defendant’s actions.33 After 
Burrage, in section 841(a)(1) prosecutions, two avenues for proving liabil-
ity for death or serious bodily injury have emerged—the government must 
prove the controlled substance distributed by the defendant was either: 
(1) an “independently sufficient cause” of the victim’s death or serious 
bodily injury; or (2) the “but-for cause of the death or serious bodily 
injury.”34 The scope of the distribution chain is broad and can apply to 
those defendants who both directly distributed drugs to the victim as 
well as those who, while not directly distributing the drugs to the victim, 

came unresponsive and experts testified that they faced risk of death without medical 
intervention). 
30 21 U.S.C. § 841(b)(1)(A), 841(b)(1)(B), and 841(b)(1)(C). 
31 Id.; Other sections of the federal drug laws also provide for enhanced penalties 
where death or serious bodily injury result. For example, federal law provides for 
increased penalties where someone manufactures, distributes, dispenses or possesses 
with the intent to manufacture, distribute, or dispense a Schedule III controlled sub-
stance and “death or serious bodily injury results from the use of such substance.” 
21 U.S.C. § 841(b)(1)(E). Such a violation raises the maximum term of imprisonment 
from 10 years to 15 years. Federal law also provides for mandatory minimum sen-
tences, mirroring those in 21 U.S.C. § 841(b)(1)(A), 841(b)(1)(B), and 841(b)(1)(C), 
for a defendant who imports, exports, or brings or possesses a controlled substance of 
a vessel, aircraft or vehicle. 21 U.S.C. § 960(b)(1), 960(b)(2), and 960(b)(3). 
32 With respect to death or serious bodily injury cases, the Department has instructed 
prosecutors to apply the recidivist provisions of section 841(b) and section 960(b)(3) 
(which trigger mandatory life sentences) only when the defendant has a prior convic-
tion that qualifies as a “serious drug felony” or “serious violent felony. See The First 
Step Act of 2018. Under the Department Guidance issued in response to the recent 
guidelines amendment that made changes based upon the First Step Act, we should 
not seek the recidivist drug felony recidivist enhancement unless we can satisfy the 
higher standard. 
33 571 U.S. 204 (2014). 
34 Id. at 218–19. 
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were still a part of the distribution chain that led to that result.35 Addi-
tional theories of liability are addressed in Section IV, infra. 36 Burrage is 
required reading and remains the seminal case for all prosecutors to be 
familiar with in prosecuting drug overdose cases. 

Burrage involved the overdose death of “Joshua Banka, a long-time 
drug user . . . following an extended drug binge” and the prosecution of the 
dealer who sold him heroin.37 One of the challenges presented in the pros-
ecution of Burrage, and one many people will face in prosecuting overdose 
cases, is that before his death, Banka had consumed a number of drugs, 
including the heroin he bought from defendant Burrage. Leading up to his 
death, Banka first smoked marijuana and then used oxycodone.38 Banka 
then went and purchased heroin from defendant Burrage, repeatedly used 
the heroin, and subsequently died.39 Banka’s wife found him deceased and 

35 See e.g. United States v. Jeffries, 2023 WL 3035354, *3 (6th Cir. 2023) (defendant, 
who sold to a middleman, who in turn sold to the victim, was liable for the resulting 
fatal overdose); United States v. Sadler, 24 F.4th 515, 545–56 (6th Cir. 2022) (the 
“government does not need to prove that the defendant directly delivered the drug 
[to the victim] or even that a co-conspirator handed the drug to that person . . . 
‘the statute requires the government to prove only that the specific drugs underlying 
a defendant’s violation of 841(a) is the same drug that was the but-for cause of the 
victim’s death’” or serious bodily injury); United States v. Harden, 893 F.3d 434, 
439, 449 (7th Cir. 2018) (defendant liable for resulting overdose death where the 
heroin he sold was subsequently sold by two other people before being purchased by 
the victim); United States v. Williams, 998 F.3d 716, 734 (6th Cir. 2021) (in a chain 
conspiracy case, to establish liability for a death, the government must show defendant 
was directly within the “chain of distribution” that resulted in the victim’s death). 
36 An example of chain liability is United States v. Ceron et. al, Case No. 2:15-cr-55 
(D. N.D. 2015), in which defendant Daniel Vivas Ceron, from a jail cell in Canada, 
arranged the shipment of over 100 kilograms of fentanyl and fentanyl analogues from 
China to various distributors throughout the United States and Canada, including his 
co-defendant Brandon Hubbard, who was in Portland, Oregon. Hubbard, a darknet 
vendor, received and then mailed fentanyl to Ryan Jenson in Grand Forks, North 
Dakota, who distributed it to various customers, several of whom overdosed, and one 
died. In total, 34 individuals in China, Canada, and the United States were charged 
in this conspiracy and the various indictments alleged 18 overdoses, five fatal and 13 
non-fatal. In this part of the chain of distribution, Daniel Ceron pleaded guilty to 
Conspiracy to Distribute Controlled Substances and Controlled Substance Analogues 
Resulting in Death and Serious Bodily Injury and was sentenced to 27 years’ im-
prisonment. Brandon Hubbard pleaded guilty to Conspiracy to Distribute Controlled 
Substances and Controlled Substance Analogues Resulting in Death and Serious Bod-
ily Injury and was sentenced to 25 years’ imprisonment. Ryan Jensen pleaded guilty 
to Conspiracy to Distribute Controlled Substances Resulting in Serious Bodily Injury 
and Death and was sentenced to 20 years’ imprisonment. 
37 Burrage, 571 U.S. at 206. 
38 Id . 
39 Id . 
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called 911.40 A search of his home found syringes, heroin, alprazolam and 
clonazepam tablets, oxycodone pills, a bottle of hydrocodone, and other 
drugs.41 Defendant Burrage was eventually charged for distributing heroin 
to Banka and the indictment alleged that his death “resulted from the 
use of th[at] substance.”42 Burrage was charged in a superseding indict-
ment with two counts of distributing heroin—Count 1 related to a prior 
distribution of heroin that occurred five months before the distribution 
to Banka and Count 2 alleged the distribution of heroin to Banka and 
that “death . . . resulted from the use of th[at] substance.”43 Defendant 
proceeded to trial.44 

At trial, the government called two medical experts to testify about 
the cause of Banka’s death.45 Expert 1, a forensic toxicologist, testi-
fied that “multiple drugs were present in Banka’s system . . . includ-
ing heroin metabolites, codeine, alprazolam, clonazepam metabolites, and 
oxycodone.”46 When asked about the cause of death, Expert 1 “could not 
say whether Banka would have lived if he had not taken the heroin,” but 
rather that the heroin “‘was a contributing factor’ in Banka’s death since 
it interacted with the other drugs to cause ‘respiratory and/or central 
nervous system depression.’”47 Expert 2, a state medical examiner, came 
to a similar conclusion and testified that Banka’s cause of death was a 
“‘mixed drug intoxication’ with heroin, oxycodone, alprazolam, and clon-
azepam all playing a ‘contributing’ role.”48 Expert 2 likewise could not 
say whether Banka would have lived if he had not taken the heroin, but 
did state that his death “would have been ‘[v]ery less likely.’”49 

Based upon case law at that time, the court instructed the jury that 
they could find Burrage guilty if “the heroin distributed by the Defen-
dant was a contributing cause of Joshua Banka’s death.”50 Burrage was 
convicted and sentenced to 20-years’ imprisonment.51 He appealed, and 
the Eighth Circuit Court of Appeals affirmed his conviction.52 Burrage 

40 Id . 
41 Id . 
42 Id. at 207. 
43 Id. 
44 Id . 
45 Id . 
46 Id . 
47 Id . 
48 Id . 
49 Id . 
50 Id. at 208. 
51 Id . 
52 Id . 
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then appealed to the Supreme Court.53 

The Supreme Court reversed defendant’s conviction related to Banka’s 
death, finding that the lower courts had applied the incorrect standard 
of causation.54 Because the Controlled Substances Act did not define 
the phrase “results from,” the Court did. The Court found the phrase 
“results from” imposed “a requirement of actual causality” and proof 
that a resulting harm “would not have occurred in the absence of—that 
is, but for—the defendant’s conduct.”55 

In fleshing out the concept, the Court gave several examples of what 
would qualify as “but-for” causation. The first example is straight for-
ward—where one direct act causes the result, for example: “where A 
shoots B, who is hit and dies, we can say that A [actually] caused B’s 
death, since but for A’s conduct B would not have died.”56 In a drug over-
dose context, such but-for causation could be proven where defendant sells 
the otherwise healthy victim fentanyl, the victim uses the fentanyl and 
dies as a result. But for A’s conduct (the distribution of fentanyl), B (the 
victim), would not have died. 

Unfortunately, in prosecuting drug overdose cases, it is not uncommon 
to see situations in which the victim consumed multiple controlled sub-
stances to include the controlled substance distributed by the defendant, 
for example fentanyl, as well as other controlled substances obtained from 
different sources. In such a circumstance, the Court held that criminal li-
ability could still attach to the defendant’s act of distributing the fentanyl 
where it “was the straw that broke the camel’s back” resulting in serious 
bodily injury or death.57 As the Court explained: 

The same conclusion follows if the predicate act combines with 
other factors to produce the result, so long as the other factors 
alone would not have done so—if, so to speak, it was the straw 
that broke the camel’s back. Thus, if poison is administered 
to a man debilitated by multiple diseases, it is a but-for cause 
of his death even if those diseases played a part in his demise, 
so long as, without the incremental effect of the poison, he 
would have lived.58 

53 Id . 
54 Id. at 219. 
55 Id. at 211. 
56 Id . 
57 Id . 
58 Id . (citations omitted). The Court went on to explain further: 

This but-for requirement is part of the common understanding of cause. 
Consider a baseball game in which the visiting team’s leadoff batter hits a 
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The Court also acknowledged that, in addition to showing but-for 
causation, criminal liability would also attach to the defendant’s conduct 
where multiple sources independently, but concurrently, led to the same 
result.59 

To illustrate, if “A stabs B, inflicting a fatal wound; while 
at the same moment X, acting independently, shoots B in 
the head ... also inflicting [a fatal] wound; and B dies from 
the combined effects of the two wounds,” A will generally be 
liable for homicide even though his conduct was not a but-for 
cause of B’s death (since B would have died from X’s actions 
in any event).60 

An example of “independently sufficient” causation would be where 
the victim obtains fentanyl from defendant and then obtains heroin from 
another source. The victim then uses both the fentanyl and heroin, over-
doses, and dies. A subsequent autopsy and toxicology report finds that 
the victim had fatal levels of both fentanyl and heroin in his system and 
the medical examiner testifies that both substances were independently 
sufficient to cause the victim’s death. Under Burrage, the defendant who 
sold the fentanyl, as well as the source of the heroin, can be liable for the 
victim’s subsequent death because the fentanyl sold was independently 
sufficient to cause the death.61 Although the Court highlighted this “in-

home run in the top of the first inning. If the visiting team goes on to win 
by a score of 1 to 0, every person competent in the English language and 
familiar with the American pastime would agree that the victory resulted 
from the home run. This is so because it is natural to say that one event 
is the outcome or consequence of another when the former would not have 
occurred but for the latter. It is beside the point that the victory also 
resulted from a host of other necessary causes, such as skillful pitching, 
the coach’s decision to put the leadoff batter in the lineup, and the league’s 
decision to schedule the game. By contrast, it makes little sense to say that 
an event resulted from or was the outcome of some earlier action if the 
action merely played a nonessential contributing role in producing the 
event. If the visiting team wound up winning 5 to 2 rather than 1 to 0, 
one would be surprised to read in the sports page that the victory resulted 
from the leadoff batter’s early, non-dispositive home run. Id . 

59 Id. at 214–15. 
60 Id. at 215. 
61 See, e.g. United States v. Robinson, 55 F.4th 390, 402–03 (4th Cir. 2022) (where 
autopsy report listed “cause of death as the ‘combined toxic effects of fentanyl, acetyl 
fentanyl, and methamphetamine’ . . . the amount of fentanyl in [victim’s] system 
was enough to cause her death independent of any other drug she had taken.”); 
United States v. Campbell, 963 F.3d 309, 316 (4th Cir. 2020) (in an overdose prosecu-
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dependently sufficient” theory as a second potential avenue to prove cau-
sation in drug overdose cases, it did “not accept or reject the special rule 
developed for these cases, since there was no evidence here that Banka’s 
heroin use was an independently sufficient cause of his death.”62 During 
the Burrage trial, no expert testified that the victim “would have died 
from the heroin use alone.”63 

In the end, the Court held that “at least where use of the drug dis-
tributed by the defendant is not an independently sufficient cause of the 
victim’s death or serious bodily injury, a defendant cannot be liable un-
der the penalty enhancement provision of 21 U.S.C. 841(b)(1)(C) unless 
such use is a but-for cause of the death or injury.”64 Multiple courts have 
since adopted both prongs as avenues to proving criminal liability and 
have held that to prove the “death or serious bodily injury” sentencing 
enhancement, the government must prove either that the controlled sub-
stance distributed by the defendant was independently sufficient to cause 
the result or the but-for cause of the result.65 

tion “special circumstance would permit a jury to find causation when two sufficient 
causes independently and concurrently cause death.”); United States v. Snider, 180 F. 
Supp. 3d 780, 794 (D. Or. 2016) (where there was evidence another medication could 
have contributed to the death, proof of causing overdose death upheld where the use 
of cocaine was independently sufficient to cause death). 
62 Burrage, 571 U.S. at 215. 
63 Id . 
64 Id. at 218–19 (emphasis added). 
65 See e.g., Robinson, 55 F.4th at 401 (“In other words, the government can prove that 
‘death result[ed] from a drug in one of two ways. . . [i]t can prove ‘but-for’ causation . 
. . [o]r it can prove that the drug was an independently sufficient cause of the victim’s 
death . . . .”); Broeker, 27 F.4th at 1336 (testimony from doctor satisfied both prongs 
of Burrage – the fentanyl in victim’s system, even with the presence of other drugs, 
was both the but-for cause of death, the amount was also independently sufficient to 
result in death); United States v. Morgan, 2022 WL 17348115, *3 (8th Cir. 2022) (“a 
jury could find beyond a reasonable doubt that fentanyl was the but-for cause or an 
independently sufficient cause of [victim’s] death.”); United States v. Assfy, 2021 WL 
2935359, *5 (6th Cir. July 13, 2021) (“the government must show that the distribution 
was ‘either an independent, sufficient cause of the victim’s death or a but-for cause.’”); 
United States v. Myers, 965 F.3d 933, 937–38 (8th Cir. 2020) (“The government can 
prove the causation element in two ways: ‘(1) but-for cause or (2) independently 
sufficient cause.’”); United States v. Feldman, 936 F.3d 1288, 1314 (11th Cir. 2019) 
(multiple drugs being present in the victim’s system does not matter so long as the 
government can prove the drugs defendant sold were the but-for cause of death or 
independently sufficient to cause death); United States v. Seals, 915 F.3d 1203, 1206 
(8th Cir. 2019) (“there was ample evidence that the heroin was either a but-for cause 
or an independently sufficient cause of the overdose” that resulted in serious bodily 
injury); United States v. Spayd, 2023 WL 2890715, *4 (D. Alaska April 23, 2023) 
(Government may prove that death resulted from the use of the drug by showing it 
was the but-for cause of death or an independently sufficient cause of the death). 
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C. Elements 

Because the serious bodily injury and death enhancement increases 
the minimum and maximum sentences the defendant faces, it is an ele-
ment that must be submitted to the jury and proven beyond a reason-
able doubt.66 In addition to proving the underlying crime involving the 
manufacture, dispensing, distribution, or possession with the intent to 
distribute a controlled substance, the government must charge and the 
jury must also find that the use of the controlled substance was either 
the but-for cause or was independently sufficient to cause the resulting 
death or serious bodily injury. 

There are several Burrage jury instructions available to prosecutors 
to use. By way of example only, in United States v. Koffie, a chain of 
distribution case involving serious bodily injury to Adult Victim 1 and 
the deaths of Adult Victims 2 and 3, an Oregon District Court instructed 
the jury, with regards to Adult Victim 2, as follows:67 

First, from on or about April 27, 2017, until on or about 
May 6, 2017, within the District of Oregon and elsewhere, 
the defendant knowingly and intentionally distributed Furanyl 
Fentanyl; and 

Second, the defendant knew that it was Furanyl Fentanyl or 
some other federally controlled substance. 

If you find that the defendant is guilty of distributing Furanyl 
Fentanyl, then you must determine whether AV2’s death was 
a result of the Furanyl Fentanyl distributed by defendant. 

To find that a drug resulted in death, you must unanimously 
and beyond a reasonable doubt find either that the Furanyl 
Fentanyl was independently sufficient to cause AV2’s death, 
regardless of his use of any other controlled substances, or 

66 Burrage, 571 U.S. at 210. 
67 No. 3:17-cr-291-MO (D. Or. 2017), ECF 294 (Jury Instructions). Defendant Koffie, 
a resident of Darby, Pennsylvania, was a vendor on AlphaBay (operating as DNMK-
ingpin and NarcoBoss) who was convicted on March 7, 2023, of distributing furanyl 
fentanyl that resulted in three overdoses in Portland, Oregon—two of which were fatal. 
In just under two years, the defendant used the dark net to sell more than 19.5 kilo-
grams of furanyl fentanyl—involving 7,849 separate drug transactions—to customers 
in all 50 states. In addition to the three Oregon overdoses he was convicted of caus-
ing, the government offered evidence at sentencing that 27 additional people across 
the United States ordered furanyl fentanyl from the defendant, overdosed, and died. 
The government also offered evidence that 27 people overdosed and lived. Id. at ECF 
331 (Government Sentencing Memorandum). On December 11, 2023, defendant was 
sentenced to life imprisonment. Id. at ECF 354. 
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that, it was a necessary factor—not merely a contributing 
factor—in causing his death. The Furanyl Fentanyl is a nec-
essary factor if, but for AV2’s use of the drug, he would not 
have died.68 

The government does not need to prove that AV2’s death was 
a foreseeable result of the Furanyl Fentanyl distribution.69 

Regarding Adult Victim 1, who was alleged to have suffered serious 
bodily injury, the Oregon District Court instructed the jury as follows: 

“Serious bodily injury” means bodily injury that involves a 
substantial risk of death, protracted and obvious disfigure-
ment, or protracted loss or impairment of the function of a 
bodily member, organ, or mental faculty.70 

To find that a drug resulted in serious bodily injury, you must 
unanimously and beyond a reasonable doubt find either that 
the Furanyl Fentanyl was independently sufficient to cause 
AV1’s serious bodily injury, regardless of her use of any other 
controlled substances, or that it was a necessary factor – not 
merely a contributing factors – in causing her injury. The 

68 For additional examples of court approved jury instructions, see e.g, 
United States v. Robinson, 55 F.4th at 398; Sadler, 24 F.4th at 559; United States v. 
Moya, 5 F.4th 1168, 1178–79 (10th Cir. 2021); United States v. Harden, 893 
F.3d at 444; United States v. Burkholder, 816 F.3d 607, 621 (10th Cir. 2016); 
United States v. Volkman, 797 F.3d 377, 392–93 (6th Cir. 2015). 
69 Ninth Circuit Jury Instruction § 12.4, cmt. (citing United States v. Houston, 406 
F.3d 1121, 1125 (9th Cir. 2005)) (pre-Burrage case holding that the language “death 
. . . results” in 841(b)(1)(C) “unambiguously eliminates any statutory requirement 
that the death have been foreseeable”). See also, United States v. Williams, 998 
F.3d at 734 (no requirement of foreseeability, but rejecting Pinkerton liability the-
ory); United States v. Jeffries, 958 F.3d 517, 524 (6th Cir. 2020) (“Because death 
or injury from the use of the substance is inherently foreseeable, there is no need to 
require the government to prove that they were reasonably foreseeable to the defen-
dant.”); Harden, 893 F.3d at 449 (“the ‘death results’ enhancement in ’ 841(b) does 
not require proof that the death was reasonably foreseeable.”); United States v. Al-
varado, 816 F.3d 242, 249–50 (4th Cir. 2016) (“we concluded that the ‘plain language 
[of 841(b)(1)(C)] reveals Congress’ intent’ to ‘put drug dealers . . . on clear notice that 
their sentences will be enhanced if people die from using the drugs they distribute’” 
and thus the death and serious bodily injury enhancement does not impose any fore-
seeability requirement); United States v. Robinson, 167 F.3d 824, 830 (3d Cir. 1999) 
(“section 841(b)(1)(C) imposes ‘no reasonable foreseeability of death’ requirement 
. . . Congress has elected to enhance a defendant’s sentence regardless of whether the 
defendant knew or should have known death would result.”). 
70 21 U.S.C. § 802(25). 
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Furanyl Fentanyl is a necessary factor if, but for AV1’s use of 
the drug, she would not have suffered serious bodily injury.71 

You are not required to find that the injury was a foreseeable 
result of the distribution of the drug.72 

If you proceed to trial on an overdose case, the first place to look for 
jury instructions is your circuit’s model instructions. If your circuit does 
not have model Burrage instructions there are several resources available 
to consult, including the cases cited herein and the prosecutors who han-
dled those cases, as well as the U.S. Department of Justice Narcotics and 
Dangerous Drug Section and the narcotics-related DOJ group emails.73 

IV. Complex Charging Decisions74 

A. Pinkerton Liability 

The discussion up to this point has been related to distribution of 
controlled substances from the drug dealer to the victim, often referred 
to as “chain of distribution” overdose prosecutions. However, many of 
the organizations prosecuted in federal court have various layers of man-
agement in their leadership structure or play different roles within the 
organization. Is it possible to hold members of an organization responsi-
ble for overdoses if the co-conspirator is not in the chain of distribution 
for the overdose? The answer is yes, depending on the law in your circuit. 

During a conspiracy, if a conspirator commits a crime to advance 
the conspiracy toward its goals, a co-conspirator may be guilty of the 
crime even though he did not personally commit or participate in the 
substantive crime.75 Pinkerton liability provides that all members of a 
conspiracy are responsible for acts committed by the other members, as 
long as those acts are committed to help advance the conspiracy and 
are reasonably foreseeable as a necessary or natural consequence of the 
conspiracy.76 In other words, under certain circumstances, the act of one 

71 Burrage, 571 U.S. at 218–19. 
72 United States v. Koffie, No. 3:17-cr-291-MO (D. Or. 2017), ECF 294 (Jury Instruc-
tions). 
73 EOUSA maintains several listservs that provide prosecutors with opportunities to 
share information and resources. If you would like to be added to any of these groups, 
you may contact EOUSA’s Controlled Substances Coordinator. 
74 It is important to recognize and acknowledge that charging decisions vary from 
district to district across the country. 
75 Pinkerton v. United States, 328 U.S. 640, 647–48 (1946). 
76 Pinkerton, 328 U.S. at 647–48. Such foreseeability is not necessarily required in 
direct chain of distribution cases. 
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conspirator may be treated as the act of all.77 

The Eighth Circuit, in a pre-Burrage conspiracy case based upon 
Pinkerton liability, held that a defendant can be liable for a subsequent 
heroin overdose death where the victim’s death was foreseeable to the 
defendant, although the defendant did not play a direct role in the man-
ufacture or distribution of the heroin that resulted in the death.78 The 
court found that the defendant was culpable for multiple reasons: he was 
part of a conspiracy whose goal was to distribute drugs, including heroin; 
he sold heroin; and the victim died from a heroin drug overdose after 
obtaining heroin distributed by a co-conspirator.79 

While the use of Pinkerton liability in death- and injury-overdose cases 
remains good law in the Eighth Circuit, the Sixth Circuit has held that 
Pinkerton liability cannot be used for the minimum mandatory sentencing 
enhancement involving death or injury.80 

There are few reported cases on “chain of distribution” versus Pinker-
ton liability theories of prosecution in overdose cases, so care must be 
taken in researching your circuit law in formulating your charging strat-
egy. In considering charging a defendant under the Pinkerton theory of 
liability, it is recommended that a common-sense approach to foresee-
ability be applied. The defendant’s role in the organization is an impor-
tant factor. Typically, the greater the role in the organization, the more 
foreseeable an overdose will be. Knowledge of the type of drugs being 
distributed, use of the drugs by the seller, instructions given to the con-
sumer, methods of manufacture, geographic scope of distribution, and 
consumer complaints regarding the substance, are some of the facts to 
consider in assessing foreseeability. 

In addition to analyzing the law in your circuit, it is also important 
to consider what the court and jurors in your district might consider 
reasonable in terms of the role of the defendant. Always consider the 
overall fairness of the charging decision. 

77 Id. 
78 United States v. Faulkner, 636 F.3d 1009, 1021–23 (8th Cir. 2011). 
79 Id . (citing United States v. Westry, 524 F.3d 1198, 1220 (11th Cir. 2008)) 
(“[b]ecause [decedent] died from a drug overdose from drugs distributed by a member 
of the conspiracy[,] . . . and the goal of the conspiracy was to distribute drugs, [dece-
dent’s] death was reasonably foreseeable and within the scope of the conspiracy.”). 
80 United States v. Williams, 998 F.3d 716, 734 (6th Cir. 2021) (holding that for 
a defendant to be held liable for the death of others, a defendant must be in 
the chain of distribution and the government cannot rely on Pinkerton liability); 
United States v. Hamm, 952 F.3d 728, 745–47 (6th Cir. 2020) (same). 
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B. Recent case example of prosecution using 
Pinkerton liability 

In United States v. Marie Um, the defendant was charged in a con-
spiracy that involved the distribution of fentanyl and fentanyl analogues 
from China and Canada into the United States.81 In the drug conspiracy 
count, there were nine overdoses alleged that occurred in North Dakota, 
North Carolina, New Jersey, and Oregon. While Um had never traveled 
to the United States and was not in the chain of distribution for any of 
the overdoses, the jury found her guilty of each overdose, finding that 
they were foreseeable. A special verdict form for each overdose victim 
was provided by the court. The evidence at trial established that Um was 
aware drugs were being shipped from China to Canada and the United 
States, she was aware that pills were being manufactured from fentanyl 
powder into pill form, she personally shipped drugs to the United States, 
and she arranged the receipt of money sent by co-conspirators. The jury 
found that Um’s role in the conspiracy made it reasonably foreseeable 
that overdoses may occur in the United States, even though she was not 
in the chain of distribution nor the overall leader of the conspiracy. In 
April 2023, a jury convicted Um of Conspiracy to Distribute and Import 
Controlled Substances Resulting in Serious Bodily Injury and Death.82 

On September 5, 2023, Um was sentenced to 23 years’ imprisonment. No 
appeal was taken in the case. 

Use of Pinkerton liability in the prosecution of large-scale drug or-
ganizations is an effective tool in ensuring accountability for the serious 
bodily injury and deaths that result from drug trafficking. Care should be 
taken in assessing the law and the evidence and whether your district per-
mits the use of Pinkerton liability in such cases. Ask yourself how a jury 
will view the evidence of foreseeability and how may a jury or the court 
perceive the overall fairness of the charges. In the right cases, Pinkerton 
liability is a powerful tool. While such prosecutions are challenging and 
complex, it can help bring a measure of justice for the victims of the 
ever-increasing volume of overdoses our nation is facing. 

C. Charging overdoses that occur outside your 
district 

In many large-scale drug investigations, overdose victims are often 
identified outside of the district initiating the investigation. An overdose 
occurring in another district is no different than any other overt acts 

81 2023 WL 3060488 (D. N.D. April 24, 2023). 
82 Id. 
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that occur in another district during a conspiracy, such as an overt act 
involving the distribution of drugs or payment of money. Once venue is 
established over the drug conspiracy, overdoses may be alleged as overt 
acts in the conspiracy even if they occur outside of your district. Likewise, 
where an overdose occurs within your district, but the defendant who sent 
the drugs to the victim is located outside your district, you could charge 
that defendant in your district.83 

Venue for a continuing offense is established by 18 U.S.C. § 3237(a), 
which provides: 

Except as otherwise expressly provided by enactment of Congress, 
any offense against the United States begun in one district 
and completed in another, or committed in more than one 
district, may be inquired of and prosecuted in any district in 
which such offense was begun, completed, or continued.84 

The Eighth Circuit, like others, has clearly held that a federal crime 
may be prosecuted in any district in which such offense began, continued, 
or was completed.85 Specifically, “[i]n a conspiracy case, venue is proper 
‘in any district in which any act in furtherance of the conspiracy was 
committed by any of the conspirators even though some of them were 
never physically present there.’”86 “Where the relevant facts are disputed, 
venue is a question of fact for the jury to decide.”87 

V. Lessons learned from trial 
The Department is full of excellent, experienced prosecutors who have 

handled drug distribution cases resulting in serious bodily injury and 

83 See Robinson, 167 F.3d at 829–30 (in a chain distribution case, venue was proper 
in the Western District of Pennsylvania over a defendant from Ohio who sold heroin 
to a person in Ohio who in turn later sold that same heroin to a victim in the Western 
District of Pennsylvania who overdosed and died). 
84 18 U.S.C. § 3237(a). 
85 United States v. Banks, 706 F.3d 901, 904–5 (8th Cir. 2013) (citing United States v. 
Hull, 419 F.3d 762, 768 (8th Cir. 2005)). 
86 Hull, 419 F.3d at 768 (quoting United States v. Fahnbulleh, 748 F.2d 473, 477 
(8th Cir. 1984)); Whitfield v. United States, 543 U.S. 209, 218 (2005) (“venue is 
proper in any district in which an overt act in furtherance of the conspiracy was com-
mitted, even where an overt act is not a required element of the conspiracy offense.”); 
United States v. Meyers, 847 F.2d 1408, 1411 (9th Cir.1988) (“venue is appropriate in 
any district where an overt act committed in the course of the conspiracy occurred.”); 
United States v. Parrish, 736 F.2d 152, 158 (5th Cir. 1984) (“member of a conspiracy 
may be tried in any district where the conspiracy was formed or an overt act took 
place, even if the individual defendant has ‘never set foot’ in the district.”). 
87 United States v. Nguyen, 608 F.3d 368, 374 (8th Cir. 2010). 
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death. They are a tremendous asset to reach out to when you have ques-
tions. When we were asked to discuss some of the lessons we have learned 
from trial, two immediate things sprung to mind: (1) presenting the issue 
of serious bodily injury and death to a jury; and (2) the preparation, use, 
and cross-examination of experts. Every prosecutor has their own style 
and—based upon circumstances—trial plans, strategy, and presentations 
must adapt. For new prosecutors joining the Department who have never 
handled an overdose case and those prosecutors who are looking to prose-
cute these cases, these are some of the lessons we have learned that might 
assist you in preparing for an overdose trial. 

A. Presenting the case 

Overdose cases are not only serious drug cases; they are cases involving 
a person who has overdosed and either almost died or—tragically—did 
die. In prosecuting these cases, the question always arises—how and when 
during the trial do you present the story of the overdose to the jury. 
Opinions vary and there is likely no “right” answer; although, as you talk 
with prosecutors, you will likely discover there are often strong opinions 
on the subject. How to present the overdose depends on the nature of the 
case and even witness availability. 

Where our investigations have started with medical personnel re-
sponding to the scene of an overdose and then notifying law enforcement, 
who in turn start the investigation into finding the dealer responsible, we 
try and present evidence of the overdose at the beginning of our case-in-
chief. Our style, developed as prosecutors handling violent felonies, has 
been to lead with evidence of the overdose—the case becomes about the 
harm that was caused and then identifying who is responsible—a classic 
“whodunit” story. Our early witnesses tend to be those who discovered 
the victim and the first responders. We then call law enforcement wit-
nesses to testify about the investigation and connections to the defendant. 
Then, we tend to end our case with the forensic scientists, doctors, tox-
icologists, and medical examiners. Such an approach allows us to: show 
the jury early on the importance of the case; identify the defendant as the 
trafficker responsible for selling the drugs; and have our experts testify 
about the cause of death, which brings the tragedy back to the forefront. 
Others take a different approach, such as first focusing on identifying the 
defendant as a drug trafficker and then talking about what happened to 
the victim and the cause of the overdose. 

Like many trial strategies, there are multiple ways to present a case. 
Each of us develops our own style and the specifics of each case may call 
for different approaches. The lesson both of us have learned in preparing 
and trying these cases is to start thinking early about how you want to 
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present the story to the jury in the best way possible. 

B. Experts 

Expert testimony is often critical to proving the drugs distributed by 
a defendant were the cause of the victim’s resulting serious bodily injury 
or death. Although fact witnesses can provide the link between drug use 
and resulting serious bodily injury, expert testimony is often required to 
prove the cause of an overdose resulting in serious bodily injury or death.88 

Proving that the drugs distributed by the defendant were the “but-for” 
or “independently sufficient” cause of death or serious bodily injury often 
presents complicated issues of causation necessitating the use of experts, 
including toxicologists and medical doctors. Promptly identifying experts 
to use at trial, preparing your experts for trial, providing Rule 16 notice of 
your experts, and being ready to cross-examine potential defense experts 
are some of the overarching lessons we have learned—and lessons that 
are repeatedly reinforced every time we handle one of these cases. Early 
preparation in these cases is critical, as is a familiarity with the evidence 
rules and discovery requirements regarding experts.89 

If you are going to prosecute overdose cases, the first thing we would 
advise is to start reading appellate decisions discussing Burrage, many 
of which provide excellent examples of expert testimony elicited by our 
colleagues within the Department to prove causation. We also recom-
mend researching articles in medical journals discussing drug overdoses, 
to include discussions of how various drugs affect the body, how drug 
overdoses occur, and levels of drugs associated with fatalities.90 Another 
suggestion is to reach out to the local medical examiner to see if they have 
time to talk with you about overdose cases. In both Oregon and North 

88 See, e.g. Campbell, 963 F.3d at 313–15 (allowing medical expert to testify about the 
“but-for cause’ of death because “medical testimony about drug toxicity in the body 
and cause of death as determine during an autopsy are generally well beyond a jury’s 
common knowledge.”); Sadler, 24 F.4th at 545–46 (blood toxicology is not required to 
establish causation of serious bodily injury or death); United States v. Harris. 966 F.3d 
755, 761–62 (8th Cir. 2020) (upholding jury determination of but-for causation based 
upon victim’s testimony that the heroin they bought from defendant was the cause 
of their overdoses); United States v. Cockrell, 769 F.Appx. 116, 118 (5th Cir. 2019) 
(upholding jury conviction where responding medical personnel testified that victims 
who overdosed on heroin responded positively to Narcan even though, as defendant 
argued, there was an “absence of expert medical testimony and . . . medical testing of 
the victims”). 
89 Fed. R. Evid. 702–705; Fed. Crim. P. Rule 16(a)(1)(G). 
90 The DOJ Library and the librarians with the Department can help you with 
this process. From experience, they are a tremendous and often underutilized asset. 
https://libraries.doj.gov/index.php. 
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Dakota, we have good relationships with the state medical examiner’s 
office, and they have been tremendously helpful in explaining the medical 
issues involved in these cases. While some of you may have a medical 
background, or otherwise be familiar with the causation issues that arise 
in drug overdose cases, neither of us did before prosecuting them. The 
causation issues in overdose cases can be complicated and the more you 
know before handling your first case, the better. 

When a case gets referred for prosecution and you decide a prose-
cutable case exists, start identifying the experts you will need as soon 
as possible. Working with your investigators, make sure you have all the 
victim’s medical reports related to the overdose event, including blood 
lab reports and toxicology. Identify first responders and medical person-
nel who also initially dealt with the victim. If the victim survived the 
overdose, identify those who might have performed life-saving measures, 
either at the scene or hospital—these witnesses may be fact-witnesses, or 
they may qualify as expert witnesses. In the event of a fatal overdose, 
find out if an autopsy was completed, and if so, request the medical ex-
aminer and toxicology reports. Not all jurisdictions perform autopsies on 
overdose cases. In some jurisdictions that do not perform autopsies on 
all overdose cases, they will still perform toxicology examinations of the 
victim’s blood. If you are going to handle these cases, we would advise 
reaching out to the medical examiner’s office and learning about their 
practice for handling overdose cases. Once you have the case materials, 
you then need to identify who you need as an expert to prove the drugs 
distributed by the defendant were the cause of the victim’s serious bodily 
injury or death. For us, in prosecuting a non-fatal overdose, we prefer to 
use both the first responders and the doctor who handled the patient at 
the hospital as trial witnesses. In the event of a fatal overdose, we both use 
the toxicologist to testify about substances found in the victim’s blood, 
and the medical examiner to discuss the autopsy and their opinion as 
to the cause of death. With all witnesses, especially experts, if your case 
is going to trial, make time to meet with them as well to discuss their 
potential testimony and possible areas of cross-examination. 

Once you have identified your expert witnesses, and if your case is 
going to trial, you will need to comply with the new expert disclosure 
requirements within Federal Criminal Procedure Rule 16. Rule 16 sub-
stantially expanded expert disclosure requirements and now requires, at 
defendant’s request, a written summary of the expert’s testimony, in-
cluding a complete statement of all opinions and the basis and reasons 
for them, as well as the expert’s qualifications, including any publications 
going back 10 years and prior cases in which the witness has testified as 
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an expert in the past four years.91 Rule 16 also requires the government 
to disclose potential rebuttal witnesses that will be used to counter expert 
testimony that the defendant has disclosed and may offer at trial.92 Rule 
16 also requires the expert witness to sign the government’s expert disclo-
sure notice, unless the government states it could not through reasonable 
efforts obtain a signature, or the government has already disclosed a pre-
vious report signed by the witness that contains their opinions and the 
basis and reasons for them, as required by Rule 16.93 Rule 16’s new dis-
closure requirements are time consuming, and having gone through this 
process on multiple occasions, it is important to identify your potential 
expert witnesses early so that you can start gathering the required infor-
mation. This is not a task that you want to wait to perform on the eve 
of the date on which your Rule 16 notice is due. Failure to comply with 
the requirements of Rule 16 can lead to sanctions, including the exclusion 
of the government’s expert witness from trial.94 Given the complexity of 
Rule 16 and the issues involved with causation, it is best to talk with 
your experts early and often. 

In addition to thinking about your expert, also start thinking about 
how you may want to handle potential defense expert witnesses. Not every 
overdose case will involve a defense expert, but they often do. Whenever 
we receive a defense expert report, after reading it, we send a copy to our 
expert and ask her opinion. Your expert is a tremendous asset who can 
help you understand the issues, formulate topics for cross-examination, 
and decide whether to seek a potential rebuttal witness. Also, collect 
articles on the issues involved in your case and be prepared to use them 
in cross-examining experts—sometimes defense experts stray outside their 
field of expertise or overstate an issue, and being able to confront them 
with professional publications can be helpful.95 

91 Fed. Crim. P. Rule 16(a)(1)(G). 
92 Id. 
93 Id. 
94 See United States v. Moya, 748 Fed. Appx. 819, 822–27 (10th Cir. 2018) (discussion 
of requirements of Rule 16 expert disclosure and analysis of appropriate sanctions for 
violations of the Rule). 
95 In the Koffie case mentioned above, one of the issues at trial was whether Adult 
Victim 3 died from furanyl fentanyl or another drug. A toxicology report on Victim 
3 found less than 1 ng/mL of furanyl fentanyl in the victim’s femoral blood, as well 
as some other substances. The defense attorney and their expert initially opined that 
an overdose death could not result from furanyl fentanyl where there was less than 5 
ng/mL found in a victim’s blood. In cross-examining the defense expert, we presented 
him with a binder of 16 articles from various medical journals discussing the ranges 
of furanyl fentanyl that had been found within the blood of overdose victims. By 
using these articles on cross-examination, the defense expert had to concede that 
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Furthermore, if the defendant has disclosed an expert witness, make 
sure they have also complied with their requirements under Rule 16.96 

Rule 16 governs expert disclosure by both the United States and the 
defendant, and the court has the authority to sanction a party for failing 
to comply with the rule, which can include refusing to allow an witness 
to testify.97 

VI. Conclusion 
As prosecutors with the Department we have the best jobs in the 

world and part of what makes our jobs so rewarding is the ability to 
seek justice, stand up for victims and their families, and hold those that 
cause death and destruction accountable for their actions. These drug 
dealers—whether they are selling fentanyl, heroin, methamphetamine, or 
cocaine—are destroying lives, families, and communities. 

Prosecuting the dealers responsible for causing serious bodily injury 
and death presents a series of challenges, but these cases also present 
tremendous rewards. When Congress enacted the “Len Bias” law, they 
forcefully announced that those who sell drugs that result in serious bod-
ily injury or death should face severe consequences. For Congress, those 
consequences included potential sentences of between 20 years to life-
long imprisonment. Prosecuting the dealers responsible for causing seri-
ous bodily injury or death—in addition to capturing the essence of their 
conduct—sends a loud and clear message that drug dealers causing such 
harm will face the severest of consequences and that we will do everything 
we can to bring justice to the victims and their families. 

We hope you found this article helpful. 

prior statements about 5 ng/mL being an absolute floor were not accurate. 

Q: [A]nd that’s why in the literature that’s out there, I mean, I think my collec-
tion is maybe about 16 articles that I put together in case you and I need to 
talk about them, that there are really ranges of deaths associated with furanyl 
fentanyl alone that go as low as 0.2 nanograms per milliliter up into over a 
hundred nanograms per milliliter, right? 

A: First of all, I’d have to say you did an excellent job. That’s pretty much all the 
publications there is in the known English language . . . Excellent job. I didn’t 
find any others. And you’re right, there is a range. Absolutely no question, 
there’s always a range. 

United States v. Koffie, Trial Transcript, Day 6 at 1196 (March 6, 2023). 
96 Fed. Crim. P. Rule 16(b)(1)(C). 
97 Moya, 5 F.4th at 1194–95 (excluding defense expert testimony for failure to comply 
with Rule 16); United States v. Bauer, 82 F.4th 522, 534–36 (6th Cir. 2023) (upholding 
district court decision to prevent defendant from testifying as an expert due to failure 
to comply with Rule 16 expert disclosure). 
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Dimple A. Smith 
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Assistant United States Attorney 
District of Oregon 

I. Introduction 
Overdose cases present a series of complex issues and incorporating 

victim–witness personnel into your team as early as possible will enhance 
your investigation, presentation at trial, results at sentencing, and ensure 
that we have fulfilled our obligations to the victims and the victim’s family 
in our pursuit of justice. Victim–witness personnel are trained to support 
victims of crime and a few of their many superpowers include listening to, 
working with, and comforting victims and their families. Victim–witness 
personnel can assist the team with handling victim–witness issues as they 
arise and may be able to prevent them from arising in the first place. The 
best advice we can provide is that timely, clear, and consistent commu-
nication with both the victim or the victim’s family and your victim– 
witness personnel will go a long way in ensuring a successful prosecution. 
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Not only will the victim–witness personnel ensure you meet your statu-
tory and policy obligations as you navigate what are often difficult and 
challenging cases, they will make your life easier in cases that include high 
emotion, stress, self-blame, and a desire for retribution. 

Overdoses destroy lives and families and your victim–witness special-
ists are there to help victims, their families, and you in achieving justice. 
Relying on the expertise of three very experienced victim–witness special-
ists, and lessons learned along the way, we hope this article will provide 
you with some practical tips that will help in prosecuting these complex 
cases. As you approach these cases, remember, it’s a team approach: one 
team, one voice, one fight. 

II. The initial overdose call and assembling 
the team 

Investigating and prosecuting overdose deaths present two very im-
portant interests in our pursuit of justice: finding and prosecuting the 
dealer responsible for distributing the poison that resulted in the death 
or serious bodily injury and taking care of the victim and the victim’s 
family.1 

Prosecutors approach overdose cases with different backgrounds— 
some have handled victim cases before, and others have not. Whether 
or not you have handled victim cases before, we have found that a proac-
tive approach that brings victim–witness personnel into the prosecution 
team as soon as possible is critical to success. 

1 In handling overdose cases, as well as victim cases generally, you should become 
familiar with The Attorney General Guidelines for Victim and Witness 
Assistance (2022 Ed.), as well as the Victims’ Rights and Restitution Act (VRRA) 
and the Crime Victim’s Rights Act (CVRA). Under the VRRA a victim is defined as 
“a person that has suffered direct physical, emotional, or pecuniary harm as a result 
of the commission of a crime.” 34 U.S.C. § 20141(e)(2). Under the CVRA a victim is 
defined as “a person directly and proximately harmed as a result of the commission of 
a Federal offense or an offense in the District of Columbia.” 18 U.S.C. § 3771(e)(2)(A). 
In most overdose cases, the victim is easy to identify. In cases where there is not an 
overdose charged or there is a question of whether there is a victim under CVRA, the 
Department of Justice places a “strong presumption . . . in favor of providing . . . 
assistance and services, including assistance from Department personnel, to victims of 
crime. . . . Department personnel are encouraged to provide additional assistance to 
crime victims where appropriate and within available resources, as situations warrant.” 
The Attorney General Guidelines for Victim and Witness Assistance at 
4. At the same time, “[n]othing in [the Attorney General Guidelines] shall be con-
strued to require Department personnel to take any action that would interfere with 
or compromise an investigation . . . endanger the security of any person . . . [or] impair 
prosecutorial discretion.” Id. (cleaned up). 
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When you first receive a call from law enforcement investigators telling 
you that they are investigating an overdose, remember that there is a vic-
tim and a family involved as well. Even if you are still looking for a sus-
pect and don’t yet have a prosecutable case, bringing in victim–witness 
personnel early in the process can help you navigate issues involving vic-
tims and their families, including their physical, emotional, and mental 
well-being. It will also help ensure the rights and dignity of victims and 
their families going forward. As prosecutors, once we receive a call from 
our team informing of us an overdose, we immediately reach out to our 
victim–witness specialist letting them know what just occurred. Some-
times we have a lot of information to share, other times we don’t. Either 
way, we are immediately bringing them into the team. 

As soon as possible, brief your victim–witness personnel on the facts 
of the investigation. They can, when appropriate, then reach out to the 
victim or the victim’s family. The more information you can share with 
your victim–witness personnel, the more prepared and better equipped 
they are to contribute to the investigation and prosecution, as well as 
being able to reach out and communicate with the victim or victim’s 
family. As soon as practical, we also suggest scheduling a meeting with 
the victim or the victim’s family and the prosecutor handling the case, 
the victim–witness specialist, and case agent—whether over the phone, 
in person, or by video. 

III. Practical steps going forward 
Victims’ roles are critical, and we believe that having a team to sup-

port them will both ensure they are not alone and help make your case 
better. The victim–witness specialists in your offices are skilled team 
members who can provide support throughout the life of the case and 
assist with navigating victims through this process. Keep in mind that 
overdose victims or their families must live with the long-term impact 
of the crime far beyond the prosecution of the case. These may include 
physical, emotional, social, and financial impacts. For victims of over-
doses that survive, the battle of addiction will likely add to the challenge 
of moving through the investigation and prosecution of the case. Recog-
nizing that each victim and family has a different set of needs highlights 
the importance of a victim-centered approach. 

A. Initial talks with the victim or the victim’s family 

The first decision to make is who will be meeting with the victims and 
when. In our experience, it is best to meet with the victim or victim’s 
family as early as possible and to try and maintain a consistent point 
of contact. At the initial meeting, thank them for meeting with you and 
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clearly explain the role of each person on the team. Do your best to convey 
your genuine empathy and understanding. 

At the initial meeting, the investigation is usually active and there may 
be many things that are unknown. It may be helpful to explain what is 
known and unknown about the investigation. In our experience, the more 
information you share, the more trust you will build. Each investigation 
is different, and care must be taken to not compromise the investigation. 
In cases where you anticipate securing a defendant’s cooperation and tar-
geting sources up the chain of distribution, in our experience, explaining 
this to the family has been very helpful as well. Before concluding the 
meeting, provide the family with a reliable point of contact within your 
office for future communications. This is also a great time to ask for their 
preferred contact method to receive ongoing updates. Losing a family 
member to an overdose is difficult and complex, so understanding that 
each person will handle the situation differently will help you navigate the 
initial meeting. In our experience, the initial meeting will set the stage 
for the rest of the case. 

B. Keeping the victim or victim’s family informed 

Prosecutors and victim–witness specialists should discuss a timeline to 
check in with the victim or victim’s family and ensure there is continued 
dialogue throughout each case. As you check in with the victim or victim’s 
family, continue to gauge their emotional state and encourage them to 
ask you questions. It has proven helpful to notify the victims when the 
team is made aware of any significant developments in the case. As with 
many cases, the investigation and prosecution may take time so it is also 
important to let the victims know there will be periods of time when they 
may not hear any updates. Assure the victim or the victim’s family that 
the team is continuing to work on the case behind the scenes. It is helpful 
to explain that investigation, discovery, trial preparations, and the court’s 
schedule all may cause delays in the case. In all stages of the case, candid 
and frequent communication with the victim or victim’s family is critical. 
Providing them with information about why decisions are being made 
and what to expect will help the victim or victim’s family reasonably 
manage their expectations and prepare for the outcomes that follow. 

C. Significant court events 

Family members may choose to attend hearings and their presence can 
be significant and impactful. The attendance by the victims is voluntary 
and should be their decision. Offer support and explain the potential 
benefits their attendance could have on the case. 

Legal proceedings can be confusing and emotionally challenging, so 
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having the victim–witness specialists present is important. The prosecutor 
and victim–witness specialists should offer to meet with the family before 
and after hearings to answer any questions. This is the first introduction 
to the criminal justice system for many victims and their families and it 
can be both daunting and confusing. By working together, all of you can 
help maximize communication with the victim or the victim’s family and, 
hopefully, help them understand the process and address their concerns. 

Detention hearings: In cases where full Crime Victims’ Rights Act 
(CVRA) victim rights can be provided to victims, they will have the 
right to be heard about matters of detention or release. Pretrial release 
of a defendant, often into drug treatment, who is accused of causing the 
death or serious bodily injury to the victim can surprise families who may 
view it as an opportunity the victim never received. Talking to the family 
in advance of the hearing and explaining the process and the expected 
outcomes are helpful. Victims may not expect self-surrender, so if self-
surrender is contemplated at sentencing, raising the issue in advance will 
save you from a difficult and potentially angry discussion later. 

Plea agreements: Conferring with the victim’s family in advance of 
offering or even entering into a plea agreement is very important and, if 
full victims’ rights have attached under CVRA, required. The goal of this 
conversation is not necessarily to have the victim or victim’s family agree 
with you, but to understand that we are working to obtain a just and fair 
outcome. It is good to acknowledge that no outcome will ever undo the 
harm or necessarily feel fair after the loss they have suffered. 

In discussing plea agreements, make clear that the victim or victim’s 
family’s opinion is important and will be considered, but the ultimate 
decision on a plea offer or agreement is up to the government. Also, inform 
them that the final sentencing decision is the judge’s responsibility, and 
they may object to the terms of the plea agreement and are free to address 
the court. If they are CVRA victims, this is their right. 

Trial considerations: If the case goes to trial, the victim or a vic-
tim’s family may be important witnesses in the case. As early as you can, 
notify victims that they may be witnesses and explain what trial prepa-
ration entails. Finally, remember to prepare the family if there will be 
evidence from the crime scene or autopsy presented. The victim–witness 
specialist should be present to assist the family before, during, and after 
the proceedings. 

Sentencing and victim impact statements: Before sentencing, 
the victim–witness specialist and prosecutor should meet with the victim 
or victim’s family to prepare them for what to expect at sentencing. 
The choice to provide a written or in-court statement should rest with 
the family. If you expect a lengthy allocution, it is a good idea to give 
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advance notice to the court and counsel to ensure adequate time. 
Victim impact statements are highly recommended. Victim impact 

statements humanize overdose victims by personalizing them, as well as 
their lives, dreams, and families. These statements are also powerful tools 
that offer victims and victim’s families a voice and control over the nar-
rative involving the victim. The victim impact statement may include 
written statements, photos, and videos and the victim–witness special-
ist can guide families based on experience. The content is ultimately the 
choice of the victim or victim’s family. 

If applicable under the CVRA, restitution should be requested. Re-
quests for documentation for funerals or related expenses should be made 
as early in the case as possible. The victim–witness specialist will aid you 
in explaining the restitution process. 

D. Practical considerations when meeting with 
victims 

Victim–witness specialists, prosecutors, and team members must de-
velop their own approach to working with victims. Through our combined 
years of experience, we have put together a list of things to consider in 
your formulating your approach to meeting with victims: 

• Pretrial teamwork includes initial contact, identifying the victim’s 
needs, and scheduling an initial meeting with the victim. 

• Explain roles and responsibilities of the trial team as well as proce-
dures. 

• Answer all questions honestly and with respect. If you do not know 
the answer to the question, do not guess. 

• Be prepared to repeat certain information. 

• Understand the family dynamics and be prepared to meet sepa-
rately if the need arises. Adjust your communication to meet the 
needs of the family. 

• Be ok with silence. Sometimes there will be nothing you can say 
that will fix anything. 

• Empower the victims with choices (when applicable) and resources 
to assist them with what they are going through. 

• Be aware of the judicial process from the victims’ point of view. 
The victim or victim’s family may view the process as intrusive, a 
financial burden, or unfairly balanced towards the defendant, they 
may disagree with your opinions or the court’s opinions, and they 
may be upset at how long the judicial process may take. 
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• Be prepared for the victim’s family to request police and autopsy 
reports. 

• Be prepared to discuss victim privacy and the media. 

• Be prepared to debrief before and after court hearings. 

• Be prepared to address questions about whether they can sue the 
defendant. It is not uncommon for victims to consider wrongful 
death lawsuits. 

• Refrain from using your personal experiences to connect with the 
victim’s. 

• Be aware of your communication style and how you present to oth-
ers. 

• Since many people have never been to a courtroom, take victims or 
their families to the courtroom so they know what to expect. 

• Remember, while you can empathize with the victim or victim’s 
family, we can never fully understand those feelings unless we have 
lost someone in the same way. 

• Remember that grief and trauma also impact memory and the abil-
ity to take in new information. 

• Make sure to provide a safe and comfortable meeting space for the 
family if you meet at the U.S. Attorney’s Office. 

This is intended to be suggested list of things to consider. Find a style 
and approach that works best for you to help victims through the process. 

IV. Conclusion 
As you move forward with your team in preparing for meetings with 

victims in overdose cases, remember that each crime victim and each 
interaction is unique. Always remember that what you say and do during 
your interactions with victims can make a substantial difference in their 
lives moving forward. After all, that is part of doing justice. 

V. Resources 
The victim–witness personnel in your office can work with the victim 

and victim’s family members to connect them to supportive resources in 
their community. The availability of services varies widely in different lo-
cations. Resources to consider are individual therapy, support groups, and 
advocacy groups. Unfortunately, many states’ Crime Victim Compensa-
tion (CVC) programs do not cover this type of crime. In some areas, you 
will not find support groups specific to the loss of a loved one due to an 
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overdose but there may be national resources available. For general grief 
and loss groups, some additional research and preparation of the family 
is needed due to the possible stigma of the overdose. As with all support, 
sometimes the first is not the best fit. If this is the case, the victim–witness 
specialist can assist with processing and identifying a resource that feels 
supportive for the family. Resource suggestions are below. 

Resource Explanation Link 

Firstlink 
A connection line for a 
wide range of supports. 

https://myfirstlink.org 

Song for Charlie 
An advocacy and edu-
cation group. 

https://songforcharlie.org/ 

Dougy Center 
Grief Support 
Program 
Directory 

Services for children 
who have experienced a 
death in the family and 
the adults who care for 
them. 

https://www.dougy.org/ 
program-finder 

SAMHSA 

Substance Abuse and 
Mental Health Services 
Administration 
Helpline 

https://www.samhsa.gov/ 

Love in the 
Trenches 

Maryland-based, Zoom 
support groups for loss 
of a child due to addic-
tion or overdose. 

https://www.loveinthet 
renches.org/grief-
support-group 

NOVA 
National Organization 
for Victim Assistance 

https://www.trynova.org/ 
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I. Introduction 
In December 2023, the United States Coast Guard (USCG) offloaded 

approximately 18,219 pounds of cocaine from the USCG Cutter Waesche.1 

The estimated street value of the cocaine was more than $239 million.2 

The offload occurred as a result of six separate maritime interdictions, 
performed by separate cutters, taking place over a 17-day period off the 
coasts of Mexico and Central and South America.3 The interdictions were 
performed as part of the USCG’s counternarcotics mission.4 While in-
terdictions of this size may seem out of the ordinary, the USCG rou-
tinely interdicts a variety of vessels, including Go-Fast Vessels and semi-
submersibles, with massive amounts of drugs (usually cocaine), moving 
from the Pacific and Caribbean coasts of South America northward to 
Mexico, the Caribbean, and eventually the United States. 

One can imagine that prosecuting interdictions like these may raise a 
variety of questions: could the United States assert jurisdiction over the 
suspected traffickers; would the maritime location of the interdiction mat-

1 See Press Release, U.S. Coast Guard, Coast Guard Crew Offloads More Than $239 
Million Worth of Cocaine in San Diego (Dec. 6, 2023). 
2 Id. 
3 Id. 
4 Id. 
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ter; and would it make a difference if the ship carrying the contraband was 
flagged—registered—by another country? What about the transit time to 
a U.S. court for an initial appearance where the interdiction occurred over 
a thousand miles from the United States? The dizzying array of issues 
confronting a federal prosecutor following a high seas interdiction may 
not be typical of land-based legal challenges. Fortunately, a body of both 
federal law and international authorities is instructive on these questions. 

The Maritime Drug Law Enforcement Act (MDLEA) is the United 
States’ principal statute addressing high seas drug trafficking and has 
supported thousands of prosecutions for decades. The MDLEA, as it re-
lates to controlled substances,5 prohibits the distribution, manufacture, 
or possession with intent to distribute or manufacture, controlled sub-
stances aboard a “covered vessel.”6 Its prohibitions apply “outside the 
territorial jurisdiction of the United States,” and include both attempt 
and conspiracy liability.7 And, where an interdiction occurs outside of 
the United States, venue may be appropriate in your district. This article 
is intended to serve as an MDLEA primer.8 It will provide a brief his-
tory of the MDLEA, identify the MDLEA’s core definitional provisions, 
discuss its key criminal prohibition, detail its jurisdiction and venue pro-
vision, describe the MDLEA’s position on the use of international law as 
a defense, and finally, address its sentencing provisions.9 

5 The MDLEA also criminalizes “destroy[ing] . . . or attempt[ing] or conspir[ing] to 
destroy, property that is subject to forfeiture under section 511(a) of the Compre-
hensive Drug Abuse Prevention and Control Act of 1970 (21 U.S.C. 881(a)),” see 
46 U.S.C. § 70503(a)(2), and “conceal[ing], or attempt[ing] or conspir[ing] to conceal, 
more than $100,000 in currency or other monetary instruments on the person of such 
individual or in any conveyance, article of luggage, merchandise, or other container, or 
compartment of or aboard the covered vessel if that vessel is outfitted for smuggling.” 
46 U.S.C. § 70503(a)(3). The MDLEA for controlled substances was found unconstitu-
tional in an Eleventh Circuit case as not a valid exercise of Congress’s authority under 
the Commerce Clause and under the Necessary and Proper Clause. Other Circuit 
Courts of Appeals, however, have found that MDLEA is constitutional. 
6 46 U.S.C. § 70503(a)(1). 
7 46 U.S.C. § 70503(b). 
8 This primer will not discuss the Drug Trafficking Vessel Interdiction Act of 2008 or 
its related provisions. 
9 See 46 U.S.C. §§ 70502–70506. 
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II. The MDLEA and its substantive 
provisions 

A. A brief history of the MDLEA 

Two fundamental assumptions exist in addressing high seas drug traf-
ficking: (1) there are not enough government assets (ships, planes, heli-
copters, etc.) to patrol every piece of water; and (2) combating the prob-
lem is an international challenge.10 Criminals have long sought to exploit 
both gaps in the law and gaps in maritime law enforcement assets. With 
more than 90,000 miles of U.S. coastline, waiting for drugs to enter a 
U.S. port (or even territorial seas) was not a viable option to counter 
transnational criminal networks. In 1980, to stem the flow of illicit drugs 
into the United States, Congress enacted the Marijuana on the High Seas 
Act (MHSA), a legislative scheme authorizing USCG and other law en-
forcement agencies to stop and seize both U.S.-flagged vessels as well as 
vessels interdicted in U.S. customs waters suspected of drug trafficking.11 

The challenge persisted though, and in 1986, six years after attempting 
to address this problem via the MHSA,12 Congress passed the MDLEA 
as part of a broader effort to combat drug trafficking.13 In enacting the 
MDLEA, Congress found “trafficking in controlled substances aboard ves-
sels is a serious international problem, is universally condemned, and 
presents a specific threat to the security and societal well-being of the 
United States.”14 According to commentators, Congress, in passing the 
MDLEA, sought to remedy shortcomings of the MHSA related to enforce-

10 With respect to the need for international cooperation in the fight again illicit 
maritime trafficking, it is noteworthy that the United States is a party to the United 
Nations Convention Against Illicit Trafficking in Narcotic Drugs and Psychotropic 
Substances (“Convention”). The Convention includes detailed guidance concerning 
partnering and cooperation and requires state parties to establish criminal offenses for 
the production, manufacture, sale, distribution, delivery, importation, and exportation 
of narcotic drugs. United Nations Convention Against Illicit Traffic in Narcotic Drugs 
and Psychotropic Substances, Dec. 20, 1988, 1582 U.N.T.S. 27627 (entered into force 
Nov. 11, 1990). Importantly, article 17 provides, in part, that “[P]arties shall co-operate 
to the fullest extent possible to suppress illicit traffic by sea, in conformity with the 
international law of the sea.” Id. at art. 17., ¶ 1. 
11 Michael Anfang, Jurisdiction from Coast to Coast: Justifying Land-Based Conspir-
atorial Liability Under the Felonies Clause, 61 Colum. J. Transnat’l L. 857, 864 
(2023). 
12 See Act of Sept. 15, 1980, Pub. L. No. 96-350, 94 Stat. 1159. 
13 See Anti-Drug Abuse Act of 1986, Pub. L. No. 99-570, 110 Stat. 3207. 
14 46 U.S.C. § 70501. 
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ability.15 Remedying these shortcomings included, among other things, 
more expansive jurisdiction over both foreign-flagged vessels (i.e., vessels 
registered in another country) and those without nationality (i.e., those 
vessels that are neither registered in another country, nor otherwise pos-
sess nationality).16 These concepts are significant in the maritime arena 
because foreign-flagged vessels are treated as being subject to the laws of 
the flag state, while vessels without nationality are subject to the laws of 
all countries. 

Ten years after passing the MDLEA, Congress amended it via the 
Coast Guard Authorization Act (CGAA) of 1996.17 The CGAA included 
multiple amendments to what was then 46 U.S.C. § 1903 aimed at: (1) 
simplifying the process the government uses to prove jurisdiction over 
foreign-flagged vessels;18 (2) limiting a defendant’s ability to use failure to 
comply with international law as a basis for a defense;19 and (3) clarifying 
that jurisdiction is a preliminary matter of law for the trial court to 
decide.20 

Six years later, the MDLEA was again amended, this time through 
the Maritime Transportation Security Act of 2002.21 There, Congress 
extended application of the MDLEA to apply to vessels located in the 
U.S.’ contiguous zones (12–24 nautical miles from the baseline), as well 
as to “hovering vessel[s].”22 The 2002 Amendment also clarified existing 
authority for seizure and forfeiture of vessels subject to U.S. jurisdiction 
that are “intended for use” in smuggling.23 

Finally, in 2022, the MDLEA was again amended, this time to ac-
count for an additional factual circumstance encountered by USCG when 

15 See Eugene Kontorovich, Beyond the Article I Horizon: Congress’s Enumerated 
Powers and Universal Jurisdiction over Drug Crimes, 93 Minn. L. Rev. 1191, 1197 
(2009). 
16 Id. at 1197–98. 
17 See Coast Guard Authorization Act of 1996, Pub. L. No. 104-324, sec. 
1138(a)(2)–(5), § 3, 110 Stat. 3901, 3988–89. 
18 See Coast Guard Authorization Act sec. 1138(a)(2), (3), § 3, 110 Stat. at 3989. 
19 See Coast Guard Authorization Act sec. 1138(a)(4), § 3, 110 Stat. at 3989. 
20 See Coast Guard Authorization Act sec. 1138(a)(5), § 3, 110 Stat. at 3989. 
21 See Maritime Transportation Security Act of 2002, Pub. L. No. 107-295, sec. 
418, § 3, 116 Stat. 2064, 2123–24. 
22 Maritime Transportation Security Act § 418(a)(3); 19 U.S.C. § 1401(k)(1) (defining 
a hovering vessel as “any vessel which is found or kept off the coast of the United States 
within or without the customs waters, if, from the history, conduct, character, or 
location of the vessel, it is reasonable to believe that such vessel is being used or may be 
used to introduce or promote or facilitate the introduction or attempted introduction 
of merchandise into the United States in violation of the laws of the United States”). 
23 Maritime Transportation Security Act § 106(b)(2). 
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boarding vessels are suspected of illicit trafficking.24 The new provision 
clarified that the MDLEA definition of “vessel without nationality” in 
46 U.S.C. § 70502(d)(1) also applies in situations where, following an in-
quiry from the boarding team, individuals on the interdicted vessel fail to 
identify a master or person in charge and fail to make a claim of national-
ity or registry via documentation or flag.25 The effect of this amendment 
was to confirm that where individuals fail to disclose whether they are 
the master or individual in charge and where the vessel shows no indicia 
of nationality, the vessel will be considered as being without nationality 
for purposes of the MDLEA’s jurisdictional provision. 

B. Criminal prohibitions, 46 U.S.C. §§ 70503 and 
70506 

As touched on above, the MDLEA criminalizes controlled substance 
violations occurring on certain vessels, referred to as “covered vessels.” 
Terminology in maritime prosecutions is crucial, and in this regard, “cov-
ered vessel” is paramount. In relevant part, the MDLEA provides: “While 
on board a covered vessel, an individual may not knowingly or intention-
ally [] manufacture or distribute, or possess with intent to manufacture 
or distribute, a controlled substance.”26 The statute also specifically pro-
vides that it is intended to have extraterritorial application.27 To establish 
a violation of 46 U.S.C. § 70503(a)(1), a prosecutor must prove three el-
ements: 

(1) that on the date charged, the defendant was on board the vessel 
and at that time possessed a controlled substance, either actually 
or constructively; 

(2) that the defendant did so with a specific intent to distribute the 
controlled substance over which he or she had actual or constructive 
possession; and 

(3) that the defendant did so knowingly and intentionally.28 

As reflected in the first element, possession of a controlled substance 
can be established with circumstantial evidence and includes both actual 

24 James M. Inhofe National Defense Authorization Act for Fiscal Year 2023, Pub. L. 
117-263, Div. K, Title CXV, sec. 11519, § 70502(d)(1), 136 Stat. 2395, 4142 (2022). 
25 James M. Inhofe National Defense Authorization Act sec. 11519(3), § 70502(d)(1), 
136 Stat. at 4142; 46 U.S.C. § 70502(d)(1). 
26 46 U.S.C. § 70503(a)(1). 
27 46 U.S.C. § 70503(b) (“Subsection (a) applies even though the act is committed 
outside the territorial jurisdiction of the United States.”). 
28 First Circuit Jury Instruction; 46 U.S.C. § 70503(a)(1). 
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and constructive possession.29 And, consistent with typical drug law, a 
jury may infer intent to distribute based on the quantity of controlled 
substances seized.30 

In addition to liability for the substantive offense, the MDLEA also 
prohibits, via section 70506, attempt and conspiracy to violate 46 U.S.C. §
70503.31 Sentencing exposure for violating section 70506 is the same as 
violating 46 U.S.C. § 70503 itself.32 

C. Definitions, 46 U.S.C. § 70502 

The MDLEA’s definitional provisions, primarily codified at 46 U.S.C. §
70502, lay out the key terms for applying the MDLEA’s jurisdictional 
scheme to its criminal prohibitions. To start, subsection (a) states the 
Controlled Substances Act’s (CSA) definitional section, 21 U.S.C. § 802, 
applies to the MDLEA.33 Next, subsection (b) defines the term “vessel 
of the United States,” subsection (c) defines the term “vessel subject 
to the jurisdiction of the United States,” and subsection (d) defines the 
term “vessel without nationality,” all of which are “covered vessel[s]” for 
purposes of section 70503(e)’s jurisdictional provision.34 While subsec-
tions (b) through (d) contain 14 specific examples of when a vessel can 
meet section 70503(e)’s definition of “covered vessel,” the term can be 
summarized as including three major categories: (1) vessels with ties to 
the United States; (2) foreign-flagged vessels where the foreign flag has 
waived objection or consented to the enforcement of U.S. law; and (3) 
vessels without nationality (also known as stateless vessels).35 As detailed 
more extensively below, jurisdiction under the MDLEA is a preliminary 
question of law determined solely by the trial judge. 

1. “Vessels of the United States” 

The MDLEA defines a “vessel of the United States” in three ways: 

(1) a vessel documented under chapter 121 of this title or 
numbered as provided in chapter 123 of this title; 

(2) a vessel owned in any part by an individual who is a citi-
zen of the United States, the United States Government, the 
government of a State or political subdivision of a State, or a 

29 United States v. Tinoco, 304 F.3d 1088, 1123 (11th Cir. 2002). 
30 United States v. Iglesias, 915 F.2d 1524, 1528 (11th Cir. 1990). 
31 46 U.S.C. § 70506. 
32 46 U.S.C. § 70506(b). 
33 46 U.S.C. § 70502(a). 
34 See 46 U.S.C. § 70502(b)–(d); 46 U.S.C. § 70503(e). 
35 See 46 U.S.C. § 70502(b)–(d). 
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corporation incorporated under the laws of the United States 
or of a State, unless— 

(A) the vessel has been granted the nationality of a 
foreign nation under article 5 of the 1958 Conven-
tion on the High Seas; and 

(B) a claim of nationality or registry for the vessel 
is made by the master or individual in charge at 
the time of the enforcement action by an officer or 
employee of the United States who is authorized to 
enforce applicable provisions of United States law; 
and 

(3) a vessel that was once documented under the laws of 
the United States and, in violation of the laws of the United 
States, was sold to a person not a citizen of the United States, 
placed under foreign registry, or operated under the authority 
of a foreign nation, whether or not the vessel has been granted 
the nationality of a foreign nation.36 

The common theme with respect to this term is a connection between 
either the vessel or the individuals aboard the vessel and the United 
States. 

2. “Vessels subject to the jurisdiction of the United 
States” 

Generally speaking, the term “vessel[s] subject to the jurisdiction 
of the United States” refers to vessels that, while not meeting section 
70502(b)’s definition of “vessel[s] of the United States,” nevertheless fall 
under U.S. legal authority.37 This includes vessels without nationality, 
vessels assimilated to a vessel without nationality, foreign vessels where 
the flag state has consented or waived objection to the enforcement of 
U.S. law, vessels in U.S. customs waters, vessels in the territorial waters 
of a foreign nation where that nation consents to the enforcement of U.S. 
law, and vessels in the U.S. contiguous zone.38 Of these examples of vessels 
subject to the jurisdiction of the United States, one key example—vessels 
without nationality—bears particular importance and warrants further 
discussion as it historically makes up the bulk of MDLEA cases. 

36 46 U.S.C. § 70502(b). 
37 46 U.S. C. § 70502(b), (c). 
38 See 46 U.S.C. § 70502(c)(1)(A)–(F). 
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a. Vessels without nationality 

Under section 70502(d)(1) of the MDLEA, a “vessel without nation-
ality” includes: 

(A) a vessel aboard which the master or individual in charge makes 
a claim of registry that is denied by the nation whose registry is 
claimed; 

(B) a vessel aboard which the master or individual in charge fails, on 
request [by the boarding team] . . . to make a claim of nationality 
or registry for that vessel; 

(C) a vessel aboard which the master or individual in charge makes a 
claim of registry and for which the claimed nation of registry does 
not affirmatively and unequivocally assert that the vessel is of its 
nationality; and 

(D) a vessel aboard which no individual, on request [by the boarding 
team] . . . claims to be the master or is identified as the individual 
in charge, and that has no other claim of nationality or registry 
under paragraph (1) or (2) of subsection (e).39 

It is important to note that at least one circuit court has interpreted 
section 70502(d)(1) as providing mere examples of circumstances where a 
vessel may be without nationality. Specifically, in United States v. Matos-
Luchi, the First Circuit found Congress’s use of the word “includes” in 
section 70502(d)(1)’s definition of “vessel without nationality” meant that 
each of the subsections following the term (then A–C) were merely “listed 
examples [and] do not exhaust the scope of section 70502(d).”40 Thus, 
under the rationale of Matos-Luchi, a vessel may also be “without na-
tionality” for purposes of the MDLEA where other facts, such as location 
of the interdiction or condition of the vessel, suggest the interdicted vessel 
lacks indicia of nationality. This in turn widens the jurisdictional scope 
of when a vessel is “subject to the jurisdiction of the United States” and 
thus whether it is a “covered vessel” for purposes of section 70503(e).41 

39 46 U.S.C. § 70502(d)(1)(A)–(D). 
40 627 F.3d 1, 4 (1st Cir. 2010). 
41 Notably, there is a split of authority on the question of whether a vessel “sub-
ject to the jurisdiction of the United States” and therefore a “covered vessel” for 
purposes of section 70503(e)(1), goes to a court’s subject matter jurisdiction. See 
United States v. Dávila-Reyes, 84 F.4th 400, 412–13 (1st Cir. 2023) (en banc) (not-
ing that while the First and Second Circuit have both held the question of whether 
a vessel is “subject to the jurisdiction of the United States” does not implicate 
subject matter jurisdiction, the D.C. Circuit has reached a contrary conclusion); 
United States v. Prado, 933 F.3d 121, 132–33 (2d Cir. 2019) (“Although the MDLEA’s 
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D. Jurisdiction and venue, 46 U.S.C. §§ 70504 and 
70505 

1. Jurisdiction under 46 U.S.C. § 70504(a) 

As part of the 1996 amendments to the MDLEA, Congress clari-
fied, via what is now 46 U.S.C. § 70504(a), that “[j]urisdiction of the 
United States with respect to vessels subject to this chapter is not an 
element of any offense.”42 Continuing, the statute adds that “[a]ll juris-
dictional issues arising under this chapter are preliminary questions of 
law to be determined solely by the trial judge.”43 The burden of proof on 
jurisdiction is by a preponderance of the evidence.44 

In many MDLEA prosecutions, jurisdiction is proven by a certification 
drafted by a designee of the U.S. Secretary of State.45 This is sometimes 
known as the “certification” and in practice is used to document the 
facts supporting the basis for jurisdiction. As an example, where a vessel 
is ultimately determined to be “without nationality” following a claim 
of registry or nationality that is rejected by the alleged flag state, the 
certification may describe the facts surrounding the interdiction, detail 
the communications between the interdicting vessel and the claimed flag 
state, and then conclude that based on these communications, the vessel 
was determined to be without nationality.46 Indeed, in certain circum-
stances, the MDLEA considers the certification laying out such facts to 
be “conclusive proof” of an alleged flag state’s response to inquiries from 
the interdicting country.47 

term, ‘a vessel subject to the jurisdiction of the United States,’ has caused confusion, 
we think it certain for numerous reasons that its function is not to confer subject mat-
ter jurisdiction on the federal courts, but rather to specify the reach of the statute be-
yond the customary borders of the United States.”); but see, United States v. Miranda, 
780 F.3d 1185, 1192 (D.C. Cir. 2015) (concluding the phrase “vessel subject to the 
jurisdiction of the United States” goes to the court’s subject matter jurisdiction); 
United States v. Tinoco, 304 F.3d 1088, 1106 (11th Cir. 2002) (“The statutory lan-
guage of the MDLEA now unambiguously mandates that the jurisdictional require-
ment be treated only as a question of subject matter jurisdiction for the court to 
decide.”). 
42 Coast Guard Authorization Act of 1996, Pub. L. No. 104-324, sec. 1138(a)(5), § 3, 
110 Stat. 3901, 3989. 
43 Id. 
44 Matos-Luchi, 627 F.3d at 5. 
45 See 46 U.S.C. § 70502(c)(2)(B). 
46 See, e.g., 46 U.S.C. § 70502(d)(1)(A) (explaining that a vessel is without nationality 
where the master or individual in charge makes a claim of registry that is denied by 
the nation whose registry is claimed). 
47 See 46 U.S.C. § 70502(c)(2)(B). 
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Notably, section 70504(a) represents a change from prior practice. 
Indeed, before the 1996 Amendment, some circuits held the MDLEA’s 
jurisdictional requirements were an element of the offense to be submitted 
to the jury.48 In these circuits, prior practice required the government to 
prove the vessel at issue was a “covered vessel” under the statute. Perhaps 
not surprisingly, section 70504 was subject to post-enactment challenge. 
Nevertheless, courts have concluded Congress’s reallocation of jurisdiction 
to the trial court neither violates a defendant’s due process nor jury trial 
rights.49 This ruling notwithstanding, a circuit split currently exists over 
whether the MDLEA’s use of the word “jurisdiction,” a term appearing in 
multiple provisions (to include section 70504), relates to subject matter 
jurisdiction, Congress’s legislative jurisdiction under article I, or some 
other form of jurisdiction.50 

a. Constitutional limitations on extraterritorial jurisdiction 

Although jurisdiction, whether subject matter or legislative, is a pre-
liminary question of law submitted to the trial court pursuant to section 
70504(a), MDLEA defendants regularly assert challenges to the extrater-
ritorial application of the law based on the Fifth Amendment’s Due Pro-
cess Clause. These defendants, while not strictly challenging jurisdiction, 
frequently maintain the Constitution requires a “nexus” between the de-
fendant, the defendant’s conduct, and the United States.51 Whether or 
not a “nexus” to the United States is required is the subject of a nar-

48 United States v. Moreno-Morillo, 334 F.3d 819, 828 (9th Cir. 2003) (citing 
United States v. Medjuck, 48 F.3d 1107, 1110 (9th Cir. 1995) (collecting cases)). 
49 United States v. Tinoco, 304 F.3d 1088, 1111–12 (11th Cir. 2002); United States v. 
Campbell, 743 F.3d 802, 806–07 (11th Cir. 2014); United States v. Nueci-Peña, 711 
F.3d 191, 199 (1st Cir. 2013); United States v. Vilches-Navarrete, 523 F.3d 1, 11–12 
(1st Cir. 2008). 
50 See United States v. Dávila-Reyes, 84 F.4th 400, 411–13 (1st Cir. 2023) (noting that 
while the First and Second Circuit have both held the question of whether a vessel is 
“subject to the jurisdiction of the United States” does not implicate subject matter ju-
risdiction, the D.C. Circuit has reached a contrary conclusion); United States v. Prado, 
933 F.3d 121, 132–33 (2nd Cir. 2019) (“Although the MDLEA’s term, ‘a vessel subject 
to the jurisdiction of the United States,’ has caused confusion, we think it certain for 
numerous reasons that its function is not to confer subject matter jurisdiction on the 
federal courts, but rather to specify the reach of the statute beyond the customary 
borders of the United States.”); but see, United States v. Miranda, 780 F.3d 1185, 
1192 (D.C. Cir. 2015) (concluding the phrase “vessel subject to the jurisdiction of the 
United States” goes to the court’s subject matter jurisdiction); Tinoco, 304 F.3d at 
1106 (suggesting the MDLEA’s transfer of jurisdiction as a preliminary question of 
law to be determined by the trial judge relates to subject matter jurisdiction). 
51 United States v. Mena, 863 F.2d 1522, 1530–31 (11th Cir. 1989); see also 
United States v. Bustos-Useche, 273 F.3d 622, 627 (5th Cir. 2001). 
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row disagreement in the circuits. In the Ninth Circuit, case law suggests 
there is a requirement to prove a nexus when the vessel in question is 
a foreign-flagged vessel registered with another nation.52 The Ninth Cir-
cuit later clarified this requirement does not apply if the vessel is deemed 
stateless.53 Both the Second Circuit and the Fourth Circuit have, in dicta, 
recognized that jurisdiction may, in theory, be restrained by due process 
concerns.54 On the other hand, the First, Third, Fifth, and Eleventh Cir-
cuits have held there is no nexus requirement for the MDLEA, even with 
respect to foreign-registered vessels.55 

b. International law’s limitation on jurisdiction and section 70505 

While defendants often assert jurisdictional and constitutionally-based 
defenses in MDLEA cases, they do not have the ability to assert a de-
fense that the United States has violated international law.56 This is be-
cause Congress specified, through the CGAA of 1996 (now codified at 
46 U.S.C. § 70505), that “[a] claim of failure to comply with interna-
tional law . . . may only be made by a foreign nation.”57 It should be 
noted, however, that the text of the statute notwithstanding, courts have 
warned that section 70505 should not be understood as authorizing the 
government to engage in violations of international law carte blanche. 58 

2. Venue under 46 U.S.C. § 70504(b) 

In addition to laying out jurisdiction, section 70504 also addresses 
venue. First, section 70504(b)(1) explains, consistent with normal prac-

52 United States v. Davis, 905 F.2d 245, 248–49 (9th Cir. 1990) (holding that ”[i]n 
order to apply extraterritorially a federal criminal statute to a defendant consistent[] 
with due process, there must be a sufficient nexus between the defendant and the 
United States . . . so that such application would not be arbitrary or fundamentally 
unfair.”). 
53 United States v. Perlaza, 439 F.3d 1149, 1161 (9th Cir. 2006). 
54 See generally United States v. Pinto-Mejia, 720 F.2d 248, 259 (2d Cir. 1983); 
United States v. Howard-Arias, 679 F.2d 363, 371 (4th Cir. 1982). 
55 See generally United States v. Martinez-Hildago, 993 F.2d 1052, 1055–56 
(3d Cir. 1993); United States v. Suerte, 291 F.3d 366, 372 (5th Cir. 2002); 
United States v. Rendon, 354 F.3d 1320, 1235 (11th Cir. 2003); United States v. 
Cardales, 168 F.3d 548, 553 (1st Cir. 1999); United States v. Mena, 863 F.2d 1522, 
1527 (11th Cir. 1989). 
56 46 U.S.C. § 70505. 
57 Id.; see also Coast Guard Authorization Act of 1996, Pub. L. No. 104-324, sec. 
1138(a)(4), § 3, 110 Stat. 3901, 3989. 
58 46 U.S.C. § 70505; See also United States v. Bellaizac-Hurtado, 779 F. Supp. 2d 
1344, 1347 (S.D. Fla. 2011), rev’d on other grounds United States v. Bellaizac-Hurtado, 
700 F.3d 1245 (11th Cir. 2012); Caraballo Teran v. United States, 975 F. Supp. 129, 
134 (D.P.R. 1997). 
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tice, that domestic cases brought under the MDLEA “shall be tried in 
the district in which such offense was committed.”59 Of course, because 
MDLEA cases and their underlying interdictions almost always occur out-
side of the United States, cases may also be tried in any district “if the 
offense was begun or committed upon the high seas, or elsewhere outside 
[of] the jurisdiction of any particular State or district.”60 For prosecutors, 
the current venue provision is a welcome change, as previous versions of 
the statute laid venue in the “district . . . where [the] person enters the 
United States.”61 While this legislative change has likely reduced venue 
challenges in MDLEA cases where a defendant challenges venue, such a 
challenge must be raised pretrial and, if not, may be considered waived.62 

Notably, in certain circumstances, the Criminal Division’s Narcotic and 
Dangerous Drug Section will determine the district where the case will 
be tried. 

a. Application of Rule 5(a)(1)(B) of the Federal Rules of 
Criminal Procedure 

While not directly related to venue, because nearly all MDLEA cases 
arise from conduct occurring outside of the United States, prosecutors 
should also be aware of Federal Rule of Criminal Procedure 5(a)(1)(B), 
which requires that “[a] person making an arrest outside the United States 
must take the defendant without unnecessary delay before a magistrate 
judge, unless a statute provides otherwise.”63 When analyzing a claim un-
der Rule 5(a)(1)(B), courts—particularly in an MDLEA case—will con-
sider that interdictions occur at sea, and therefore, are not generally in 
close proximity to a magistrate judge.64 Indeed, courts have recognized 
USCG has multiple missions and responsibilities and is not required to 
act as a detainee taxi once a defendant is interdicted on the high seas.65 

In that vein, multiple courts note that Rule 5(a)(1)(B) only requires the 

59 46 U.S.C. § 70504(b)(1). 
60 Id. at (b)(2). 
61 United States v. Mosquera, 192 F. Supp. 2d 1334, 1338 (M.D. Fla. 2002); see 
National Defense Authorization Act for Fiscal Year 2018, Pub. L. No. 115-91, section 
1012(a), § 70504(b), 1546 (2017). 
62 United States v. Cordero, 668 F.2d 32, 44 (1st Cir. 1981); United States v. Roberts, 
618 F.2d 530, 537 (9th Cir. 1980); United States v. Menendez, 612 F.2d 51, 54–55 
(2d Cir. 1979); United States v. McDonough, 603 F.2d 19, 22–23 (7th Cir. 1979); 
Baeza v. United States, 543 F.2d 572, 573 (5th Cir. 1976); United States v. Burkhart, 
501 F.2d 993, 996 (6th Cir. 1974); United States v. Haley, 500 F.2d 302, 305 
(8th Cir. 1974); United States v. Jackson, 482 F.2d 1167, 1179 (10th Cir. 1973). 
63 Fed. R. Crim. P. 5(a)(1)(B) (emphasis added). 
64 United States v. Rivera Ruiz, 797 F. Supp. 78, 79 (D.P.R. 1992). 
65 United States v. Purvis, 768 F.2d 1237, 1238–39 (11th Cir. 1985). 
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government to make a reasonable effort to present a defendant without 
unreasonable delay and due to the logistics of transportation, several 
courts have determined periods of time ranging from 5 to 16 days are 
reasonable.66 

E. Penalties, 46 U.S.C. § 70506, and sentencing 

The penalties for MDLEA violations are the same as found in 21 U.S.C. 
§ 960 for a first offense and range from 10 years to life imprisonment.67 For 
a second offense, the penalty is doubled, consistent with 21 U.S.C. § 962.68 

The range of the penalty, like most offenses under the CSA, will be deter-
mined, in part, by the amount or weight of the controlled substances at 
issue.69 The MDLEA also imposes civil penalties related to simple pos-
session.70 This includes civil penalties of up to $5,000 for knowing and 
intentionally possessing a controlled substance on a vessel subject to the 
jurisdiction of the United States based on “the nature, circumstances, 
extent, and gravity of the prohibited acts committed and, with respect to 
the violator, the degree of culpability, any history of prior offenses, ability 
to pay, and other matters that justice requires.”71 

The analysis under the Sentencing Guidelines for a violation of 46 
U.S.C. § 70503(a) is the same as the analysis for a CSA violation because 
the penalty provisions of 21 U.S.C. §§ 960 and 962 are adopted and in-
corporated into the MDLEA. It is not uncommon for defendants to seek 
a reduction in their sentence based on their role in the offense.72 When 
courts consider whether it is appropriate to apply a mitigating role reduc-
tion, they may look at whether the conduct attributed to the defendant 
was substantially close to the actual conduct of the defendant, or if the 
defendant, when compared to other crewmembers, was less culpable.73 

There are also potential enhancements under the sentencing guidelines 
that are relevant to those who are operating vessels. Two levels are added 
to the base offense level if “the defendant acted as a pilot, copilot, cap-
tain, navigator, flight officer, or any other operation officer aboard any 
craft or vessel carrying a controlled substance.”74 

66 Purvis, 768 F.2d at 1238–39; United States v. Odom, 526 F.2d 339, 342–43 
(5th Cir. 1976). 
67 46 U.S.C. § 70506(a); 21 U.S.C. § 960(a)–(b). 
68 46 U.S.C. § 70506(a); 21 U.S.C. § 962. 
69 United States v. Tinoco, 304 F.3d 1088, 1097–98 (11th Cir. 2002). 
70 46 U.S.C. § 70506(c)(1). 
71 46 U.S.C. § 70506(c)(1)–(2). 
72 United States v. De Varon, 175 F.3d 930 (11th Cir. 1999). 
73 United States v. Herrera-Villarreal, 665 F. App’x 762, 764–65 (11th Cir. 2016). 
74 U.S. Sentencing Guidelines Manual § 2D1.1(b)(3)(C) (U.S. Sentenc-
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Relief from a mandatory minimum sentence for certain Title 21 of-
fenses, including 21 U.S.C. § 960, is available under the safety-valve pro-
vision.75 Following a December 21, 2018 amendment to the safety-valve, 
the same is true with respect to violations of section 70503 and section 
70506.76 There, Congress, in an effort to address a then-existing circuit 
split, broadened the safety-valve to expressly reference section 70503 and 
section 70506.77 In light of this change, individuals sentenced before the 
2018 amendment may not be safety-valve eligible, while those sentenced 
following the 2018 amendment will be safety-valve eligible.78 

III. Conclusion 
In conclusion, the authors hope this brief primer can serve as a starting 

point for thinking more about making a potential MDLEA case. While 
it is indeed a niche statute, the MDLEA nevertheless serves an impor-
tant purpose: to help the United States confront the problem of mar-
itime drug trafficking. Moreover, and as shown by USCG’s recent offload 
from the Waesche, because maritime routes are often utilized to transport 
large amounts of drugs from their source-of-supply to end markets, the 
MDLEA’s extraterritorial reach, combined with USCG’s expertise, can 
often result in cases with massive seizures. Perhaps equally important, 
maritime interdictions can also provide excellent opportunities to obtain 

ing Comm’n 2021); See generally United States v. Trinidad, 839 F.3d 112, 114 
(1st Cir. 2016) (defendant was considered a “navigator” because he, along with the 
only other individual on the go-fast boat, took turns steering); United States v. Cruz-
Mendez, 811 F.3d 1172, 1176 (9th Cir. 2016) (defendant received a “pilot/captain” 
enhancement based on the fact that he was operating a vessel loaded with marijuana 
bales, which he was hired to do given his experience as a life-long fisherman). 
75 18 U.S.C. § 3553(f); U.S.S.G. § 5C1.2 (U.S. Sent’g Comm’n 2021). 
76 See First Step Act of 2018, Pub. L. No. 115-391, , sec. 402(a)(1)(A)(ii), § 3553(f), 
132 Stat. 5194, 5221 (amending 18 U.S.C. § 3553(f) to include violations of section 
70503 and section 70506). 
77 Before the 2018 amendment, certain circuits—the Fifth, Ninth, and 
Eleventh—concluded that defendants convicted of violating the MDLEA do 
not qualify for relief under the safety-valve provision See generally United States v. 
Anchundia-Espinoza, 897 F.3d 629 (5th Cir. 2018); United States v. Gamboa-
Cardenas, 508 F.3d 491 (9th Cir. 2007); United States v. Pertuz-Pertuz, 679 F.3d 
1327 (11th Cir. 2012). Despite this, the D.C. Circuit, in 2018, held defendants were 
eligible for relief under the safety-valve provision by concluding “the defendants’ 
crime is ‘an offense under’ both the MDLEA and § 960, drawing offense elements 
from each.” United States v. Mosquera-Murillo, 902 F.3d 285, 293 (D.C. Cir. 2018). 
78 See United States v. Diaz, No. 17-CR-20786, 2024 WL 167166, at *3 (S.D. Fla. 
Jan. 16, 2024) (explaining the amendment to section 3553(f) does not have retroactive 
effect and, as a result, a defendant sentenced when the previous version of the statute 
was in effect is “not eligible for safety-valve relief.”). 
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a defendant’s cooperation and, in turn, expand investigations. If you have 
questions about the MDLEA or MDLEA cases, including learning more 
about case coordination in MDLEA cases, please reach out to the Depart-
ment of Justice’s (Department’s) Narcotic and Dangerous Drug Section 
(NDDS). 
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I. Introduction 
Over the last five years, fentanyl trafficking offenders convicted and 

sentenced in federal court have increased 460.7%.1 Between fiscal year 
2016 and fiscal year 2019, the number of fentanyl analogue offenders that 
came before federal courts increased 5,725% from 4 to 233.2 While the rate 
after that was not as precipitous, the numbers continued to rise through 
2022.3 Overdoses have unfortunately become commonplace throughout 
the country, with fatal fentanyl overdoses skyrocketing. For instance, in 
Connecticut in 2012, fentanyl accounted for 4% of all overdoses.4 In 2019, 
it accounted for 82%.5 In 2018, fentanyl and its analogues were detected 
in approximately two-thirds of opioid deaths, which hit a nationwide high 

1 Quick Facts on Fentanyl Trafficking Offenses, U.S. Sent’g Comm’n, 
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/quick-
facts/Fentanyl FY22.pdf (last visited Feb. 21, 2024). 
2 Kristin M. Tennyson et al., Fentanyl and Fentanyl Analogues: Federal Trends and 
Trafficking Patterns, U.S. Sent’g Comm’n (Jan. 25, 2021), https://www.ussc.gov/ 
sites/default/files/pdf/research-and-publications/research-publications/2021/ 
20210125 Fentanyl-Report.pdf. For purposes of this report, the Sentencing Commis-
sion appears to be defining fentanyl analogues as “substances chemically or pharma-
cologically similar to fentanyl.” 
3 Quick Facts on Fentanyl Analogue Trafficking Offenses, U.S. Sent’g Comm’n 
2024), https://www.ussc.gov/sites/default/files/pdf/research-and-publications/quick-
facts/Fentanyl Analogues FY22.pdf (last visited Feb. 21, 2024). 
4 Haidong Lu et al., Geographic and Temporal Trends in Fentanyl-Detected Deaths in 
Connecticut, 2009–2019, 79 Annals of Epidemiology 32 (2023). 
5 Id. 
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of 11.4 drug overdose deaths per 100,000 people.6 In many places across 
the country, despite massive efforts to raise awareness about the dangers 
of fentanyl and increase access to overdose reversal drugs, fentanyl deaths 
continue to rise. As an example, in Denver, Colorado, nearly 150 people 
died of fentanyl overdoses in the first six months of 2023—a 16% increase 
in deaths attributed to fentanyl over the same period in 2022.7 In Col-
orado, fentanyl overdoses have increased tenfold since 2016.8 Prosecuting 
fentanyl trafficking cases has become more prevalent as more fentanyl 
floods into the United States and leads to more deaths. The Drug En-
forcement Administration (DEA) has noted an extreme increase of drug 
seizures that tested positive for fentanyl across the nation from 4,642 in 
2014 to 98,954 in 2019.9 

While fentanyl has become a household name over the past five years, 
many people are not familiar with fentanyl analogues. In this article, the 
authors use the term “fentanyl analogue” to refer to substances that are 
structurally similar to fentanyl. Manufacturers of fentanyl analogues mod-
ify and experiment with chemical structures to develop new psychoactive 
substances.10 Manufacturers make small changes to fentanyl’s basic chem-
ical structure and distribute the resulting fentanyl analogues in the illicit 
drug market in an effort to avoid prosecution.11 Historically, designer 
drugs such as fentanyl analogues were commonly sold on the internet, and 
most often the “dark web.”12 Over time, however, drug traffickers have 
started to smuggle fentanyl analogues into the United States in many of 
the same ways controlled substances like methamphetamine, heroin, and 
cocaine are smuggled into the United States.13 Once inside the United 
States, fentanyl analogues may be distributed alone or combined with 
other controlled substances, such as heroin, methamphetamine, cocaine, 
and even fentanyl itself.14 

As fentanyl analogue trafficking cases become more widespread, it is 

6 Id. 
7 Meg Wingerter, Denver’s Fatal Fentanyl Overdoses Rose 16% in First Half of 2023, 
Denver Post, (July 14, 2023), https://www.denverpost.com/2023/07/14/denver-fatal-
fentanyl-overdoses-2023/. 
8 Lindsey Whittington & Guadalupe Solis, A Parallel Epidemic: More Overdose 
Deaths in 2020, Fentanyl Fatalities Spike, Colo. Health Inst. (Oct. 21, 2021), 
https://www.coloradohealthinstitute.org/research/2020overdose dashboard. 
9 Lu et al., supra note 4. 
10 Tennyson et al., supra note 2, at 7. 
11 Id. 
12 Id. 
13 Id. at 8. 
14 Id. 

110 DOJ Journal of Federal Law and Practice March 2024 

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10163838/
https://www.denverpost.com/2023/07/14/denver-fatal-fentanyl-overdoses-2023/
https://www.denverpost.com/2023/07/14/denver-fatal-fentanyl-overdoses-2023/
https://www.coloradohealthinstitute.org/research/2020overdose_dashboard
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10163838/
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf


important for federal prosecutors to know what fentanyl analogues are; 
to appreciate how federal statutes and sentencing guidelines apply to 
fentanyl analogues; and to effectively use the tools that are available to 
combat this unique threat to public safety. 

II. Definition, background, and scheduling of 
fentanyl analogues 

A. Brief history of fentanyl and fentanyl analogues 

Fentanyl is a synthetic opioid analgesic that is approximately 50 to 
100 times more potent than heroin.15 While technically an opioid narcotic, 
fentanyl is not derived from opium, but rather chemically synthesized in a 
laboratory.16 It was first approved by the Food and Drug Administration 
(FDA) for in-hospital administration in 1968.17 By the 1990s, a transder-
mal skin patch for fentanyl was created to treat chronic pain, especially in 
cancer patients.18 Today, numerous formulations of pharmaceutical fen-
tanyl exist, including single-entity and combination injectables, buccal 
tablets, transmucosal lozenges, transdermal patches, sublingual spray and 
tablets, and nasal spray.19 As a Schedule II controlled substance, fentanyl 
may only be lawfully dispensed with a prescription. 

In the decades after fentanyl was first approved by the FDA, scien-
tists created several fentanyl analogues to give medical professionals other 
potent, short-acting opioid analgesics as options for pain relief.20 Recog-
nizing that some of the fentanyl analogues developed through systematic 
pharmacological research had legitimate medical uses for humans or an-
imals, the DEA categorized them as Schedule II controlled substances. 
The Schedule II fentanyl analogues that have been approved for medi-
cal use in humans include remifentanil, alfentanil, and sufentanil.21 The 
Schedule II fentanyl analogues that have been approved for medical use in 
animals include carfentanil and thiafentanil.22 Some fentanyl analogues 

15 Fentanyl Analogs, Pac. Northwest National Laboratory, https://www.pn 
nl.gov/explainer-articles/fentanyl-analogs (last visited Feb. 21, 2024). 
16 Victor W. Weedn et al., Fentanyl-Related Substance Scheduling as an Effective 
Drug Control Strategy, 66(4) J. Forensic Sci. 1186 (2021). 
17 Tennyson et al., supra note 2, at 6. 
18 Weedn et al., supra note 16. 
19 Id. 
20 Harold E. Schueler, Emerging Synthetic Fentanyl Analogs, 7 Acad. Forensic 
Pathology 36 (2017). 
21 Tennyson et al., supra note 2, at 6. 
22 Id . 

March 2024 DOJ Journal of Federal Law and Practice 111 

https://www.pnnl.gov/explainer-articles/fentanyl-analogs
https://www.pnnl.gov/explainer-articles/fentanyl-analogs
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6474477/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6474477/
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/research-publications/2021/20210125_Fentanyl-Report.pdf


have a similar potency to fentanyl, some are less potent, while others 
are considerably more potent. It is approximately 10,000 times more po-
tent than morphine, 100 times more potent than fentanyl, which itself is 
50 times more potent than heroin.23 Carfentanil is generally used as an 
anesthetic for large animals.24 

In the late 1970s and into the 1980s, other fentanyl analogues that 
had not been approved by the FDA or scheduled by the DEA started to 
appear in the United States. Several were revealed after overdose deaths.25 

As other fentanyl analogues were discovered in this manner, the DEA 
added several of them—such as alpha-methylfentanyl and alpha-methyl 
acetylfentanyl—to Schedule I.26 Fortunately, illicitly produced fentanyl 
analogues did not gain widespread popularity and largely faded from 
the recreational drug scene for multiple decades. At least for a time, the 
DEA’s reactionary approach to scheduling fentanyl analogues in the 1970s 
and 1980s was sufficient. 

For as long as fentanyl has been available in hospitals and pharma-
cies, there have been cases which involved the diversion of commercially 
manufactured fentanyl from the closed system of lawful distribution to 
the illicit market. Then, in the mid-2010s, with the United States’ opioid 
epidemic in full swing, illicitly produced fentanyl arrived as a cheaper way 
to the meet the needs of people who were dependent upon prescription 
opioids and heroin. Illicitly produced fentanyl analogues followed shortly 
after.27 Since fiscal year 2018, fentanyl analogue cases in federal court 
have increased by 208.5%.28 According to federal sentencing data, fen-
tanyl analogue cases have resulted in a higher prevalence of death cases 
than cases involving fentanyl. For instance, in 2019, 29.2% of fentanyl ana-
logue offenses resulted in death, compared to 14.1% of fentanyl offenses.29 

The most common fentanyl analogue that was prosecuted federally dur-
ing fiscal year 2022 was acetyl fentanyl. Other fentanyl analogues that 
were prosecuted were carfentanil, para-fluorofentanyl, furanyl fentanyl, 
valeryl fentanyl, cyclopropyl fentanyl, methoxyacetyl fentanyl, butyryl 
fentanyl, phenyl fentanyl, para-fluoroisobutyryl fentanyl, acryl fentanyl, 

23 Press Release, United States Drug Enforcement Administration, DEA Issues Car-
fentanil Warning to Police and Public (Sept. 22, 2016). 
24 Fentanyl Analogs, supra note 15. 
25 Weedn et al., supra note 16. 
26 Id . 
27 Id . 
28 Quick Facts on Fentanyl Analogue Trafficking Offenders, U.S. Sent’g Comm’n, 
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/quick-
facts/Fentanyl Analogues FY22.pdf (last visited Feb. 21, 2024). 
29 Weedn et al., supra note 16. 

112 DOJ Journal of Federal Law and Practice March 2024 

https://www.dea.gov/press-releases/2016/09/22/dea-issues-carfentanil-warning-police-and-public
https://www.dea.gov/press-releases/2016/09/22/dea-issues-carfentanil-warning-police-and-public
https://www.pnnl.gov/explainer-articles/fentanyl-analogs
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/quick-facts/Fentanyl_Analogues_FY22.pdf
https://www.ussc.gov/sites/default/files/pdf/research-and-publications/quick-facts/Fentanyl_Analogues_FY22.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8360110/


3-methylfentanyl, crotonyl fentanyl, despropionyl fentanyl, and isovaleryl 
fentanyl.30 

B. Statutory background and definition 

1. Scheduling fentanyl analogues 

The Controlled Substances Act (CSA) authorizes the Attorney Gen-
eral to add substances to or remove substances from the CSA’s five drug 
schedules based on an evaluation of factors set out in the statute.31 The 
Attorney General has delegated this authority to the DEA Administra-
tor.32 The Ninth Circuit has summarized the process for scheduling a 
controlled substance as follows: 

To permanently schedule a drug, the DEA first must obtain a 
scientific and medical evaluation of the drug and a recommen-
dation as to whether it should be controlled from the Secretary 
of Health and Human Services (“HHS”). The DEA may not 
schedule the drug if the Secretary recommends against it. Sec-
ond, the DEA must consider eight statutory factors, includ-
ing the drug’s actual or relative potential for abuse, scientific 
evidence of its pharmacological effect, the state of current sci-
entific knowledge regarding the drug, the drug’s psychic or 
physiological dependence liability, and whether it is an imme-
diate precursor of a drug that is already controlled. 

If the DEA wants to place the drug into Schedule I, it must 
also find that the drug has a high potential for abuse, no cur-
rently accepted medical use in treatment, and no accepted 
safe use under medical supervision. The DEA must then com-
ply with the formal rulemaking provisions of the Administra-
tive Procedure Act (“APA”). Lastly, it must issue a final rule 
adding the drug to 21 C.F.R. § 1308.11, which contains the 
current list of Schedule I substances. This final rule, which 
concludes the permanent scheduling process, is subject to ju-
dicial review. 

Because of these procedural requirements, it often takes six 
to twelve months for the DEA to permanently schedule a new 
drug after the DEA identifies it.33 

30 Quick Facts on Fentanyl Analogue Trafficking Offenders, supra note 28. 
31 See 21 U.S.C. § 811. 
32 See 28 C.F.R. § 0.100(b). 
33 United States v. Kelly, 874 F.3d 1037, 1042–43 (9th Cir. 2017) (internal citations 
omitted). 
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Given the length of the permanent scheduling process, it is some-
times appropriate for the DEA to pursue temporary scheduling to respond 
to emerging drug threats.34 Temporary scheduling is available when the 
DEA determines a substance presents an “imminent hazard to the pub-
lic safety.”35 Temporary scheduling lasts for an initial two-year period 
and the DEA can extend it an additional year.36 While the substance is 
temporarily scheduled, the DEA, in collaboration with the Department of 
Health and Human Services, is required to evaluate the substance for per-
manent scheduling, using the statutory factors that must be considered to 
permanently schedule any substance.37 After this review, the temporarily 
scheduled substance will either be permanently placed in one of the five 
schedules under the CSA, or the temporary scheduling will be allowed to 
expire. 

Between March 2011 and June 2019, the DEA scheduled 68 syn-
thetic drugs of all types into Schedule I.38 Seventeen of them were sub-
stances structurally related to fentanyl.39 Due to the increased prolifera-
tion of substances that were structurally similar to fentanyl, in February 
2018, the DEA issued a temporary emergency class-wide scheduling of 
“fentanyl-related substances” (FRS).40 The DEA defines FRS as: 

[A]ny substance not otherwise listed under another Admin-
istration Controlled Substance Code Number, and for which 
no exemption or approval is in effect under section 505 of the 
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355], that is 
structurally related to fentanyl by one or more of the following 
modifications: 

(A) Replacement of the phenyl portion of the phenethyl 
group by any monocycle, whether or not further 
substituted in or on the monocycle; 
(B) Substitution in or on the phenethyl group with 
alkyl, alkenyl, alkoxyl, hydroxyl, halo, haloalkyl, amino 
or nitro groups; 

34 See 21 U.S.C. § 811(h). 
35 21 U.S.C. § 811(h)(1). 
36 See 21 U.S.C. § 811(h)(2). 
37 See 21 U.S.C. § 811(b)–(c). 
38 Tennyson et al., supra note 2, at 17. 
39 Id. 
40 See 21 C.F.R. § 1308.11(h)(30)(i); see also 21 U.S.C. § 811(h)(1) (“If the Attorney 
General finds that the scheduling of a substance in schedule I on a temporary basis is 
necessary to avoid an imminent hazard to the public safety, he may... schedule such 
substance in schedule I if the substance is not listed in any other schedule.”). 
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(C) Substitution in or on the piperidine ring with 
alkyl, alkenyl, alkoxyl, ester, ether, hydroxyl, halo, 
haloalkyl, amino or nitro groups; 

(D) Replacement of the aniline ring with any aro-
matic monocycle whether or not further substituted 
in or on the aromatic monocycle; and/or 

(E) Replacement of the N-propionyl group by an-
other acyl group.41 

The DEA provided Figure 1,42 which depicts the regions of the chem-
ical structure of fentanyl described in the definition of an FRS, including 
labels which correspond to each of the paragraphs in the FRS definition. 

Figure 1 

Figure 243 depicts the chemical structure of several fentanyl analogues. 

41 21 C.F.R. § 1308.11(h)(30)(i). 
42 Drug Enf’t Admin., Diversion Control Division, Drug & Chemical 
Evaluation Section, Fentanyl-Related Substances (2024). 
43 Schueler, supra note 20. 
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Figure 2 

All FRS are fentanyl analogues, but not all fentanyl analogues are 
FRS.44 As of February 2024, the DEA was aware of 38 new substances 
which met the definition of FRS.45 

Because DEA’s temporary scheduling authority is of limited duration, 
and recognizing the unique threat of FRS, Congress has acted to keep 
all FRS in Schedule I through the end of 2024.46 Congress is currently 
considering making the class-wide scheduling of FRS permanent. The 
Biden Administration has expressed support for permanent scheduling of 
FRS.47 

In summary, numerous fentanyl analogues have been individually sched-
uled as Schedule I or Schedule II controlled substances. All other fentanyl 
analogues that meet the definition of FRS in 21 C.F.R. § 1308.11(h)(30)(i) 
are Schedule I controlled substances under the DEA’s temporary schedul-
ing authority, as extended by Congress.48 

44 Fentanyl-Related Substances, supra note 42 (“Some examples of substances 
that do not meet [the definition of 21 C.F.R. § 1308.11(h)(30)(i)] are: loperamide 
(lmodium), benzylfentanyl, thenylfentanyl, and AT 202.”); but see Temporary Place-
ment of Acetyl-alpha-methylfentanyl, Alpha-methylthiofentanyl, Benzylfentanyl, Beta 
hydroxyfentanyl, Beta hydroxy-3-methylfentanyl, 3-Methylthiofentanyl, Thenylfen-
tanyl, and Thiofentanyl Into Schedule I of the Controlled Substances Act, 50 Fed. 
Reg. 209 (Oct. 29, 1985) (“This action will impose criminal sanctions and regula-
tory controls of Schedule I on the manufacturing, distribution, and possession of these 
fentanyl analogs.”) (emphasis added). 
45 21 C.F.R. § 1308; Fentanyl-related Substances, supra note 42. 
46 Consolidated Appropriations Act, Pub. L. No. 117-328, 136 Stat. 4459 (2023). 
47 Press Release, The White House, Biden-Harris Administration Provides Recom-
mendations to Congress on Reducing Illicit Fentanyl-Related Substances (Sept. 2, 
2021). 
48 21 C.F.R. § 1308.11(h)(30)(i). 
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2. Fentanyl analogues in the CSA 

Federal prosecutors know what to do when drugs are unambiguously 
controlled substances. Problems arise, however, when terms are not clearly 
defined, when matters of statutory interpretation are at play, or when 
lawyers are required to moonlight as chemists. 

The CSA refers to fentanyl by its chemical name, N-phenyl-N-[1-(2-
phenylethyl)-4-piperidinyl] propanamide.49 Besides recognizing and pro-
nouncing its chemical name, prosecuting offenses involving fentanyl is 
straightforward because it is permanently scheduled as a Schedule II con-
trolled substance and has been for a long time. As with several other 
commonly trafficked controlled substances, the CSA imposes mandatory 
minimums based on the quantity of fentanyl involved in the offense. If 
an offense involves at least 40 grams of fentanyl, a defendant may face 
a mandatory minimum sentence of five years.50 If an offense involves at 
least 400 grams of fentanyl, a defendant may face a mandatory minimum 
sentence of 10 years.51 

The same sentencing statutes, which apply mandatory minimums 
to fentanyl offenses based on quantity, are the only places prosecutors 
will encounter any explicit reference to fentanyl analogues in the CSA. 
These statutes also authorize mandatory minimum sentences for “any 
analogue of N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide,” 
also known as fentanyl analogues.52 The quantity thresholds for fentanyl 
analogues, however, are just a fourth of what is required for fentanyl. 
To trigger a five-year mandatory minimum, the offense must involve at 
least 10 grams of any analogue of fentanyl.53 For a 10-year mandatory 
minimum, the offense must involve at least 100 grams.54 

The term “any analogue of [fentanyl]” is mentioned, but not explicitly 
defined in the CSA.55 There is some debate over what it means. There 
is another similar term used elsewhere in the Act: “controlled substance 
analogue.” This term is defined in 21 U.S.C. § 802(32)(A), which was 
added to the CSA through the Controlled Substance Analogue Enforce-
ment Act of 1986 (CSAEA).56 The CSA defines a controlled substance 
analogue, 

49 See, e.g., 21 U.S.C. § 841(b)(1)(A)(vi). 
50 21 U.S.C. § 841(b)(1)(B)(vi); 21 U.S.C. § 960(b)(2)(F). 
51 21 U.S.C. § 841(b)(1)(A)(vi); 21 U.S.C. § 960(b)(1)(F). 
52 21 U.S.C. § 841(b)(1)(A)(vi); 21 U.S.C. § 960(b)(1)(F). 
53 21 U.S.C. § 841(b)(1)(B)(vi); 21 U.S.C. § 960(b)(2)(F). 
54 21 U.S.C. § 841(b)(1)(A)(vi); 21 U.S.C. § 960(b)(1)(F). 
55 21 U.S.C. § 841(b)(1)(B)(vi); 21 U.S.C. § 841(b)(1)(A)(vi). 
56 21 U.S.C. § 802(32)(A). 
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By its features, as a substance ‘the chemical structure of which 
is substantially similar to the chemical structure of a con-
trolled substance in schedule I or II’; ‘which has a stimulant, 
depressant, or hallucinogenic effect on the central nervous sys-
tem that is substantially similar to or greater than’ the effect 
of a controlled substance in schedule I or II; or which is rep-
resented or intended to have that effect with respect to a par-
ticular person.57 

By definition, a controlled substance analogue does not include a con-
trolled substance or a substance that is not intended for human con-
sumption.58 Controlled substance analogues are treated as Schedule I con-
trolled substances, including for sentencing purposes.59 There are no spe-
cific mandatory minimum penalties for controlled substance analogues, so 
crimes involving these substances are generally subject to the penalties 
stated in 21 U.S.C. § 841(b)(1)(C), which provides for a 20-year maximum 
in most instances.60 

Because there is a mandatory minimum applicable to an analogue of 
fentanyl and there is no mandatory minimum for a controlled substance 
analogue, there have been legal disputes over the precise meaning and 
scope of the term analogue of fentanyl. For example, defendants have 
argued that to be considered an analogue of fentanyl, a substance must 
satisfy all of the requirements necessary to be a controlled substance 
analogue. While this issue has not been extensively litigated, most courts 
have rejected this argument and have found that the terms have different 
meanings. For example, in United States v. McCray, the Second Circuit 
relied upon the dictionary definition of analogue in defining analogue 
of fentanyl and held that this term refers to chemical compounds that 
are structurally similar to fentanyl but “differ by a single element of the 
same valence and group of the periodic table as the element it replaces.”61 

The Seventh Circuit has reached a similar conclusion.62 This is significant 
because proving the effect or intended effect of a substance can sometimes 
be challenging and may require significant expert testimony beyond that 
of the forensic chemist who would ordinarily assist the government in 
proving the nature of the substance involved in the offense. 

57 McFadden v. United States, 576 U.S. 186, 194 (2015) (quoting 21 U.S.C. §
802(32)(A)). 
58 21 U.S.C. § 802(32)(C); see also 21 U.S.C. § 813(a) and (b). 
59 21 U.S.C. § 813(a). 
60 21 U.S.C. § 841(b)(1)(C). 
61 7 F.4th 40, 46 (2d Cir. 2021). 
62 United States v. Johnson, 47 F.4th 535, 541–44 (7th Cir. 2022). 
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The argument that analogue of fentanyl has a different meaning than 
controlled substance analogue has force in situations where a substance 
has been separately scheduled by the DEA as a controlled substance be-
cause controlled substances are specifically excluded from the definition 
of controlled substance analogue. The substance involved in the McCray 
case, butyryl fentanyl, is one example of an individually scheduled sub-
stance that is structurally similar to fentanyl. There are numerous other 
scheduled substances with chemical compounds structurally similar to 
fentanyl that likely qualify as analogues of fentanyl, but according to 
the definition in 21 U.S.C. § 802(32)(C), cannot be controlled substance 
analogues.63 

While it appears that an individually scheduled substance that is 
structurally similar to fentanyl would qualify as an analogue of fentanyl 
and trigger a mandatory minimum sentence, there is more ambiguity sur-
rounding the status of other substances that are structurally similar to 
fentanyl but have not been individually scheduled. If all FRS are fentanyl 
analogues, then it seems FRS should be eligible for mandatory minimums 
based on quantity under 21 U.S.C. § 841(b)(1)(A)(vi) and (b)(1)(B)(vi).64 

To date, there is limited authority on this point and no circuit court has 
ruled on it. 

Just as it is important to distinguish between the statutory terms 
analogue of fentanyl and controlled substance analogue, it is also impor-
tant to distinguish between FRSs and controlled substance analogues. In 
2015, the Supreme Court held that, to convict a defendant of distribu-
tion of a controlled substance analogue, the government must prove the 
defendant knew the substance was a controlled substance under federal 
law.65 It further opined that, to prove this element, the government must 
establish the defendant knew the substance was one actually listed on 
federal drug schedules or treated as such by operation of the CSAEA, or 
by evidence that the defendant knew the specific analogue he was dealing 
with, even if the defendant did not know its legal status as an analogue.66 

In overturning the Fourth Circuit, the Supreme Court noted, 

The Court of Appeals did not adhere to § 813’s command 
to treat a controlled substance analogue ‘as a substance in 

63 21 U.S.C. § 802(32)(C). Some examples are acetyl fentanyl, furanyl fentanyl, para-
fluorofentanyl, and thiofentanyl, each of which is individually scheduled as a Schedule 
I controlled substance. See Drug Enf’t Admin., Diversion Control Division, 
Drug & Chemical Evaluation Section, Lists of: Scheduling Actions Con-
trolled Substances Regulated Chemicals (2023). 
64 21 U.S.C. § 841(b)(1). 
65 McFadden, 576 U.S. 186. 
66 Id. at 194. 
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schedule I,’ and, accordingly, it did not apply the mental-
state requirement in § 841(a)(1). Instead, it concluded that 
the only mental state requirement for prosecutions involving 
controlled substance analogues is the one in § 813–that the 
analogues be ‘intended for human consumption.’67 

This heightened mental state often makes the prosecution of offenses 
involving controlled substance analogues more difficult than the prosecu-
tion of offenses involving controlled substances. 

The temporary scheduling of FRS was clearly intended to do some-
thing that the CSAEA and the definition of controlled substance analogue 
in 21 U.S.C. § 802(32) did not already do.68 All extensions of the tem-
porary scheduling and the ongoing efforts to permanently schedule FRS 
affirm this conclusion. It is also noteworthy that the class-wide scheduling 
of FRS is post-McFadden. 69 Accordingly, it stands to reason the class-wide 
scheduling of FRS is supposed to avoid the heightened mental state Mc-
Fadden applied to the prosecution of controlled substances analogues.70 

Finally, the temporary scheduling made all FRSs Schedule I controlled 
substances; therefore, they cannot fit the definition of controlled sub-
stance analogues under 21 U.S.C. § 802(32).71 

3. Fentanyl analogues in the sentencing guidelines 

The federal Sentencing Guidelines are clearer than the federal statutes 
in what fentanyl analogues are and how they should be treated. An 
application note to U.S.S.G. § 2D1.1(c) states, “fentanyl analogue, for 
the purposes of this guideline, means any substance (including any salt, 
isomer, or salt of isomer of it), whether a controlled substance or not, 
that has a chemical structure that is similar to fentanyl (N-phenyl-N-
[1-(2-phenylethyl)-4-piperidinyl] propanamide).”72 The guidelines intend 
this term to be distinct from the term controlled substances analogue in 
21 U.S.C. § 802(32).73 

Within the guideline, the term fentanyl analogue appears in two places. 
The first place is in U.S.S.G. § 2D1.1(b)(13), where the guideline pre-

67 Id. at 195. 
68 21 U.S.C. § 802(32). 
69 McFadden, 576 U.S. 186. 
70 Id. 
71 21 U.S.C. § 802(32). 
72 U.S. Sent’G Guidelines Manual § 2D1.1(c), Notes to the Drug Quantity Table, 
n. J (U.S. Sent’G Comm’n 2005). 
73 U.S.S.G. § 2D1.1(c) cmt. n.6 (“Unless otherwise specified, “analogue,” for purposes 
of this guideline, has the meaning given the term “controlled substance analogue” in 
21 U.S.C. § 802(32).”). 
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scribes either a two-level or a four-level Specific Offense Characteris-
tic increase for a defendant who misrepresents or markets as another 
substance a substance containing fentanyl or a fentanyl analogue. The 
other place the term appears is throughout the Drug Quantity Table in 
U.S.S.G. § 2D1.1(c). As with the sentencing statutes, fentanyl analogues 
are worth four times as much as fentanyl. For example, 10 grams of a fen-
tanyl analogue yields a base offense level of 24, while 40 grams of fentanyl 
are required for the same base offense level. The converted drug weight 
(CDW) for one gram of fentanyl is 2.5 kilograms, while one gram of fen-
tanyl analogue is converted to 10 kilograms. Fentanyl analogues have the 
third highest conversion rate behind methamphetamine (actual) (1 g = 
20 kg CDW) and LSD (1 g = 100 kg CDW). 

III. Charging and proving cases involving 
fentanyl analogues 

“Does my case involve a fentanyl analogue?” is the first question a 
prosecutor should ask. This is a question that will hopefully be easy to 
answer from laboratory reports, resources from the DEA, or even the past 
experience of the prosecutor’s colleagues at the U.S. Attorney’s Office. 

A. Individually scheduled fentanyl analogues 

When dealing with a fentanyl analogue, “Is the fentanyl analogue in 
my case an individually scheduled substance?” is the second question a 
prosecutor should ask. 

Fentanyl analogues that are individually scheduled (for example, acetyl 
fentanyl, para-fluorofentanyl, carfentanil) should be treated just like any 
other controlled substance when charging. There is no need to be con-
cerned with the temporary class-wide scheduling of FRS. Indeed, if a 
fentanyl analogue is already a scheduled substance, it does not meet the 
definition of an FRS according to 21 C.F.R. § 1308.11(h)(30)(i).74 

In prosecutions of individually scheduled fentanyl analogues, the in-
dictment should simply allege the name of the controlled substance and 
its schedule. For example: 

On or about January 2, 2024, in the District of Colorado, the 
defendant, , did knowingly and intentionally distribute 
a mixture and substance containing a detectable amount of 
para-fluorofentanyl, a Schedule I controlled substance. 

All in violation of Title 21, United States Code, Section 841(a)(1) 

74 21 C.F.R. § 1308.11(h)(30)(i). 
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and (b)(1)(C). 

In terms of jury instructions, the elements would be as with any other 
controlled substance and the government would be entitled to have the 
court inform the jury that the fentanyl analogue is a controlled substance 
within the meaning of the law. For example, they would appear as fol-
lows:75 

The defendant is charged in Count 1 with a violation of 
21 U.S.C. § 841(a)(1). 

This law makes it a crime to distribute a controlled substance. 

To find the defendant guilty of this crime you must be con-
vinced that the government has proved each of the following 
beyond a reasonable doubt: 

First: the defendant knowingly or intentionally distributed a 
controlled substance as charged; and 

Second: the substance was in fact para-fluorofentanyl. 

Para-fluorofentanyl is a controlled substance within the mean-
ing of the law. 

The term “distribute” means to deliver or to transfer posses-
sion or control of something from one person to another. The 
term distribute includes the sale of something by one person 
to another. It is not necessary, however, for the government 
to prove that any transfer of money or other thing of value 
occurred at the same time as, or because of, the distribution. 

There is no magic to this. Because it is a scheduled substance, prose-
cuting an offense involving para-fluorofentanyl in this scenario is just like 
prosecuting an offense involving fentanyl. 

If it is appropriate to pursue a mandatory minimum sentence based 
on the quantity of a fentanyl analogue involved in the offense under cur-
rent U.S. Department of Justice charging policy, the prosecutor must 
specifically allege that in the charge.76 To pursue a five-year mandatory 
minimum in violation of 21 U.S.C. § 841(b)(1)(B)(vi), the charge might 
look like this: 

On or about January 2, 2024, in the District of Colorado, 
the defendant, , did knowingly and intentionally dis-

75 10th Circuit PJI 2.85.3 (2021). 
76 Apprendi v. New Jersey, 530 U.S. 466 (2000); Alleyne v. United States, 570 U.S. 
99 (2013). 
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tribute 10 grams and more of a mixture and substance con-
taining a detectable amount of para-fluorofentanyl, a Schedule 
I controlled substance, and an analogue of N-phenyl-N-[1-(2-
phenylethyl)-4-piperidinyl] propanamide (fentanyl). 

All in violation of Title 21, United States Code, Section 841(a)(1) 
and (b)(1)(B)(vi). 

If the case is resolved by jury trial, the jury needs to unanimously find 
that the offense involved at least 10 grams of the controlled substance and 
that the controlled substance is an analogue of fentanyl. In the absence 
of a stipulation between the parties (or potentially judicial notice), the 
prosecutor should anticipate proving this second fact through the testi-
mony of an expert witness, such as an expert in chemical structure.77 

The Second Circuit case of United States v. McCray and the Seventh 
Circuit case of United States v. Johnson may be instructive when deter-
mining what definition of analogue of N-phenyl-N-[1-(2-phenylethyl)-4-
piperidinyl] propanamide to provide to the jury.78 If the case is resolved 
by guilty plea, the plea agreement should include explicit admissions to 
the amount of the controlled substance involved and that the substance 
is an analogue of fentanyl. It is not required to prove that the defendant 
knew the controlled substance is an analogue of fentanyl. 

If the jury determines beyond a reasonable doubt the defendant dis-
tributed the controlled substance, but does not find the quantity exceeded 
the threshold or that the substance was an analogue of fentanyl, then the 
defendant should be sentenced pursuant 21 U.S.C. § 841(b)(1)(C) in-
stead of (b)(1)(B).79 The best way to make sure the charge does not get 
submitted to the jury as an all-or-nothing proposition is to pose these 
additional questions which apply only to the sentencing enhancement as 
special interrogatories on the verdict form and not as essential elements. 

B. Fentanyl-related substances 

If the answer to the second question (“Is the fentanyl analogue in 
my case an individually scheduled substance?”) is no, “Is the fentanyl 
analogue in my case an FRS?” should be the third question a prosecutor 
asks. 

Under the temporary class-wide scheduling, FRS are Schedule I con-

77 Please note, a forensic chemist may not be a sufficient expert to opine on this issue. 
If you are prosecuting an analogue case, do not make the default assumption that the 
forensic chemist who analyzed the substances in your case will be able to opine as to 
the structural similarity of the substance. 
78 McCray, 7 F.4th at 46; Johnson, 47 F.4th at 541–44. 
79 21 U.S.C. § 841(b)(1)(C). 
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trolled substances. The charge should include some indication that the 
characterization of the substance as an FRS is the basis for alleging it is 
a Schedule I controlled substance. Put differently, the indictment should 
allege the name of the FRS and an explicit reference to 21 C.F.R. §
1308.11(h)(30)(i) as the basis for scheduling.80 For example: 

On or about January 2, 2024, in the District of Colorado, the 
defendant, , did knowingly and intentionally distribute 
a mixture and substance containing a detectable amount of 
2-Methyl furanyl fentanyl, a Schedule I controlled substance 
under 21 C.F.R. § 1308.11(h)(30)(i). 

All in violation of Title 21, United States Code, Section 841(a)(1) 
and (b)(1)(C). 

The indictment should not refer to 21 U.S.C. § 813 or 21 U.S.C. § 802(32) 
because FRS are Schedule I controlled substances and cannot be prose-
cuted under the CSAEA. Including such a reference could inadvertently 
and unnecessarily raise the government’s burden of proof. 

None of the Circuit Courts of Appeals have provided a pattern jury 
instruction that refers to the 2018 temporary scheduling of FRS, although 
most Circuit Courts’ pattern jury instructions include a reference to Mc-
Fadden’s treatment of controlled substance analogues.81 

The elements of an offense involving a substance scheduled as an FRS 
instead of an individually scheduled substance would look similar to the 
elements for the same offense involving any other controlled substance, 
however, the question of whether the substance meets the definition of 
FRS must also be presented to the jury. 

Incorporating this additional question, which is required for the de-
fendant to be guilty at all, the elements might look like this:82 

The defendant is charged in Count 1 with a violation of 
21 U.S.C. § 841(a)(1). 

This law makes it a crime to distribute a controlled substance. 

To find the defendant guilty of this crime you must be con-
vinced that the government has proved each of the following 
beyond a reasonable doubt: 

First: the defendant knowingly or intentionally distributed a 
controlled substance as charged; 

80 21 C.F.R. § 1308.11(h)(30)(i). 
81 See, e.g., 5th Circuit PJI at 422 (2019). 
82 10th Circuit PJI 2.85.1 (2021). 
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Second: the substance was in fact 2-Methyl furanyl fentanyl; 
and 

Third: 2-Methyl furanyl fentanyl is a fentanyl-related sub-
stance. 

Fentanyl-related substances are controlled substances within 
the meaning of the law. 

A fentanyl-related substance is a substance which is struc-
turally related to fentanyl by one or more of the following 
modifications: 

(A) replacement of the phenyl portion of the phenethyl 
group by any monocycle, whether or not further 
substituted in or on the monocycle; 

(B) substitution in or on the phenethyl group with 
alkyl, alkenyl, alkoxyl, hydroxyl, halo, haloalkyl, amino 
or nitro groups; 

(C) substitution in or on the piperidine ring with 
alkyl, alkenyl, alkoxyl, ester, ether, hydroxyl, halo, 
haloalkyl, amino or nitro groups; 

(D) replacement of the aniline ring with any aro-
matic monocycle whether or not further substituted 
in or on the aromatic monocycle; and/or 

(E) replacement of the N-propionyl group by an-
other acyl group.83 

The term “distribute” means to deliver or to transfer posses-
sion or control of something from one person to another. The 
term distribute includes the sale of something by one person 
to another. It is not necessary, however, for the government 
to prove that any transfer of money or other thing of value 
occurred at the same time as, or because of, the distribution. 

While this will require highly technical fact-finding by a jury, a capable 
expert witness and well-prepared prosecutor equipped with good visual 
aids as trial exhibits should be able to make the issue relatively simple 
for the jury. This expert witness may need to be someone other than the 

83 This definition comes directly from 21 C.F.R. § 1308.11(h)(30)(i). It may be ap-
propriate to modify the definition by removing inapplicable portions to narrow the 
jury’s focus on the fact which establishes the particular substance at issue is an FRS. 
In certain cases, it may also be appropriate to include additional language from the 
beginning of the definition in 21 C.F.R. § 1308.11(h)(30)(i) if those facts are in dispute. 
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forensic chemist who conducted the original testing. Prosecutors should 
consult early on with the chemists in their case to determine whether they 
need to find an additional expert witness to help them prove this essential 
fact. This question should be submitted as an essential element of the 
offense and not as a special interrogatory because whether the substance 
is a scheduled substance is fundamental to the guilt or innocence of the 
defendant. 

Importantly, constructing the elements and definitions in this way 
does not add any additional mens rea about the nature of the substance 
or its status as a scheduled substance. The McFadden Court held, in 
prosecuting the distribution of controlled substances, that “[t]he ordi-
nary meaning of § 841(a)(1) thus requires a defendant to know only that 
the substance he is dealing with is some unspecified substance listed on 
the federal drug schedules.”84 The Court gave an example of “a defendant 
whose role in a larger drug organization is to distribute a white powder 
to customers. The defendant may know that the white powder is listed 
on the schedules even if he does not know precisely what substance it 
is. And if so, he would be guilty of knowingly distributing ‘a controlled 
substance.’”85 Another alternative theory of prosecution is that the de-
fendant knew the substance he possessed, but not that it was necessarily 
on the federal drug schedules.86 Essentially, ignorance of the law is no 
defense to criminal prosecution. Proving the mens rea for distribution of 
a controlled substance or possession with intent to distribute a controlled 
substance (that is, an FRS under 21 C.F.R. § 1308.11(h)(30)(i)) is simpler 
than for a controlled substance analogue.87 

If it is appropriate to pursue a mandatory minimum sentence based 
on the quantity of an FRS involved in the offense under current U.S. 
Department of Justice charging policy, the prosecutor must specifically 
allege that in the charge.88 To pursue a five-year mandatory minimum in 
violation of 21 U.S.C. § 841(b)(1)(B)(vi), the charge might look like this: 

On or about January 2, 2024, in the District of Colorado, the 
defendant, , did knowingly and intentionally distribute 
10 grams and more of a mixture and substance containing a 
detectable amount of 2-Methyl furanyl fentanyl, a Schedule I 
controlled substance under 21 C.F.R. § 1308.11(h)(30)(i) and 
an analogue of N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] 

84 McFadden, 576 U.S. at 192. 
85 Id. 
86 Id. 
87 21 C.F.R. § 1308.11(h)(30)(i). 
88 Apprendi, 530 U.S. 466; Alleyne, 570 U.S. 99. 
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propanamide (fentanyl). 

All in violation of Title 21, United States Code, Section 841(a)(1) 
and (b)(1)(B)(vi). 

Now, with this added sentencing enhancement, if the case was deter-
mined by a jury, the jury would need to unanimously find: (1) that the 
substance is an FRS; (2) that the offense involved at least 10 grams of the 
substance; and (3) that the substance is an analogue of fentanyl. In the 
absence of judicial notice or a stipulation between the parties, the pros-
ecutor should anticipate proving this third fact through the testimony 
of an expert witness, such as a forensic chemist. As expressed above, 
theMcCray and Johnson cases may be instructive when defining “ana-
logue of N-phenyl-N-[1-(2-phenylethyl)-4-piperidinyl] propanamide.”89 If 
the case is resolved by guilty plea, the plea agreement should include ex-
plicit admissions to all three of these facts. It is not required that the 
defendant knew the controlled substance is an analogue of fentanyl. 

C. Fentanyl analogues which are neither individually 
scheduled nor FRS 

If the answer to the third question (“Is the fentanyl analogue in my 
case an FRS?”) is no, a prosecutor should ask, “Is the fentanyl ana-
logue in my case a controlled substance analogue?” If dealing with a 
controlled substance analogue, the prosecutor may be able to prosecute 
the offense under the Controlled Substance Analogue Act of 1986. The 
prosecutor should consult other guidance about prosecuting controlled 
substance analogues, which is outside the scope of this article. 

D. Additional considerations 

Despite the class-wide temporary scheduling of FRS, some offices 
have charged cases involving fentanyl analogues or FRS as controlled 
substance analogues by citing to 21 U.S.C. § 813 while seeking manda-
tory minimum penalties for these substances. As noted above, it is in-
correct cite to 21 U.S.C. § 813 or endeavor to satisfy the requirements of 
21 U.S.C. § 802(32) if a substance is an individually scheduled analogue 
of fentanyl or a class-scheduled FRS. 

Ultimately, uniformity in charging is important when it comes to fen-
tanyl analogue cases to ensure consistent and equitable charges and sen-
tences across the country. It is also important to ensure consistent posi-
tions about the interpretation of FRS and controlled substances analogues 

89 McCray, 7 F.4th at 46; Johnson, 47 F.4th at 541–44. 
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under 21 U.S.C. § 802(32).90 

IV. Conclusion 
Because of the unique danger they pose, fentanyl analogues have resur-

rected past debates about how to appropriately prosecute cases involving 
controlled substance analogues with a new degree of urgency. In 2018, 
the DEA provided prosecutors with an alternative to prosecuting FRSs 
as controlled substance analogues by temporarily scheduling all FRSs as 
Schedule I controlled substances. Prosecutors should employ this tool, 
along with the other statutes and sentencing guidelines provisions which 
are available for fentanyl analogues, to effectively address this threat. 
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Advocating for Smart 
Collection in Narcotics Cases 
Peter McNeilly 
Chief, Transnational Organized Crime and Money Laundering Section 
District of Colorado 

The amount of evidence in federal prosecutions has exploded over the 
last decade and a half. It is time to build a culture which affirms that 
evidence collection should be carefully calibrated to the critical needs 
of each case and discourages the tactic of seizing everything to avoid 
leaving something of unknown value behind. This is smart collection. 
Given federal prosecutors’ roles in investigations, discovery management, 
and the litigation process, they are uniquely positioned to lead the culture 
shift. 

I. Understanding the problem of 
“overcollection” 
Federal prosecutors and the law enforcement officers they work with 

have come to believe the right way to prosecute cases is to leave no stone 
unturned. Every piece of potential evidence must be gathered, and all 
the evidence which is gathered will be produced to the defense in simple, 
organized, Bates-stamped discovery. At every point in the process, the 
prosecutor will have a comprehensive understanding of everything that 
exists and has been produced. 

This is an ideal, and many prosecutors and agents have tried valiantly 
to make it work. It is no longer tenable. The volume and complexity of 
evidence in federal prosecutions has increased exponentially over the last 
15 years. Evidence is increasingly difficult to gather, organize, view, store, 
and produce. It has become difficult—if not impossible—for one person to 
have complete awareness of all the evidence in a case. Rapidly evolving 
changes, such as the use of body worn cameras by federal agents, will 
continue to add to the volume of data in each federal criminal case. 

But the real problem is not that it is hard to get important evidence, 
that attorneys and agents have to review voluminous evidence, or that 
prosecution offices are required to produce large volumes of discovery. 
These are simply the realities of modern federal prosecution. The problem 
is that prosecutors and agents are unnecessarily adding to their challenges 
through overcollection. Overcollection is the ill-considered and reflexive 
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acquisition of information that has little or no chance of becoming evi-
dence in a case. 

One difficulty every agent or prosecutor has during the investigative 
stage of a case is that they do not know what will drive their case a 
year or two in the future. Understandably, the reaction of many good 
agents and prosecutors in the face of this uncertainty has been to simply 
take everything. The problem is that everything is now way too much. 
Prosecutors and agents have established a routine practice of seizing large 
amounts of evidence they will never use. And once they seize it, they are 
responsible for knowing what they have, managing and storing it, and 
satisfying their discovery obligations. In narcotics cases, this has often 
meant seizing every cell phone found in a house; data related to every 
service a target has with Google, when all that is needed is the target’s 
emails for a limited time; or years’ worth of records from pharmacies 
and doctors’ offices for prescriptions and patients who are unrelated to a 
suspected distribution scheme. 

Overcollection can overwhelm the case team, starting with case agents 
who are obligated to conduct a meaningful Attachment B review of elec-
tronic evidence they obtain pursuant to a search warrant.1 Overcollection 
also places an unnecessary burden on litigation support staff. Because 
everything produced in discovery must be stored somewhere, it comes 
with a literal price tag. In cases where materials may contain privileged 
communications, overcollection will cause a backlog in filter review pro-
cesses—impacting not only the cases in which the overcollection has oc-
curred, but also delaying work on other cases. 

Defense attorneys have recognized the struggle prosecutors and agents 
are having and are, understandably, weaponizing overcollection to the 
benefit of their clients. In the worst-case scenarios, issues arising from 
overcollection have led to dismissals of indictments, suppression of ev-
idence, and stinging critiques of prosecutors and agents (sometimes by 
name).2 Nonetheless, even if prosecutors are spared from these painful 

1 An Attachment B review is the process of actually searching the data for evidence 
of the crime, which should be defined with particularity in Attachment B of the search 
warrant. When agents get a search warrant for a premises, they do not seize the entire 
premises and hold it indefinitely. They conduct a search, take items of evidence which 
are within the scope of Attachment B of the search warrant, and leave everything 
else behind. Agents’ obligations are similar when searching electronically stored infor-
mation. Even though agents are often entitled to retain the data they receive from a 
service provider pursuant to a search warrant or a full forensic image of a cell phone 
they search pursuant to a search warrant, they are still obligated to conduct a search 
of that data or forensic image with an eye toward identifying the evidence, which is 
contemplated by Attachment B, while leaving the remaining data behind. 
2 See, e.g., United States v. Jain, No. 19-cr-59, 2020 WL 6047812 (S.D.N.Y. 
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consequences, overcollection is often a gift-wrapped basis for delay which 
could have been avoided—a self-inflicted wound. 

II. Federal prosecutors should lead a culture 
shift 

The way to avoid overcollection is smart collection. Smart collection 
is deliberately calibrating the collection of evidence to meet the critical 
needs of the case. 

There is no single set of rules which fits every case. Collecting a large 
amount of information is not inherently a problem or even a red flag. 
Many cases require collecting a large amount of information. The goal is 
seizing what’s needed and leaving what isn’t. Striking the right balance 
(or coming close to it) requires judgment and planning. Prosecutors have 
to ask themselves, “How can I exercise judgment to focus on the things 
which are going to drive my case and avoid the extraneous stuff that is 
going to drive me nuts?” They must be comfortable leaving some things 
behind, even though they cannot predict the twists and turns their case 
may take in the future. They need to accept the reality that overcollection 
has a far greater probability of doing harm to their case than yielding some 
critical piece of evidence which no one knew the significance of when it 
was collected. Prosecutors need to acknowledge they can still achieve the 
convictions they want without collecting every bit of electronic evidence. 
They often have cooperators, eyewitnesses, critical documentation, and 
other evidence which can already make their case. They do not need to 
gild the lily with every last shred of proof. 

Once the prosecutor believes these things, the culture shift has started, 

Oct. 13, 2020) (“[T]he failure to timely produce this data was the result of a pattern 
of inattentiveness, carelessness, failure of recollection, failure of the original case agent 
to speak up at critical junctures, failure of the original case agent to communicate 
critical information to his successor, failure of the successor case agent to review the 
entirety of the case file[,] and failure of a prosecutor to make prudent and timely 
inquiries of the original and successor case agents.”); United States v. Morgan, No. 
1:18-CR-00108, 2020 WL 5949366 (W.D.N.Y. Oct. 8, 2020) (noting “[i]t is not clear 
whether the government’s missteps are due to insufficient resources dedicated to the 
case, a lack of experience or expertise, an apathetic approach to the prosecution of 
this case, or perhaps a combination of all of the above,” in dismissing a 114-count, 
four-defendant indictment without prejudice); United States v. Pedersen, No. 3:12-
CR-00431, 2014 WL 3871197, at *21 (D. Or. Aug. 6, 2014) (“It appears that because 
there was overwhelming evidence of guilt in this case, the government took a laissez 
faire approach to its obligations to provide discovery and protect defendants’ Sixth 
Amendment rights.”); United States v. Metter, 860 F.Supp.2d 205 (E.D.N.Y. 2012) 
(suppressing evidence because failure to search approximately 65 hard drives and two 
email accounts for 15 months after seizure was unreasonable). 
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but there is still work to do. The prosecutor is in the best position to 
persuade the other members of the investigative team and the court of 
the virtues of smart collection. 

A. Advocating to other members of the investigative 
team 

Someone needs to persuade the law enforcement officers on the inves-
tigative team that it is okay to not take everything into evidence. They 
have probably been taught the opposite and there may have been situa-
tions when their decisions not to seize or pursue certain pieces of evidence 
generated criticism from a prosecutor or supervisor. 

In order to achieve a culture shift to smart collection, prosecutors 
must help agents understand that the goal is to deliberately calibrate the 
collection of evidence to meet the critical needs of the case and not to 
simply gather as much as they possibly can. Smart collection is thoughtful 
and strategic. Agents need to be assured the prosecutor will not be a 
Monday morning quarterback, second-guessing their decisions to collect 
some items and not others, so long as those decisions were carefully made. 
The best way to guarantee this is for prosecutors and their case agents to 
have close working relationships which are characterized by regular and 
effective communication. When they bring their collective judgment to 
decisions, they can make those decisions more confidently and together 
accept responsibility if they later regret a decision they all contributed to. 
One aspect of being strategic is avoiding obvious problems, like seizing 
numerous cell phones which no one truly has an interest in, large servers 
with unrelated data, or gigabytes of unnecessary data from online service 
providers. 

Prosecutors and agents should work together on developing the case 
strategy. Together, they should define the high priority items and develop 
a plan for obtaining them. This strategy should include where agents will 
look for evidence, the type of legal process that may be required to obtain 
it, and what to do with any evidence they take possession of. 

Prosecutors and agents should plan for searches together—both of 
physical premises and electronically stored information. Smart collection 
requires more pre-search planning than the old way of doing business, and 
this planning should involve prosecutors and case agents. Then, while a 
search is being conducted, agents should be able to contact the prosecu-
tor to discuss decisions about what should be seized in the moment. For 
narcotics prosecutors, this often means being reachable after hours and 
on weekends. Regular communication will help prosecutors know when 
agents plan to conduct searches so that the prosecutor can be available 
or can give agents contact information for a supervisor or colleague who 
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could help if agents cannot reach the prosecutor assigned to the investi-
gation. 

Prosecutors should be disciplined, intentional, and consistent in how 
they refer to information and evidence and how they handle them. For 
example, prosecutors should make a point of distinguishing between ev-
idence which is covered by Attachment B to a search warrant and can 
be lawfully seized (identified data) and all the remaining data a service 
provider produced in response to the search warrant or the remaining 
data from a full forensic image of a cell phone (remaining data). Exhibit-
ing consistency in this will serve as a regular reminder to agents that 
their work is not done when they receive the bulk data from a service 
provider in response to a search warrant or receive the forensic image of a 
cell phone. The agent still must conduct a methodical search of that bulk 
data in a timely fashion and seize the identified data which is covered by 
Attachment B to the search warrant. 

Discovery practices must also reflect these distinctions. Prosecutors 
must be intentional about what they do with bulk data received in re-
sponse to search warrants and full images of cell phones or other digital 
devices, recognizing that they are not the same as the evidence the in-
vestigative team is entitled to seize pursuant to a search warrant. To 
affirm the partnership with agents and foster better practices by agents, 
prosecutors should help agents understand the difference between identi-
fied data and remaining data and explain how the prosecutor’s office will 
handle these items in discovery. 

In the course of planning for searches, deciding what should be seized, 
and conducting searches of electronically stored information, prosecutors 
should have open and honest conversations with agents about the re-
sources which are available to support with searches of voluminous data. 
Prosecutors should encourage agents to find out what their agencies will 
offer in terms of technology and additional personnel to assist them with 
searches. Prosecutors should also help agents understand what the pros-
ecutor’s office can and cannot bring to the table to assist. 

One of the prosecutor’s obligations as a member of the investigative 
team is to look for ways to make the case successful in court. One way to 
succeed with judges and juries is to conduct investigations in a way that is 
thoughtful and strategic, as opposed to careless or imprudent. Smart col-
lection is never careless or imprudent. Prosecutors should help lead inves-
tigations in a way which gives agents the time and resources they need to 
genuinely practice the principles of smart collection. This includes avoid-
ing unnecessary urgency and chaos. For example, when it can be avoided, 
searches which will result in the collection of large amounts of electron-
ically stored information should not be conducted close to the time of 
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indictments and arrests. This is typically a period when people’s time 
and attention are stretched thin. Too often, meaningful review of elec-
tronically stored information seized during execution of search warrants 
just before or shortly after indictment gets moved to the back burner. 
Sometimes, it never happens at all. If obtaining voluminous data near 
the time of indictment cannot be avoided, the prosecutor must help come 
up with a plan to review the data and ensure follow-through. 

Agents and prosecutors must make intelligent decisions together about 
what is appropriate for any particular case. Prosecutors must help agents 
understand that the more they indiscriminately collect, the more the 
defense will have to weaponize against them in court. Instead of making 
the case stronger, there is a point at which overcollection will create a 
vulnerability. Prosecutors must take some pressure off agents so they do 
not feel like they will be criticized if they make a calculated and reasonable 
decision not to seize everything. 

B. Advocating to the court 

Prosecutors and agents who make thoughtful decisions while trying 
to do the right thing rarely walk out of court feeling like the person on 
trial. Intentionality and fidelity to the principles of smart collection will 
serve the case and all members of the investigative team well when the 
case gets to court. 

One sure way to set oneself up for success in court is to produce dis-
covery in an organized and timely manner. Engaging in smart collection 
in the first place facilitates orderly and intentional discovery, but an or-
derly and intentional discovery process is also a way to highlight the fact 
that the entire investigation was thoughtful and strategic. 

Prosecutors will also have more success in court when they can demon-
strate they have a vision for how they will present their case at trial. Once 
again, this is an area where smart collection facilitates the end state, and 
the end state showcases the quality of the investigation. If prosecutors 
demonstrate mastery over the evidence and are able to coherently ex-
plain how the pieces fit together, it will give the court confidence in the 
legitimacy of the government’s case and the work supporting it. If prose-
cutors appear uncomfortable with the volume of evidence in a case or the 
way it was collected and produced to the defense, the court will likely be 
uncomfortable as well. 

Once the foundation has been laid through an investigation where 
agents and prosecutors carefully calibrated the collection of evidence to 
the critical needs of the case, the discovery has been produced in an 
orderly and intentional manner, and the prosecutors can show that they 
know where they are going with the case, the prosecutors should be able 
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to stand confidently behind their work in court. For good reason, the 
government tends to fare well when it has done these things, even if the 
case includes large volumes of evidence.3 

Prosecutors and agents may worry that collecting less stuff during the 
investigation will lead the defense to allege the government has failed to 
preserve evidence which could have been exculpatory or useful to the de-
fense. Fortunately, the law is on the side of those who carefully calibrate 
collection of evidence to the critical needs of the case. The United States 
Supreme Court has held, “unless a criminal defendant can show bad faith 
on the part of the police, failure to preserve potentially useful evidence 
does not constitute a denial of due process of law.”4 If agents carefully 
seize both inculpatory and exculpatory evidence and leave behind things 
which do not appear to have evidentiary value, they will not violate defen-
dants’ due process rights. If the exculpatory value of a piece of evidence 
is not apparent when agents choose to leave it behind, their decision not 
to seize it will not be a Constitutional violation.5 

When prosecutors and agents have made deliberate choices with good 

3 See, e.g., United States v. Satary, 19-cr-197, 2020 WL 5850163 (E.D. LA. Oct. 1, 
2020) (finding that, although the government produced a massive amount of discovery, 
the government did not act in bad faith because the volume had more to do with the 
nature of the crime, and the government went to great lengths to assist the defendant in 
sorting through the discovery); United States v Omidi, 2:17-cr-00661-DMG (Doc. 1041) 
(C.D. Cal. Apr. 23, 2021) (holding the producing party need not undertake additional 
measures beyond what it did for its own case preparation to satisfy the demands of the 
receiving party); United States v. Gross, 424 F.Supp.3d 800 (C.D. Cal. Dec. 20, 2019) 
(holding that, although the government produced a massive amount of discovery, the 
government’s non-identification of exculpatory evidence does not constitute a Brady 
violation); United States v. Lacey, CR-18-00422, 2020 WL 85121 (D. Ariz. Jan. 7, 2020) 
(denying defendants’ request for a production of government’s discovery in a specific 
manner because the government’s form of production provided the defendants with 
a satisfactory means to view discovery); United States v. Ellis, 2:19-CR-693-BRM-1, 
2020 WL 3962288 (D.N.J. July 13, 2020) (denying defendant’s request for the court to 
compel the government to identify and disclose documents helpful to his case within 
the government’s massive discovery productions). 
4 Arizona v. Youngblood, 488 U.S. 51, 58 (1988) (holding the Due Process Clause does 
not “impos[e] on the police an undifferentiated and absolute duty to retain and pre-
serve all material that might be of conceivable evidentiary significance in a particular 
prosecution”). 
5 See California v. Trombetta, 467 U.S. 479, 488–89 (1984) (“Whatever duty the Con-
stitution imposes on the States to preserve evidence, that duty must be limited to 
evidence that might be expected to play a significant role in the suspect’s defense. To 
meet this standard of constitutional materiality, see United States v. Agurs, 427 U.S. 
97, 109–10 (1976), evidence must both possess an exculpatory value that was apparent 
before the evidence was destroyed, and be of such a nature that the defendant would 
be unable to obtain comparable evidence by other reasonably available means. Neither 
of these conditions is met on the facts of this case.”) (cleaned up). 
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motives at each stage of the investigation, they can explain them to a 
judge. When they haven’t, they have nothing to explain and a court 
may well conclude the only explanation for alleged deficiencies in the 
investigation or discovery practices is carelessness, recklessness, or worse. 

III. Conclusion 
Case teams need to make hard decisions early on, often with imperfect 

information, because collecting everything is no longer a viable strategy. 
Ultimately, embracing smart collection can be liberating, but only if ev-
eryone is on the same page. Prosecutors are in the best position to lead 
this culture shift. 

Finally, it is worth noting, every prosecutor has a supervisor. Super-
visors too must embrace smart collection and avoid being a source of 
criticism which could lead prosecutors and agents to continue seizing ev-
erything. Overcollection affects the entire enterprise. This includes litiga-
tion support, data management, and filter teams. With limited resources 
and staff shared between prosecutors, tolerating overcollection by a few 
will have an impact on many others who are trying to do things right. 
Supervisors must affirm that smart collection is the right way and super-
vise the execution of smart collection practices for the benefit of all cases 
and their sections, divisions, and offices as a whole. 
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After she caused an accident while on too many painkillers, and still 
had 100 more hydrocodone pills in her pocket, Donna Smith made it to 
court to testify against her former pain doctor, Dr. More. Dr. More had 
been writing unnecessary prescriptions for excessive numbers of opioids 
for years. Because the local pharmacies questioned his prescriptions, Dr. 
More encouraged his patients to fill their prescriptions at Good Times 
Pharmacy, a two-hour drive across state lines, whose owner and phar-
macist, Joe Faste, would fill any opioid prescription as long as the cus-
tomer paid cash. When word about More’s legal troubles reached Faste, 
he pulled down the blinds and packed up Good Times Pharmacy. Faste’s 
landlord, Les Orr, was disappointed as he watched Faste move out. Orr 
had enjoyed the hefty rent Faste paid him for looking the other way when 
vans full of customers from other states filled the parking lot. 

Next, Faste texted Greta Ritch, co-owner of Anything Wholesale Drugs, 
notifying her of his new trade name, Times R Good Pharmacy, and new 
address. He also tripled his monthly order of hydrocodone, the only prod-
uct Faste purchased from Anything Wholesale Drugs. Ritch was thrilled 
with Faste’s increased order. This extra-large purchase of hydrocodone 
was just the boost in sales needed to qualify Anything Wholesale Drugs 
for Gold Status with the manufacturer, Makin Pills, Inc. 

Matthew Caringnon, Vice President for Sales at Makin Pills, exceeded 
his sales quotas that quarter, in part by increased sales of hydrocodone 
to Anything Wholesale Drugs. Caringnon celebrated with a vacation his 
company awarded him for his efforts. On his way to the airport, he pulled 
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into Times R Good Pharmacy’s parking lot and proudly observed a truck 
unload a tower of Makin Pills hydrocodone boxes. As Caringnon slipped 
inside to pick up a bottle of sunscreen, he passed a line of desperate 
customers outside waiting for their turn to enter. Among them was Smith. 

Although this scenario sounds like the plot of a new binge-worthy 
Netflix series, these characters and businesses are based on actual in-
dividuals and companies in the controlled-substances supply chain.1 If 
you are a criminal prosecutor looking at this scenario, you have already 
been scouting the defendants—you might look at charging the drug user, 
the doctor, and maybe the pharmacist with drug trafficking or health-
care fraud offenses. But, for some of these defendants, your evidence may 
pose significant litigation risks under Ruan v. United States, and there are 
other players involved that you should also be thinking about, such as dis-
tributors, manufacturers, and landlords.2 What we are hoping you learn 
from this article is that there are several civil tools you may not yet know 
about that can hold all of these participants in diversion accountable. 

The civil enforcement tools of the Controlled Substances Act (CSA) 
are versatile, require a lower burden of proof—preponderance of the ev-
idence—than criminal actions, and can be effective by taking away a 
key incentive driving the diversion market—money.3 Further, CSA civil 
injunctive relief can stop these bad actors in their tracks and prevent fu-
ture diversion by putting them out of the controlled-substance business 
or, at least, ensuring that they do no further harm. Here are some of the 
specific applications of these tools and how to apply them to the diversion 
example discussed above. 

I. Practitioners: The case against Dr. More 
can be made through invalid prescriptions 
Since healthcare individual practitioners, such as physicians and other 

prescribers, are the primary gatekeepers of prescription drugs in our 
healthcare system, enforcement actions focused on those few bad actors, 
such as Dr. More, are of the utmost importance in curbing the opioid 
epidemic. Controlled substances, including opioids such as fentanyl, oxy-
codone, and hydrocodone, are subject to regulation under the CSA. That 
regulation includes a requirement that an individual practitioner—such 
as Dr. More—issue a valid prescription for a controlled substance that 

1 These characters and businesses are fictional. They are not based on any particular 
individual or organization. 
2 597 U.S. 450, 457–61 (2022). 
3 21 U.S.C. §§ 801–904. 
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the practitioner does not dispense himself.4 

The CSA requires that a prescription be valid. That is, “issued for a le-
gitimate medical purpose by an individual practitioner acting in the usual 
course of his professional practice.”5 Civil prosecutors most often utilize 
this requirement to curb practitioners’ diversion of controlled substances. 
Whether a prescription complies with this requirement is a factual ques-
tion.6 There are numerous indicia that could contribute to a finding that 
a prescription is invalid, such as that the individual practitioner did not 
see the patient7 or performed only a cursory examination,8 prescribed a 
highly-abused drug cocktail,9 or prescribed dosages in amounts greater 
than necessary for medical purposes.10 Many, if not most, cases involve 
several indicia of invalidity. Unlike the commonly used CSA criminal pro-
vision, 21 U.S.C. § 841(a)(1), the civil section 842(a)(1), does not require 
the government show that the practitioner acted with any type of mens 
rea, such as knowledge, intent, or negligence, making civil cases much 
easier to prove. 

Because civil CSA penalties are levied per violation, they can quickly 
add up. Physicians like Dr. More could be liable for a large number of 
invalid prescriptions, each subject to a penalty, resulting in significant 
financial penalties if pursued under the civil provisions of the CSA. For 
example, the United States obtained a default judgment of $1.2 million 
against a physician who signed blank prescriptions.11 Additionally, CSA 
civil liability can extend to the prescriber’s employer, including health-
care facilities. In one case, when a physician demonstrated a pattern of 
issuing prescriptions for a commonly abused drug cocktail—an opioid, a 
benzodiazepine, and a muscle relaxant—his employer paid a civil penalty 
of more than $1.6 million.12 

4 21 U.S.C. § 829; 21 C.F.R. §§ 1306.11, 1306.21. 
5 21 C.F.R. § 1306.04(a). Most of the reported decisions applying this regulation 
arose in criminal cases and Drug Enforcement Administration (DEA) administrative 
proceedings, but the same standard applies in civil cases. 
6 United States v. Lovern, 590 F.3d 1095, 1100 (10th Cir. 2009). 
7 United States v. Sabean, 885 F.3d 27, 47 (1st Cir. 2018). 
8 United States v. Moore, 423 U.S. 122, 142 (1975); United States v. MacKay, 715 
F.3d 807, 817 (10th Cir. 2013); United States v. Robinson, 68 F.4th 1340, 1347 
(D.C. Cir. 2023). 
9 United States v. Evans, 892 F.3d 692, 706 (5th Cir. 2018); United States v. Miller, 
891 F.3d 1220, 1227 (10th Cir. 2018). 
10 United States v. Bauer, 82 F.4th 522, 529 (6th Cir. 2023); United States v. Lague, 
971 F.3d 1032, 1041 (9th Cir. 2020). 
11 United States v. Patka, No. CV 117-062, 2018 WL 3236050, at *2–3 (S.D. Ga. July 
2, 2018). 
12 Press Release, U.S. Dep’t of Just., Southeast Missouri Healthcare System Agrees to 
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II. Pharmacists: Joe Faste can also be 
subject to civil remedies for filling 
prescriptions 

Even though pharmacists, such as Joe Faste, do not issue prescrip-
tions, they have a “corresponding responsibility” with the prescriber to 
avoid filling invalid prescriptions. Both the pharmacists and the phar-
macies that employ them can be held civilly liable under the CSA for 
knowingly filling invalid controlled-substance prescriptions.13 When pur-
suing a pharmacist under this provision of the CSA, the United States 
does not need to prove actual knowledge; willful blindness is sufficient.14 

As with the cases against prescribing practitioners, the cases against 
pharmacists require the prosecutor to develop a factual analysis to prove 
liability.15 Courts have held that a pharmacist violates this corresponding 
liability by filling a prescription without resolving the “red flags”—indicia 
that the prescription is not valid.16 These red flags are largely the same 
as the red flags mentioned above in connection with practitioners. The 
fact that many of its customers travel from other states to fill their pre-
scriptions at Good Times Pharmacy is a red flag, which may indicate 
closer pharmacies are refusing to fill the practitioner’s or the patient’s 
prescriptions.17 

Pharmacists who fill large numbers of prescriptions without resolving 
their red flags, and their employers, can face significant civil penalties. For 
example, a pharmacy and its owner-pharmacist paid $3.5 million to settle 
allegations that they ignored red flags.18 And a court ordered another 

Pay $1,624,957.67 to Resolve Allegations that Physician Wrote Invalid Prescriptions 
(Sept. 1, 2021). 
13 21 U.S.C. § 842(a)(1); 21 C.F.R. § 1306.04(a); United States v. Ridley’s Family 
Markets, Inc., No.1:20-CV-173, 2021 WL 2322478, at *2–3 (D. Utah June 7, 2020). 
14 Ridley’s Family Markets, Inc., 2021 WL 2322478, at *2–3. 
15 United States v. Lovern, 590 F.3d 1095, 1100 (10th Cir. 2009). 
16 Jones Total Health Care Pharmacy v. DEA, 881 F.3d 823, 828, 830 (11th Cir. 
2018) (the record supported DEA’s finding that pharmacy violated its correspond-
ing responsibility where it had filled controlled substances prescriptions with unre-
solved red flags); United States v. Howen, No. 1:21-cv-00106, 2022 WL 18420744, at 
*8 (E.D. Cal. Aug. 8, 2022); Ridley’s Family Markets, Inc., 2021 WL 2322478, at *2 
& n. 18; United States v. City Pharmacy, No. 3:16-CV-24, 2017 WL 1405164, at *4 
(N.D.W.V. Apr. 19, 2017), aff’d sub nom; United States v. Wasanyi, 801 F. App’x. 
904 (4th Cir. Feb. 20, 2020). 
17 United States v. Joseph, 709 F.3d 1082, 1090 (11th Cir. 2013). 
18 Press Release, U.S. Dep’t of Just., Colorado Pharmacy and Pharmacist Agree to 
Resolve Allegations that They Unlawfully Filled Dangerous Prescriptions for Con-
trolled Substances (March 24, 2023). 
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pharmacy to pay a $1 million civil penalty for filling invalid prescriptions 
written by a criminally charged physician.19 

In addition to liability for filling invalid prescriptions, pharmacies and 
pharmacists can also be held civilly accountable for violating the CSA’s 
recordkeeping requirements. The CSA makes it unlawful “to refuse or neg-
ligently fail to make, keep, or furnish any record, report, notification, dec-
laration, order or order form, statement, invoice, or information required 
under” any provision of the CSA.20 Given the numerous recordkeeping 
requirements within the CSA, from recording inventories to completing 
order forms accurately, there are ample opportunities to address diversion 
with this approach. 

Prosecutors can obtain help in these types of cases by working with the 
DEA’s diversion investigators, who are familiar with the numerous record-
keeping requirements and experienced in reviewing pharmacy records. 
Additionally, the DEA has the authority to obtain all relevant records 
from the pharmacy through administrative inspection warrants obtained 
from a magistrate or district court judge21 and to issue administrative 
subpoenas.22 

Pharmacies that have violated the CSA’s recordkeeping requirements 
have been subject to civil penalties.23 For example, when an investiga-
tion of a pharmacy finds that there are shortages or overages of controlled 
substances from those calculated from their inventory, the pharmacy has 
paid civil penalties.24 Pharmacies have also paid civil penalties for their 
failure to complete or maintain inventories of controlled substances,25 or 
their failure to properly complete or maintain order forms for certain con-
trolled substances.26 Since the CSA requires pharmacies to report thefts 
or significant losses of controlled substances to the DEA,27 a pharmacy 
paid $3 million in penalties for its failing to report thefts or significant 
losses.28 

19 Press Release, U.S. Dep’t of Just., Federal Court Shuts Down San Joaquin County 
Pharmacy and Orders $1 Million in Civil Penalties (Nov. 14, 2023). 
20 21 U.S.C. § 842(a)(5). 
21 21 U.S.C. § 880. 
22 21 U.S.C. § 876. 
23 21 C.F.R. § 1304.21(a). 
24 See, e.g., United States v. Poulin, 926 F. Supp. 246, 251–52 (D. Mass. 1996). 
25 21 C.F.R. § 1304.04. 
26 21 C.F.R. §§ 1305.11–1305.29. 
27 21 C.F.R. § 1301.76(b). 
28 Press Release, DEA, Safeway Pharmacies Pay $3 Million to Resolve Allegations 
Chain Failed to Timely Report Drug Diversion (July 18, 2017). 
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III. Wholesale distributors: Anything 
Wholesale Drugs should be reporting 
suspicious orders 

Even though wholesale distributors share culpability for the opioid 
crisis, they have often been overlooked by criminal prosecutors because 
of the difficulty in proving criminal intent for these middlemen. This is 
one area where the Department of Justice (Department) has used the 
CSA’s civil enforcement provisions to obtain some of the largest civil set-
tlements in addressing the opioid crisis. In addition to multimillion-dollar 
settlements with mid-level distributors,29 similar to Anything Wholesale 
Drugs, the government obtained a $150 million settlement with a large, 
publicly traded distributor.30 

Under its reporting requirements, the CSA holds distributors account-
able for failing to report a suspicious order of controlled substances to the 
DEA.31 Many of the government’s allegations against distributors arise 
when a customer, such as Times R Good Pharmacy, places an extremely 
large order for opioids, and the distributor looks the other way, without 
reporting it as suspicious to the DEA. Proving these violations first re-
quires establishing that an event occurred necessitating the report (that 
is, a suspicious order was placed by a customer). 

The CSA places the responsibility on the distributor for identifying 
which orders are suspicious. To accomplish this, distributors must design 
and operate an internal system for detecting suspicious orders, known as 
a suspicious order monitoring system.32 These can vary by distributor, 
and an entire consulting industry has emerged to help design suspicious 
order monitoring systems, which range from simple tracking of dosage 
unit increases to complex algorithms measuring numerous combinations 
of purchasing practices. Whether such systems are effective relies, in part, 
on the parameters they use to define a suspicious order. 

29 Press Release, U.S. Dep’t of Just., U.S. Attorney David C. Joseph Announces 
Settlement with Louisiana Drug Distributor, Resolving Claims it Failed to Report 
Suspicious Opioid Orders to DEA (May 24, 2019); Press Release, DEA, Michigan 
Based Pharmaceutical Wholesaler Harvard Drug Group To Pay U.S. $8,000,000 in 
Settlement (April 18, 2011). 
30 Press Release, U.S. Dep’t of Just., McKesson Agrees to Pay Record $150 Million 
Settlement for Failure to Report Suspicious Orders of Pharmaceutical Drugs (Jan. 17, 
2017). 
31 21 U.S.C. § 832(a)(3) (for orders received on and after October 24, 2018); 21 
C.F.R. § 1301.74(b) (for orders received at any time since the promulgation of that 
regulation in 1971). 
32 See 21 U.S.C. § 832(a)(1); 21 C.F.R. § 1301.74(b). 
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There is no all-encompassing definition of a suspicious order under 
the CSA. The CSA statute and regulation describe suspicious orders as 
including, without limitation, orders of “unusual size,” orders “deviat-
ing substantially from a normal pattern,” and orders “of unusual fre-
quency.”33 In determining whether a particular order is suspicious, the 
DEA has notified distributors that they must “know their customers,” 
including the nature of the customers’ controlled-substances sales.34 

Once an order raises a red flag, such as those described by the DEA, 
or is identified as suspicious by the distributor’s suspicious order monitor-
ing system, distributors have an obligation of due diligence to determine 
whether the order is, in fact, suspicious. Distributors are required to act 
as investigators and obtain, verify, and document information which dis-
pels the suspicion.35 Unless the distributor’s investigation eliminates all 
suspicion, the distributor must report the order to the DEA.36 

In the example above, Anything Wholesale Drugs has a due diligence 
responsibility to review Times R Good Pharmacy’s order that was three 
times the normal purchase quantity. Such an order would likely be iden-
tified as suspicious by Anything Wholesale Drugs’ suspicious order mon-
itoring system. There are other DEA-recognized red flags that Anything 
Wholesale Drugs should have detected, such as changing addresses sud-
denly and purchasing hydrocodone, an often abused opioid, without pur-
chasing more non-controlled drugs, as a legitimate pharmacy would likely 
need.37 A significant number of cash sales, particularly for controlled sub-
stances, is another red flag raised by Times R Good Pharmacy’s practices. 
All these facts require additional investigation. If these red flags go unre-
solved, Anything Wholesale Drugs could be liable for civil penalties every 
time it fails to report a suspicious order from Times R Good Pharmacy. 

IV. Manufacturers: Makin Pills may not 
escape liability 

The CSA’s recordkeeping and reporting requirements apply to man-
ufacturers in much the same way as distributors. Specifically, manufac-
turers are subject to civil liability for failing to report suspicious orders 
to the DEA. Like distributors, manufacturers are required to have a sus-

33 21 U.S.C. § 802(57); 21 C.F.R. § 1301.74(b). 
34 Morris & Dickson Co., LLC, 88 Fed. Reg. 34523, 34535 (DEA May 30, 2023). 
35 Masters Pharm., Inc. v. DEA, 861 F.3d 206, 222–23 (D.C. Cir. 2017). 
36 Id. at 216–17, 223; United States v. Amerisource Bergen Corp., No. 22-5209 2023 
WL 7311183, at *7 (E.D. Pa. Nov. 6, 2023); Masters Pharm., Inc., 80 Fed. Reg. 55418-
01, 55478 (DEA Sept. 15, 2015). 
37 Morris & Dickson Co., LLC, 88 Fed. Reg. 34523, 34535 (DEA May 30, 2023). 
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picious order monitoring system to detect suspicious orders.38 Manufac-
turers often track orders from downstream customers such as pharma-
cies and pain clinics through databases typically used for marketing, and 
through agreements with groups of downstream purchasers on favored 
pricing. In addition to monitoring distributor orders, manufacturers are 
required to be sensitive to the same red flags as distributors on purchases 
by downstream customers, such as Times R Good Pharmacy. Although 
settlements with manufacturers are not as frequent as settlements with 
distributors, at least one manufacturer settled such allegations with a 
payment of $35 million.39 

In our example, Makin Pills adopted sales incentives that rewarded 
distributors for increased sales of opioids. Those increased sales were likely 
flagged by Makin Pills’ suspicious order monitoring system, warranting 
further investigation. Additionally, Makin Pills has a responsibility to pro-
tect controlled substances from diversion by its downstream customers. 
Makin Pills likely has obtained data on the downstream customers such 
as Times R Good Pharmacy in order to track its incentives—data which 
can be used to detect suspicious orders. A manufacturer is required to 
report suspicious orders from a distributor if the manufacturer discov-
ers suspicious practices by the distributor’s customers. Thus, whether 
Makin Pills learned of the suspicious practices of Times R Good Phar-
macy through sales data, or through Caringnon personally witnessing the 
diversion, Makin Pills has an obligation to report the suspicious practices 
to the DEA. Failing to report them could subject Makin Pills to consid-
erable civil penalties. 

V. Property owners: A little-known civil CSA 
cause of action can hold landlords, like 
Les Orr, liable 

Civil enforcement can reach individuals who participate in the profits 
from diversion but who may not be easily prosecuted criminally, such as 
owners of the property where illegal controlled-substance-related activ-
ity takes place. The “crack house” statute, 21 U.S.C. § 856, amended in 
2003 to add civil enforcement provisions, provides another civil tool to 

38 21 U.S.C. § 832(a)(3) (for orders received on and after October 24, 2018); 21 
C.F.R. § 1301.74(b) (for orders received at any time since the promulgation of that 
regulation in 1971). 
39 See Press Release, DEA, Mallinckrodt Agrees to Pay Record $35 Million Settlement 
for Failure to Report Suspicious Orders of Pharmaceutical Drugs and for Recordkeep-
ing Violations (July 11, 2017). 
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combat the opioid crisis. The statute contains two prohibitions that ap-
ply to controlled-substance-related conduct not authorized by the CSA. 
The first makes it unlawful for any person to operate a place for the 
purpose of personally conducting controlled-substance-related activity at 
that place.40 For example, operating a pill mill medical practice that rou-
tinely issues invalid prescriptions on the property41 or a pharmacy that 
routinely fills invalid prescriptions.42 

The second prohibition makes it unlawful for any person to make a 
place available to another person, knowing the other person’s purpose 
is to engage in controlled-substance-related activity at that place.43 A 
person runs afoul of the second prohibition even if he does not personally 
engage in such activity,44 such as a landlord who rents property to a tenant 
who he knows operates a pill mill on the property. Accordingly, Les Orr, 
the landlord, could be held accountable under the second provision for his 
knowledge of Times R Good Pharmacy’s diversion and his own benefiting 
from the increased rents. 

VI. The civil remedies—penalties, 
injunctions, and declaratory relief— 
are diverse 

The CSA provides for civil penalties which vary based on the type 
of violation, the time when it occurred, or when the penalty was as-
sessed. For invalid-prescription violations by prescribing practitioners, 
pharmacies, and pharmacists, the maximum penalty set in the statute is 
$25,000,45 but that amount has been adjusted by regulation46 to $80,850 
per violation for penalties assessed after February 12, 2024.47 For viola-
tions of the CSA’s recordkeeping and reporting requirements, the statute 
sets the maximum penalty at $10,000 per violation,48 increased to $18,759 

40 21 U.S.C. § 856(a)(1); United States v. Safehouse, 985 F.3d 225, 234 (3d Cir. 2021). 
41 See United States v. Chaney, 921 F.3d 572, 589–90 (6th Cir. 2019) (criminal deci-
sion). 
42 See United States v. Birbragher, 603 F.3d 478, 480 (8th Cir. 2010) (criminal deci-
sion). 
43 21 U.S.C. § 856(a)(2); Safehouse, 985 F.3d at 234–35. 
44 Safehouse, 985 F.3d at 234–37. 
45 21 U.S.C. § 842(c)(1)(A). 
46 28 C.F.R. § 85.5. 
47 The Federal Civil Penalties Inflation Adjustment Act Improvement Act of 2015, 
codified at 28 U.S.C. § 2461 note, authorizes the Department to adjust the amounts 
of CSA civil penalties to take account of increases in the cost of living. 
48 21 U.S.C. § 842(c)(1)(B)(i). 

March 2024 DOJ Journal of Federal Law and Practice 145 

https://www.westlaw.com/Document/N89C1B5A0A35911D8B9DE9866EEAFC42E/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/I300be720551611eb8cb3c4fde92c4669/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/Ief1186a05c9011e98c7a8e995225dbf9/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/Ib3c0ad45511b11dfae65b23e804c3c12/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/N89C1B5A0A35911D8B9DE9866EEAFC42E/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/I300be720551611eb8cb3c4fde92c4669/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/I300be720551611eb8cb3c4fde92c4669/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/NA330DC90E2B011E89FD9BC93B9798268/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/N129320B3A14911ED92AFAD6AD12CFCD5/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/N69CFC310CE7511DAADF7EE7F81C867F0/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0
https://www.westlaw.com/Document/NA330DC90E2B011E89FD9BC93B9798268/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=cblt1.0


by regulation for penalties assessed after February 12, 2024.49 For viola-
tions after October 23, 2018, by a registered manufacturer or distributor 
of the suspicious order reporting requirement for an order for opioids, the 
statute sets the maximum penalty at $100,000, increased to $121,664 by 
regulation for penalties assessed after February 12, 2024.50 

In determining the amount of the penalty, within the maximum set 
by the CSA or the regulation, for the prescription, recordkeeping, and 
reporting violations, courts typically consider four factors: “(1) the level 
of defendant’s culpability, (2) the public harm caused by the violations, 
(3) defendant’s profits from the violations, and (4) defendant’s ability to 
pay a penalty.”51 

For violations of the crack house statute, 21 U.S.C. § 856, special 
rules apply. The maximum penalty is the greater of (1) $250,000 per 
statute, increased to $448,047 by regulation52 for penalties assessed after 
February 12, 2024, and (2) “2 times the gross receipts, either known or 
estimated, that were derived from each violation that is attributable to 
the [defendant].”53 

When it is critical to stop the conduct immediately, the CSA pro-
vides for injunctive and declaratory relief for certain violations, including 
invalid-prescriptions, recordkeeping, and crack house violations discussed 
above.54 This injunctive relief can be broader than the alleged violations 
of the CSA as the court may “restrict the defendant’s conduct to eliminate 
the likelihood that she will” engage in future violations.55 For example, 
in a case against a prescriber who issued invalid prescriptions, the court 
permanently enjoined her from writing a prescription for a controlled 
substance, even if the prescription were otherwise valid under the CSA.56 

49 28 C.F.R. § 85.5. 
50 Id. 
51 Advance Pharm., Inc. v. United States, 391 F.3d 377, 399 (2d Cir. 2004); 
United States v. Patka, No. CV 117-062, 2018 WL 3236050, at *2 (S.D. Ga. July 
2, 2018). 
52 28 C.F.R. § 85.5. 
53 21 U.S.C. § 856(d)(1). Regarding settlement authority, consult 28 C.F.R. §§
0.55(c),(d), 0.160(a),(b) and 28 C.F.R. Pt. 0, Subpt. Y, App. Consult the Narcotic 
and Dangerous Drug Section of the DOJ Criminal Division for questions. 
54 21 U.S.C. § 843(f). 
55 United States v. Salcedo, No. 02-CV-1095, 2003 WL 21196843, at *2 (E.D.N.Y. 
Feb. 19, 2003). 
56 Id. at *3. See also United States v. Daughtry, No. 1:20-CV-00305, 2020 WL 
6379234, at *8 (E.D. Tex. Sept. 9, 2020) (in a civil action against defendants who 
violated the crack house statute by using a building for the purpose of maintaining, 
storing, and distributing a date rape drug , the court issued a preliminary injunction 
prohibiting the defendants from operating the building). 
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VII. Combine all of the tools at your disposal 
to end diversion 

The most effective way to fight the opioid crisis is to use some com-
bination of criminal, civil, and administrative processes to maximize the 
ability to stop these bad actors and prohibit this conduct from recurring. 
A good example of such efforts is the case against a Georgia physician, 
Frank Bynes, Jr. Even when Dr. Bynes was convicted for operating a pill 
mill, prosecutors continued to act against the other perpetrators. Ulti-
mately, Dr. Bynes was sentenced to serve 240 months in federal prison 
and the pharmacists and pharmacies filling his prescriptions entered into 
civil settlements that range from $200,000 to $3.1 million.57 

The Department’s parallel proceedings policy favors combining crim-
inal, civil, and administrative enforcement remedies when possible.58 But 
there is no one-size-fits-all approach as there may be many variations 
that secure justice in any one diversion scheme. If, in the scenario above, 
a criminal investigation of Times R Good Pharmacy finds that the Any-
thing Wholesale Drugs never reported any of Times R Good Pharmacy’s 
suspicious orders, the civil team could file an action against Anything 
Wholesale Drugs and Makin Pills for ignoring numerous red flags. If phar-
macist Joe Faste is convicted criminally for filling Dr. More’s prescrip-
tions, then civil enforcement can be used for Times R Good Pharmacy’s 
other pharmacists. Finally, when the investigation indicates that a crimi-
nal conviction of any of the perpetrators is improbable, civil enforcement 
may be the government’s best way to stop the diversion. 

When you are presented with an opioid case, or an investigation re-
veals more players than you can prosecute, consider the opportunities to 
seek justice using the versatile and financially punitive civil enforcement 
tools of the CSA. 

57 Press Release, U.S. Att’y’s Office for the S. D. of Ga., United States Obtains 
$3.1 Million in Judgments Against Darien Pharmacy and its Pharmacist (December 
20, 2019) (Darien Pharmacy, and its former pharmacist-in-charge, Janice Ann Colter 
agreed to judgments totaling $3.1 million); Press Release, U.S. Att’y’s Office for the S. 
D. of Ga., Hazlehurst Pharmacy, Pharmacist to Pay up to $2.1 Million for Dispensing 
Thousands of Illegitimate Prescriptions (March 24, 2020) (Chip’s Discount Drugs and 
its pharmacist-in charge, Rogers “Chip” Wood, agreed to pay up to $2,153,383; Gor-
don’s Pharmacy and its pharmacist-in-charge, Steven Keith Gordon, agreed to pay up 
to $200,000). 
58 U.S. Dep’t of Just., Organization and Functions Manual § 27; U.S. 
Dep’t Just., Civil Resource Manual § 228. 
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Note from the Editor-in-Chief
This issue deals with some of the most important, complicated, and

sensitive issues plaguing us today: opioid—especially fentanyl—addiction;
drug-overdose deaths; transnational drug trafficking; and bad-seed med-
ical professionals who act like drug dealers. Our authors all have a wide
range of experience in dealing with these problems, and I commend them
for taking time from their busy jobs to share their expertise. They work
tirelessly to make this country safer.

I’d like to acknowledge John Farley, who served as point of contact
for this issue, set the topics, and recruited our authors. Special thanks
to Kari Risher, who has settled into her role as managing editor, and
a welcome to Abbie Hamner, who joins the team this issue as our new
associate editor. Thanks also to our University of South Carolina law
clerks who did a lot of the painstaking editorial work. And finally, Jim
Scheide, our IT whiz, typeset this issue to make it look beautiful.

Spring is upon us. Enjoy it. And join us for the next issue.

Chris Fisanick
Columbia, South Carolina
March 2024
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