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INTRODUCTION

America is in the middle of a fentanyl epidemic. In 2021, synthetic opiates,
primarily fentanyl, resulted in 70,601 reported overdose deaths.* Compared to
the 9,173 overdose deaths attributed to heroin in 2021, fentanyl is the deadliest
illicitly used opiate in America.” Despite fentanyl’s lethal grip on the American
public, an even more fatal drug cocktail is on the rise. Dr. Rahul Gupta, Director
of the White House Office of National Drug Control Policy (ONDCP), warned
the American public of a combination of fentanyl laced with xylazine, an
“emerging threat” over illicit fentanyl.® Xylazine is a tranquilizer used only in
veterinary practice.* According to some, xylazine mixed with fentanyl is
contributing to the rapidly increasing fentanyl-related overdose deaths and is
more deadly than consuming fentanyl alone.’

In response to this growing public health crisis, many states (including
Ohio, Pennsylvania, West Virginia, and Florida) either temporarily or
permanently labeled xylazine a scheduled drug.® On March 28, 2023,
Representative Jimmy Panetta introduced H. R. 1839, known as the “Combating
Ilicit Xylazine Act,” in the U.S. House of Representatives.” If enacted into law,
the Combating Illicit Xylazine Act would foolishly label xylazine as a schedule
[11 drug under the Controlled Substances Act (CSA).2 However, unlike fentanyl
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or heroin, little is known about xylazine’s potential for abuse, long-term effects
in humans, or where illicit xylazine is coming from.®

There is little doubt that the short-term effects of xylazine mixed with
fentanyl are disastrous.® Some illicit substance users who ingested fentanyl
mixed with xylazine developed severe skin ulcers or even soft tissue necrosis
that presented as “rotting skin.”** However, there is a striking lack of scientific
evidence definitively showing that xylazine is the cause of the increase in
overdoses.'? Furthermore, there is little data to show illicit drug users are
intentionally seeking out xylazine or fentanyl mixed with xylazine.'® Yet, the
U.S. government seeks to exert federal control over xylazine.**

Unquestionably, protecting public health and safety is of paramount
importance to the U.S. government. Historically, however, the U.S. government
has not fully considered alternative courses of action or the consequences before
implementing fast-acting legislation.® Presently, the economic impacts of
scheduling xylazine under the CSA remain unknown.*® With only two domestic
manufacturers of xylazine in the United States, any changes to the requirements
set by the CSA will likely increase the cost of xylazine and drive domestic
production of xylazine towards international importation.!” With a six-billion-
dollar economic output in Texas alone, the domestic equine industry stands to
experience an enormous impact if the supply of xylazine were to diminish
overnight or increase in cost.*®

By fast-tracking legislative control over xylazine, Congress is, once again,
failing to consider alternative approaches to protecting public safety. The U.S.
government is acutely aware of the danger fentanyl poses to public health and
safety and even designated August 21% “Fentanyl Prevention and Awareness
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Day.”*® Adulterated with xylazine or not, fentanyl remains the deadliest illicitly
consumed opiate for the last decade.?® Clearly, the known danger is fentanyl, *
yet Congress is shifting its attention to xylazine.?? Unlike fentanyl, xylazine is
not included in overdose death statistics.?® Unlike fentanyl, the U.S. government
lacks scientific research on how xylazine works in humans,® and this
uncertainty revolving around xylazine has to be resolved before Congress has
the option to pass the Combatting lllicit Xylazine Act.® Although xylazine may
have negative impacts on the human body, it is imperative that the U.S.
government keeps its attention directed toward ongoing threats to public health,
like fentanyl.

This Note argues that scheduling xylazine should be left to the states and
not imposed on all states under the CSA. Part | of this Note provides a
background on the U.S. government’s history in implementing legislation to
control drugs. This section further identifies the U.S. government’s tendency to
enforce overly strict drug policies that are effectively moot years later. Part 11 of
this Note then examines xylazine as a drug and provides a comparative analysis
between xylazine and fentanyl. This part of the Note further examines the
weaknesses present in the Combating Xylazine Act. Part 111 explains how a drug
is incorporated into the CSA. It then identifies the dangers of controlling
xylazine and the possible consequences of international importation of xylazine
into the U.S. Part IV argues that xylazine should be treated similarly to
gabapentin and should not be labeled under the CSA. Furthermore, Part 1V
offers an alternative solution under the federal sentencing guidelines to allow
possession of illicit xylazine to be an enhancement to possession of an illegal
substance. Overall, the U.S. Congress needs to break the cycle of exaggerated
drug regulation and consider more appropriate alternatives to protecting public
health than enacting rushed and poorly researched legislation like the
Combatting Illicit Xylazine Act.

I. THE U.S. GOVERNMENT’S APPROACH TO DRUG LEGISLATION

Since their inception in the early twentieth century, U.S. drug policies and
legislation have followed a common theme: Congress imposes harsh penalties
for the use/possession of a particular drug, only to later relax drug policies to
align with public perception. The resulting fallout of these penalties has come
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at the cost of over a trillion dollars,®® and one of the world’s highest
imprisonment rates at 355 per 100,000 people.?” Despite these draconian drug
policies, very little legislation for addiction treatment has ever been enacted.?
Rather than determining how to treat Americans who abuse drugs, the U.S.
government adopts policies that criminalize narcotics and drug abuse in a vain
attempt to “solve” the nation’s drug problem.? This trend dates as far back as
the early twentieth century when Congress passed the Harrison Narcotics Act.*

A. The Harrison Act and the Eighteenth Amendment

The Harrison Act, passed in 1914, is largely viewed as the beginning of the
U.S. War on Drugs.** However, the purpose behind the Harrison Act began three
decades prior and is deeply entwined with the racial profiling of Chinese
nationals.®®> The Angell Treaty, passed in 1887, prohibited Chinese nationals
from importing opium into the United States.*® At the same time, however, the
Angell Treaty allowed Americans to take up the importation of opium into the
U.S.** Congress considered smoking opium a “vice activity that most American
citizens ... saw as a detriment to society.”*® Congress was wrong.* The Angell
Treaty had the opposite effect.*” Opium importation and the amount of opium
used by non-Chinese nationals actually increased post-Angell Treaty.*®
However, the U.S., unlike other countries, did not experience as wide of an
opium epidemic as other countries.* The total number of opium addicts per
capita in the U.S., one-tenth of one percent, was significantly lower than other
countries.*
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In response to international pressures, Congress passed the Opium
Exclusion Act of 1909, the first nationwide ban on opium importation regardless
of nationality.** In 1909, following a conference in Shanghai, China, U.S. opium
commissioner Hamilton Wright explained “the reason why we had to press for
the passage of the opium exclusion law—so as to ‘save our face’ in Shanghai.”*?
Although the Opium Exclusion Act did see its intended effect of reducing opium
consumption nationwide, much like the Angell Treaty, opium users quickly
moved on to more potent forms of opiates, such as heroin and morphine.*® By
the turn of the twentieth century, 300,000 Americans were addicted to opiates.**

As drug use continued to increase and pressure from other countries
mounted, Congress took up the Harrison Narcotic Act of 1914.% Many of the
issues brought in opposition to the Harrison Act revolved around state policing
powers, the impact on the medical industry to prescribe opiates, and the
Harrison Act’s inclusion of non-habit-forming narcotics like cannabis.*® Despite
these concerns, Protestant missionaries and other religiously affiliated lobbying
groups expressed the need to resolve “the obvious damage this ‘sinful, depraved
and immoral behavior’ caused among the ‘inferior races.””*” As a result, the
Harrison Act passed as an interstate commerce regulation.*® Administered by
the U.S. Treasury Department, the Harrison Act required any prescriber or seller
of narcotics to register with the government, maintain accurate records, and pay
a tax on narcotic sales.*® Importantly, any person who possessed narcotics
caught without a registration was presumptively found guilty of violating the
Harrison Act and, if convicted, was subject to a fine or up to five years
imprisonment.

The list of unintended consequences after 1914 is long. In particular, the
Harrison Act allowed medical professionals to prescribe narcotics only through
their professional practices.® The Harrison Act prohibited medical
professionals from prescribing drugs to patients to maintain their addiction.®
The ultimate result of this prohibition was driving the market for drugs into an
unsafe and criminal environment.*

This trend of making a drug illegal, only for the public to move to crime to
illegally obtain that drug, is further exemplified during the Prohibition Era. In
January 1919, the states ratified the Eighteenth Amendment, which prohibited
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manufacturing, selling, and transporting “intoxicating liquors” throughout the
United States.> The Eighteenth Amendment originally provided Congress and
the States the power to enforce this Amendment by their own legislative
powers.> However, states were stripped of their legislative powers to enforce
the Eighteenth Amendment through the enactment of the Volstead Act in
October of 1919.%° After Congress overrode President Woodrow Wilson’s veto,
the Volstead Act enforced a nationwide ban on alcohol content in excess of
0.5%.>" Any person caught with alcohol was guilty of a misdemeanor crime of
maintaining a public nuisance.®®

From the start, many Americans doubted the national prohibition of
alcohol.>® Many Americans opposed the prohibition and swiftly switched to
consuming illicitly produced alcohol.®® Similar to the opium bans from the
1880s, the Volstead Act had the opposite intended effect on the general public.
Rates of gangsterism, public corruption, and methanol poisoning rose quickly,
and most Americans outright ignored the prohibition of alcohol.®! The Volstead
Act nearly annihilated the brewery, winery, and distillery industries.®? By 1926,
the 1,300 breweries that were open in 1916 closed, and the federal tax revenues
from distilled spirits and fermented liquors dropped nearly $500 million.®® Soon
after the Volstead Act passed Congress, even the most enthusiastic supporters
of prohibition lost confidence in the Eighteenth Amendment.®® By 1932,
Franklin D. Roosevelt proclaimed, “The 18th Amendment is doomed.”®® On
December 5, 1933, just fourteen years since its enactment, the states ratified the
Twenty-first Amendment, ending the national prohibition of alcohol.
Conversely, no one spoke up for those who used narcotics.®®

B. The War on Drugs
The most famous examples of the U.S. government enacting overzealous

drug policies are the Comprehensive Crime Control Act of 1984 (which
included the Sentencing Reform Act of 1984),%” the Anti-Drug Abuse Act of
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1986,% and the Omnibus Anti-Drug Abuse Act of 1988.% These Acts originated
from President Richard Nixon’s declaration of the War on Drugs in 1971 and
dramatically increased the sentencing length of drug-related offenses.” During
the late 1960s, recreational drug use, mainly marijuana, was relatively
common.™ In response to the increase of recreational drug use, Attorney
General John Mitchell spoke about the Controlled Dangerous Substances Act of
1969 Bill in September of 1969 to the Subcommittee on Juvenile Delinquency
of the Senate Committee on the Judiciary.” In his statement, Attorney General
Mitchell discussed an exponential increase in juvenile arrests for drug-related
offenses.” He illustrated a 1,644% increase in total marijuana-related arrests
from 1958 to 1968.”* Using the marijuana-related arrest statistics, Attorney
General Mitchell correlated the increase in marijuana-related offenses to an
increase in other drug use, such as heroin.”® Without providing statistics for any
increases in other dangerous drug use, Attorney General Mitchell argued the
necessity of strengthening the administrative control of drugs by eliminating
inconsistencies in drug offense statutes.’

Following Attorney General Mitchell’s arguments, Congress passed the
first rendition of the CSA in 1970.”" In an effort to combine all previous federal
drug laws and allow for federal law enforcement of controlled substances, the
1970 CSA  established federal regulations of  manufacturing,
importing/exporting, and using regulated substances.”® President Nixon’s
declaration that drug abuse is public enemy number one galvanized media
outlets and propelled the topic of ‘drugs’ to the forefront of American concern.”
The Comprehensive Drug Abuse Prevention and Control Act repealed nearly all
then-existing drug policies and created a “unified framework” of federal drug
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control regulations.® The CSA was included within Title Il of the
Comprehensive Drug Abuse Prevention and Control Act.®' The CSA recognizes
two interests in regulating drugs. On one side, there is an interest in regulating
legal drugs that have a legitimate purpose in medicine and contribute to public
health.82 On the other side, the CSA criminalizes the manufacture, importation,
distribution, and possession of drugs that negatively impact public health.®
Importantly, the CSA balances these two interests through two overlapping legal
frameworks: registration and trafficking provisions.®* The CSA’s registration
provision regulates entities whose businesses involve substances specifically
labeled to be included with the CSA.% The CSA’s increase in drug regulation
and criminalization of illicit drugs marked the beginning of a quarter-century
crusade to combat illicit drug use and illegal drug trafficking in the U.S.

Through the 1980s and the early 1990s, public and federal attention zeroed
in on the prevalence of cocaine use.®® The proliferation of crack cocaine during
this timeframe resulted in a marked increase in violent crime in the U.S.%
Between 1985 and 1992, robbery rates in U.S. cities with populations greater
than 250,000 increased by 22.8%.% In his 1986 address to the nation, President
Ronald Reagan remarked on the perceived increase in drug use and violence and
labeled crack cocaine an “uncontrolled fire.”®® Seemingly inspired by President
Reagan’s declarations, Congress passed three separate acts that, at face value,
would deter and reduce illicit drug use and crime.

The Comprehensive Crime Control Act (CCCA) of 1984 was first
introduced in the Senate on August 4, 1983.%° Passed in February of 1984, the
CCCA provided new bail procedures in federal court, added an insanity defense
for mentally ill defendants, and increased penalties for particular drug
offenses.®® One key provision of the CCCA was the implementation of
sentencing reform.*

The Sentencing Reform Act (SRA) created the United States Sentencing
Commission (USSC) as “an independent agency in the judicial branch
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composed of seven voting and two non-voting, ex officio members.”®® The
USSC is tasked with developing guidelines that champion the basic principles
of criminal deterrence.® The three objectives of the SRA include: “honesty in
sentencing” by avoiding “confusion and implicit deception” from indeterminate
sentencing, “reasonable uniformity in sentencing,” and “proportionality in
sentencing.”® These three objectives are intended to further the USSC’s
purpose of promoting justice over offenders convicted of federal crimes.® In
upholding these objectives, the SRA sought to use a guideline that contained a
defined list of relevant distinctions among different forms of criminal conduct
and apply the appropriate sentence.®” The resulting solution is a variable chart
called the “Guidelines Manual” (Federal Sentencing Guidelines).®

Following the Comprehensive Crime Control Act, Congress enacted the
Anti-Drug Abuse Act of 1986.% This act amended the CSA with the Narcotics
Penalties and Enforcement Act (NPEA).® This amendment added mandatory
minimum sentences for particular cocaine-related offenses.® Although the
mandatory minimum sentences applied to both powder and crack cocaine, the
amount of powder cocaine needed to trigger the mandatory minimum sentence,
compared to crack cocaine, was 100 to 1.2 For example, a ten-year mandatory
minimum sentence required five kilograms of cocaine powder or fifty grams of
crack cocaine.'® Soon after the NPEA, the USSC raised concerns over the
disparities between powder and crack cocaine.'® These concerns were centered
around the belief that “crack offenders were disproportionately Black™ and that
implementing these mandatory minimums would create a ““of unfairness.””*:%°
Despite the USSC’s and the public’s growing concerns, Congress passed the
Omnibus Anti-Drug Abuse Act of 1988 (OADAA) to establish the policy goal
of a drug-free America.’® The OADAA created the Office of National Drug
Control Policy and restored the use of the death penalty by the federal
government.’”” Furthermore, the OADAA amended 21 U.S.C. § 844 to make
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crack cocaine the only drug with a mandatory minimum penalty for a first
offense of simple possession and added a definition of conspiracy to distribute
charge.'®

The USSC’s and the public’s growing concerns over the disparity between
the sentencing requirements were not addressed by Congress until the Fair
Sentencing Act of 2010 (FSA).X® Among other changes, the FSA reduced the
amount of crack cocaine needed to trigger a 10-year mandatory minimum from
100 to 18.1° However, this period of 22 years resulted in a foundational change
in the disparate treatment of Black Americans.

In 1985, one year after the Comprehensive Crime Control Act of 1984
(CCCA) was passed, federal prisons saw a 32% increase in their population.**
Following the enactment of the CCCA, the Anti-Drug Abuse Act of 1986
(ADAA), and the OADAA, federal prisons saw a population increase of
133.8%.'? In 1980, non-white Americans accounted for 25% of total federal
drug arrests.'™® By 1995, non-white Americans accounted for 40% of total
federal drug arrests.'** From prohibition to the “crack epidemic,” the common
theme amongst these drug policies is the U.S. government’s initial heavy-
handed approach and numerous unintended adverse effects on Americans.**

In time, these adverse effects become so great that subsequent reversal
becomes the solution.™® Repeatedly, the U.S. government perceived a threat to
public health, and implemented a policy that was summarily repealed years
later.*” By continuing this trend, the U.S. government not only wastes resources
in enforcing these policies; the diversion of the government’s attention from
other ongoing problems, such as the opioid epidemic, comes at a cost of
American lives.!®

II. THE OPIOID CRISIS

Unlike the perceived threat of crack cocaine in the 1980s, the ongoing
opioid epidemic has an iron grip on the U.S. and is a real threat to public
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health.™® Almost 645,000 people died from an opioid overdose between 1999
and 2021.'%° Critically, the rate of Americans dying from opioid overdoses is
exponentially increasing.** Compared to 47,600 opioid overdoses in 2017,
81,806 people died from an opioid overdose in 2022 alone.? In response to the
growing crisis, Congress enacted multiple laws, such as the Substance Use-
Disorder Prevention that Promotes Opioid Recovery and Treatment
(SUPPORT) for Patients and Communities Act,'?® in an attempt to create the
infrastructure necessary to reduce the growing number of opioid-related
deaths.*** Although the number of opioid-related overdoses is increasing, since
the enactment of policies like SUPPORT, the rate of increase for total opioid-
related overdoses has dropped.'?®

A. Xylazine

With the rate of opioid-related overdoses dropping, the U.S. government is
continuing to explore alternative methods to attack the U.S. opioid crisis.'?®
Beginning in 2019, xylazine was increasingly found mixed with illicitly
manufactured fentanyl.*?” Xylazine is a clonidine analog, N-(2, 6-
dimethyphenyl)-5,  6-dihydro-4H-1, 3-thiazin-2-amine, discovered by
Farbenfabriken Bayer in 1961.1% Xylazine acts as a central nervous system
depressant and an anesthetic.'?® Because xylazine depresses the central nervous
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system, the Food and Drug Administration banned the use of xylazine in
humans.™*® Although banned in humans, xylazine is the oldest, and one of the
most commonly used, alpha2-adrenergic agonist (anesthetic) in veterinary
medicine to induce short-term sedation, anesthesia, and analgesia.’*
Consequently, xylazine is well documented in veterinary practice and widely
used during animal surgical procedures.**

Most commonly, veterinarians and farmers use xylazine as a short-term
preanesthetic before administering general or local anesthesia to large animals
such as horses, cattle, and exotic animals.*® Licit xylazine for veterinarians is
used as an injectable liquid solution.** By contrast, xylazine powder is illicitly
used as a cutting agent in fentanyl and is difficult to distinguish from other
drugs.*® Like fentanyl, xylazine is quickly absorbed and can be injected into
muscles or veins, insufflated, ingested, or smoked.**

Fentanyl, a synthetic opiate that was initially manufactured in the early
1960s, is one hundred times more potent than morphine and fifty times more
potent than heroin.™*" Similar to morphine, fentanyl is used in medical practice
to treat severe pain.™*® Like other analgesics, fentanyl creates short-term feelings
of euphoria, sedation, and pain relief.’* Although pharmaceutical data for
xylazine is generally limited to its effects in animals, xylazine is believed to
prolong the effects of illicit consumption of fentanyl.*** Some studies show that
the depressive effects of xylazine may begin within minutes and extend the
feelings or “high” of fentanyl for six or more hours.** For this reason, some
illicit drug users may intentionally seek out xylazine-laced fentanyl.!*?
However, a survey conducted over social media websites indicates that many
illicit drug users avoid xylazine because it worsens the effects of withdrawal.*®

When xylazine is combined with other central nervous system depressants
(e.g., opioids, benzodiazepines, or alcohol), the drug overdose symptoms are
synonymous with an opioid overdose.* These overdose symptoms include
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muscle relaxation, respiratory depression, cardiac arrhythmias, or cardiac
arrest.**> However, unlike other illicit drugs, chronic use of xylazine mixed with
fentanyl can also lead to skin ulcers, abscesses, and, in severe cases, necrosis of
the skin.'*® Despite the high risk of using xylazine combined with fentanyl, the
prevalence of xylazine in illicitly manufactured fentanyl has increased by 276%
from January 2019 (at 2.9%) to June 2022 (at 10.9%).}*” Furthermore,
xylazine’s presence in illicitly manufactured fentanyl is spreading from the
northeast to the south and west.'*® However, the U.S. government has not been
able to determine how or why xylazine’s prevalence has exponentially
increased.’*® Critically, xylazine’s lack of use in humans creates a void of
research and understanding of xylazine’s long-term effects.'*

With the current information on xylazine, the U.S. government finds itself
in a familiar position. As with the Angell Treaty, the Harrison Act, and the War
on Drugs, here, the U.S. government simply lacks the requisite knowledge to
adequately control and manage this increase in illicit xylazine use. Instead of
repeating history and enacting legislation whose effects extend beyond its
original purpose, the U.S. government needs to spend more time and resources
looking into xylazine’s effects and how illicit xylazine is entering the U.S.

I11. THE COMBATING ILLICIT XYLAZINE ACT

Despite the general lack of knowledge surrounding xylazine, in response to
the growing presence of xylazine, Senator Catherine Cortez Masto introduced
the Combating Illicit Xylazine Act in the Senate on March 28, 2023.%*! The Act
labels illicit xylazine as an urgent threat to public health and safety.'®
Cosponsored by 95 members of the House of Representatives, as of November
6, 2024, the Combating Illicit Xylazine Act remained in front of the
Subcommittee on Health.™ Since then, no further actions have taken place
within Congress.™

The Act is predicated on the vague finding that the “proliferation of xylazine
as an additive to illicit drugs such as fentanyl and other narcotics threatens to
exacerbate the opioid public health emergency.”**® The Combating lllicit
Xylazine Act claims that “prompt action” in controlling illicit xylazine by
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scheduling xylazine under the CSA will limit the further spread of xylazine and
save lives.®® However, incorporating xylazine into the CSA is not as simple as
enacting the Combating Illicit Xylazine Act. Nor is doing so the most effective
process to protect public health and safety.

A. Scheduling

Entities working with “controlled substances” must register with the
government, protect themselves from diversion and misuse of controlled
substances, and report dispensing, storage, and record-keeping information to
the government.™” The CSA’s trafficking provision establishes penalties for the
production, distribution, and possession of controlled substances found outside
the CSA’s scope.™®

Furthermore, the CSA does not apply to all drugs.®® Not all prescription
drugs fall within the scope of the CSA.*® However, many recreational drugs,
also known as “nonpharmaceutical drugs,” are controlled substances due to their
perceived and scientifically researched negative impacts on public health.'®* For
a specific drug or class of drugs to be included within the CSA, it must be
specifically labeled and incorporated into the scope of the CSA.*®? Generally,
the CSA’s scope includes drugs that are deemed to require additional controls
to prevent abuse and other negative impacts on public health.**® Under the CSA,
controlled drugs are categorized within different “schedules” numbered |
through V.*%*

Before a drug is listed under a schedule in the CSA, 21 U.S.C. § 811 requires
the complex process of labeling a drug as “controlled” under the CSA.'® The
Secretary of Health and Human Services must provide the Attorney General
with a recommendation sound in scientific and medical evidence.*® When the
Secretary of Health and Human Services recommends that a drug should be
“controlled,” the Attorney General determines whether a drug falls within the
scope of the CSA.Y" If the Secretary of Health and Human Services
recommends that a particular drug should not be scheduled, then the Attorney
General cannot control the drug under the CSA. 8
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The largest hurdle to overcome to incorporate xylazine into the CSA are the
eight factors under 21 U.S.C. § 811(c).' If the Secretary of Health and Human
Services recommends a drug should be scheduled under the CSA, 21 U.S.C.
811(c) provides the Attorney General eight factors to determine whether a drug
should be, or should not be, scheduled under the CSA.*" These eight factors are
as follows:

(1) Its actual or relative potential for abuse.

(2) Scientific evidence of its pharmacological effect, if known.

(3) The state of current scientific knowledge regarding the drug or other
substance.

(4) Its history and current pattern of abuse.

(5) The scope, duration, and significance of abuse.

(6) What, if any, risk there is to the public health.

(7) Its psychic or physiological dependence liability.

(8) Whether the substance is an immediate precursor of a substance
already controlled under this subchapter.’

The Attorney General’s analysis of these eight factors determines what schedule
within the CSA a drug is labeled under.? If the Attorney General agrees'” with
the recommendation of the Secretary of Health and Human Services, then the
drug is added to the recommended schedule.'™ After a drug is considered a
controlled substance under the CSA, the federal government—most
importantly, the Drug Enforcement Administration—has the authority to
enforce regulations and enact controlling measures against the drug.'’

Schedule I-controlled drugs are substances that have no accepted medical
use in treatment in the U.S. and have a very high potential for abuse/addiction.*"®
No prescriptions can ever be written for a Schedule | drug.'”” Heroin,
psychedelic drugs (such as MDMA and LSD), and, controversially, marijuana
are all listed as Schedule | drugs.*”®
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Schedule 1l-controlled drugs have a high potential for abuse and addiction
but do have limited medical use in the U.S.*"® Examples of Schedule 11 drugs
include cocaine, methamphetamine, and many opioids such as fentanyl,
morphine, and oxycodone.’® Schedule 1l drugs require a new, original
prescription, transmitted from the practitioner each time a patient needs to refill
their prescription.*®*

Schedule Il1-controlled drugs have a moderate risk of abuse and addiction.
Like Schedule 11 drugs, Schedule 111 drugs do have an accepted medical use in
the U.S.'®? Some Schedule 111 drugs include ketamine, buprenorphine, and
anabolic steroids.'®® Prescriptions for Schedule 111 drugs can be transmitted
orally, electronically, or in writing.'® Furthermore, a prescription for a Schedule
Il drug can be reused up to five times within six months before a new
prescription is needed, and all Schedule III, IV, and V prescriptions can be
transmitted to a new pharmacy once.*®®

Schedule 1V and Schedule V drugs have a low potential for abuse relative
to drugs in Schedules I, 11, and 111."®¢ Benzodiazepines such as alprazolam,
diazepam, and tramadol are Schedule 1V controlled drugs.*®” Whereas cough
supprelzgants containing codeine, pregabalin, and lacosamide are Schedule V
drugs.

Regardless of the respective Schedule a drug is listed under, the drug must
be thoroughly researched.'® The research required takes time.*®® On average,
researching a drug takes over nine years.'* Even with emergency authorization,
a fast-tracked clinical trial will take, on average, over six years.®?

B. Need for Research
Largely because xylazine was never intended for human use, there is little

available information to adequately answer § 811(c)’s factors.'*® Researching a
drug’s chemical makeup, testing its significance for abuse, determining
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xylazine’s risk to the public, and developing reversal drugs to combat abuse all
require a substantial financial investment.'** In a preliminary study, xylazine has
been shown to have a potential for abuse.'® Generally, the effects of withdrawal
following abrupt cessation of xylazine are physiological in nature, and the
symptoms felt are not alleviated through opiate treatment.*®® However, there is
very little scientific evidence of xylazine’s pharmacological effect in humans.*¥’
Although some effects of prolonged consumption of xylazine are documented,
such as necrosis of the skin,*® the lack of scientific evidence cannot attribute
any particular symptom to xylazine.**® Overall, millions of dollars worth of
research, which requires further federal approval, is required before xylazine
can be adequately analyzed through the eight factors under 21 U.S.C. §
811(c).?® Furthermore, additional resources will be required to support the
enforcement of combating illicit xylazine. During the time it would take to
adequately research xylazine to the CSA’s requirements, overdose deaths are
going to increase.?”* This is because fentanyl is the illicitly consumed substance
that kills over 100,000 Americans each year, not xylazine.?%

C. Costs to Domestic Production

Attempting to compensate for the research costs through licit use of
xylazine will not work either. The CSA provides the Drug Enforcement
Administration (DEA) authorization to charge reasonable fees relating to the
registration and control of the manufacture, distribution, dispensing, import, and
export of controlled substances and listed chemicals.?® Generally, the DEA’s
fees range from $3,699 per year for manufacturers of controlled substances to
$888 every three years for “business activities involving dispensing.”?
Although these fees may seem marginal, many veterinarians are worried that
any increase in the price of xylazine will impact the supply available to
veterinarians.?®® Many veterinarians already pay the DEA’s registration fees to
dispense controlled substances.?® However, because xylazine is not controlled,
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manufacturers of xylazine do not pay the fees or follow the restricted protocols
of manufacturing a controlled substance.?”

There are only two manufacturers of xylazine in the United States.?*® Any
changes to the manufacturing process, whether it be additional registration costs
or other requirements under the CSA, can severely impact the production of
xylazine.?® For example, Ohio issued a special notice on April 17, 2023, that
required xylazine manufacturers and distributors to operate under the same
regulations as controlled-substance manufacturers and distributors.?® Under
this notice, distributors of xylazine now must conduct criminal background
checks on all of their employees, update storage facilities to comply with Ohio
law, report wholesale orders of xylazine, and much more within 30 days of the
rule’s enactment.?** Veterinarians worry that xylazine’s supply would be
severely affected if the Combating Illicit Xylazine Act was applied
nationwide.?*?

If domestic production of xylazine stopped, veterinarians and other
pharmaceutical companies would have to import xylazine from other
countries.?® Importing drugs into the United States poses a myriad of risks, and
any imported xylazine would take a considerable amount of time before it
reaches veterinarians (on top of delays from the CSA’s requirements).?** Due to
the U.S. Food and Drug Administration’s (FDA) regulatory requirements, the
only drugs that can be legally imported into the U.S. come from registered
manufacturers whose quality controls are equal to domestic drug
manufacturers.”*® Veterinarians worry that any shortage in the supply of
xylazine would greatly impact their ability to practice.?*® According to some
veterinarians, not having access to xylazine places both animals and humans at
risk.”*” For example, an increase in xylazine costs could lead to veterinarians
using less effective drugs in practice and increase the threat of harm in treating
large animals.?*® On top of increasing risk, the $50 billion American horse
industry will be greatly impacted by any xylazine shortage.?® The U.S.
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Department of Health and Human Services Office reported the current impact
of the ongoing drug shortage of other prescription medications may lead to an
overall increase in drug prices by 16.6%.2%°

Moreover, xylazine imported into the United States would likely come from
China.?** According to the DEA, a kilogram of xylazine powder can be
purchased from Chinese suppliers for $6-$20 U.S. dollars.?? However, China
is also a supplier of illicit xylazine and fentanyl.?®> On October 3, 2023, the U.S.
Treasury Department issued a press release designating twenty-eight individuals
and a “China-based network responsible for the manufacturing and distribution
of ton quantities of fentanyl, methamphetamine, and MDMA precursors.”?**
These Chinese entities were also involved in trafficking xylazine.?”® Although
there is simply not enough information to definitively pinpoint where illicit
xylazine originates from, there are many indications that illicit xylazine is
following illicit fentanyl.?? Therefore, a significant amount of xylazine is likely
originating from China. By allowing China to supply the U.S. with licit
xylazine, the U.S. government would be directly supporting further importation
of illicit xylazine into the United States. This likely possibility is already finding
support through the DEA’s and Department of Homeland Security’s (DHS)
efforts to combat the importation of illicit xylazine.

According to the DEA and DHS, xylazine, which is intended for illicit
human consumption, is entering the United States in solid form, liquid form,
and, “to a lesser degree, mixed with fentanyl seized at the southern border” of
the United States.??” Rather than divert funds from the Department of Health
and Human Services’ $21 million budget for drug control to extensively
research xylazine, the U.S. government should pour its attention into the drug
that is actually killing Americans: fentanyl.? It is time for the U.S. government
to break its own cycle of diverting its attention away from a public health crisis
and remain focused on its mission to resolve the decades-old opioid epidemic.
Instead of creating an entire national infrastructure to combat xylazine, the U.S.
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government should rely on the states to implement and enforce their unique
regulatory controls over xylazine.

IVV. RECOMMENDATIONS OVER THE COMBATING ILLICIT XYLAZINE ACT

Congress should refuse to sign the Combatting Illicit Xylazine Act. The
increasing prevalence of xylazine varies across states, and this variability
necessarily causes diverse impacts on public health and safety that cannot be
adequately addressed by federal legislation. Recognizing the unique needs of
each State, Congress should consider alternative approaches. Moreover,
amending the Federal Sentencing Guidelines to include xylazine will allow
federal agencies to continue combatting illicit xylazine.

A. State Control of Xylazine

Congress should not overstep on U.S. states’ individual authority to control
xylazine providers. Individual state control provides a more comprehensive
solution than blanketly controlling xylazine through the CSA. This argument is
not novel, and there is precedent for it. Each state is experiencing the rise of
xylazine mixed with fentanyl differently. ** Individual states have unique
economic and public health interests in industries that rely on xylazine.

The practice of states controlling drugs, without federal oversight under the
CSA, is not unprecedented. The drug gabapentin, approved by the FDA for use
in humans in 1993, is a direct analog to xylazine.?*® Gabapentin is licitly used
to control nerve pain and as a muscle relaxer.?! Despite pharmacological
differences, gabapentin and xylazine are presently being illicitly used together
with opiates.?? Similar to xylazine, gabapentin has been illicitly used to
lengthen the “high” of consuming opiates.?®® Furthermore, the FDA has
concluded that gabapentin, when used alongside opioids, can create serious
breathing difficulties.?®* In fact, a 2020 study of ninety-one illicit drug users
showed nearly half of the survey participants used gabapentin in combination

229. Papudesi, supra note 134.

230. Rama Yasaei et al., Gabapentin, NAT’L. LiBR. oOF MEeD. (Dec. 19, 2022),
https://www.ncbi.nlm.nih.gov/books/NBK493228/ [https://perma.cc/WP4AG-7AJS].
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with opiates.?® Despite the similarities of illicit use with xylazine, gabapentin
is not controlled under the CSA.>*

Even without a nationwide policy, many states independently label
gabapentin as a controlled substance. As of July 2022, seven states label
gabapentin as a Schedule V controlled substance.?” Kentucky was the first state
to include gabapentin as a controlled substance.”® The Kentucky legislature
cited an increase in public risk following an increase in illicit and licit use of
gabapentin.?® Other states that have not independently scheduled gabapentin
are likely to schedule gabapentin soon. For example, Pennsylvania
policymakers are “increasingly interested” in illicit gabapentin use following an
increase in gabapentin-related overdoses.?*

Analogous to gabapentin, states have begun their own counteroffensive in
confiscating illicit xylazine.?** In 2018, Florida became the first state to schedule
xylazine as a Schedule | drug.*? During 2022 alone, the Florida Highway Patrol
confiscated 649 pounds of illicit drugs, including fentanyl, oxycodone, and
xylazine.?*® Since 2018, Pennsylvania has experienced a 1,000% increase in
fentanyl mixed with xylazine-related overdoses.?** In 2022 alone, xylazine
mixed with fentanyl contributed to 644 overdose deaths across thirty-eight
Pennsylvania counties.*® Following the exponential increase of xylazine’s
prevalence, the Pennsylvania legislature enacted H.R. 1661, which makes

235. Mance E. Buttram & Steven P. Kurtz, Descriptions of Gabapentin Misuse and
Associated Behaviors Among a Sample of Opioid (Mis)users in South Florida, 53 J.
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possession of xylazine a felony punishable by up to five years’ imprisonment.?*°

Many states, such as Ohio®*’ and West Virginia,?*® are also following Florida’s
and Pennsylvania’s lead in enacting their own drug policies to control
xylazine.?*® As shown, many states are combating illicit xylazine in their own
way. Allowing each state to control xylazine individually will reduce the
economic impacts on domestic xylazine production, reduce the risk of
international importation of illicit xylazine, and allow the U.S. government to
focus on combating illicit fentanyl.

With a direct comparison between xylazine and gabapentin, the U.S.
government has a clear path to follow. Many states are implementing laws and
regulations to control xylazine of their own accord. Without blanket federal
control of xylazine under the CSA, the states have independently allocated their
own resources toward combating illicit xylazine while simultaneously
preserving their individual state veterinary economies. For example, in a 2023
report, Texas attributed at least four overdose deaths to xylazine mixed with
fentanyl.*° However, as of 2015, Texas’s 840,000 horses generated almost $6
billion in state revenue and supported 52,000 jobs.?* Balancing a multi-billion-
dollar industry and drug policy is a complex and highly individualized task. If
the U.S. government passed the Combating Xylazine Act, the effect on Texas’s
and every other state’s veterinary industry could be detrimental.?*> Furthermore,
the risks associated with importing drugs from other countries, some of which
have already proven to be contributors to America’s ongoing opioid epidemic,
are too high to blindly accept. By allowing the states to control xylazine
individually, the U.S. government should turn its focus and mountain of
resources toward the overarching issue: fentanyl.

B. Federal Sentencing Guidelines

In response to the rising need for federal action against xylazine, an
alternative approach to changing national policy would be to update the Federal
Sentencing Guidelines. Doing so circumvents the need to designate xylazine as
a controlled substance under the CSA and allows federal agencies to punish
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illicit xylazine use. By changing the sentencing guidelines, the U.S. government
would be able to make possession of xylazine a sentencing enhancement without
having to make xylazine a controlled drug under the CSA.?*® This approach
preserves domestic xylazine manufacturing while also combatting the
increasing prevalence of xylazine.

The Federal Sentencing Guidelines list base offense levels for each type of
crime.?* Higher levels are determined based on the severity of the crime.?®
Following the base level, the Federal Sentencing Guidelines apply “specific
offense characteristics.”*® Specific offense characteristics are factors that vary
among different offenses but can increase or decrease the base offense level and,
subsequently, change the length of sentence an offender receives.?®" Other
factors included in the Federal Sentencing Guidelines are “adjustments” and the
offender’s criminal history.?*® Adjustment factors can apply to any offense and,
like specific offense characteristics, can raise or lower the offense level.®® The
offender’s criminal history is more crucial in determining the base level.*®® The
sentence length increases depending on the number of prior criminal offenses
the offender has been charged with.?®* After determining all relevant factors in
the Federal Sentencing Guidelines, the advisory guidelines point towards a
minimum to maximum sentencing length in months.?® For example, if someone
with no criminal history is charged with possession of less than ten grams of
heroin, the base offense level is twelve.?®® Following the Federal Sentencing
Guidelines’ Sentencing Table, the individual’s prescribed sentencing length
would be ten to sixteen months.?®* However, if the charged individual imported
the illicit substances through the use of an aircraft, the offense level would
automatically increase from twelve to twenty-six, resulting in a prescribed
sentencing length of sixty-three to seventy-eight months.?%®
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Under this alternative solution, possession of xylazine should fall within
Part D(1)(1) as a specific offense characteristic.?®® Part D(1) of the Federal
Sentencing Guidelines encompasses the unlawful manufacturing, importing,
exporting, trafficking, or possession of drugs.”®’ In doing so, possession of
xylazine would increase the offense level by two.?®® Increasing the offense level
by two mirrors many other specific offense characteristics within Part
2D(1)(1).%° For example, Part 2D.1.1(b)(6) increases an offense level by two if
the defendant is convicted of importing methamphetamine or methamphetamine
precursors into the U.S.?° This specific offense characteristic is directly
comparable with the illicit xylazine that is being imported from China. Applying
this change would increase a possession of eight to ten grams of fentanyl from
a level sixteen offense with a suggested sentence of twenty-one to twenty-seven
months, to a level eighteen offense with a suggested sentence of twenty-seven
to thirty-three months.?”* Making these changes to the Federal Sentencing
Guidelines would allow the U.S. government to have a hand in punishing
possession of xylazine while preserving the licit use of xylazine. Furthermore,
without having to expend the additional funds required to incorporate xylazine
into the CSA, the U.S. government could continue to focus on combating
fentanyl.

CONCLUSION

The increasing presence of xylazine in illicit opioids like fentanyl is a
growing concern for public health. Without preapproved reversal drugs to
combat the effects of xylazine, there could be an increase in the overall opioid-
related overdose death rates. The foundational issue with xylazine remains that
this threat to human health is unresearched, and too little information is known
about this drug’s effects on the human body. However, the known problem is
fentanyl. Blanketly controlling xylazine under the CSA will take the U.S.
government’s attention away from battling fentanyl and have a disastrous
impact on the veterinary economy.

This note examined what is currently known about xylazine, how it is
affecting U.S. citizens today, and what can be done to combat this spreading
problem. Understanding the impact that controlled substances have on particular
industries is imperative to objectively consider what should be done about
xylazine. This note argued that there is too little known about how xylazine
contributes to the already increasing opioid-related overdose death rates to run
headfirst into adopting legislation that impacts a multi-billion-dollar domestic
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industry. To adequately research xylazine, the U.S. government would be
turning its attention away from the real threat, fentanyl. Allowing states to
criminalize xylazine possession provides the necessary flexibility to make the
greatest impact on that individual state’s public health. Doing so enables states
whose populations rely on the veterinary industry and are not experiencing a
xylazine-related public health crisis to protect their state economies and protect
their population’s welfare. Congress should throw out the “Combating lllicit
Xylazine Act” and remain focused on fentanyl.
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