NATIONAL SHERIFFS’ ASSOCIATION

DEA may move marijuana to schedule I1 only, not I11.

Introduction

Marijuana has been in schedule | of the Controlled Substances Act (CSA) since 1970, and this placement
has aligned with the scientific and medical reasoning and recommendation of the U.S. Department of Health
and Human Services (HHS)—each of the several times the issue has come up. On May 16, 2024, however,
the Drug Enforcement Administration announced its intention to move marijuana from schedule | to
schedule 111. HHS has suddenly changed its scientific and medical reasoning, and the Office of Legal
Counsel (OLC) in the U.S. Department of Justice has written an accommodating opinion.

The people in over 3,000 counties across the country elect their sheriffs, and sheriffs are dedicated to public
safety. Sheriffs see marijuana’s worst effects on people in the streets and in the county jail. Along with
other first responders, sheriffs see marijuana’s effects on drivers. Sheriffs help pick up the dead bodies.
Representing over 3,000 sheriffs, the National Sheriffs’ Association (NSA) comments on DEA’s proposal:

» At most, DEA may move marijuana to schedule 11, not I, because it has a high abuse potential. HHS and
DEA have found this to be true repeatedly, and marijuana strains and products have only increased in
potency in recent years.

* In its August 2023 recommendation, HHS found that marijuana’s abuse potential is less than other drugs
in schedule I or Il. First, HHS committed the legal error of failing to assess whether marijuana has a high
abuse potential. The CSA requires HHS to find that a drug does not have a high abuse potential before it
may consider its relative abuse potential. No one should defer to HHS’s legal error. Second, HHS changed
its method of analysis to put the most weight on marijuana’s adverse outcomes compared to drugs like
heroin and fentanyl. But HHS offered no reason for this, and certainly no reason that impeached its scientific
and medical reasoning in years past. Third, HHS chiefly considered single-dose adverse outcomes and,
thus, ignored the abundant evidence of marijuana’s long-term adverse effects on individual and public
health. HHS’s 2023 scientific and medical reasoning is contrary to its past reasoning and is faulty. HHS’s
past scientific and medical reasoning is entitled to deference under the CSA.

* DEA somehow denies that its proposal raises federalism concerns. But the CSA’s schedules and
restrictions are tied to the states” drug-control laws, and federal and state officials work together to facilitate
legitimate drug research, including on medical marijuana, and to prevent diversion. Executive Order 13132
requires DEA to confer with state and local officials.

* DEA may move marijuana only to schedule Il for the United States to meet its obligations under the Single
Convention on Narcotic Drugs, 1961. OLC’s 2024 opinion that the Single Convention itself does not require
a particular schedule misses the point. The CSA itself requires DEA to place a drug in the most appropriate
schedule to comply with international treaties, and the CSA makes | or 1l the most appropriate schedule for
marijuana. DEA’s rulemaking authority does not permit it to select a less appropriate schedule intentionally
and make up the shortfalls with additional regulations.

* Contrary to HHS’s assertion, the 2018 Farm Bill does not support moving marijuana to schedule IlI.

Thesis: At most, the law and evidence support rescheduling marijuana from | to I1, not I11.
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Background

The CSA regulates various drugs and other controlled substances by placing them in one of five schedules.
Schedule I has the most controls and V the fewest. Drugs in schedule I have no currently accepted medical
use in the United States (CAMU) and a high potential for abuse. Drugs in schedule Il have a CAMU but
also a high potential for abuse. Drugs in schedule Il have a CAMU; they do not have a high absolute
potential for abuse; and their relative abuse potential is less than drugs in schedule I or 1I.

When it passed the CSA in 1970, Congress put marijuana in schedule I. The Drug Enforcement
Administration, however, may move a drug to another schedule in certain circumstances. In scheduling a
drug, DEA must confer with the U.S. Dept. of Health and Human Services (HHS) for scientific and medical
recommendations, and DEA must defer to HHS’s proper recommendations. In 1989, 2001, 2011, and—
most recently—2016, DEA rejected petitions to move marijuana from schedule I. Each time, DEA found
that marijuana had no CAMU, and this kept the drug in I. In 2001, 2011, and 2016, DEA also found that
marijuana had a high abuse potential. DEA’s findings concurred with HHS’s recommendations each time.

In October 2022, the President asked HHS and DEA to review marijuana’s scheduling.

In an August 2023 letter, HHS recommended rescheduling marijuana from I to I1l—not 1. HHS backed its
letter with a 77-page Basis for Recommendation and over 170 pages of analysis on whether marijuana has
a CAMU.

On May 16, 2024, DEA announced its preliminary decision to reschedule marijuana from I to 111 consistent
with HHS’s recommendation. DEA published its decision in a Notice of Proposed Rulemaking (NPRM) in
the Federal Register.

In a 1994 executive order (EO 13132), the President directed executive-branch agencies to confer with state
and local officials in the development of regulatory policies that have federalism implications; that is,
implications for the relationships between federal, state, and local levels of government. In its 2024 NPRM,
DEA asserted that marijuana’s proposed rescheduling does not have federalism implications that warrant
conferring with state and local officials.

In scheduling drugs, the CSA requires DEA to comply with the nation’s international treaty obligations. In
a 1972 opinion, the Office of Legal Counsel (OLC) in the U.S. Dept. of Justice said that marijuana must
remain on schedule | for the United States to comply with the Single Convention on Narcotic Drugs, 1961.
In 2016, DEA believed the same thing—without reference to the 1972 OLC opinion. In its 2024 NPRM,
however, DEA asserted that, in fact, it can comply with the Single Convention by rescheduling marijuana
to I11—if it passes additional regulations to make up the shortfall between what the Convention requires
and III’s existing restrictions.

In an April 11, 2024 opinion, DOJ’s OLC answered three questions related to DEA’s NPRM. First, OLC
said that HHS may use an analysis to decide if marijuana has a CAMU that is different than the one HHS
has used in the past. Second, OLC said that DEA must accord HHS’s scientific and medical determinations
significant deference. Asserting that its reading of the evidence must only be adequate and not the best,
DEA will use this part of OLC’s opinion to reject comments to its NPRM, which read the evidence as
showing that marijuana has a high potential for abuse. Third, OLC said that the Single Convention itself
does not require DEA to place marijuana in schedule 1 or I1.

2|Page



Summary Table of Contents

INtroduction . . . . . . . . 1
Background . . . . ... e e 2
Abbreviations & Definitions . . . . . . . .. 4

1. At most, the evidence supports rescheduling
marijuana from I to II, not IIl. DEA’s and HHS’s
reasoning is contrary to 811 and 812, unsupported, or otherwise faulty. . . . .. . . ... ... ... ... 5

2. The federalism concerns raised by DEA’s NPRM
require consultation with state and local gov’ts. . . . . . . . . . . ... 10

3. DEA has not shown that the United States will
be able to meet its international treaty obligations. . . . . . . . ... ... ... . . L 13

4. The 2018 Farm Bill doesn’t justify

rescheduling marijuanafrom lto Il . . . . . . . . .. . . .. . . . . e 15
Conclusion: At most, DEA may reschedule marijuanato ll,notIl. . . . ... ... ... ... ..... 17
ENdnotes . . . . . . . 18

3|Page



Abbreviations & Definitions

2018 Farm Bill — This is the Agricultural Improvement Act of 2018, Pub. L. No. 115-334, which excluded
hemp—with only a tiny percentage of delta-9 THC—from the CSA and, thus, expanded domestic
production of hemp and hemp-derived products.

811(c) — This provision, 21 U.S.C. § 811(c), lists eight factors for analyzing a drug’s scheduling (8FA).
812(b) — This provision, 21 U.S.C. § 812(b), sets out the criteria for schedules I, 1, 111, 1V, and V.

Basis for Recommendation or Basis — DEA must consult HHS on drug scheduling. In an Aug. 29, 2023
letter, HHS recommended rescheduling marijuana from I to III. HHS’s Basis for Recommendation
accompanied the letter. DEA refers to the Basis in its NPRM.

CAMU - This stands for currently accepted medical use. Drugs in schedule | have no CAMU while a drug
must have a CAMU to fall in 11, 111, IV, or V.

CBD - Cannabidiols and cannabinols are components of marijuana (cannabis). When the 2018 Farm Bill
removed hemp from the definition of marijuana, it removed CBD. Chemists remove CBD from hemp and
synthesize delta-8 THC from CBD.

CSA — federal Controlled Substances Act, 21 U.S.C. 88§ 801, et seq.
DEA — Drug Enforcement Administration
Delta-9 THC — This is marijuana’s chief psychoactive ingredient.

Delta-8 THC — Chemists synthesize CBD from hemp, and they derive delta-8 THC from CBD. Although
psychoactive, delta-8 THC is less potent than delta-9 THC.

DOJ — Some procedural rules, like EO 13132, which requires a federal agency to consult with state and
local officials when proposed rulemaking has federalism implications, may apply to the U.S. Dept. of
Justice (instead of separately to a component, like DEA).

HHS — U.S. Dept. of Health & Human Services

NPRM - In its May 16, 2024 Notice of Proposed Rulemaking, DEA proposes to reschedule marijuana
from 1 to I11.

OLC - DOJ’s Office of Legal Counsel prepared an April 11, 2024 opinion related to DEA’s NPRM.

UNODC - United Nations Office of Drugs and Crime tracks the trafficking and use of illicit drugs. It
prepares the Word Drug Report annually.

WDR — World Drug Report contains information about drug demand and supply trends globally.
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1. At most, the evidence supports rescheduling marijuana from I to II, not III. DEA’s and HHS’s
reasoning is contrary to 811 and 812, unsupported, or otherwise faulty.

1.1 Criteria

Schedule I — The drug has a high potential for abuse, no currently accepted medical use in treatment in the
United States (CAMU), and a lack of accepted safety for use under medical supervision.

Schedule 11 — The drug has a high potential for abuse, with a currently accepted medical use, and abuse of
the substance may lead to severe psychological or physical dependence.

Schedule 111 - The drug has a potential for abuse less than a I or 11 drug. It has a currently accepted medical
use, and abuse may lead to moderate or low physical dependence or high psychological dependence.*

1.2 The President’s Oct. 2022 Request

The President asked HHS to “initiate the administrative review process to review expeditiously how
marijuana is scheduled under federal law,”? and he questioned marijuana’s inclusion on schedule I, which
is a higher schedule than fentanyl’s (II). Nonetheless, he did not suggest III over II, and the FDA has
approved fentany! for use as a pain reliever and anesthetic,® which is a broader range of uses than FDA has
conferred for any marijuana-derived drug.

1.3 DEA’s 2016 Determination

In 2016, HHS recommended that marijuana remain on schedule | because it had a high potential for abuse,
no CAMU, and a lack of accepted safety for use under medical supervision.* Although the lack of a CAMU
was decisive, DEA published HHS’s medical and scientific analysis related to marijuana’s scheduling.®
HHS’s 2016 analysis is relevant to the scheduling analysis today.

1.4 Currently Accepted Medical Use (CAMU)

The only thing that has changed since 2016 is that some evidence may now suggest that marijuana has a
CAMU for anorexia related to a medical condition, nausea and vomiting (e.g., related to chemotherapy),
and pain.® Nonetheless, HHS’s conclusion is equally consistent with re-scheduling marijuana from I to 1l
because a substance must have a CAMU under both Il and 1.

1.5 Marijuana has a high potential for abuse.

If a drug has a high potential for abuse and a CAMU, then it belongs in schedule 11.8 In 2016, DEA found
that “marijuana has a high potential for abuse.”® Today, neither DEA nor HHS points to any flaw in their
2016 reasoning, and neither points to any evidence—much less evidence developed after 2016—that
marijuana’s abuse potential has declined in the last seven or eight years.

Instead, DEA changed its analysis—by focusing almost exclusively on narrowly defined adverse
outcomes—and asserted “marijuana is not typically among the substances producing the most frequent
incidence of adverse outcomes or severity of substance use disorder.”'® DEA didn’t provide a reason for
this change (at least not one that impeaches its 2016 analysis), and, more importantly, DEA didn’t point to
any evidence that marijuana’s abuse potential relative to fentanyl or cocaine* has changed since 2016.

In short, marijuana has a high potential for abuse, and this fact means that DEA can move it to schedule Il
only.*? It cannot reschedule it to 111
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1.6 HHS committed a legal error in its scheduling analysis.

The first statutory question is whether marijuana has a high potential for abuse.® Here, HHS skipped this
step. Instead HHS contends that the issue is only marijuana’s “relative abuse potential compared to other
drugs.”™ This ignores the statute’s structure and text. Drugs in schedules | and 11 have a high potential for
abuse, and drugs in 111, IV, and V have a lower abuse potential than the drugs in the preceding schedule.™
Under this structure, HHS must assess whether a drug’s absolute abuse potential is high, and, if it isn’t, then
HHS must assess whether its abuse potential is less than the drugs in | and Il in order to go into schedule I1I.
Here, HHS must first find that marijuana does not have a high potential for abuse under 812(b)(2)(A) before
it can proceed to assess whether its abuse potential is less than the drugs in I and 11 under 812(b)(3)(A).

In addition to ignoring 812(b)’s text and structure, HHS ignores the history of its own analysis of
marijuana’s high abuse potential and the drug’s scheduling. Congress determined that marijuana had a high
abuse potential in 1970, and HHS itself determined the same thing several times,'® including in 2016.%
HHS cannot ignore these determinations in favor of a new analysis without justification. HHS’s skipping
812(b)(2)(A)’s criterion about high-abuse potential in the case of marijuana is worse than being arbitrary
and capricious or some other APA misstep.*® It is a strategy to circumvent the CSA. HHS has no evidence
that marijuana’s absolute abuse potential or its relative abuse potential or its adverse-outcome potential
relative to other | and Il drugs has dropped since 2016.

1.7 No one should defer to HHS and DEA’s legal error.

OLC contends that DEA must “accord HHS’s scientific and medical determinations significant
deference.”*® In a June 2024 opinion, however, the U.S. Supreme Court reaffirmed that an administrative
agency may not ignore or misread its statute, even to achieve what it thinks is better policy.? Here, HHS
committed a legal error by failing to address the evidence that marijuana has a high potential for abuse, and
DEA repeats the error in its NPRM. No one should defer to this.

1.8 Even apart from this legal error, HHS’s reasoning about relative abuse potential is suspect.

First, in 2016, DEA and HHS found that marijuana had a high potential for abuse. Now, HHS points to no
evidence that marijuana’s abuse potential compared to that of other schedule | and 11 drugs has decreased
since 2016.

Second, delta-9 THC is marijuana’s chief psychoactive ingredient,”* and the higher a drug’s potency, the
higher its abuse potential.?* The evidence is overwhelming that the industry has developed marijuana strains
with higher delta-9-THC levels and marijuana products, such as vape pens and edibles, with higher delta-
9-THC concentrations (HHS calls the increase in potency dramatic®®).2* So, although HHS contends that
marijuana has a lower “abuse liability” when compared to heroin, oxycodone, hydrocodone, and fentanyl,?
the fact is that the higher delta-9-THC potency of today’s marijuana strains and products means that its
relative abuse potential is closer to that of those other drugs than it was in 2016.2° HHSs scientific reasoning
is faulty.

Third, in 2016, DEA cautioned about the difficulties of comparing marijuana to the diverse array of
schedule Il drugs because of their pharmacologically dissimilar actions.?’ Thus, DEA considered
sociological or epidemiological evidence significant in concluding that marijuana had a high potential for
abuse.?® DEA considered evidence that individuals take marijuana in amounts sufficient to create hazards
to their individual or community health, evidence of significant diversion, and evidence that individuals
often take marijuana on their own initiative rather than on medical advice.?® Lastly, DEA considered
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evidence that marijuana is so related to other listed drugs, Marinol and Cesamet, that it will likely have the
same abuse potential.*

An independent source confirms the significance of this sort of evidence. As one of its key missions, the
U.N. Office on Drugs and Crime tracks the trafficking and use of illicit drugs. UNODC reports that cannabis
is the most-used drug globally.®! “Most drug use disorders are related to cannabis and opioids, which are
also the drugs that lead most people to seek drug treatment, but opioids remain the most lethal drug.”*
Moreover, of the countries that rank the drugs leading to drug-use disorders, the majority (46%) reported
cannabis in first place compared to only 31% who ranked opioids (heroin) in first place.*® Given its track
record in leading to widespread actual abuse, marijuana more than meets 812(b)(2)(A)’s standard of high
potential for abuse.

In contrast to its actions in 2016 or UNODC’s in 2023, however, HHS considered only a slice of this type
of evidence in the 2023 Basis. HHS put the most weight on evidence about relative adverse outcomes
associated with the use of marijuana and other drugs in I and II. HHS found “marijuana is not typically
among the substances producing the most frequent incidence of adverse outcomes or severity of substance
use disorder.”* But HHS articulated no reason for focusing on data about comparative adverse outcomes
to the exclusion of other epidemiological evidence of abuse potential. In contrast, in 2011, HHS considered
that large numbers of persons regularly used marijuana, its use was widespread, and the vast amount of
marijuana available for illicit use indicated the drug’s high abuse potential.*® Also, HHS pointed to no
evidence that marijuana’s adverse outcomes compared to heroin’s, cocaine’s, or fentanyl’s are any
different, or less severe, today than they were in 2016. These problems cast doubt on HHS’s scientific or
medical reasoning.

HHS’s conception of adverse outcomes is unscientifically narrow as well. HHS considered chiefly “serious
medical outcomes, including death,” emergency-department visits, hospitalizations, unintentional
exposures, and overdose deaths.*® That is, HHS considered single-dose adverse consequences while
ignoring or discounting evidence of marijuana’s long-term dangers to individual and public health.*

In addition to the evidence of widespread marijuana use globally and domestically and the evidence of its
increasing delta-9-THC potency,® consider just a sampling of evidence on marijuana’s effects on individual
health, driving or motor-vehicle safety, and other adverse outcomes. As to individual health, researchers
have connected marijuana use to more-frequent chronic bronchitis episodes and worse respiratory
symptoms; increased risks of schizophrenia, other psychoses, social anxiety disorders; and cannabis-use
disorder; and it impairs learning, memory, and attention, especially immediately after use.*® Frequent use
may significantly increase the risk of a heart attack and stroke.®® Among youth and adolescents, marijuana
exposure is associated with short- and possibly long-term impairments in cognition, worse academic or
vocational outcomes, and increased prevalence of psychotic, mood, and addictive disorders.** Some
evidence links marijuana to psychosis and violent behavior.*?

Marijuana use impairs the ability to drive in several ways,* and a 2022 NHTSA study found that nearly
56% of roadway users injured or Killed tested positive for one or more drugs with cannabinoids as the most
prevalent, and another 2023 study found that marijuana’s legalization has caused up to an additional 1,400
road deaths a year.**
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The evidence is similar with respect to other long-term adverse consequences of marijuana. In a 2020 paper,
for example, researchers who reviewed the literature concluded, in part:

“This review indicates that marijuana policy changes have had mixed effects on U.S.
adolescent health including potential benefits from decriminalization and negative health
outcomes evidenced by increases in cannabis-related motor vehicle accidents, emergency
department visits, and hospitalizations. Federal and state legislatures should apply a public
health framework and consider the possible downstream effects of marijuana policy
changes on pediatric health.”[**]

Similarly, by early 2023, the number of U.S. workers who are testing positive for marijuana after job
accidents or injuries was at a 25-year high.*®

HHS was the medical and scientific expert on relative abuse potential in 2016, and Congress’s and OLC’s
injunction that DEA and others should defer to HHS’s scientific and medical determinations in scheduling
marijuana applies in principle to HHS’s 2016 reasoning. Again, HHS pointed to no evidence that
marijuana’s potential for abuse has dropped, that its relative potential for abuse when compared to drugs
like heroin, cocaine, or methamphetamine has dropped, or that its rates of adverse outcomes compared to
those drugs has dropped since 2016.

1.9 Marijuana’s Potential to Lead to Physical or Psychological Dependence

Abuse potential is different from dependence potential.*’ In previous scheduling decisions, HHS and DEA
found that marijuana had a high abuse potential, and both | and 1l require this.”® But they didn’t study
marijuana’s dependence potential because schedule —marijuana’s schedule—uses a different criterion
(lack of accepted safety for use under medical supervision®).

In its 2023 Basis, however, HHS assessed dependence potential under 812(b)(3)(C) in a similar way to how
it assessed abuse potential; that is HHS compared marijuana’s “relative safety or ability to produce physical
dependence compared to other drugs,”*® and it emphasized lack of severe outcomes.> HHS found that
“abuse of marijuana may lead to moderate or low physical dependence” and that “high psychological
dependence does not occur in most people”?

Abuse of a schedule 11 drug may lead to severe psychological or physical dependence.>® According to the
WRD, 296 million people worldwide used cannabis in 2021 compared to only 60 million for opioids.>*
Because there is some ambiguity about the distinctions between drug use, drug misuse, and drug abuse,
WRD uses the neutral term “drug use.” In any event, people “use” cannabis nearly five times as much as
they use opioids.

Likewise, in late 2023, Monitoring the Future reported that, “past-year use of marijuana and hallucinogens
by adults 35 to 50 years old continued a long-term upward trajectory to reach all-time highs in 2022.7%¢ In
the U.S. in 2022, an estimated 61.9 million individuals aged 12 or older used marijuana in the past year,
and 42.3 million reported using it in the past month.*” This is consistent with other evidence of increased
marijuana use by various age groups in the U.S. and by at-risk populations such as depressed persons and
pregnant women.® Rising use is evidence of a strong dependence potential.

According to the UNODC, not only does the majority of countries who rank drugs leading to drug use
disorders ranks cannabis first, but “The ranking in each country is determined mainly by two factors:
prevalence of use and dependence potential.” (Emphasis added).*® According to the CDC, “Approximately
3 in 10 people who use cannabis have cannabis use disorder. * * * The risk of developing cannabis use
disorder is stronger in people who start using cannabis during youth or adolescence and who use cannabis
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more frequently.”®® Where nearly five times the number of people use marijuana than HHS’s other
comparator drugs, like opioids, and three in ten will develop cannabis-use disorder, from a broad
perspective, this is evidence that abuse of marijuana may lead to severe psychological or physical
dependence. After a young man “battled marijuana addition and marijuana psychosis” for over five years
(his physician had written “THC abuse, severe” in his chart), he took his own life.%

1.10 Risk to Public Health

In addition to providing patrol, traffic-enforcement, criminal-investigation, and dispatch services, the
nation’s sheriffs supervise most of the nearly 3,000 county jails across the country. “The total annual jail
population is 18 times the annual population of federal and state prisons.”®> The nation’s sheriffs can
confirm that today’s high-potency marijuana and marijuana products present a clear risk to public health.®

Although it is anecdotal, the sheriffs’ testimony stands on first-hand experience in responding to 9-1-1 calls
from persons in trouble, making traffic stops, responding to traffic crashes and fatalities, investigating
crimes, and caring for people in the county jail:

» Although opioids, fentanyl, and methamphetamine are terrible drugs and kill more people, a high
percentage of people in a county jail suffer from using marijuana. Marijuana dulls minds, stalls lives, and
diverts efforts. A sheriff rarely, if ever, sees marijuana contribute to happiness, well-being, or success.

* Although fentanyl too often kills instantly and methamphetamine wastes a human body, today’s marijuana
is not from the 1960s. Today, a sheriff routinely handles persons suffering from extreme THC intoxication.
Contemporary marijuana strains and products contain more THC than ever, and the problem is only
growing worse. Products are mislabeled, and regulation is struggling to keep up.®*

» Make no mistake: marijuana impairs the ability to drive, and marijuana use contributes to motor vehicle
crashes and deaths.®®

1.11 Conclusion

At most, the evidence supports rescheduling marijuana from 1 to 1, not Ill. Most significantly, marijuana
has a high potential for abuse—which excludes it from schedule I11. Congress found this in 1970, and HHS
and DEA found this in 2016.

HHS and DEA now focus on marijuana’s relative abuse potential compared to schedule I and Il drugs, like
fentanyl and cocaine, and ignore or discount other abuse-potential evidence. But HHS shows no scientific
or medical reason for this shift, and it shows no mistake in its 2016 analysis. Instead, HHS changed its
analysis in order to avoid putting marijuana in schedule Il. Skipping 812(b)(2)(A)’s criterion is a legal error.
Moreover, HHS points to no evidence that marijuana’s absolute or relative abuse potential, or its relative
adverse outcomes, compared to other | and Il drugs, has decreased since 2016. In fact, the industry has
produced marijuana strains and products that contain more delta-9 THC than a decade ago, and this means
that marijuana’s absolute potential for abuse is higher and its relative abuse potential is closer to other I and
Il drugs than in 2016.
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2. The federalism concerns raised by DEA’s NPRM require consultation with state and local gov’ts.

DEA, or its parent, DOJ, must have “an accountable process to ensure meaningful and timely input by State
and local officials in the development of regulatory policies that have federalism implications.”® An
agency’s policy or regulation has federalism implications when it has a substantial direct effect on the
States, on the relationship between the national gov’t and the States, or on the distribution of power and
responsibilities among the various levels of gov’t.®” Here, DEA asserts, “This rulemaking does not have
federalism implications warranting the application of Executive Order 13132.”%® DEA denies that its NPRM
meets any of the criteria to trigger a duty to confer with state and local officials.®® This defies belief.

“The struggle over marijuana regulation is one of the most important federalism conflicts in a generation.”"

— Professor Erwin Chemerinsky, Dean, U.C. Berkeley School of Law

Professor Chemerinsky and his colleagues on marijuana policy surveyed the problems that flow from the
“clash” between federal and state marijuana laws, including problems for banks, attorneys, insurance
companies, investors, and others.”™ Writing in 2015, they pointed to bills to amend marijuana regulation
that had failed to gain traction in Congress.”> And similar measures are pending today before the 118th
Congress.” This reflects persistent splits in policy thinking.

Professor Chemerinsky and the others proposed to try to accommodate both sides with an “incremental
solution that would allow willing states to experiment with novel regulatory approaches while leaving the
federal marijuana prohibition unchanged for the remaining states.”’* Proponents contend that this sort of
cooperative federalism promotes effective government, advances liberty, better handles spillovers and
externalities, empowers communities, enhances accountability, and meets diverse needs.” EO 13132 touts
principles such as recognition of state sovereignty, the states’ role as laboratories of democracy, and a
“healthy diversity of public policies.”’®

In contrast to the professors, DEA proposes far-reaching amendments to marijuana regulation without
consulting state and local officials and, thus, proposes to deprive the nation of the benefits of such
consultation.

2.1 Penalties, Tax Deductions, and Prescriptions

Moving marijuana from I to Il or 111 will affect penalties for CSA violations where the penalties turn on the
schedule.

Moving marijuana to Il will render certain producers eligible for tax deductions and credits that would
remain unavailable under 11.7

Moving marijuana from schedule | to Ill—or from | to Il—will pave the way for physicians to prescribe
FDA-approved marijuana products. A drug needs a CAMU to be in either.”® But schedule 11 drugs have
more prescription restrictions and safeguards than I11s.” In a state like Texas, moreover, a schedule 11 drug
may have more safeguards related to prescription drug monitoring.
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2.2 Research Safeguards

With respect to controlled substances, DEA’s mission is to prevent diversion and abuse of these substances
and to ensure that an adequate supply is available for the nation’s medical, scientific, and research needs.®
Currently, DEA’s Researcher’s Manual lists various requirements and standards imposed on those who
research schedule | or 1l substances, and these protect public health and safety.®? In contrast, the Manual
lists no comparable requirements or standards for schedule 111 (although some less-strict controls apply to
schedule 111 research). Also, DEA sets production quotas for schedules | and 11, but not 111.8% Thus, re-
scheduling marijuana from | to II, instead of I, will remove procedures and standards that protect public
health and safety while fostering accountability and integrity in research, and this will affect both federal
and state research using marijuana.

DEA’s proposed re-scheduling of marijuana raises related federalism concerns. In fighting diversion and
protecting a research supply of controlled substances, DEA works “closely with state and local authorities
and other federal agencies”:

Federal controlled substance laws are designed to function in tandem with state controlled
substance laws. DEA works in cooperation with state professional licensing boards and
state and local law enforcement officials to make certain that pharmaceutical controlled
substances are prescribed, administered, and dispensed for a legitimate medical purpose in
the usual course of professional practice. Within this framework, the majority of
investigations into possible violations of controlled substance laws are carried out by state
authorities. DEA focuses its investigations on cases involving violators of the highest level
or most significant impact.®

Given this relationship between federal and state regulations and officials, any proposal to reschedule
marijuana—especially to a schedule lower than II—implicates federalism.

Moreover, HHS’s Basis for Recommendation illustrates the size of the underlying research infrastructure.®
In assessing whether marijuana has a qualifying CAMU, HHS considered “the current widespread medical
use of marijuana under the supervision of licensed health care practitioners (HCPs) under state-authorized
programs.”% HHS found that more than 30,000 health care providers may recommend the use of marijuana
for over 6 million registered patients, and HHS reviewed information from these state-authorized programs
to evaluate whether evidence supports that marijuana has a CAMU for things like anorexia, anxiety,
epilepsy, nausea and vomiting, pain, and PTSD.® Proposing to remove guardrails from such a large, multi-
state system is no small thing.

In sum, federal and state law—Iargely turning on a drug’s scheduling—sets up a framework to ensure a
supply of a controlled substance for the nation’s research needs and to combat diversion. Federal law
enforcement works closely with state and local law-enforcement and public-health officials toward these
ends. And the multi-state research system is gigantic. Thus, a re-scheduling decision will have downstream
consequences, and DEA’s NPRM requires consultation with state and local officials.
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2.3 Congress has highlighted the federalism implications in its appropriations riders.

In a line of appropriations riders, Congress has protected medical-marijuana programs in the states.®®
Section 531 of a 2024 appropriations bill, for example, prohibits DOJ from using federal funds “to prevent
any of [a list of 47 states, the District of Columbia, and four territories] from implementing their own laws
that authorize the use, distribution, possession, or cultivation of medical marijuana.”89

First, Congress has inserted these provisions in must-pass bills about other topics, and they are merely
stopgaps. Congress did not design them be the next big step in federal marijuana regulation.

Second, this sort of temporary suspension on the use of funds to enforce certain federal laws is not the same
thing as an amendment to the CSA itself. Congress hasn’t exempted marijuana from the nation’s larger—
federal—framework for research on controlled substances. Congress didn’t remove marijuana from its

description of schedule I at 812(c)(10).

Third, with these suspensions, Congress is practicing federalism by recognizing the significance of states
establishing their own marijuana regulations and medical-marijuana research programs. In contrast, DEA’s
NPRM would diverge from Congress’s example and force a result on all other members of our federalist
system without state and local consultation.

2.4 DEA’s Narrow View of EO 13132

It’s difficult to imagine a rationale for DEA’s assertion that its proposal to reschedule marijuana from I to
111 does not have federalism implications warranting consultation with state and local officials. But DEA is
apparently prepared to argue something like the NPRM proposes a change in federal drug scheduling and
won’t change the CSA’s preemptive scope.®® Rescheduling marijuana to 111 will probably reduce conflicts
between the CSA and the laws of states with medical- or recreational-marijuana laws. Even if these points
are accurate, however, marijuana’s scheduling does raise federalism concerns. DEA’s new assertion is
inconsistent with its statements that federal controlled-substances laws function in tandem with state
controlled-substances laws and that federal, state, and local law enforcement cooperate to combat
diversion.”* “[TThe diversion and abuse of pharmaceutical controlled substances remains a public health
concern in the United States.”% As noted, Congress has recognized the federalism implications in multiple
appropriations riders.

If DEA argues that EO 13132 does not “create any right or benefit, substantive or procedural, enforceable
at law,”® then the nation’s sheriffs—representing people in over 3,000 counties across the country—submit
that it is all the more important for DEA to comply with EO 13132 on its own accord.

2.5 Conclusion

DEA’s assertion that its proposal to reschedule marijuana from I to III does not have federalism implications
that justify conferring with state and local officials defies belief. As the professors said, marijuana
regulation is one of the most important federalism conflicts in a generation, and policy leaders at all levels
of government remain divided. This is precisely when EO 13132 requires a federal agency to confer with
state and local officials. Given the significance of the federal regulatory framework over controlled drugs
and the related research, law-enforcement, and public-health systems, laws, and officials, rescheduling
marijuana will have substantial downstream consequences. If, through a lack of standing, no one can force
DEA to comply with EO 13132, then DEA must comply on its own accord.
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3. DEA has not shown that the United States will be able to meet its international treaty obligations.

The DEA must comply with the nation’s commitments under international treaties, including the Single
Convention on Narcotic Drugs, 1961.* In 1972, DOJ’s Office of Legal Counsel opined that, “It would
appear that full compliance with our obligations under the Single Convention could not be achieved unless
marihuana is listed under Schedule I or Schedule 1T of the Act.”®® DEA still believed this in 2016, without
reference to OLC’s 1972 opinion.*

In its 2024 opinion, however, OLC opines, “[W]e believe that the Single Convention does not require DEA
to place marijuana in Schedule | or Schedule I1.”°” OLC contends that a new request from HHS and the
State Dept. about “additional regulations™ justifies the change.

DEA and OLC’s proposal, however, faces one or two problems.
3.1 OLC’s proposal violates the CSA.

“If control is required by United States obligations under international treaties,
conventions, or protocols in effect on the effective date of this part, the Attorney General
shall issue an order controlling such drug under the schedule he deems most appropriate
to carry out such obligations, without regard to the findings required by subsection (a) of
this section or section 202(b) [21 U.S.C. § 812(b)] and without regard to the procedures
prescribed by subsections (a) and (b) of this section.” 21 U.S.C. § 811(d)(1)*®

The CSA is clear. DEA must use the most appropriate schedule to meet the nation’s Single Convention
obligations. In 2016, DEA recognized that 811(d) itself requires it to select the most appropriate schedule.®
Although the DEA may use its rulemaking authority to supplement a schedule’s restrictions to meet treaty
obligations when the most appropriate one’s fall short, 811(d)(1) doesn’t authorize DEA to select an
inappropriate, or even a less appropriate, schedule intentionally and then make up the difference with
“additional regulations.”

In its 2024 opinion, OLC asserts that the CSA doesn’t state that a drug must be placed in a particular
schedule to comply with the Single Convention and that the CSA doesn’t expressly foreclose the United
States from complying with the Convention with a combination of scheduling and regulation.’® OLC
asserts that 811(d)(1) “directs the Attorney General to ‘control’ a drug ‘under the schedule [the Attorney
General] deems most appropriate’ (emphasis [OLC’s])—Ilanguage that signals a broad grant of discretion
to the Attorney General (and thus DEA).”*** OLC suggests that this gives DEA the discretion to meet the
“CSA’s varied, and potentially conflicting,” purposes, such as something unspecified about “medical
usefulness.”1%2

OLC misquotes 811(d)(1). It doesn’t direct the Attorney General to control a drug under the schedule the
Attorney General deems most appropriate, period. When the United States must control a drug to meet its
international obligations, 811(d)(1) requires the Attorney General to control the drug “under the schedule
he deems most appropriate to carry out such obligations.” 811(d)(1) doesn’t grant the Attorney General
discretion to select a schedule most appropriate to meet other CSA purposes.

811(d)(1) goes further. In scheduling, 811(a) requires the Attorney General to consider factors such as a
drug’s abuse potential, medical usefulness, and dependence potential, and 811(b) requires the Attorney
General to solicit a recommendation from HHS on these factors and to defer to HHS’s medical and scientific
evaluation. 811(d)(1), however, expressly requires the Attorney General to select the most appropriate
schedule to meet the nation’s international treaty obligations “without regard to the procedures prescribed
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by subsections (a) and (b) of this section™; that is, the very provisions that require the Attorney General to
consult with HHS.

OLC contends that the CSA grants the Attorney General, or DEA, with the authority to fashion regulations
to make up any gap between a schedule’s restrictions and what an international treaty, such as the Single
Convention, may require.®® And this is the case. But what’s decisive here is that 811(d)(1)’s text requires
DEA to select the most appropriate schedule to meet international obligations, and it doesn’t permit DEA
to select an inappropriate, or less appropriate, schedule intentionally. Also contrary to OLC’s 2024
suggestion,'® DEA is intentionally avoiding the consequences of placing marijuana in schedule I1. Tt isn’t
trying to further the CSA’s other purposes.

In the case of marijuana, the CSA makes schedule | or Il most appropriate for the United States to comply
with Single Convention. “Many of the provisions of the CSA were enacted by Congress for the specific
purpose of ensuring U.S. compliance with the [Single Convention].”*® For example, article 21 of the
Convention requires a signatory to set production quotas for the manufacture of a covered drug*® (even
OLC’s 1972 opinion emphasized this quota provision'®”). The CSA provides for production quotas for |
and 11 drugs in section 826.2%

OLC argues that 826 “should not be read as implicitly foreclosing the imposition of [manufacturing] quotas
for drugs in Schedules 111 through V.”%° But this misses the point. 811(d)(1) requires DEA to select the
most appropriate schedule to meet Single Convention obligations, and 826 (and the fact that marijuana has
a high abuse potential) supports the conclusion that Il is more appropriate than 11l in marijuana’s case. After
selecting the most appropriate schedule to meet international obligations, DEA retains rulemaking
authority, including to impose quotas, to make up the schedule’s shortcomings in order to meet international
obligations fully.

3.2 What DEA and OLC are talking about may legally be a schedule 11 classification.

OLC contends that the United States can comply with the Single Convention by placing marijuana in
schedule TIT “while ‘adopting such additional regulations as are necessary for treaty compliance.””*** But
if schedule IIT’s restrictions, together with these new “additional regulations,” essentially make up
schedule II’s essential restrictions, then the new hybrid IIT is a schedule Il and all the law associated with
marijuana being formally scheduled in 11 should apply.

Although OLC emphasizes DEA’s rulemaking authority under the CSA,™! Congress didn’t confer this
authority so that DEA can avoid putting a drug in the most appropriate schedule to comply with the Single
Convention for the purpose of avoiding that schedule’s CSA restrictions.

3.3 Conclusion

The CSA requires DEA to select the most appropriate drug schedule for the U.S. to meet its international
treaty obligations, including those under the Single Convention on Narcotic Drugs, 1961. The CSA makes
schedules T and II the most appropriate, and there’s no question that II is more appropriate than I1I. Although
DEA’s rulemaking authority supports regulations to allow the U.S. to meet the Single Convention when
the most appropriate schedule falls short, the CSA doesn’t authorize DEA to select an inappropriate, or less
appropriate, schedule intentionally and then try to make up the difference by regulation.
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4. The 2018 Farm Bill doesn’t justify re-scheduling marijuana from I to I11.

Early in its Basis, HHS points to two changes as “important difference[s] in the present scientific and
medical evaluation” of marijuana’s scheduling: (1) the 2018 Farm Bill amended the definition of
marihuana, and (2) the 2018 Farm Bill decontrolled many products containing cannabidiol (CBD).*'? Not
only is it hard to see how a farm bill has scientific or medical significance, but HHS’s contentions are
misleading.

4.1 Congress’s removal of hemp from marijuana’s definition is irrelevant to scheduling.

Congress cut out hemp from marijuana’s definition. But its definition limits hemp to parts of the Cannabis

sativa L. plant “with a delta-9 tetrahydrocannabinol [THC] concentration of not more than 0.3 percent on
a dry weight basis.”'** Delta-9 THC is the psychoactive substance in marijuana.'** So, Congress’s carving
out of components that contain practically no delta-9 THC from marijuana’s definition does not justify
moving marijuana to schedule I1l. Instead, the limit of a 0.3 percent on a dry weight basis illustrates the
opposite: Congress considered even such a tiny amount of delta-9 THC to be dangerous. Moreover,
Congress didn’t remove marijuana from schedule | at 21 U.S.C. 8 812(c)(10) even after amending its
definition and while it was amending other CSA provisions.

4.2 Congress’s deregulating hemp-derived or CBD-containing products is irrelevant, too.

Hemp contains CBD,™* and Congress essentially decontrolled many CBD-containing products in the 2018
Farm Bill. HHS discusses post-Farm-bill developments with CBD products, including the FDA’s approval
of Epidiolex for the treatment of a severe form of epilepsy.*'® But legal CBD products, by definition, can
contain no more than 0.3 percent of delta-9 THC on a dry weight basis. Therefore, no developments
involving legal CBD-containing products even speaks to the question of re-scheduling marijuana, much
less supports moving it from schedule | to 111.*7

4.3 HHS’s analysis of the 2018 Farm Bill’s significance to scheduling casts doubt on its overall
reasoning.

A Dbrief search of information about products that contain CBD or delta-8-THC raises red flags.**® Producers
remove CBD from hemp and synthesize delta-8 THC from CBD.™ Like delta-9 THC, delta-8 THC is
psychoactive—although it is less potent than delta-9.'2° As of July 2024, FDA warns consumers about delta-
8 THC’s “serious health risks.”*** The manufacturing process uses potentially harmful chemicals,*** and
the chemical industry warns of unknown byproducts, such as strong acids and heavy metals.’*® FDA hasn’t
evaluated delta-8-THC products for safe use, and parents should keep delta-8-THC products away from
children and animals.*?* FDA has issued dozens of warning letters related to products that reportedly contain
CBD.'*® The CDC issued a health advisory listing adverse-event reports related to delta-8-THC products in
Sept. 2021.1%° And 11% of 12th-grade students report using delta-8-THC products in 2023.1%

A search for “delta-8” and “A8” in HHS’s August 29, 2023 recommendation and 251 pages of support turns
up one use of “delta-8” on page 75 of HHS’s Basis. HHS cited a study by Michael Tagen and Linda
Klumpers that surveyed studies on delta-8 THC use and warned of gaps in our knowledge of delta-8
pharmacology.*? Far from citing the paper for this knowledge gap, HHS cited it to suggest that CBD may
be less addictive than delta-9 THC because it has a weaker affinity for the relevant receptors in the brain.*

Despite contending that developments about hemp and CBD (and, thus, delta-8 THC) are scientifically and
medically important,”** HHS doesn’t cite the abundant evidence of the dangers of products containing CBD
or delta-8 THC. Ignoring this evidence calls into question HHS’s review of the evidence behind its
recommendation to move marijuana to schedule Il1. Because delta-8 THC is derived from CBD itself, this
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evidence suggests that the 2018 Farm Bill may have de-regulated delta-8 THC too hastily. In fact, some
states have prohibited delta-8 THC products,** and, pointing to post-2018 evidence, the FDA
recommended that Congress develop a new regulatory pathway for CBD products in January 2023.1%

4.4 Conclusion

Congress’s exclusion of hemp, with no more than 0.3 percent delta-9 THC on a dry-weight basis, from the
CSA’s definition of marijuana in no way supports re-scheduling marijuana from I to III. Moreover, HHS’s
assertion to the contrary isn’t medical or scientific reasoning, and no one should defer to it. Moreover,
whatever the value of HHS’s review of post-2018 evidence about the de-regulation of CBD, HHS appears
to have overlooked significant evidence of risks posed by products containing CBD or delta-8 THC. Again,
the evidence has forced FDA and CDC to caution people about their health risks. These two developments
from the 2018 Farm Bill do not support rescheduling marijuana to Il1.
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Conclusion: At most, DEA may reschedule marijuana to 11, not I1l.

Marijuana has been in schedule I of the Controlled Substances Act (CSA) since 1970, and the U.S.
Department of Health and Human Services has supported this placement several times. As of May 16, 2024,
however, the Drug Enforcement Administration intends to reschedule marijuana from 1 to Ill. HHS has
altered its scientific and medical reasoning to accommodate this, and the Office of Legal Counsel (OLC) is
assisting with a new legal opinion that diverts from OLC’s past opinions in key ways.

The nation’s sheriffs are dedicated to public safety, and they are concerned with this proposed sea change
in national policy. Sheriffs see marijuana’s worst effects, including extreme intoxication, derailed plans,
and motor-vehicle crashes and fatalities. Representing over 3,000 sheriffs, the National Sheriffs’
Association contends:

» At most, DEA may move marijuana to schedule Il, not 111, because it has a high abuse potential.

* In its August 2023 recommendation, HHS failed to consider the long-standing evidence that marijuana’s
absolute abuse potential is high. This is a legal error. To ignore this evidence, HHS focused on marijuana’s
lower rate of single-dose adverse outcomes compared to drugs like heroin or fentanyl. But HHS offered no
scientific or medical reason for this change. Abundant evidence illustrates marijuana’s long-term adverse
consequences. HHS’s past scientific and medical reasoning is entitled to deference under the CSA.

* DEA’s denial of its proposal’s implications for federalism defies belief. In its Researcher’s Manual, DEA
acknowledges the tight relationship between the federal CSA and the states’ drug-control laws, and their
restrictions turn on a drug’s scheduling. DEA’s Manual also acknowledges the fact that federal and state
officials work together to facilitate legitimate drug research and to combat diversion. Therefore, DEA must
confer with state and local officials under Executive Order 13132.

* DEA may move marijuana only to schedule II for the United States to meet its obligations under the Single
Convention on Narcotic Drugs, 1961. OLC’s 2024 opinion that the Single Convention itself does not require
a particular schedule misses the point. The CSA itself requires DEA to place a drug in the most appropriate
schedule to comply with international treaties, and the CSA makes | or Il the most appropriate schedule for
marijuana. DEA’s rulemaking authority permits it to use regulations to make up shortcomings in the most
appropriate schedule’s ability to meet international obligations. DEA’s authority does not permit it to select
a less appropriate schedule intentionally and make up the shortfalls with additional regulations.

* Contrary to HHS’s assertion, the 2018 Farm Bill does not support moving marijuana to schedule 11I.

At most, the law and evidence support rescheduling marijuana from I to Il, not I11.
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