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Rescheduling Cannabis
Legal Challenges and Potential Outcomes

By Seth R. Tipton and Sarah Powell

t the New Jersey State Bar Association Annual Meeting on May 16, 2024, a
panelist at the Cannabis Law Committee event made a surprising
announcement that was greeted by cheers from the audience: the United States
Justice Department would start the process to reschedule cannabis from
Schedule I to Schedule III. The possibilities that rescheduling presented for the
ndustry were exciting, including: a possible reduction in banking challenges,
tfederal patent and trademark protection, and, the elimination of the applicability of 280E, a tax
regulation prohibiting cannabis companies from taking certain tax deductions. The promise of
rescheduling, however, has run into strong opposition from interested groups, and according to
some in the know, the Drug Enforcement Agency (DEA). Those challenges and the change in
administration in Washington, D.C., have resulted in doubts about how the rulemaking process
and potential lawsuits may delay, or even end, the attempted rescheduling; and serious
questions about what the practical consequences might be.
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Cannabis as a Schedule | Drug

Passed as part of President Richard Nixon’s war on drugs, the Controlled Sub-
stances Act of 1970' (CSA) was adopted to “consolidate[] various drug laws into one
comprehensive statute,”” and to “strengthen law enforcement tools against the traffic
inillicit drugs.”* The CSA imposes controls on the “manufacture, acquisition, and dis-
tribution the substances” in the CSA which range based upon where a substance is
classified on a five-tier classification system, “designated as Schedules I through V.”*
Currently, marijuana’ sits in Schedule I, reserved for the most dangerous drugs, which
are supposed to meet three criteria:

1. The drug or other substance has a high potential for abuse.

2. The drug or other substance has no currently accepted medical use in treatment in
the United States.

3. There is a lack of accepted safety for use of the drug or other substance under med-
ical supervision.

Other drugs in ScheduleI are heroin, LSD and peyote, while purportedly safer drugs
on Schedule II include opium, cocaine, morphine, amphetamines, and barbiturates.°

De-scheduling and Rescheduling

Placing cannabis on Schedule I has been controversial since 1970, and was imme-
diately challenged through the scheduling, rescheduling and de-scheduling process-
es provided under the CSA. Congress intended for the CSA to be flexible to add and
remove drugs from the schedules based upon science and substances not yet known
in 1970. Consequently, Congress delegated authority for scheduling substances to the
DEA. The process to reschedule or de-schedule a substance may be initiated by “any
interested party,”” and numerous unsuccessful efforts to do just this for cannabis have
been filed since 1970. Unlike prior efforts to de-schedule or reschedule cannabis filed
by organizations® or state governors,’ the present rescheduling process was initiated
by President Joseph Biden, who issued a Oct. 6, 2022, request to the Secretary of
Health and Human Services (HHS) to “initiate a scientific and medical evaluation for
botanical cannabis,” with assistance from the DEA.”

The Biden Administration Request to Reschedule

In response to President Biden’s request, HHS issued a 252-page report to the DEA
on Aug. 29, 2023, recommending that cannabis be rescheduled from Schedule I to
Schedule III." HHS based this finding on several key determinations. First, it deter-
mined that there were more than 30,000 health care professionals “authorized to rec-
ommend the use of marijuana for more than six million registered patients,” demon-
strating widespread clinical experience for many medical conditions in a
“substantial” number of states in the United States.” The Food and Drug Administra-
tion (FDA) also weighed in on the report. They found that while studies on the “safety
and effectiveness” of cannabis might not support approval as a pharmaceutical drug,
there was sufficient evidence that cannabis was being effectively used by practitioners
in ways that were supported by available data.” Based upon these findings, HHS sug-
gested that cannabis be rescheduled to Schedule III because while cannabis was “asso-
ciated with a high prevalence of abuse,” such abuse did not result in life-threatening
medical episodes, or overdose. Moreover, cannabis had an accepted medical use and
did not result in serious physical dependence. Relying upon the HHS recommenda-
tion, the DEA issued a proposed rule on May 21, 2024, to reschedule cannabis to
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Schedule III. By the end of the comment
period on July 24, 2024, DEA received a
record 43,564 comments to the rule,
with approximately 70% in favor of the
rescheduling.®

Challenges to the Rescheduling
Following requests for a hearing on the
proposed rulemaking, the DEA scheduled
aDec. 2,2024, hearing before an adminis-
trative law judge (ALJ).* In advance of
that hearing, the DEA filed a list of 25
selected “designated participants” to par-
ticipate in the hearings. The list of desig-
nated participants included curious selec-
tions that have led to allegations of bias
by the DEA against the rescheduling. For
example, the DEA chose to exclude Col-
orado officials from the hearings, while

2025, two parties moved for reconsidera-
tion of the ALJ’s Nov. 27, 2024, order
denying their request to remove the DEA
from the proceedings based upon new
evidence allegedly showing widespread
wrongdoing by the DEA.” While AL]J
John Mulrooney II denied the motion,
he stayed the case and the hearings to
permit those parties to seek an interlocu-
tory appeal, which, as of May 2025, is
pending.” As a result, the rescheduling
process remains on indefinite hold.

Potential Outcomes

Notwithstanding the tumultuous
administrative proceedings, it has been
widely anticipated that based upon Pres-
ident Biden’s request, the HHS report
supporting rescheduling, and the thou-

placing cannabis among prescription
medicines in Schedule III which are rou-
tinely permitted USPTO registration, it
seems likely that cannabis businesses
could obtain long-overdue intellectual
property protections. In addition,
rescheduling cannabis could also lead to
a significant reduction in the current
barriers to clinical research. Clinical
research on Schedule I products is
extraordinarily limited, while clinical
studies on prescription drugs is routine
throughout the country.

While there are many potential posi-
tives for the cannabis industry, many of
the practical impacts of rescheduling
remain uncertain. One of the largest
issues raised by rescheduling is whether
the Food and Drug Administration

Presently, the United States Patent and Trademark Office (USPTO) does
not permit intellectual property filings for most cannabis businesses and
products. By placing cannabis among prescription medicines in
Schedule III which are routinely permitted USPTO registration, it seems
likely that cannabis businesses could obtain long-overdue intellectual
property protections. In addition, rescheduling cannabis could also lead
to a significant reduction in the current barriers to clinical research.

including officials from Nebraska and
Tennessee, despite Colorado being the
first state to have an adult use cannabis
market, and Nebraska and Tennessee hav-
ing no cannabis market.”

On Now. 18, 2024, the chief executive
of Panacea Plant Sciences, a research and
development company developing new
intellectual property for cannabis and
psychedelic therapies, filed for a stay of
the proceedings based on being excluded
by the DEA. On the same day, two groups
moved to disqualify the DEA from pro-
ceeding with rulemaking process due to
“undisclosed conflicts and extensive ex
parte communications.”® While those
motions were initially denied, on Jan. 6,
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sands of comments issued in favor of
rescheduling, that the DEA’s final rule
rescheduling cannabis would ultimately
take effect. This could have a series of
practical results for cannabis businesses.
Perhaps most importantly, rescheduling
cannabis to Schedule IIT would remove it
from the terms of 26 U.S.C. 280E, which
bars cannabis businesses from deducting
business expenses from income, and
thus dramatically increases income tax
liability. The change could also impact
intellectual property registrations.
Presently, the United States Patent and
Trademark Office (USPTO) does not per-
mit intellectual property filings for most
cannabis businesses and products. By

would administer cannabis products as a
traditional prescription, Schedule III
drug. If the FDA assumed oversight and
required the same level of clinical testing
for approval of each cannabis product,
many state-licensed cultivators and man-
ufacturers may not have the means to
conduct clinical test and seek approval of
each formulation of a cannabis product,
which may change multiple times in a
single year. This level of oversight would
dramatically reduce the number of feder-
ally-approved cannabis products pro-
duced by state-licensed businesses, and
seemingly provide an advantage for
existing pharmaceutical companies with
clinical testing programs and the funds

NJSBA.COM



to implement them. A similar advantage
would be given to pharmaceutical com-
panies who have existing logistics opera-
tions for nationwide distribution of pre-
scription drugs. Moreover, Schedule III
drugs require prescriptions from physi-
cians which are issued in accordance
with the federal requirements at 21
U.S.C. 829. Those requirements and the
prescription process may be wholly
inconsistent with state-specific pro-
grams, thus making state-level prescrip-
tions unauthorized under the CSA, and
illegal federally.

As if these questions did not raise
enough uncertainty, there has been a
change in the federal administration
with the election of President Donald J.
Trump. The new Trump administration
has been at times hostile, and at other
points ambivalent toward cannabis. It is
possible, therefore, that the new admin-
istration could attempt to withdraw the
rulemaking, slow-walk its progress for
years through administrative hurdles
and litigation, or, simply allow it to pro-
ceed without interruption. All appear to
be plausible outcomes today.

Rescheduling cannabis to Schedule III
could result in major changes for
cannabis businesses. However, it does
not appear to be a panacea for the ten-
sions between state and federal law and
could result in state-licensed cannabis
businesses being at a significant disad-
vantaged in a nationwide marketplace. If
anything, should it ultimately occur, it
could open a series of new challenges for
state-licensed businesses, and a potential
seismic shift in the cannabis industry asa
whole. B
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