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Introduction

From laboratory studies to randomized controlled trials, drug research  

is essen琀椀al to elucidate the poten琀椀al e昀昀ects—both therapeu琀椀c and 
harmful—of known and novel substances. However, scien琀椀sts report 

barriers when it comes to studying a par琀椀cular class of drugs: those that 
are classi昀椀ed as Schedule I under the Controlled Substances Act (CSA). 
In fact, the director of the Na琀椀onal Ins琀椀tute on Drug Abuse (NIDA), Nora 
Volkow, explained in an interview with Marijuana Moment that the mul琀椀-
level, highly bureaucra琀椀c process “detracts [from] researchers who want 
to inves琀椀gate because it’s just much more cumbersome than doing studies 
with other substances.”  

What are Schedule I drugs?

The CSA classi昀椀es drugs into 昀椀ve progressive “schedules,” according to two  
primary criteria:

Why study scheduled drugs?

Although Schedule I drugs do not currently have established medical u琀椀lity, that 
does not mean they lack medical poten琀椀al. For example, cannabis and psilocybin 
are Schedule I drugs, but recent research suggests they have therapeu琀椀c e昀昀ects. 

Studying scheduled substances can also result in discovering new medicines. For 
example, the overdose reversal drug, naloxone, is chemically similar to morphine, 
which is a Schedule II drug. Another reason to study scheduled drugs is to 

understand how they a昀昀ect people without the dangers of adulterants found in the 
illicit drug supply. 

How does Schedule I status affect research?

• Red Tape
 Scholars must receive permission from their ins琀椀tu琀椀on, state and the Drug 

Enforcement Administra琀椀on (DEA) for any research in which they obtain, 
synthesize or distribute a Schedule I drug. Some studies, such as clinical trials, 
may also require approval through the U.S. Food and Drug Administra琀椀on. This 
process can be 琀椀me consuming. DEA approval alone takes several months, 
while ins琀椀tu琀椀onal review boards o昀琀en take extra 琀椀me to evaluate the research 
ethics of a Schedule I study, and may be reluctant to permit the research at all. 

Schedule I drugs are subject to 
the most restrictions, including 
when it comes to research. 
Examples of Schedule I drugs 
include heroin, cannabis and 
psilocybin.

Criteria  
One

Potential for abuse or dependency (abuse is unde昀椀ned)

• Schedule I* deemed most poten琀椀al for abuse/dependency
• Risk for abuse/dependency declines as schedule increases

Criteria  
Two

Degree of established medical utility

• Schedules II-V all have established medical u琀椀lity

* Schedule I drugs are subject to the most restric琀椀ons, including when it comes to research.

https://pharmanewsintel.com/features/barriers-to-medical-research-constructed-by-federally-controlled-substance-scheduling-and-classification
https://whyy.org/segments/inside-the-tightly-controlled-world-of-schedule-1-drug-research/
https://www.dea.gov/drug-information/csa#:~:text=The%20Controlled%20Substances%20Act%20(CSA,and%20safety%20or%20dependence%20liability.
https://www.marijuanamoment.net/top-federal-drug-official-personally-hesitates-to-study-marijuana-because-of-schedule-i-research-barriers/
https://www.liebertpub.com/doi/full/10.1089/can.2021.0088
https://www.tandfonline.com/doi/abs/10.1080/02791072.2022.2044096
https://www.acpjournals.org/doi/full/10.7326/M21-4520
https://www.sciencedirect.com/topics/chemistry/naloxone
https://pharmanewsintel.com/features/understanding-us-food-and-drug-administration-fda-approval-processes
https://www.dea.gov/
https://www.dea.gov/
https://pharmanewsintel.com/features/understanding-us-food-and-drug-administration-fda-approval-processes
https://pharmanewsintel.com/features/barriers-to-medical-research-constructed-by-federally-controlled-substance-scheduling-and-classification
https://www.deadiversion.usdoj.gov/mtgs/researcher_train/conf_2019/feb_2019/miller.pdf
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4849133/
https://www.justice.gov/archive/ndic/pubs6/6038/index.htm#:~:text=Psilocybin%20is%20a%20Schedule%20I,purpose%20in%20the%20United%20States.
https://www.nature.com/articles/nrn3530
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• Funding Restric琀椀ons
 The federal government does not fund research that “promotes the legaliza琀椀on 

of any drug or other substance included in schedule I” unless substan琀椀al data 
already supports its therapeu琀椀c value. Non-government funders, on the other 
hand, o昀琀en hesitate to cover research on Schedule I drugs as they are believed 
to be “dangerous.”  

• Substance Access
 Schedule I drugs must be synthesized by approved researchers or obtained via 

NIDA. In the case of cannabis, it must be obtained from a handful of approved 
growers. Because federally approved growers do not produce the diversity of 
products available in the real-world supply, this requirement limits the external 

validity of 昀椀ndings. 

By the Numbers 

 

Descheduling and Rescheduling Potential
Even if researchers are able to conduct research on a Schedule I substance and show 
that there are medical uses for the substance, rescheduling or descheduling the drug 
remains di昀케cult to accomplish. The execu琀椀ve and legisla琀椀ve branches of government 
have the authority to change a drug’s schedule, but the president is bound by the 
criteria set forth by the CSA, while Congress can change schedules with an amendment 
to the CSA. Non-governmental en琀椀琀椀es can also pe琀椀琀椀on the DEA to change a drug’s 

schedule; however, a琀琀empts to use this process for cannabis have failed.  
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