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Schedule I
Under the Controlled Substances 
Act (CSA), Schedule I drugs are 
defined by three criteria:

1. High potential for abuse;
2. Lack of accepted safety for 

use under medical 
supervision;

3. No currently accepted 
medical use in treatment

≈

Scheduling matters:  A Schedule I 
substance:
● Cannot be prescribed for any 

indication;
● Carries the most severe criminal 

penalties for possession, selling, 
or trafficking;

● Imposes considerable limitations 
on research access; and

● Business expenses for the drug 
cannot be deducated from 
federal tax filings



Rescheduling:  Part 1 (Formal DEA)

Path Mechanism
Congressional Action Congress can pass a new law at 

any time to reschedule or 
deschedule any substance

Administrative Review A review can be initiated by petition 
from any “interested party”



Rescheduling:  Part 1 (Administrative Review)

Agency Role

HHS
(acting via FDA)

Conducts 8-factor analysis of medical use 
and abuse potential

DOJ
(acting via DEA)

Holds “final authority” to issue the rule 
and manage enforcement



Rescheduling:  Part 2 (FDA)
The FDA “Backdoor”:
1. Sponsor submits a New Drug Application (NDA).
2. FDA approves the NDA.
3. This approval serves as legal proof of “currently accepted 

medical use”.
4. The DEA is legally forced to move the drug out of Schedule I.



Bifurcated Rescheduling
The DEA typically does not reschedule a raw substance 
wholesale.  It reschedules the specific, FDA-approved drug 
product.

Precedent: GHB / XYWAV
● GHB itself remains a strictly controlled Schedule I substance
● However, the FDA-approved drug product XYWAV which 

contains GHB, is placed in the less-restrictive Schedule III, 
allowing it to be prescribed.

Precedent:  Marijuana / Marinol
● Marijuana is a Schedule I controlled substance
● However, the FDA-approved drug product Marinol which 

contains 100% THC (Marijana’s primary psychoactive 
ingredient) is a Schedule III drug.



State Law Patchwork

State 
“wellness” 

models



State Law Patchwork
State Law Type How it Works

“Coupled” States
(e.g., TX, IL)

State laws automatically conform to federal DEA 
schedules

“Decoupled” States
(e.g., CA, NY)

State laws are not linked to federal schedules

“Sleeper” or “trigger” bills in “decoupled” states bypass future legislative vote by stating:
● If the FDA approved a specific psychedelic drug,
● And DEA reschedules it,
● Then that specific drug is automatically rescheduled under state law.

This creates an express lane for FDA-approved medicines in states that would otherwise lag 
behind.



State Bifurcation

Bifurcation 
Non-Bifurcation 
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