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Schedule I 
Status 
• State vs. 

Federal tension
• “Microdosing”

“Psychedelics 
(serotonergic 
hallucinogens) are 
powerful psychoactive 
substances that alter 
perception and mood 
and affect numerous 
cognitive processes. 
They are generally 
considered 
physiologically safe and 
do not lead to 
dependence or 
addiction.”
Pharmacol Rev. 2016 Apr; 
68(2): 264–355
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Source: www.cannabis.net
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Hemp/CBD: Lessons Learned

• Post-2018 Farm Bill boom
• Hemp-derived THC excluded from Schedule I

– 0.3% concentration limit specific to delta-9 THC 
within the definition of “hemp”

– Ninth Circuit decision on delta-8 THC
• FDA (and state) considerations

– Synthetic botanicals are not “dietary supplements”
– IND preclusion 
– Adulteration

• Safety, cGMPs
– Claims
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Opportunities for the Industry

• Do your homework; invest in qualified legal counsel
• Consider whether the product is a “dietary supplement”
• Market responsibly
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