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CANNABIDIOL
(CBD)
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➢One of more than 100 cannabinoids naturally 
found in cannabis plants

➢Can be extracted from cannabis plants that are 
“marijuana” or “hemp”

❖ Can also be produced synthetically

➢No evidence that CBD is likely to cause THC-like 
psychoactive effects

Cannabidiol (CBD)
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REGULATORY
OVERVIEW
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DEPARTMENT OF 

AGRICULTURE

DEPARTMENT OF HEALTHATTORNEY GENERAL

BOARD OF PHARMACY

State
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DRUG ENFORCEMENT 
ADMINISTRATION (DEA)
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Unless specifically excepted or unless listed in another schedule, any material, compound, 
mixture, or preparation, which contains any quantity of the following hallucinogenic 
substances, or which contains any of their salts, isomers, and salts of isomers whenever 
the existence of such salts, isomers, and salts of isomers is possible within the specific 
chemical designation… 

(23) Marihuana…

(31) Tetrahydrocannabinols

Controlled Substances Act (DEA)
Schedule I
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“… all parts of the plant Cannabis sativa L., whether growing or not; the seeds thereof; the 
resin extracted from any part of such plant; and every compound, manufacture, salt, 
derivative, mixture, or preparation of such plant, its seeds, or resin. Such term does not 
include the mature stalks of such plant, fiber produced from such stalks, oil or cake made 
from the seeds of such plant, any other compound, manufacture, salt, derivative, mixture, 
or preparation of such mature stalks (except the resin extracted therefrom), fiber, oil, or 
cake, or the sterilized seed of such plant which is incapable of germination.”

21 U.S.C. § 802(16)

Controlled Substances Act (DEA)
“Marihuana”
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Amended CSA Definition of Marijuana to exclude “Hemp”:

–The plant Cannabis sativa L. and any part of that plant, 
including the seeds thereof and all derivatives, extracts,
cannabinoids, isomers, acids, salts, and salts of isomers, 
whether growing or not, with a delta-9 tetrahydrocannabinol 
concentration of not more than 0.3 percent on a dry weight 
basis.

Agriculture Improvement Act of 2018 
(“Farm Bill”)
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FOOD AND DRUG 
ADMINISTRATION

(FDA)
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▪ Definition of Dietary Supplement does not include “an article”:

– Approved as a new drug, antibiotic, or licensed biologic; or

– Authorized for investigation as a new drug, antibiotic, or biological for which 
substantial clinical investigations have been instituted and for which the existence 
of such investigations has been made public; and

which was not before such approval or investigation...marketed as a dietary 
supplement or as a food...” 

Food, Drug, and Cosmetic Act 
Dietary Supplement - Exclusionary Clause of Definition (21 U.S.C. § 321 (ff)(3)(B))
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▪ Prohibits introduction (or delivery for introduction) into interstate commerce of any 
food to which has been added an approved drug, a licensed biological product, or a 
drug/biological product for which substantial clinical investigations have been 
instituted and for which the existence of such investigations has been made public, 
unless:

– Such drug/biological product was marketed in food before approval, licensure, and 
any substantial clinical investigations have been instituted; or 

– FDA has issued a regulation, pursuant to a notice and comment rulemaking, 
approving the use of such drug/biological product in the food.

Food, Drug, and Cosmetic Act 
Food – Prohibited Act (21 U.S.C. § 331 (ll)(3)(B))
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FDA Enforcement
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1. Claims

Warning letters to CBD manufacturers have included egregious disease claims, e.g., 
“anti-tumor” and causes “cancer cells to commit suicide”, and “arthritis relief.”

2. Dosage Form

Dietary supplements cannot be marketed as conventional food and must be ingested.

3. Manufacturing Operations      

Current Good Manufacturing Practices

4. Importation

FDA review and potential detention at border.

Risk Factors 
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▪ Guidance Document: FDA and Marijuana: Questions and Answers

– “Can products that contain THC or cannabidiol (CBD) be sold as dietary 
supplements?”

– FDA Response: “No.” (Citing dietary supplement definition - exclusionary clause)

▪ FDA Drug Approval: Epidiolex 

▪ June 25, 2018: FDA approved the first CBD-derived drug, Epidiolex, for the treatment 
of seizures associated with Lennox-Gastaut syndrome and Dravet syndrome.

▪ FDA Commissioner Gottlieb emphasized the importance of the drug approval process 
for “other product developers who want to bring forth marijuana-derived products 
through appropriate drug development programs.”  See Press Announcement.

FDA Actions 
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https://www.fda.gov/newsevents/publichealthfocus/ucm421168.htm#dietary_supplements
https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm611046.htm


FDA Public Hearing 
(May 31, 2019)

Focus:

✓ Health and safety risks 
✓ Manufacturing and product quality 
✓ Marketing/labeling/sales  
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LEGISLATION
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Senator Mitch McConnell: 
Bill Amendment to Compel FDA to Issue CBD Enforcement 

Discretion Policy
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Senator Mitch McConnell: 
Bill Amendment to Compel FDA to Issue CBD 

Enforcement Discretion Policy
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Questions?
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