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Cannabis sativa
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Cannabis Sativa

• Hemp and marijuana come from the same plant

• Distinction used to be parts of the plant

• Now, typically the main distinction is the level of THC with the dividing line .3% 
THC

• Terpenes

• Cannabinoids

• CBD

• CBN

• CNC

• THC
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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”

• No evidence that CBD is likely to cause THC-like psychoactive effects
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REGULATORY
OVERVIEW
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Federal Agencies
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Drug Enforcement                  
Agency (DEA)
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DEA Enforcement
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• DEA enforces the Federal Controlled Substances Act

• 21 uSC 812 lists the substances that are Schedule I controlled substances as 
follows:

“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…
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DEA Enforcement
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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 USC 802(16)
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Agriculture Improvement Act of  2018 

(“2018 Farm Bill”)
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• 2018 Farm Bill, among other things, defines “hemp” as:

“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”

• Key difference is that the plant part doesn’t                                                                  
matter – the distinction is the level of THC
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US Dept. of  Ag. (USDA)



© 2021 Greenberg Traurig LLP

USDA Regulation
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• Pursuant to the 2018 Farm Bill, USDA must submit state and tribal land hemp 
programs for approval

• USDA announced Interim Rule on October 29, 2019 entitled “Establishment of a 
Domestic Hemp Production Program” – immediately in effect

• Farmers must be authorized under a state or tribal hemp program

• 2018 Farm Bill prohibits interference with interstate transports of legal hemp; 
USDA issued legal memo reaffirming this
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Federal Trade Commission   
(FTC)
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FTC Enforcement
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• FTC regulates all advertising under the Truth in Advertising Laws

• All advertising must be:

• Truthful and not misleading

• Not unfair

• Substantiated

• FTC has issued joint warning letters with the FDA                                                                
to companies selling products with CBD and hemp,                                                       
asserting companies did not have substantiation                                                                 
for claims
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Food and Drug         
Administration (FDA)
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FDA Regulation

17

• The FDA enforces the Federal Food, Drug and Cosmetic Act

• There is currently no law or regulation that specifically address the use of hemp 
and/or CBD in FDA-regulated products

• FDA has taken the position that CBD is excluded from use in a food, beverage, 
or supplement due to certain provisions of the Food, Drug, and Cosmetic Act
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FDA Regulation
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• Dietary Supplement Exclusionary Clause in Definition (21 U.S.C. § 321 (ff)(3)(B))

• 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….” 
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FDA Regulation
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• Food Exclusionary Clause in Prohibited Acts (21 U.S.C. § 331 (ll)(3)(B))

• 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
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FDA Enforcement
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• FDA has issued 30-35 warning letters to companies selling products with hemp 
and/or CBD

• In almost every case, the company was making express disease claims in 
addition to using CBD and/or hemp

• An example of the language from such letters is the following:
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FDA Enforcement
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• Claims

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

• Safety 

• Manufacturing Operations      

Current Good Manufacturing Practices

• Importation
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FDA Regulation and Enforcement
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• Guidance Document: FDA and Marijuana: Questions and Answers

• May 31, 2019 Hearing

• FDA Task Force

• 2019 guidance regarding Pregnancy and Breast Feeding with CBD was last 
guidance from FDA

https://www.fda.gov/newsevents/publichealthfocus/ucm421168.htm#dietary_supplements
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Supplement vs. Food/Beverage

• What is the right way to sell products with CBD and hemp? Supplement or                                                    
food/beverage?

• Factors to consider

• Ingredients

• Manufacturing

• Labeling

• Claims

• Location on Shelf
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Dietary Supplements

• Ingredients must be dietary ingredients

• Vitamin

• Mineral

• Amino acid

• Herb or other botanical

• Extractive, constituent, or metabolite of one of the above

• Dietary substance used to increase the total dietary intake 

• Must notify FDA of New Dietary Ingredients (NDIs) 

• Manufactured pursuant to dietary supplement GMPs (21 CFR Part 111)

• May not be represented for use as a conventional food/beverage
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Dietary Supplements

• Supplement Facts Panel

• Only nutrients in amounts above zero

• Declare the plant parts of any botanical ingredient

• All dietary ingredients declared in the Supplement                                         Facts Panel

• Dietary Supplement Disclaimer
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Conventional Food / Beverages

• Ingredients must be approved food additives or GRAS

• Food additive or GRAS by regulation

• GRAS by common use in food prior to January 1, 1958

• Self-affirmed GRAS

• RACC / serving size for liquids must be 8 or 12 fl oz

• No RACC / serving size for tablets or drops (tinctures)

• Manufactured pursuant to FSMA (21 CFR Part 117)
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Conventional Food / Beverages

• Nutrition Facts Panel

• Calories, Total Fat, Sodium, Total                                                         Carbohydrate, Protein always 
required

• New NFP by January 1, 2020 or                                                                       January 1, 2021, 
depending on total                                                          annual sales

• Modified panels for small and                                                                                       
intermediate packages

28



© 2021 Greenberg Traurig LLP

Topicals

• Topicals may only be sold as cosmetics or drugs

• Cosmetics may only be sold to:

• Cleanse

• Beautify

• Promote attractiveness

• Alter the appearance of the skin

• Claims to treat anxiety and stress, sleep, pain and inflammation, make topical 
products drugs

• OTC drugs have specified active ingredients; declaring ingredients as inactives 
doesn’t make them inactive if they are promoted for benefits. FDA issued 
March 2021 warning letters on this subject
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Litigation Risks

• Disease claims

• “All Natural”

• “Rich in” and “High in” claims, such as                                 “phytocannabinoid rich”

• “THC free” claims

• No positive drug tests claims

• Testing to levels declared on labels

• FOP label claims

• CBD or hemp

• “Per container” or “per serving”
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Greenberg Traurig LLP  
An International Firm of 2100+ Attorneys & Government Law & Policy Professionals in 40+ Cities
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Legal Disclaimer

• This presentation consists of general legal information.  It is not intended to 
give legal advice about a specific legal problem, nor does it create an 
attorney-client relationship.

• Due to the importance of individual facts of every situation, the 
generalization in this presentation may not necessarily be applicable to all 
situations.  Changes in the law could make parts of this presentation 
obsolete in the future.

• This area of law is, in particular, an area of great flux and change. The 
discussion of law and regulations may be out of date soon after this 
presentation.

• This information is provided with the understanding that if specific legal 
advice is required, the services of the presenter or another competent 
attorney should be sought.
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QUESTIONS AND ANSWERS

Twitter: @LawguyJP
Podcast: Greenberg Traurig’s Legal Food Talk

Justin J. Prochnow

Greenberg Traurig LLP

1144 15th Street, Suite 3300

Denver, Colorado 80202

(303) 572-6562

prochnowjj@gtlaw.com
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