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2018 Farm Bill

• Signed into law December 2018; legalizes “hemp” and 
its derivatives, including CBD, provided the THC 
concentration is no more than 0.3% on dry weight 
basis.

• Excludes hemp from the definition of marijuana in the 
Controlled Substances Act.
– Previously, only exempted parts of the Cannabis plant were 

excluded (i.e., mature stalks, stems, sterilized seed).
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2018 Farm Bill

• Two important caveats:
1) Does not affect or modify FDA’s authority over CBD products 

under its jurisdiction.
2) Expressly allows states to regulate hemp products in a more 

restrictive manner, however:
• “Nothing in this title or an amendment made by this title 

prohibits the interstate commerce of hemp …or hemp 
products.”

• “No State or Indian Tribe shall prohibit the transportation or 
shipment of hemp or hemp products produced in 
accordance with subtitle G…” 
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2018 Farm Bill

• In addition, hemp must be grown and cultivated under 
a plan approved by USDA.
– States can submit their own plans for approval to USDA, or 

defer to federal plan.
– USDA in the process of developing rules to approve hemp 

plans; until then, 2014 Farm Bill industrial hemp pilot 
programs remain in effect.

• What does this all mean?
– Hemp should be sourced from growers and processors 

licensed in accordance with 2014 Farm Bill (for now).
– Some risks associated with interstate transport of hemp until 

2018 Farm Bill is fully implemented; mainly raw materials.
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FDA Considerations
• According to FDA, CBD cannot be sold in dietary 

supplements or food. 
– FD&C Act excludes an article approved as a new drug or 

authorized for investigation for which “substantial clinical 
investigations have been instituted and for which the existence 
of such investigations has been made public,” unless the article 
was first marketed as a dietary supplement or a food. 
[§201(ff)(3)(B)(i) and (ii); §301(ll)] – referred to as the “IND 
Preclusion.”

• FDA authorized substantial clinical investigations for 
CBD-containing drugs Sativex and Epidiolex; in June 
2018 FDA approved Epidiolex.
– Based on available evidence, FDA believes CBD was not 

marketed as a supplement or food prior to the authorization of 
these new drug investigations.
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FDA Considerations

• FD&C Act permits FDA to issue a regulation 
finding the “article” to be lawful in 
food/supplements.
– FDA is exploring this option; pressure from Congress to 

act swiftly but may be delayed due to complexities 
surrounding CBD.

– May 31, 2019 public meeting and call for data
– Safety a primary concern

• Cumulative exposure to CBD (and THC), impact on 
vulnerable populations, impact on drug development.
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FDA Considerations

• However, the IND preclusion does not apply to:
– Cosmetic (topical) products that contain CBD.

• Retailers such as CVS and Walgreens selling CBD topical 
products.

– Hemp seed derivatives with trace amounts of THC and CBD.
• FDA GRAS Notices for three products: hulled hemp seed 

(GRN765), hemp seed protein powder (GRN771), and hemp 
seed oil (GRN778). 

• To date, FDA enforcement has focused on disease claims.
– Since 2015, several Warning Letters issued to CBD product 

marketers.
– All letters cited disease claims, which caused the product to be 

unapproved drugs.
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State Considerations

• Wide variation in approaches to hemp and CBD:
– Some states (e.g., Idaho, Iowa, South Dakota) take a 

restrictive approach to all hemp and CBD products.  
– Others (e.g., California and South Carolina) have adopted 

FDA’s position that CBD cannot be used in food or dietary 
supplements.

• A growing number of states are imposing specific 
labeling, testing, products registration, and/or 
manufacturing requirements for hemp or CBD 
products.
– Concerns regarding potential contaminants, content of 

CBD and THC, and lack of guidance from FDA.
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Current State of Assessing Risk

Cosmetics
• Federal

– Sourced from Farm Bill-
compliant hemp and no more 
than 0.3% THC

– FDA and FTC
• Labeling, claim 

substantiation
• FDA concerns regarding 

drug claims, e.g., pain 
• States

– Possible restrictions on CBD
– Labeling, testing, 

manufacturing, and/or 
registration requirements

Food & Dietary Supplements 
• Federal

– Sourced from Farm Bill-
compliant hemp and no more 
than 0.3% THC

– FDA position CBD
• Use of isolate vs. extract
• Confirming regulatory status of 

ALL ingredients (GRAS, NDI)

– FDA and FTC 
• Labeling, substantiation, and 

disease claims

• States
– Possible restrictions on CBD
– Labeling, testing, etc. 

requirements
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What’s Ahead

• USDA intends to issue an interim final rule in 2019 to 
address the growth and cultivation of hemp under which 
it will approve state plans.
– May reduce interstate transportation risks.

• Following FDA Public Meeting on May 31st, possible 
rulemaking to develop framework for CBD in foods.
– Pressure from Congress and industry to move quickly on 

CBD…but according to FDA, “it’s complicated.”
– Congress may act first.

• Additional guidance from Customs & Border Patrol 
regarding imported hemp. 
– CBP website acknowledges 2018 Farm Bill’s legalization of 

hemp, but only discusses imported hemp seed (and THC).
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What’s Ahead

• States
– Submission of hemp plans to USDA for approval.
– Some states (e.g., California) considering legislation to 

adopt 2018 Farm Bill definition of “hemp” and expressly 
allow the use of hemp and CBD in food and dietary 
supplements.

• Other states unlikely to legalize hemp in the near future, 
e.g., Mississippi, South Dakota.

– Additional labeling, testing, manufacturing, and registration 
requirements.
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What’s Ahead

• Potential class action risks:
– “THC-free” and “zero THC” products

• At least two lawsuits where consumer failed drug tests after 
taking products claiming to be THC-free

– Nutrient content claims, e.g., “terpene rich”, “phyto-
cannabinoid rich”

– “Full-spectrum” claims
– Bioavailability, efficacy claims
– Disease claims



© Amin Talati Wasserman 

Thank You!

Ashish R. Talati
ashish@amintalati.com

312.327.3381
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