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AGENDA

• Background

• Hemp/CBD market environment

• Legal/regulatory considerations

• Predicting what’s next



History of Cannabis sativa L extracts

Antispasmodic, analgesic, anesthetic, narcotic, aphrodisiac. Specifically recommended in 
spasmodic and painful afflictions; for preventing rather than arresting migraine: specific in that 
form of insanity peculiar to women, caused by mental worry or moral shock…in hysterical cases 

not calmed by opium it acts especially well.
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HEMP UPDATE

• 12/20/2018 - The Agricultural 
Improvement Act of 2018 legalizes 
hemp production and distribution 
under federal law 

• 12/20/2018 - FDA Commissioner 
Scott Gottlieb released a statement 
reiterating FDA’s position that 
federal laws prohibit CBD food or as 
supplements. However, statement 
signals FDA’s willingness to explore a 
path to market for hemp derived 
CBD products



HEMP UPDATE
1/2019 – 2/2019 – Letters from Congress to FDA 

asking for action and clarity regarding CBD products

1/2019 – current – State enforcement varied, CBD 

product embargoes in news

2/28 – 2/29/2019 – Gottlieb public statements to 

agriculture officials and Congress reiterating 

willingness to explore FDA path to market; signals 

that legislation may be a preferred path; Gottlieb 

commits FDA to CBD public meeting in April 2019.

3/5/2019 – Gottlieb announces his retirement 

3/13/19 – USDA hemp listening sessions



CBD MARKET

CBD in food and supplements = The New Wild West

• Wide-range of products

• Range of starting materials (hemp/marijuana, 

yeast, synthetic)

• Range of extracts (regular extract to 99% 

isolated to fully synthetic) and everything in 

between

• Wide range of legal/regulatory compliance 

theories and strategies

• Different interpretations of FDA’s inaction

• Risk takers: low priority to quality and compliance

• Get rich quick scammers  



PATH FORWARD – THE ISSUES
• USDA Issues – hemp growing and harvesting regulations; 

testing requirements; seed registration limited to 

agricultural varieties, disposal of non-compliant material, 

etc

• State Issues – States and tribes can issue unique hemp 

farming regulation. Patchwork of state cannabinoid laws 

(CBD and THC). Some tension between state-based 

products and dietary supplements.

• FDA issues

• IND exclusion clause; proposed rule making and what CRN members want 

(hemp extract vs. isolate vs. synthetic)

• Are all hemp extracts NDI’s? What are companies doing to establish the 

products are safe? Free from adulterants (e.g., THC)

• Will there be FDA enforcement?



CHEMICAL (TESTING) OR GENETICS?





• Farm Bill – Hemp as Cannabis sativa L. 

below (0.3% THC) being discussed as a 

catch-all phrase

• USDA may require specific seeds to be 

registered as varieties of agricultural 

plants vs. drug types
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PATH FORWARD

• New Industry or New Ingredient?

• MJ vs. Hemp - food, supplement, drug, medical food, and recreational – blurry 
lines that need clear and distinct lanes

• Food and Supplements - Regulatory Fix or Legislative Fix?

• Misguided MJ advocacy; misguided cannabinoid drug advocacy

• Does legislative fix turn into MJ free-for-all?

• Hemp-CBD in Limbo – What is the impact?

• For How Long? Benefit or damage responsible industry’s reputation (Drug and DS)?


