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The 2018 ‘Farm Bill’ 

▪ Signed into law on December 20, 2018

▪ Definition of cannabis

– Hemp

– Marijuana

▪ Explicitly preserved agency’s authority to regulate 

hemp and hemp derived products under their 

jurisdiction:

– UDSA

– DEA

– FDA

© 2019. Arnall Golden Gregory LLP
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The ‘exclusionary’ or ‘race to market’ clauses:

Together, 201(ff)(3) and 301(ll) prohibit an article from 

legally being included in a dietary supplement or added to a 

food:

▪ if the article is approved under 21 U.S.C. § 355 (section 

505 of the Act); or

▪ if the article has been authorized for investigation as a 

drug for which substantial clinical investigations have 

been instituted and for which the existence of such 

investigations has been made public. 

© 2019. Arnall Golden Gregory LLP
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The ‘exclusionary’ or ‘race to market’ clauses:

There are two statutory exceptions to exclusion found in 

301(ll) and 211(ff)(3):

• if the article was marketed in food or dietary supplement 

before the drug was approved or before the authorization; or

• the Secretary, at the Secretary’s discretion, has issued a 

regulation, after notice and comment, finding that the article

would be lawful under the Act.

© 2019. Arnall Golden Gregory LLP
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The ‘exclusionary’ or ‘race to market’ clauses:

The article:

“FDA has approved Epidiolex, which contains a purified

form of the drug substance CBD.”

“EPIDIOLEX® (cannabidiol) oral solution

Initial U.S. Approval: 2018” 

“Cannabidiol, the active ingredient in EPIDIOLEX”

© 2019. Arnall Golden Gregory LLP
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The ‘exclusionary’ or ‘race to market’ clauses:

Possible paths forward

• Someone wins the race and shows that the article was 

marketed in food or dietary supplement before the drug was 

approved or before the authorization; 

• The Secretary, at the Secretary’s discretion, has issued a 

regulation, after notice and comment, finding that the article

would be lawful under the Act; or

• Legislative intervention.

© 2019. Arnall Golden Gregory LLP



8

Navigating Drug Preclusion Gaps for Food and 

Dietary Supplements Containing CBD and Other 

Cannabinoids

The ‘exclusionary’ or ‘race to market’ clauses:

Possible discussion points

• Concerns with interpretation / application of clauses
• Meaning of ‘article’?

• Meaning of ‘approved’?

• Inherent disadvantages for those in the natural products space.

• Which possible solution for the ‘CBD situation’ is best?
• Regulation

• Legislation (such as HR 8179, with consideration of FDA’s comments)

• GRAS and issue of ‘natural’ or ‘synthetic’.

• What are the implications for other components of hemp?

• Implications for other DIs if hemp/CBD get treated in a unique 

manner?

© 2019. Arnall Golden Gregory LLP
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First a Food, Always a Food…

(3)(B) Does not include an article approved as a new drug…or 
investigated as a new drug…for which substantial clinical 
investigations have been instituted and for which the existence of 
such investigations has been made public,
which was not before such approval, certification, licensing, or 
authorization marketed as a dietary supplement or as a food unless 
the Secretary, in the Secretary's discretion, has issued a regulation, 
after notice and comment, finding that the article would be lawful
under this chapter.

FDC Act § 201(ff)(3)(B) or § 402(f)
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Articles Found in Regulated Products

Food Drugs

Tobacco

Mandelbrot Set
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Classes of FDA Regulated Products

Food
Drugs

Tobacco
cosmetics

Dietary Supplements
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Venn Reality of Regulated Products

Benoit Mandelbrot

Tobacco

Food
Drugs

Dietary Supplements

Grey Space
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Polling Question #1

Will FDA and/or Congress make allowance for cannabidiol 
(CBD) purified from hemp to be used legally in food and/or 
dietary supplements?

A. Yes
B. No
C. I cannot answer. I have inside information. 
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Drug Definition

“Articles intended for use in the diagnosis, cure, mitigation, 
treatment, or prevention of disease.”

-and-

“articles (other than food) intended to affect the structure 
or any function of the body of man or other animals”

FD&C Act § 201(g)(1)
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Hemp Definition

(1) The term ‘hemp’ means 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.

Farm Bill 2018 § 297(A)
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Cannabis industry in-use definition:

A range of cannabis extracts begotten by various extraction 
methods with a defining characteristic the presence of some
quantity of delta-9 tetrahydrocannabinol (d9-THC).

Full-Spectrum Extract
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Botanical industry definition:

An extract comprising the complete range of soluble constituents 
native to the plant. Full-spectrum extracts require careful design of 
manufacturing processes to justify use of the term, such as repeated 
extraction of the same biomass using different solvents ranging from 
hydrophilic to hydrophobic or polar to non-polar. 

AHPA Standardization of Botanical Products – White Paper (2003)

Full-Spectrum Extract
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Cannabis industry in-use definition:

A full spectrum extract that contains less than 0.3 percent (0.3 
wt. %) d9-THC or possesses undetectable levels of d9-THC.

Broad-Spectrum Extract
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Botanical industry definition:

An extract comprising a wide range of the constituents native to 
the plant. Broad spectrum extracts are made using relatively 
non-selective solvents and manufacturing processes so that both 
relatively hydrophilic and relatively hydrophobic types of 
botanical constituents are captured.

AHPA Standardization of Botanical Products – White Paper (2003)

Broad-Spectrum Extract
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A purified single chemical constituent, such as cannabidiol (CBD), 
that has been isolated from an herb or other organism.

Isolate
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A semi-purified chemical constituent, such as delta-9 
tetrahydrocannabinol (d9-THC), that is commingled with other 
chemical constituents that possess similar boiling points to the 
semi-purified constituent. Distillates are typically produced by 
first extracting an herb or other organism followed by distilling 
the resultant extract. 

Distillate
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Polling Question #2

Should FDA seek to officially define industry phrases, such 
as “full-spectrum,” “broad-spectrum,” “isolate” or 
“distillate” in relation to hemp?

A. Yes
B. No
C. Maybe, depends on what else happens first.
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Thank you
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Dietary Supplement Definition

“(1) Means a product (other than tobacco) intended to supplement 
the diet that bears or contains one or more of the following dietary 
ingredients: vitamin, mineral,…

-and-

(2) Means a product that is intended for ingestion.

-and-

(3) (B) Does not include an article approved as a new drug…or 
investigated as a new drug…

FDC Act § 201(ff)
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What is an “article”?

• A dietary supplement does “not include an 
article that is approved as a new drug . . . 
or authorized for investigation as a new 
drug . . . for which substantial clinical 
investigations have been instituted and for 
which the existence of such investigations 
has been made public.” FDCA
201(ff)(3)(B)



How does FDA define “article”?

• Pharmanex v. Shalala 

– Challenge to warning letter for red yeast rice 
supplement containing monacolin k, which FDA 
determined was chemically identical to lovastatin 
(active ingredient in a prescription drug)

– Tenth Circuit held that “article” could refer to the 
individual active ingredients of approved drugs 
not just the finished drug product – Pharmanex v. 
Shalala, 221 F.3d 1151(10th Cir. 2000) 



Pharmanex v. Shalala 

• FDA did recognize that naturally occurring 

levels of monacolin k (lovastatin) were ok 

(history of traditional use)

• According to FDA, Cholestin had been 

engineered specifically to increase lovastatin 

levels and was marketed to pharmacists 

based on its similarities to approved drug 



Application to CBD 

• Range of CBD products, from CBD isolate 

to full-spectrum hemp extract with CBD 

• Is hemp extract with CBD the same article 

as CBD isolate found in Epidiolex?  



Hemp Extract with CBD 

• Argument that hemp extract with CBD is not 
the same “article” as CBD isolate

– CBD isolate removed from plant constituents

– Extracts should be considered in entirety 

• Preclusion should not apply where a finished 
extract contains CBD, but the extract bears a 
similar phytochemical profile as that of the 
plant 
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Consumer Perception/Safety

Many consumers are: 

• Interested in CBD products

• Unsure about safety

• Receiving mixed messages 



What Consumers See When Shopping

https://www.vitaminshoppe.com/lp/cbd
https://www.vitaminshoppe.com/lp/cbd
https://whatsgood.vitaminshoppe.com/types-of-cbd-supplements/
https://whatsgood.vitaminshoppe.com/types-of-cbd-supplements/
https://whatsgood.vitaminshoppe.com/types-of-cbd-supplements/
https://whatsgood.vitaminshoppe.com/types-of-cbd-supplements/
https://www.vitaminshoppe.com/p/cbd-turmeric/vs-7015https:/www.vitaminshoppe.com/p/cbd-turmeric/vs-7015
https://www.vitaminshoppe.com/p/cbd-turmeric/vs-7015https:/www.vitaminshoppe.com/p/cbd-turmeric/vs-7015


What Consumers See at FDA

https://www.fda.gov/food/cfsan-constituent-updates/fda-responds-three-gras-notices-hemp-seed-derived-ingredients-use-human-food
https://www.fda.gov/food/cfsan-constituent-updates/fda-responds-three-gras-notices-hemp-seed-derived-ingredients-use-human-food
https://www.fda.gov/news-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-products-including-cannabidiol-cbd#dietarysupplements
https://www.fda.gov/news-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-products-including-cannabidiol-cbd#dietarysupplements


Supplement Market is the 

“Wild West”

• Adulterated/Misbranded supplements

• Disease/Treatment and unsubstantiated 

Claims

Dietary supplements already cause an estimated 23,000 emergency room visits per 

year. 

Adverse-event reports submitted to the FDA describe 2,100 incidents over a 

period of a year caused by supplements involving serious outcomes. 



Adulteration/Misbranded Supplements
• FDA’s database contains 1,005 records of tainted supplements

• Only “a small fraction of the potentially hazardous products”

• FDA is unable to test and identify all products and urges consumers to 

exercise caution 

• FDA has identified emerging trends in tainted weight loss, body building, and 

sexual enhancement supplements 

https://www.fda.gov/media/109066/download

https://www.fda.gov/drugs/medication-health-fraud/tainted-weight-loss-products
https://www.fda.gov/drugs/medication-health-fraud/tainted-body-building-products
https://www.fda.gov/drugs/medication-health-fraud/tainted-sexual-enhancement-products
https://www.fda.gov/media/109066/download


Adulteration/Misbranded – CBD
• Of the CBD products the FDA tested, 49% contained some THC, 18% of 

products contained significantly less than the amount indicated, and 37% 

contained significantly more than indicated.   

• Ingredients that are not listed on product labels, including synthetic 

cannabinoids and dangerous contaminants, have been identified in cannabis 

products in other studies. 



Disease/Treatment claims

• Maternal Health

“CBD can help mitigate anxiety, postpartum depression, morning 

sickness, insomnia, and chronic pain, all of which are potential 

side effects of being pregnant or of recently giving birth.”

https://cspinet.org/news/crackdown-urged-supplements-marketed-opioid-withdrawal-aids-20171208
https://cspinet.org/news/crackdown-urged-supplements-marketed-opioid-withdrawal-aids-20171208
https://hempika.com/cbd-oil-for-sleep/
https://hempika.com/cbd-oil-for-pain/


Disease/Treatment claims

• Opioid and addiction treatment

https://www.fda.gov/news-events/press-announcements/fda-warns-companies-illegally-selling-cbd-products-treat-medical-conditions-opioid-addiction
https://www.fda.gov/news-events/press-announcements/fda-warns-companies-illegally-selling-cbd-products-treat-medical-conditions-opioid-addiction


Disease/Treatment Claimns

• Examples of FDA CBD warning letters:
• COVID-19 (CBD Gaze)

• Seizures and neurodegenerative diseases (Bella 

Rose Labs)

• Breast cancer (KOI CBD LLC)

• Diabetes (KOI CBD LLC)

• Pain Relief (KOI CBD LLC)

• Arthritis (Whole Leaf Organics, LLC)

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/cbd-gaze-607299-05262020
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/bella-rose-labs-594246-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/koi-cbd-llc-593391-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/koi-cbd-llc-593391-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/koi-cbd-llc-593391-11222019
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/whole-leaf-organics-llc-593176-11222019


FDA Principal Associate 

Commissioner for Policy
• “We don’t know how many dietary supplements are on the market, 

and we have no systematic way of knowing when a new product is 
introduced.”

• “We don’t know how many products contain any given ingredient. 
And if it turns out that there’s a safety problem with a particular 
ingredient, or a particular ingredient supplier, we don’t have the 
basic information to quickly identify which products are affected.”

• “We don’t have a reliable way to capture trends in the market so we 
can anticipate and adapt to new areas of risk.”

• “And we don’t have the visibility we need to be able to effectively 
prioritize our resources.”
– Lowell Schiller (Council for Responsible Nutrition Conference -

11/7/2019)

https://web.archive.org/web/20191213060131mp_/https:/www.fda.gov/news-events/speeches-fda-officials/remarks-lowell-schiller-jd-council-responsible-nutrition-conference-1172019-11072019


Gaps
• Lack of premarket review 

– GRAS loophole

• Lack of knowledge
– No Product registration/listing

• Lack of oversight resources
– Can’t sufficiently monitor for bad actors

• Lack of enforcement authorities and resources
– Rebranding and Reformulating to avoid enforcement

– Recalls are difficult and no authority of drugs and “non”-dietary 
supplements 

• Lack of Understanding



CBD-Specific Actions
• Guidance: Publish and finalize strong guidance on temporary 

enforcement discretion focused on mitigating hazards and 
protecting vulnerable populations. 

• Publish a comprehensive plan covering food, supplements, 
drugs and cosmetics. 

• Funding: Congress should provide the FDA with $5 million 
to develop regulatory activities, and issue an interim policy 
enforcement discretion while developing a notification system 
for hemp-derived ingredients. 
– As described in the Explanatory Statement for Agriculture, Rural 

Development, Food and Drug Administration, and Related 
Agencies Appropriations Bill, 2021,

https://www.appropriations.senate.gov/imo/media/doc/AGRept.pdf


Fixing the Overall Supplement 

Marketplace 
• Strengthen FDA leadership

• Close the GRAS loophole

• Premarket review of dangerous 
products

• Mandatory product listing and 
registration

• Adverse Events Reporting

• Require drug-drug interaction 
warnings

• Improve the safety and quality 
of prenatal supplements

• Allocate additional resources

• Strengthen enforcement

• Authorize shared enforcement

• Authorize Criminal penalties

• Provide recall authority

• Accurately define dietary 

supplements
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