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CLE Credit

This activity has been approved for Minimum Continuing Legal Education credit by the State
Bar of California in the amount of one hour, of which 1 hour applies to the general credit
requirement, and by the State Bar of New York in the amount of 1 credit hour, of which 1
credit hour can be applied toward the Areas of Professional Practice requirement. Venable
certifies that this activity conforms to the standards for approved education activities
prescribed by the rules and regulations of the State Bar of California and State Bar of New
York, which govern minimum continuing legal education. Venable is a State Bar of California
and State Bar of New York approved MCLE provider.

= This presentation is intended as a summary of the issues presented and is not intended to provide legal advice. It is
provided for the general information of the attendees. Legal counsel and advice should be sought for any specific
questions and before taking any action in reliance on the information presented.

= Using, distributing, possessing, and/or selling marijuana is illegal under existing federal law. Compliance with state

law does not guarantee or constitute compliance with federal law. This informational overview is not intended to
provide any legal advice or any guidance or assistance in violating federal law.
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Agenda

= Plant Background
The 2018 Farm Bill
CBD in Food, Dietary Supplements, and Cosmetics

= CBD Enforcement and Litigation
= Proposition 65

= COVID-19 and CBD

= Industry Takeaways

= Questions
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Plant Background: Marijuana vs. Hemp

= Cannabis sativa L.: A plant species
that is part of a genus of flowering
plants called “Cannabis”

— Varieties include both
marijuana and hemp

= Marijuana
— Contains over 0.3% THC

— Considered a Schedule I controlled
substance under federal law

* Hemp
— Cannabis plant not used as a drug

— Generally, grown for use in food,
dietary supplements, fabrics, textiles,
ete.
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Plant Background: What Is CBD?

=One of many
cannabinoids found in the
Cannabis sativa plant

=Non-mind-altering
compound

=Contains negligible
amounts of THC
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Plant Background: Terpenes

=Class of organic
compounds produced by
many plants

=More than 100 in
cannabis plants

=Responsible for aroma &
taste

=Synergy of cannabinoids
and terpenes
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Plant Background: Who Regulates CBD?

| | ea | elc | DA | USDA

Fi | F Drug i P
ederal Food, Drug & Cosmetic Federal Trade Commission Act

Legal Act (FDCA
& Act (FDCA) False and Misleading Advertising Controlled Substances Act 2018 Farm Bill

Authorities Zﬂéfﬂ:g::gi Deceptive Marketing Practices

Label Format and Content Express and Implied Claims
Claims & Intended Use Substantiation
Manufacturing & Quality Endorsements & Testimonials
Assurance Online Marketing
Ingredients / Product Safety (Payment terms, privacy
disclosures, data security, etc.)

Manufacturing, Distribution, and
Advertising of Controlled
Substances

Growth, Cultivation, and Licensure

Issues of Hemp*

ioati I ions / 4
|nve5t|gatlve R e 4 Civil Investigative Demands Inspections, Warning Letters, and

Warning Letters

Inspections and Crop Testing*
Tools Import Detention

Investigations

Asset Freezes
Temporary Restraining Orders /
Injunctions
Civil Litigation

Product Seizures

Enforcement Injunctions
Civil/Criminal Penalties

Criminal/Civil Penalties Varies at State Level*

*USDA reviews and approves hemp programs; states set own rules on hemp crop testing.
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Plant Background: Who Regulates CBD?

= Various State-Level Agencies
— State Attorneys General

— State Departments of
Agriculture

— State Departments of Health
— State Boards of Pharmacy

= State-to-state differences on
regulations, licensure processes,
testing requirements, etc.
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Plant Background: What Makes CBD Important?

= Three Competing Forces

— Increasing consumer interest in
CBD products and CBD-related
therapies

— Wide-ranging and lucrative
industry for CBD and CBD-
containing products (e.g.,
cosmetics, edibles, etc.)

— Continuing legal uncertainties at
the state and federal levels about
using CBD in consumer
products
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= Pre-Farm Bill

— All cannabis plants, whether
marijuana or hemp, were
considered Schedule I controlled
substances under federal law

— Any cannabis plant derivatives,
including CBD, were per se
unlawful and subject to criminal
penalties

— Very narrow exception carved
out for products derived from
specific parts of the plan
(mature stalks, non-resin seeds)

© 2020 / Slide 10

4/16/2020



2018 Farm Bill: What It Did

= Agriculture Improvement Act of
2018 (the “2018 Farm Bill”)

— Signed into law December
20, 2018

— Removed hemp and all its
derivatives from the federal
definition of marijuana; defined
as any cannabis plant with no
more than 0.3% THC

— Established USDA as the
regulator for hemp as an
agricultural commodity
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2018 Farm Bill: Industrial Hemp Programs

= Under the 2018 Farm Bill, states are
allowed to seek USDA approval for
hemp cultivation and research
programs

— States can allow cultivation,
domestic import/export, and
processing of hemp

— States may opt to take part in a
USDA-run industrial hemp
program

— All hemp must not exceed 0.3%
THC by weight
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Example: Industrial Hemp Regulations

Illinois Department of Agriculture, Notice of Adopted Rules —
Industrial Hemp Act
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Key Takeaways

= The Farm Bill did:
— Remove “hemp” as a controlled substance

— Establish a pathway for USDA and state-regulated “hemp
production”

— Repeal of “industrial hemp research” provision at 7 U.S.C. § 5040
one year after Dept. of Ag. Regulatory scheme is established

= The Farm Bill did not:
— Legalize marijuana or marijuana-derived CBD
— Change FDA'’s authority over cannabis derivatives
— Preempt state laws prohibiting Industrial Hemp
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FDA-Regulated: Food

= FDA has not changed its
position that CBD (including
hemp-derived) may not be
sold as or in a food

= In foods, CBD is not
considered by FDA as an
approved food additive or

“generally recognized as safe”
(GRAS)

© 2020 / Slide 16




FDA-Regulated: Dietary Supplements

= Similarly, CBD (whether derived from marijuana or hemp) is not considered a lawful
dietary ingredient by FDA

= Section 201(ff) of FD&C Act (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....”

= Therefore, even if an article was clinically investigated, if it was marketed as a food or a
dietary supplement prior to those investigations it still meets the definition of a dietary
supplement.
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FDA-Regulated: Cosmetics

= Cosmetics are not subject to the same
regulatory hurdles restricting food and
dietary supplements

= Overarching safety hook over cosmetics
= Drug claims are a primary concern

= FDA has initiated a research study in
partnership with the University of
Mississippi to assess sensitization of
THC and CBD topically, and dermal
penetration

© 2020 / Slide 18

4/16/2020



Practical Concerns

= FDA has taken a hard stance on the
use of CBD in any ingestible product

= FDA enforcement risk:

— Priority is on egregious product
claims and targeting vulnerable
populations (e.g., the elderly,
chronically ill patients)

= Follow-on lawsuits and state
enforcement actions are likely
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FDA Developments

= Recognizing that the 2018 Farm Bill paved the way for CBD use in consumer
products, FDA is currently evaluating a range of CBD issues

= 2019

— May 31, 2019 hearing: FDA discussed safety risks of CBD use (e.g.,
cumulative exposure, adverse events, drug interactions, use by vulnerable
populations), unclear industry definitions for CBD, and issues relating to
CBD production and quality

— Various public statements from FDA reflecting hesitancy about CBD
safety, risks of liver injury, and male reproductive toxicity
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Recent Developments

" 2020

— FDA issued a press release and congressional report on its current CBD
stance

— Largely echoes concerns raised in 2019; FDA is still aware of the large
consumer interest in CBD, but is concerned about public perceptions that
all CBD products on the market are safe

— FDA identified a series of CBD “knowledge gaps” (e.g., effects of sustained
use, purity of CBD in the marketplace, CBD absorption pathways)

— Reopened its docket to collect CBD information indefinitely
— Indicated an enforcement policy may be forthcoming

— Seeking information to distinguish “broad”/ “full” spectrum & isolates
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FDA Request for Information

The risk of liver injury from CBD; 1. Clinical studies (including real world

. . data/evidence) to address safety questions
Toxicities of some of the active related to long-term sustained or cumulative
metabolites of CBD; exposure to CBD, including in vulnerable

populations such as children, the elderly, and

Impact of CBD on the male reproductive women who are pregnant or breastfeeding;

system;
2. Long-term (chronic) repeated dose toxicity

Effect of CBD co-administration; studies in a%propriate animal models,

Impact on neurological development; evaluating the most relevant toxicological
dative off ) ’ end points;

Sedative effects of CBD; 3. Clinical studies on the effect of different

Transdermal penetration and routes of CBD administration on its safety

pharmacokinetics of CBD; profile;

Effect of CBD on pets and food- 4. Studies to characterize the potential for

producing animals; bioaccumulation of CBD over long-term

exposure; and
5.  Effect of CBD on the eye.
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= Warning Letters

— In 2019, 22 letters sent — 15 in
November alone

= Focus on “egregious claims”

FDA Enforcement

— CBD as a treatment or cure for

disease or chronic illness

Pain

Diabetes

Cancer

Opioid addiction

Schizophrenia
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FTC Enforcement

= Primary jurisdiction over advertising

— Most interested in what may influence
consumer purchasing decisions

— Concurrent regulation with FDA on
health-related CBD claims

= When evaluating claims, FTC’s interest is
proper substantiation

— “Competent and Reliable Scientific
Evidence” (CRSE)

= Not limited to product labels

— Social media (posts, “likes,” consumer
reviews)

— Influencers & material connections
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Example: FTC Letter to 4Bush Holdings, LLC

September 9, 2019
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Private Litigants

= Various bases for challenges
— “Baby” FDA/FTC Acts
— Consumer Protection Laws

= McCarthy v. Elixinol LLC (N.D. Cal., Dec.
4, 2019)

— Class action complaint regarding
use of CBD as an unapproved
dietary supplement

= Ahumada v. Global Widget LLC (D.
Mass., Sept. 24, 2019)

— Class action complaint regarding
mislabeling of CBD content
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Proposition 65 Updates

Safe Drinking Water and Toxic
Enforcement Act of 1986 (“Prop 65”)

— Governor publishes a list of
chemicals known to cause cancer,
birth defects, or other
reproductive harm

— Businesses required to provide a
"clear and reasonable" warning
before knowingly and
intentionally exposing anyone to
a listed chemical

— Breeding ground for AG
enforcement and private class
actions in California
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Proposition 65 Updates

= THC has been added to the Prop 65 chemicals list

= All products containing any THC will require a Prop 65
warning for reproductive toxicity as of January 3, 2021

= There is no safe-harbor level — any amount of THC will trigger a

warning if sold in California

= Failure to comply with Proposition 65 warning requirements can
result in statutory violations of $2,500 per violation per day
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COVID-19 and CBD

= The ongoing COVID-19 pandemic
has led to a spike in companies
advertising and selling purported
tests, cures, and treatments for
COVID-19

= FDA and FTC have issued 27 joint
warning letters to date

= Four letters implicate CBD
— CBD Online Store
— Native Roots Hemp
— Indigo Naturals
— Neuro XPF
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Industry Takeaways

= CBD industry is growing at a breakneck pace in the U.S., but poses many
regulatory issues for stakeholders at the state and federal levels

= CBD products should not make unlawful disease claims

— Claims purporting to treat or cure disease (including COVID-19) are
especially risky, and are an enforcement priority for FDA

= Ingestible CBD products are still considered per se unlawful
= Do not neglect state laws; these are still an evolving patchwork
= CBD research is being sought by FDA

— The CBD industry should take an active role in helping FDA develop the
best possible scientific bases for issuing new regulations
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Questions?

Claudia Lewis, Partner
202.344.4359
CALewis@Venable.com

Ashley Saba, Associate
202.344.4530
AVSaba@Venable.com
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