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FDA Statement: January 26, 2023

« Existing regulatory frameworks for foods and
supplements are not appropriate for CBD.

FDA Concludes that Existing Regulatory
Frameworks for Foods and Supplements are Not

» This is because of two key factors: Appropriate for Cannabidiol, Will Work with
. . . ' Congress on a New Way Forward
— (1) CBD’s inherent risk profile

f share in Linkecin | %5 Email | & Frint
— (2) the highly protective safety standards and the limited risk
management options for the food ingredient and dietary supplement Forlmnite s 6205
pathways Principal Deputy Commissioner - Office of the Commissioner

Espafiol

° G 1 th I I b I 1 d .t 1 t p p t h C B D Given the growing cannabidiol (CBD) products market, the 1.5. Food and Drug
Ive n e ava I a e eVI e n Ce ) I I S n O a a re n OW Administration convened a high-level internal working group to explore potential
regulatory pathways for CBD products. Today we are announcing that after careful review,

p ro d u CtS CO u I d m e et S afe ty Sta n d a rd S fo r d I eta ry the FDA has concluded that a new regulatory pathway for CBD is needed that balances
individuals’ desire for access to CBD produects with the regulatory oversight needed to
11 manage risks. The agency is prepared to work with Congress on this matter. Today, we are
S u p p I e m e n tS O r fo O d a d d Itl Ve S . also denying three citizen petitions that had asked the agency to conduct rulemaking to
allow the marketing of CBD products as dietary supplements.

The use of CBD raises various safety concerns, especially with long-term use. Studies have
shown the potential for harm to the liver, interactions with certain medications and

[ ) We a re p re p a re d to Wo rk W i t h C o n g ress o n a n ew Way possible harm to the male reproductive system. CBD exposure is also concerning when it

comes to certain vulnerable populations such as children and those who are pregnant.
forward.



The 2018 Farm Bill removed hemp from regulation under the CSA

« The Agriculture Improvement Act (Farm Bill) of 2018 removed hemp from
regulation by the Drug Enforcement Administration (DEA) under schedule
1 of the CSA

« The Farm Bill defined hemp as Cannabis sativa L. with delta-9 THC
concentration not more than 0.3 percent (on a dry weight basis)

— Includes hemp derivatives, e.g. CBD
— Hemp can have high concentrations of CBD

« Hemp products remain subject to regulation under the Federal Food
Drug & Cosmetic Act (FD&C Act), when applicable:

— As drugs, foods, dietary supplements, cosmetics, veterinary products



CBD is estimated to be a $5B+ market

CBD MARKET SIZE

(2022-2027, WITH ANDWITHOUT FDA GUIDAMNCE EFF. 2024)
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CBD products come in a wide variety of formats

Ingestible Inhalable

5
g’ Gummies vVapes

ﬁ Combustible
Beverages

= Other “Edibles’
/ Topical

Tinctures i Beauty/Personal

E. Capsules a Cream/Qintment
N

Animal

™  Pet Products

Approved Drug

& Epidiolex

« FDA has regulatory authority only over specific product types, including drugs, foods, dietary

supplements, cosmetics, and tobacco products.



Self-reported reasons for using CBD: pain, anxiety, and insomnia

* In an FDA analysis of CBD-related adverse event reports received in 2020, the top three self-reported
conditions for using CBD products were pain, anxiety, and insomnia.
» These findings are consistent with other sources.

Cannabidiol (CBD)-Related Adverse Events Reports from the FDA CFSAN Adverse Event Reporting System (CAERS), 2020
Reason for use (n=16)

=>-.
INSoMNia
ANXiety
Free sample/Gift m—————
Stress T
Inflammation —————
Arthritis ——————————————
Stiffness  m———
Seizures ——
Relaxation m—
Multiple Sclerosis m——
Malignant Neoplasm s

https://www.fda.gov/science-research/fda-science-forum/cannabidiol-cbd-related-adverse-events-reports-fda-cfsan-adverse-event-reporting-system-caers-2020



Consumer interest in other cannabinoids is growing

Hemp contains substances related
to CBD that are growing in
popularity, including cannabigerol
(CBG), cannabinol (CBN), and
cannabichromene (CBC).

Like CBD, these substances are not
believed to be intoxicating, and
people are interested in access.

Their safety profiles are largely
unknown.

https://doi.org/10.1016/].jfca.2020.103800
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Statutory barriers prevent marketing of CBD in foods and supplements

« (CBD is the active ingredient in an FDA-approved drug and was the subject of substantial clinical
investigations before it was marketed as a food or dietary supplement.
— FD&C Act §301(ll): Food prohibition (human and animal food)
— FD&C Act §201(ff)(3)(B): Dietary supplement exclusion

« FDA has authority to issue a regulation allowing the use of a pharmaceutical ingredient in a food or
dietary supplement

« Commissioner Gottlieb stated in 2018 that, “FDA would only consider doing so if the agency were
able to determine that all other requirements in the FD&C Act are met, including those required
for food additives or new dietary ingredients”

« Commissioner Gottlieb established the CBD Policy Working Group (now the Cannabis Product
Committee, CPC)

« Can CBD meet the safety standards for ingredients in foods and dietary supplements?



Since 2018 we have collected information

* May 2019 public meeting

* Open public docket
* Analytical sampling study of CBD products
« Collecting information on market and usage

+ FDA-led toxicological studies on CBD

* Monitoring adverse event reports

« Scientific literature review
« Established cooperation with external research groups

« Studies as a part of drug development, including post-market studies



CBD raises important safety concerns

What You Need to Know (And What We're  The use of CBD raises various
Working to Find Out) About Products Containing safety concerns, especially with
Cannabis or Cannabis-derived Compounds, long-term use.
Including CBD
The FDA is working to answer questions about the science, safety, and quality of products containing
combis ad camabi e compounds, parclrly CE0  Studies have shown the potential
for harm to the liver, interactions

with certain medications and
possible harm to the male

Potential harm, side effects and unknowns ~ reprOd UCtlve System .
1. CBD has the potential to harm you, and harm can happen even before vou become
aware of it . .
o CBD can causelver injury. « CBD exposure is also concerning
o CED c;:;ffect how other drugs you are taking work, potentially causing serious Wh en |t comes to ce rta N

¢ Use of CBD with aleohol or other drugs that slow brain activity, such as those Vu ! n e ra b I e po p u I ati O n S S u C h aS
used '.co treat amdetj". panic, sltress, or sleep tlijslorufiers_. increases the risk of Ch | I d ren an d th ose Wh O are
sedation and drowsiness, which can lead to injuries.
pregnant.

& Male reproductive toxicity, or damage to fertility in males or male offspring of
women who have been exposed, has been reported in studies of animals
exposed to CBD.
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https://www.fda.gov/consumers/consumer-updates/what-you-need-know-and-what-were-working-find-out-about-products-containing-cannabis-or-cannabis



FDA Statement: Existing frameworks not appropriate

 Given the available evidence, it is not

FDA Concludes that Existing Regulatory
Frameworks for Foods and Supplements are Not apparent how CBD products could

Appropriate for Cannabidiol, Will Work with meet statutory requirements for dietary
Congress on a New Way Forward supplements or food additives.

F chare in Linkecin | %5 Email | & Print

e « This is because of two key factors:

Principal Deputy Commissioner - Office of the Commissioner

Espafiol

— (1) CBD’s inherent risk profile

Given the growing cannabidiol (CBD) products market, the U.S. Food and Drug
Administration convened a high-level internal working group to explore potential
regulatory pathways for CBD products. Today we are announcing that after careful review,
the FDA has concluded that a new regulatory pathway for CBD is needed that balances
individuals’ desire for access to CBD products with the regulatory oversight needed to

manage risks. The agency is prepared to work with Congress on this matter. Today, we are - (2 ) th e h i g h Iy p rote Ctive Safety Sta n d a rd S

also denving three citizen petitions that had asked the agency to conduct rulemaking to . . . .
allow the marketing of CBD produets as dietary supplements. a n d th e I I m Ited rl S k m a n ag e m e nt 0 ptl O n S

The use of CBD raises various safety concerns, especially with long-term use. Studies have

shown the potential for harm to the liver, interactions with certain medications and fo r th e fOOd i n g red i e nt a n d d i eta ry

possible harm to the male reproductive system. CBD exposure is also concerning when it

comes to certain vulnerable populations such as children and those who are pregnant. S u p p I e m e nt p ath W a yS
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The food ingredient and dietary supplement pathways differ from the drug pathway

Typical users:

Summary of
safety standard:

Examples of risk
management
options:

“ Dietary Supplements Food Ingredients

Specific Group
Those with a specific medical
condition

For new drug approval:
Benefit outweighs risk

- Labeling with detailed
instructions and warnings
Prescription and behind counter

- Risk Evaluation and Mitigation
Strategy (REMS) program

- DEA scheduling

- Spontaneous adverse event
reporting

Broad Group
Those seeking to supplement their
diet and maintain health

Pre-market standard for new dietary
ingredients:

Reasonably expected to be safe
(benefits not considered)

- Safety standards

- Firms can indicate conditions of
use, e.g. recommended serving,
duration of use, population

- Users can report adverse events

Everyone
All people, including vulnerable
groups

Reasonable certainty of no harm
(benefits not considered)

Primarily through strict pre-
market safety standard

(not labeled conditions of use)
Users can report adverse events

12



FDA does not intend to initiate rulemaking...

FDA Issues Response to Three Citizen Petitions
Related to CBD and Dietary Supplements  We do not intend to initiate such a

rulemaking, because in light of the
available scientific evidence, it is not
satnary 26,2023 apparent how CBD products could
Today, the U.S. Food and Drug Administration (FDA) denied the requests in three citizen meet the app|ICab|e Safety Stand ard for

petitions, from the Consumer Healthcare Products Association (CHPA), the Council for

Responsible Nutrition (CRIV), and the Watural Products Association (INPA), that the FDA .

issue a regulation that would allow eannabidiol (CBD) products to be marketed as dietary d I eta ry S u p p I e m e n tS .
supplements. Such a regulation would be needed in order to provide a potential pathway

for CBD products to be lawfully marketed as dietary supplements, because a provision in

the law prohibits the marketing of certain drug ingredients as dietary supplements. The

FDA’s responses explain that we do not intend to initiate such a rulemaking, because in

light of the available scientific evidence, it is not apparent how CBD products could meet [ T h e reS po n S eS g ive d eta i I ed rati O n a I e .

the applicable safety standard for dietary supplements.

Constituent Update

The separate citizen petitions included other requests related to CBD and dietary
supplements that were all thoroughly reviewed and addressed in the respective FDA
responses.

In addition, the FDA issued a statement today on the broader work of the cross-agency ° T h e re S p O n S e S a re p u b I i CI y ava i I a b I e .

Cannabis Product Committee to explore potential regulatory pathways for CBD products.
That statement explains that the agency does not consider the existing distary supplement
and conventional food pathways to be appropriate for CBD and that the FDA is interested
in working with Congress to develop a new pathway that balances consumers’ desire to
access CBD products with the regulatory oversight necessary to better manage the risks
these products present.

13



FDA Statement: A new path forward

« Working with Congress to

FDA Concludes that Existing Regulatory
Frameworks for Foods and Supplements are Not develop a new pathway that

Appropriate for Cannabidiol, Will Work with takes a harm reduction
Congress on a New Way Forward approach_

F chare in Linkecin | %5 Email | & Print

* A new pathway could balance

Statement From: Janet Woodcock, M.D.

consumer access with regulatory
oversight.

Given the growing cannabidiol (CBD) products market, the U.S. Food and Drug
Administration convened a high-level internal working group to explore potential
regulatory pathways for CBD products. Today we are announcing that after careful review,

L ]
the FDA has concluded that a new regulatory pathway for CBD is needed that balances [ ) A t h I d ' ' l | ' ' l t
individuals’ desire for access to CBD products with the regulatory oversight needed to n e W p a Wa CO u I e e n
manage risks. The agency is prepared to work with Congress on this matter. Today, we are t d d t h I I "
also denving three citizen petitions that had asked the agency to conduct rulemaking to S a n a r S O e p p e O p e .
allow the marketing of CBD produets as dietary supplements.

The use of CBD raises various safety concerns, especially with long-term use. Studies have - m a n a g e a n d re d u Ce th e i r ri S k

shown the potential for harm to the liver, interactions with certain medications and

possible harm to the male reproductive system. CBD exposure is also concerning when it —_— k I f d h I b t
comes to certain vulnerable populations such as children and those who are pregnant. m a . e m O re I n O rm e C O I Ce S a O u
their health

14



A new way forward

* A new pathway could provide...

» Basic oversight, e.g.:
— Measures to mitigate the risk of contaminants

» Additional safeguards to mitigate specific
risks, which could include:
— CBD content limits
— Clear labels

— Measures to mitigate the risk of ingestion by
children

15



A new way forward

« Major segments of the CBD
market include

— Topical CBD products ,,m,g l ma
: CBD’
— Electronic CBD vapes T - *‘3‘.]%'5.11%“'5
— Smokeable hemp flower -
— CBD pet pr cts Examples of topical Examples of CBD products
C petp odu CBD products for animals

* Inhalable hemp products that
do not meet the definition of an
FDA-regulated product type
would not have FDA oversight
in the absence of a new
regulatory framework.

o - LA
FIED PURE CED

Examples of smokeable CBD products or CBD vapes 16



Products for animals

« CBD also poses risks to animals.

* People could be unknowingly exposed to CBD
through meat, milk, and eggs from animals fed
CBD.

 ltis not apparent how CBD could meet the safety
standard for substances in animal food.

* A new pathway could provide access and
oversight for certain CBD-containing products for
animals.

17



A new pathway...

Would not be necessary for products regulated through
existing means:

Marijuana

Hemp plants under cultivation

Approved drugs

ﬁ Hemp products for industrial uses
&
£

% Hempseed food ingredients

18



Enforcement: We continue acting against products posing immediate risks

* Our January 2023 announcement did not Warning Letters and Test Results for
change our approach to enforcement. Cannabidiol-Related Products

 We have issued warning letters to firms

m a rketl N g i Ower the past several vears, FDA has issued several warning letters to firms that market
unapproved new drugs that allegedly contain cannabidiol (CBD). As part of these actions,
— CBD prOd ucts marketed to treat diseases or for other FDA has tested the chemical content of cannabinoid compounds in some of the products,
and many were found to not contain the levels of CED they claimed to contain. It is
th era pe ut| C uses fo r h umans a nd/o ran | ma I S important to note that these products are not approved by FDA for the diagnosis, cure,
mitigation, treatment, or prevention of any disease. Consumers should beware purchasing
— CBD products for food-producing animals and using any such products.
— Foods for humans and animals with added CBD e v
. . L . 2021 Warning Letiers v
— CBD products with concerning routes of administration,
. . . . . 2020 Warning Letters wr
including nasal, ophthalmic, and inhalation
2019 Warning Letters v
— Delta-8 THC products _
2018 Warning Letters v
2017 Warning Letters v
2016 Warning Letters and Analytical Results v
2015 Warning Letters and Analytical Resulis v

19
https://www.fda.gov/news-events/public-health-focus/warning-letters-and-test-results-cannabidiol-related-products



Risks from CBD in foods

From fda.gov: Conversations with Experts on Food Topics:
“What the FDA is Doing to Protect Consumers from Cannabidiol (CBD) in Foods”

https://www.fda.gov/food/conversations-experts-food-topics/what-fda-doing-protect-consumers-cannabidiol-cbd-foods

* Particular concerns:
— Products that may result in accidental consumption or overconsumption of CBD
— Products in forms that are appealing to children, such as gummies, hard candies, and cookies
— Caffeinated beverages

« Using food to administer CBD makes it hard for people to control how much CBD they’re taking.

« Consumers eat food for other reasons than to take CBD, and they may end up taking more CBD
than they meant to.

« It can also be easy for someone to consume CBD accidentally when it’s in an ordinary-looking food.

« Caffeine is one of CBD’s possible drug interactions.

20



We have warned consumers about delta-8 THC products

5 Thinas to Know about Delta-8 1. Delta-8 THC products have not been evaluated or
Tetrahyd?ocannabinol - Delta-8 THC approved by the FDA for safe use and may be
marketed in ways that put the public health at risk.

... 2. The FDA has received adverse event reports
— involving delta-8 THC-containing products.

eeeeeeeeeeeeeeeeee

DELTA-8 THC
g HAS SERIOUS
} HEALTH RISKS

3. Delta-8 THC has psychoactive and intoxicating
effects.

4. Delta-8 THC products often involve use of
potentially harmful chemicals to create the
concentrations of delta-8 THC claimed in the
marketplace.

5. Delta-8 THC products should be kept out of the
reach of children and pets.

21



We have warned consumers about accidental ingestion of foods containing THC

FDA Warns Consumers About the Accidental
Ingestion by Children of Food Products
Containing THC

f share W Tuest | M Linkedin | % Email | & Print

May 13, 2022

Audience

+ All consumers

What is the problem?

+ Edible produects containing tetrahydrocannabinol (THC) can be easily mistaken for
commonly consumed foods such as breakfast cereal, candy, and cookies, and
accidentally ingested.

+ Agcidental ingestion of these products can lead to serious adverse events, especially

in children.

+ Some edible products are designed to mimic the appearance of well-known branded
foods by using similar brand names, logos, or pictures on their packaging. These
copvcats are easily mistaken for popular, well-recognized foods that appeal to
children.

+ The FDA is aware of reports of copyeat products packaged to leok like Cap'n Crunch,
Cocoa Pebbles, Cocoa Puffs, Froot Loops, Fruity Pebbles, Nerds Ropes, Starbursts,
Sour Patch Kids, and Trix, among others.

Examples of Products

Who is at risk?

The FDA is advising consumers about the risk of accidental ingestion, especially by
children, of edible produects that contain THC. Accidental ingestion of these edible
products may cause serious adverse events.

Summary of Problem and Scope

Some manufacturers are packaging and labeling edible products containing THC to loock
like popular brands of commonly consumed foods, such as breakfast cereal, candy, and
cookies. These products appeal to children and may be easily mistaken for popular, well-
recognized foods.

The FDA is aware of multiple media reports describing children and adults who
accidentally consumed copyeat edible produets eontaining THC and experienced adverse
events. Additionally, from January 2021 through April 24, 2022, the FDA received over
100 adverse event reports related to children and adults who consumed edible products
containing THC. Some individuals who ate these edible products reportedly experienced
adverse events such as hallucinations, increased heart rate and vomiting, and many
required medical intervention or hospital admission. Seven of the reports specifically
mention the edible product to be a copyeat of popular foods, such as Cocoa Pebbles, Nerds
Rope, Skittles, Sour Patch Kids, and Starburst.
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FUA

We have warned consumers about accidental ingestion of foods containing THC

U.5. FDA £ @US FDA - May 13, 2022
SAFETY ALERT: Risk of accidental ingestion, especially by children, of

edible products that contain THC. Some manufacturers package & label

these products to look like cereal, candy, and cookies that appeal to
children & easily mistaken for popular foods. fda.gov/food/alerts-ad...

®

SAFETY ALERT:

L

Q 9 1 57 Q a7 ihil X,

U.S. FDA £ @US FDA - May 13, 2022
Accidental ingestion of these products can lead to serious adverse
events, especially in children. We're aware of reports of copycat products
packaged to look like Cap’n Crunch, Nerds Ropes & Starburst, among
others.

QO 1 11 3 D7 il X

U.S. FDA 2 @US FDA - May 13, 2022

From January 2021 through April 24, 2022, we received more than 100
adverse event reports related to children and adults who consumed
edible products containing THC.

Q1 1 3 Q7 ihi X

U.5. FDA 2 @US FDA - May 13, 2022

Some individuals who ate these edible products reportedly experienced
adverse events such as hallucinations, increased heart rate and vomiting,
and many required medical intervention or hospital admission.

Q 2 rl 4 @ 8 thi &
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We are working with state partners to address risky products

FOR IMMEDIATE RELEASE
CONTACT: Jill Phillips, Executive Director
Jill.Phillips@state.mn.us

Minnesota Board of Pharmacy files suit against Moorhead-based
manufacturers and retailers of edible cannabinoids

Board of Pharmacy embargoes and seeks destruction of over S7 million of edible
cannabinoids exceeding the THC limits set by state law

December 5, 2022 (SAINT PAUL) — The Minnesota Board of Pharmacy announced today that it
has filed a civil lawsuit in Clay County District Court against Northland Vapor Company Moorhead
LLC, Northland Vapor Company Bemidji LLC, and Wonky Confections LLC, (collectively “Northland

‘ Vapor”) alleging they have violated Minnesota’s edible cannabinoid laws (Minnesota Statute
151.72).

Under the law, an edible cannabinoid product sold in Minnesota must not contain more than five
‘ milligrams of any hemp-derived tetrahydrocannabinol (THC) in a single serving or more than a

total of 50 milligrams per package. The lawsuit alleges Northland Vapor sold edible cannabinoid
products that contain THC far in excess of five milligrams per serving and far in excess of 50

milligrams per package. Investigators found packages containing 2,500 milligrams of THC, 50
‘ times the amount permitted under Minnesota law.

FDA_ORA &
@FDA_ORA

| ALERT: FDA recently forwarded a complaint re: a
serious adverse event associated w/Wonky
Confection’s Death by Gummy Bears delta-8 THC
product to the MN Board of Pharmacy, resulting in a
state action against this firm. LEARN MORE:
mn.gov/boards/pharmac...

.
1000 mgq_
DEATH

. \BY

6:09 PM - Dec 5, 2022

https://mn.gov/boards/assets/Edibles%20Release_Final_tcm21-550091.pdf

FDA_ORA & @FDA_ORA - 1m
Replying to @FDA_ORA

Today's announcement from the MN Board of Pharmacy is an example of
how the FDA is actively working w/its state partners to address risky
products containing delta-8 THC & other cannabis derivatives. LEARN
MORE: mn.gov/boards/pharmac...

Q 1 0 Q &




Common misconceptions in media reports

* Misconception: “FDA said for years it was working toward regulations for
CBD”

— We stated, “the FDA would only consider doing so if the agency were able to determine

that all other requirements in the FD&C Act are met, including those required for food
additives or new dietary ingredients.”

« Misconceptions: “CBD is legal,” “Delta-8 THC is federally legal”
— The Farm Bill removed hemp from the Controlled Substances Act.

— Congress explicitly preserved the agency’s current authority to regulate products
containing cannabis or cannabis-derived compounds under the Federal Food, Drug, and
Cosmetic Act (FD&C Act) and section 351 of the Public Health Service Act.

— To be lawful, hemp products must comply with applicable provisions of the FD&C Act.

* Misconception: “The FDA refused to regulate [CBD]”

— Given the available evidence, it is not apparent how CBD products could meet safety
standards for dietary supplements or food additives, or how FDA could justify rulemaking.

25



Conclusions

« Existing regulatory frameworks for foods and supplements are not
appropriate for CBD.

— ltis not apparent how CBD products could meet safety standards for dietary supplements
or food additives.

* We look forward to working with Congress on a new way forward.
— A harm reduction regulatory approach

« QOur enforcement efforts continue to target products posing the

greatest risks.

— We will continue to take action against CBD and other cannabis-derived products to
protect the public, in coordination with state regulatory partners, when appropriate.

— We will remain diligent in monitoring the marketplace and acting within our authorities.

26



Information on FDA Regulation of Cannabis Products

On this web page:
e FDA News Releases & Statements FDA Regulation of Cannabis and Cannabis-

Derived Products, Including Cannabidiol (CBD)
« Consumer Information

« FDA Remarks and Testimony

» FDA News Releases and Statements

= Consumer Information

« Science & Research | Dttt

Infant Formula Information « Science & Research
and Ongoing FDA Efforts to . Other Regulatory Resources
Increase Supply HIer hegliatory sesourees
[ J + Questions and Answers
er neguiator esources , _ _
infantil y los esfuerzos. FDA’s Cannabis Product Committee (CPC) develops and implements cross-Agency

continuos de la FDA para strategy and policy for the regulation of cannabis products.
aumentar su suministro

° Q u eStI O n S a n d An Swe rS N FDA News Releases and Statements

Date Title Document Type

January 2023 FIDA Concludes that Existing Requlatory Frameworks for Foods and are Not Appropriate for FDA Statement
Cannabidiol, Will Work with Congress on a New Way Forward

January2023  EDA lssues Response 1o Thies Citizen Petitions reisted to C3D and Distary Supplements CFSAN Constituent
Updatz

Movember 2022 FDA Warns Companies for lliegally Selling Food and Beverage Products that Contain C3D (GFSAN Constituent
ontact:
L}
May 2022 FDA Warns Four Companies for lllegally Selling CBD Products Intended for Use in Food-Producing Animals CVM Update
CPC@fda.hhs.gov

May 2022 FDA Issues Waming Letters to Companies lllegally Selling CBD and Defte-8 THC Products FDA News Release
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