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Division of Dockets Management (HFA-305)
U.S. Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

RE: Comments from the Association of Food and Drug Officials
Docket No. FDA-2019-N-1482, “Scientific Data and Information about Products Containing Cannabis or
Cannabis-Derived Compounds; Public Hearing; Request for Comments”

The Association of Food and Drug Officials (AFDO) thanks FDA for the opportunity to provide comments related
to cannabidiol (CBD). AFDO represents food and medical products regulatory programs at the local, state, and
federal levels. The Association was founded in 1896 and actively collaborated with Dr. Harvey Wiley to secure
the passage of the Pure Foods Act of 1906. Our membership has been very challenged by the rapid expansion
in CBD products that have been actively introduced throughout the United States.

Distribution, Sale, and Use of CBD

Lack of clear and timely functional national policy has contributed to the widespread distribution of CBD
products and resulting concerns. Currently, products manufacturers are incorporating CBD into products
assuming it as safe as other food ingredients such as sugar and flour without supporting research. In addition to
the production of CBD for human and animal consumption and as an ingredient in cosmetics, food service
establishments across the country are now offering food and beverage to which CBD has been added as an
ingredient. This trend is no longer limited to a handful of establishments; rather, it is becoming common place
across the country. Across the United States, CBD products have quickly become widely available at a variety of
venues, from farmers’ markets to large-national retailers and food service operations. Recently, nationwide
chains, such as Kroger’s, Walgreens, and Carl’s Jr., have announced the sale of CBD products. On April 20, 2019,
a national quick service restaurant chain served CBD-infused “burgers” as part of a national promotion.

Health Impacts

States, like FDA, are challenged when trying to develop appropriate enforcement strategies, food safety
standards, and other safety-related requirements due to the lack of sound scientific research related to CBD,
particularly relating to inherent product and process hazards and to the product’s long-term health impacts of
ingestion, especially where CBD is used by those who are highly susceptible to adverse effects, including the
elderly, children, cancer patients, and those who experience chronic pain, the most common consumers of CBD.
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Most research, to date, has focused on CBD and its use as a drug for treatment of a variety of uses. Further,
Health Canada has noted CBD use can result in multiple drug interactions along with other potential risks.!

Consumer Protection

In addition to concerns over safety and adverse effects, states are particularly concerned about unfair and
deceptive practices, including unsubstantiated health claims, relative to CBD labeling and advertisement.
Recently, there have been reports across the United States of CBD products purporting specific quantities of
CBD that were analyzed and contained far less or no CBD.? In one published paper, researchers examined 84
CBD products from 31 companies and found that only 26 of those products were accurately labeled for CBD
concentration3.

Enforcement and Program Development

With CBD products’ widespread availability, lack of information about food safety hazards associated with the
product and processes, and lack of clear adverse health consequences from its use; enforcing a ban of CBD in
food and cosmetics would require significant resources at the local, state, and federal levels. Our members have
noted they have struggled with the lack of federal guidance related to CBD, and have stated that taking the
stance that CBD is illegal food was not sufficient to convince policy makers to provide resources to pursue active
enforcement. Additionally, it has proven difficult for programs that are attempting to develop industrial hemp
program oversight programs that are simultaneously protective of public health.

Status of State Oversight of CBD and Adverse Events
AFDO would like to share with FDA the results of two surveys of states’ regulatory programs:

Legality and Enforcement

The first survey, conducted in May 2019, asked states about legality and enforcement relative to CBD products.
Of 33 responding states, 13 have legalized CBD. Of those states allowing CBD sales, over half are utilizing 21 CFR
117 and portions of dietary supplement requirements to regulate this product. The other states are using a
version of the FDA Food Code in the oversight of food service and food stores that wish to use CBD as an
ingredient in a food product, or good manufacturing practices, under 21 CFR 110 or 117, to regulate the
manufacture of CBD products.

Of the 20 states that indicated CBD sales were illegal, only 8 states were pursuing any type of enforcement
action. The other 12 states either considered enforcement where health claims were clearly made, or took no
action to deal with CBD related products.

Adverse Event Reports
In aJune 2019 survey of state programs, 24 states responded on a question regarding adverse events related to
CBD, and only 2 states* reported adverse events. One provided information about a single complaint about an

1 https://www.canada.ca/en/health-canada/services/drugs-medication/cannabis/information-medical-practitioners/information-
health-care-professionals-cannabis-cannabinoids.html#a6.2

2 https://www.cbs58.com/news/cbd-test-shocking-results (Milwaukee, WI)
https://www.nbcnewyork.com/news/local/CBD-Products-Tested-505762921.html (New York, NY)
https://www.nbcmiami.com/investigations/505335101.html (Miami, FL)

3 https://ijamanetwork.com/journals/jama/fullarticle/2661569

4 Alaska and North Carolina reported adverse events.
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illness resulting from a CBD product. The other respondent shared that at least seven reports of adverse events
were reported to the state’s poison control center, the state’s marijuana control organization, or to the state’s
food safety program.

AFDO urges FDA to do the following:

Develop a regulatory framework for the production of hemp-derived products and extracts, including
CBD, being used for food, food additives and dietary supplements to protect public health and to
establish uniformity across the United states which would establish a legal pathway for these products
to enter the marketplace;

Create labeling standards to ensure that consumers are aware and informed of the products that they
are purchasing;

Work with states to develop public messaging around current laws and regulations regarding CBD and
update that messaging as regulations evolve;

Conduct a full survey of international research and adverse events, and consider leading additional
research related to CBD to determine the potential consequences of use;

Collaborate with USDA, who is tasked with approving states hemp plan to ensure the plans address
sanitation and GMPs;

Determine which CFR regulations should be used for CBD products in its various forms, from CBD oils
and tinctures to CBD added as an ingredient of a finished product;

Continue collaborating with the American Association of Poison Control Centers, and local and state
regulatory agencies to determine the occurrence of adverse events associated with CBD;

Determine how the manufacture of industrial hemp products, specifically CBD, fits within the FDA’s
existing regulatory schema; and

Develop a proactive strategy for addressing emerging products, such as CBD, so new issues associated
with the products may be dealt with prior to the widespread entry into the food supply.

Once again, we appreciate the opportunity to provide additional feedback on this important matter. We
welcome an opportunity for further dialogue on this matter.

Sincerely,

Steven Mandernach
AFDO Executive Director


















