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As attorneys and insurance professionals in
the cannabis industry are aware, with legaliza-
tion efforts for cannabis and cannabis-related
products (such as CBD and Delta-8 THC) for
medical and recreational use in approximately
34 states, consumers are experiencing an
exploding range of new and different products
for legal cannabis consumption. Legislative
efforts to legalize marijuana in Kentucky have
stalled yet again in 2021. Nevertheless, CBD
(made from hemp), and Delta-8 THC (a con-
troversial cannabis extract whose legality is
widely disputed) are available to the public in
the Commonwealth.

In purchasing and using these products,
many consumers prefer the experience of
vaping. As would be the case with any type
of inhalation product, consumers and retail-
ers have a natural interest in safety for CBD
or Delta-8 vapes. Vaping safety in general is
a concern that in recent years has come to a
head in the e-cigarette vaping industry, with
a wave of litigation by consumers against
Juul Labs related to its e-cigarette products.
Importantly, some of the same concerns
expressed by consumers and regulators in
the e-cigarette industry also have potential
effects for the CBD and Delta 8-THC indus-

‘Lven among states that
have not yet legalized
medicinal or recreational
cannabis, many have
passed measures
permitting the use of
cannabidiol (CBD) and/or
Delta-8 derived from
federally-compliant
hemp plants”

tries, including the use of artificial flavors
previously identified by National Institute for
Occupational Safety (NIOSH) and others as
potential health risks in the inhalation setting.

This article will briefly cover the legal,
health, and regulatory history of artificial fla-
vor products of concern, and explain current
litigation concerns (including the Juul litiga-
tion) about consumer use of these ingredients
in CBD and Delta-8 vaping products, with
an eye toward consumer education as well as
legal and risk management.

A GROWING INDUSTRY

Over the past twenty years, ballot measures
for the legalization of medicinal and recre-
ational cannabis have swept across the United
States. California was the first state to legalize
medical marijuana in 1996, and Washington
and Colorado became the first two
states to legalize recreational use in
2012.! Following in the footsteps
of these progressive pioneering
states, 19 other states have since
legalized adult recreational canna-
bis use, and 36 states have legalized
medicinal cannabis use.>

With the widespread legaliza-
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tion of cannabis, a new market has emerged
offering consumers a variety of products for
cannabis consumption, includi.ng vaping “/?Ega/’ d/HSS 0][ W/]EZL h8f
products. Similar to the explosive growth
of e-cigarettes, the use of a vaping device to
consume cannabis products has skyrock- DE/ fa -8 IUf Ud UCfS
eted in recent years, with vaping products
now accounting for more than 30% of legal- , , .
ized cannabis sales.> The rise in popularity UUHZL/HUE ZLU be a,/a//ab/e /n
of vaping cannabis is not surprising. Vaping
cannabis offers consumers many of the same

conveniences as e-cigarettes offer nicotine /( 8/7 ZL U 0/( _J/, / ZL /S

users, including portability, clean consump-
tion without ash, and access to flavored car- ,
tridges. However, the similarities between U/7 d /Sp U ZB d fha ZL CBH
vaping cannabis and e-cigarettes do not end
there. Cannabis cartridges may have more in 1 /
common with nicotine vaping products than ,U [ 0 d U GfS W / / / 0 0 /7 Z. / /7 U E
consumers and retailers imagine due to the
lack of federal regulations and test- ]

ing of artificial flavors in cannabis ZLU b E / Eg a/ [y a'/a/ / ab / E ZL 0
vapes.

Even among states that have ] ]
not yet legalized medicinal or 00/7 Sum HfS’ / /7 0/ UUI/ /7 g aS
recreational cannabis, many have , 4
passed measures permitting the
use of cannabidiol (CBD) and/ UBD Va’U /ng ﬂ rOdUGZLS’

or Delta-8 derived from federal-
ly-compliant hemp plants. CBD is a non-in-

toxicating cannabinoid extracted from the
hemp plant.* Studies have suggested that
CBD helps with a variety of health issues
including seizures, anxiety, insomnia, and
chronic pain.’ Kentucky first legalized the use
of hemp-derived medicinal CBD in 2014.° In
2017, hemp-derived CBD products with 0.3%
THC or less became legal for all consumers in
the Commonwealth.”

Like CBD, Delta-8 is a cannabinoid
derived from the hemp plant that causes psy-
choactive effects similar to that of THC, the
active ingredient in marijuana.® The legality
of Delta-8 is widely contested in Kentucky.
The Kentucky Department of Agriculture
recently issued a letter declaring that Delta-8
is illegal under state and federal laws, which
allegedly only create a narrow exemption
re-scheduling hemp-derived products con-
taining 0.3% or less of Delta-9 tetrahydro-
cannabinol (commonly known as simply as
“THC”), and do not create such an exemption
for Delta-8.9 However, hemp growers across
the Commonwealth argue that because this
exemption does not explicitly prohibit or
even address Delta-8, the substance is legal.*®
Most recently, a Kentucky hemp industry
trade organization filed a lawsuit in July 2021
attempting to enjoin the Commonwealth
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from seizing Delta-8 products following
initial police raids targeting the product.
Nevertheless, while this legal and regulatory
debate plays out, Delta-8 is still widely avail-
able throughout Kentucky.

A FLAVORED PAST

Regardless of whether Delta-8 products
continue to be available in Kentucky, it is
undisputed that CBD products will continue
to be legally available to consumers, includ-
ing as CBD vaping products. Flavored vaping
devices and e-cigarettes containing nicotine
were originally promoted as an alternative to
cigarettes without harmful chemicals and car-
cinogens. While many of the artificial flavors
used in nicotine vapes have long been recog-
nized as safe ingredients in food products,
recent scientific literature suggests that inhala-
tion of some of these ingredients can harm the
lungs.*> Citing this research, over goo lawsuits
have been filed against e-cigarette manufac-
turers, including JUUL Labs, Inc. The lawsuits
allege that Juul used appealing, kid-friendly
flavors to market a product that would cre-
ate and sustain a nicotine addiction without
the stigma associated with cigarettes.’ These
flavors include vanilla, cucumber, cool mint,
and mango, which consumers allege contain
artificial flavors and ingredients that are not
safe for inhalation.

The plaintiffs in the Juul lawsuit cited a
2016 study which analyzed the ingredients
in some of the most popular vaping flavors.*
The study found the concentration of artifi-
cial flavoring in nicotine vaping e-liquids to
be of toxicological concern, particularly with
flavors using diacetyl, acetyl propionyl (AP),
and benzaldehyde.’s

Diacetyl and AP are diketones, which are
naturally occurring in many foods, including
butter and beer. Artificial diketones are a key
component in artificial butter flavorings.*¢
Decades before artificially flavored e-liquids,
studies suggested that occupational inhalation
exposure to diacetyl in the food production
industry was associated with respiratory dis-
eases including obliterative bronchiolitis (BO)
and exertional dyspnea.” BO, sometimes
referred to as “popcorn lung,” is a rare pul-
monary disease characterized by inflamma-
tion, narrowing, or obliteration of bronchioles
in the lung. The connection between diacetyl
and BO was first investigated in 1985 when
NIOSH was called to a microwave popcorn
factory to investigate after two young, previ-
ously healthy non-smoking employees were
diagnosed with BO.*® NIOSH’s investiga-
tion noted the presence of diacetyl and other
chemicals in the factory but could not defin-
itively determine the cause of the employees’

As a result of these
studles, the Food and
Drug Administration
(FDA) and FEMA have
[ssued guigance stating
that the use of artificial
flavors in vaping products
should be rigorously
Studied before they
are used in any
e-liquids,
Despite this guidance,
and due fo a lack of
uniform reguilation, it is
Still normal practice for
manuiacturers of
e-liguias to sell
cartrioges without a
1ull ingredient list ™

illness.*

In 2000, NIOSH was called to investigate
a microwave popcorn plant in Missouri after
nine workers from the plant had been diag-
nosed with BO.> A three-year study of those
workers’ occupational exposures determined
that inhalation of butter flavoring chemicals
poses a serious risk for occupational lung dis-
ease.”* In December 2003, NIOSH issued a
safety alert to businesses that may have used
butter flavoring.>* The safety alert suggested
implementing safeguards, like the use of per-
sonal protective equipment, and requested
the employers notify and caution worker of
the risks.>

NIOSH and other private actors have con-
tinued to conduct research on the suspected
link between diacetyl and other diketone fla-
vorings and lung disease. The research has
produced some direct and indirect evidence
suggesting a link between exposure to fla-
vor-related compounds and excessive lung
function declines under certain conditions.
A flavoring manufacturers trade organi-
zation, the Flavor Extract Manufacturers
Association (“FEMA”), has indicated that
heating diacetyl will increase volatility and
air concentrations.>

Much like nicotine e-liquids, there are
dozens of CBD and Delta-8 e-liquid flavors
widely accessible on the consumer mar-
ket, including smooth vanilla, watermelon,
mango, and strawberry. Research conducted
in 2015 found the presence of diacetyl, AP,
and acetoin in vape flavors such as Cupcake,
Fruit Squirts, Wakiki Watermelon, Cotton
Candy Tutti Frutti, and Blue Water Punch.>

With increased awareness of the poten-
tial risks associated with inhalation of arti-
ficial flavors, many e-liquid manufacturers
and retailers have released statements that
their products do not contain diacetyl or AP.
However, a 2015 study investigated the dia-
cetyl and AP content in a variety of sweet-fla-
vored nicotine vaping liquids and found that
many e-liquids contained diacetyl and AP.>
Diacetyl was detected in 110 of the 159 sam-
ples and AP was detected in 53 samples.® 52
samples had levels of diacetyl that exceeded
the limits for occupational exposure recom-
mended by NIOSH.* Notably, these dike-
tones were detected in samples
from manufacturers who explicitly
stated that they were not present in
their e-liquids.

As a result of these studies, the
Food and Drug Administration
(FDA) and FEMA have issued
guidance stating that the use of
artificial flavors in vaping prod-
ucts should be rigorously studied
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before they are used in any e-liquids.* Despite
this guidance, and due to a lack of uniform
regulation, it is still normal practice for manu-
facturers of e-liquids to sell cartridges without
a full ingredient list. Even the most cautious
CBD and Delta-8 e-liquid consumers risk
unintentional exposure to diacetyl and AP.

RISK MANAGEMENT FOR CBD AND DELTA-8
INDUSTRY PLAYERS

Because of the lack of regulation around
artificial vape flavorings, manufacturers and
retailers of flavored CBD and Delta-8 vaping
products are vulnerable to similar litigation
that has plagued the nicotine vaping industry.
As such, manufacturers and those in the CBD
and Delta-8 industry should take measures
to ensure their protection. Hemp growers
should include indemnity agreements in their
contracts with industry purchas-
ers if litigation should arise. While
CBD and Delta-8 have not been
singled out to date as the compo-
nents of vaping products that raise
safety concerns, this defense will
not prevent growers from being
sued in the first place.

To control litigation risk, e-lig-

uid manufacturers should consider including
indemnity agreements in purchases from
flavor manufacturers. For example, these
indemnity agreements could contractually
require that all flavor manufacturers certify
that their products do not contain diacetyl or
AP and could also require the manufacturers
to identify any diketone components capable
of producing diacetyl as a byproduct.

In any contract with e-liquid manufactur-
ers, flavor manufacturers should explicitly
state whether or not diacetyl, AP, or any dike-
tone components capable of producing diace-
tyl as a bi-product are present in the flavors
when used in a vaping device. Like e-liquid
manufacturers, flavor manufacturers should
consider the allocation of litigation risk in
transactions, specifically related to the risks
associated either with worker exposure at
the e-liquid manufacturer’s operation, or in
a consumer lawsuit. For example, terms and
conditions of any sale could explicitly indicate
which party to the transaction bears the risk
associated with either workers’ compensation
or personal injury litigation.

In summary, the CBD and Delta-8 indus-
tries should closely monitor the nicotine
vaping litigation and proactively adapt their

practices to avoid future liability. Through
forward looking measures, the industry can
ensure a bright future as its popularity con-
tinues to soar.

Mark is a seasoned litigator
and senior partner who miti-
gates risk and delivers results
to his clients by partnering
with them to understand the needs of their
business, recognizing the nuances specific to
each product or service, and counseling them
through contentious situations from the incep-
tion of a claim through the finality of litigation.

As managing attorney for the Fort Mitchell,
KY office, and Co-Chair of Reminger’s Workers’
Compensation practice group, Mark specializes
in defending employers, commercial businesses
and decision-makers, from formulating and
implementing a national strategy in multijuris-
dictional litigation to managing multiple-suit,
mass-tort, large class actions and workers’ com-
pensation litigation.
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Nathan A. Lennon is a trial
lawyer with the Reminger
Company, based in the greater
Cincinnati and Northern
Kentucky area. His practice

is focused in the areas of
complex products liability,
environmental/toxic torts, and
government/public entity liability. A member

of Reminger’s diversity committee, he is also

the current chairman of the Cincinnati Bar
Association’s LGBT interests practice group
subsection. In addition, he serves as an advisory
member of the Cincinnati Paralegal Association’s
board of directors. Mr. Lennon is also a board
member of Equality Cincinnati PAC, a non-par-
tisan political action committee devoted to
furthering voter education and engagement in
diversity and human rights issues. In his spare
time, he enjoys mountain climbing, collecting art,
and working on his reconstruction-era home in
Covington, Kentucky.
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