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I. The current cannabis 
IP landscape
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• Cannabis has long been cultivated for industrial fiber 
as well as for recreational and medicinal use

• Cannabis contains compounds called “cannabinoids” 
that can act on cannabinoid receptors

− At least 113 distinct cannabinoids have been identified

− One such cannabinoid is tetrahydrocannabinol (“THC”), 

which is marijuana’s primary psychotropic compound

− Another is cannabidiol (“CBD”), which has been studied for 

its effects on anxiety, cognition, movement, and pain

The cannabis plant

cannabinoids

THC

CBD
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• Legal or not, the cannabis industry is booming: analysts have projected 
that in North America alone the cannabis market will grow from $9.2 billion 
in 2017 to $47.3 billion in 2027.[1]

• Products containing cannabidiol (“CBD”), which can be extracted from 
hemp, are part of a growing market that some analysts have projected will 
reach over $2.3 billion by 2022.[2]

The cannabis industry
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• Trademarks

− Symbol or word(s) that are legally 

registered or established by use as 

representing a company or product

− Mark identifies source or origin of the 

product or service to the consumer

− USPTO generally refuses to register 

marks that lack a “legal use,” or a bona 

fide intent to use legally, in commerce

Intellectual property
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• Patents

− Term-limited right to exclude others from 

making, using, or selling claimed invention

− Types: utility, design, plant

− Must be new, non-obvious, useful, subject-

matter eligible, described, and enabled

− No moral/legal requirement

− USPTO has been issuing cannabis patents 

since 1942; hundreds issued to date

Intellectual property
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• Copyrights

− Exclusive right given to the 

creator/author of an original work to 

reproduce the work for a limited time

− Can be federally registered

− Protects original expressions in the 

form of a creative work; does not 

protect ideas or concepts

− No moral/legal requirement

Intellectual property
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• Trade Secrets

− Information that derives economic value 

from being kept secret and is the subject 

of efforts that are reasonable under the 

circumstances to maintain its secrecy

− Federal cause of action for trade secret 

misappropriation now available under 

Defend Trade Secrets Act (“DTSA”)

− No moral/legal requirement

Intellectual property
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• The number of cannabis-related patent applications filed under the Patent 
Cooperation Treaty (“PCT”) has more than doubled in the past decade, 
with over 10,000 such applications filed since 1978, roughly 6,000 of 
which were filed after 2008.[3]

Cannabis intellectual property

Source: Cannabis 
Law Report (Figure 
provided by: World 
Intellectual Property 
Organization), 
https://cannabislaw.r
eport/cannabis-ip-
patents-top-10k-
double-in-last-
decade-figures-
reveal/
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• USPTO has been issuing cannabis-related patents for over 50 years, 
including to U.S. government agencies including the DHHS and NIH[4]

• The period from 2015 to 2017 saw the greatest increase in cannabis-
related patent applications filings before the U.S. Patent & Trademark 
Office, reaching an all-time high of 118 applications filed in 2017 alone[5]

Cannabis intellectual property
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Cannabis intellectual property

Companies Leading Patent Race in Canada

CIBA-GEIGY (Switzerland): 21
PFIZER (USA): 14
GW PHARMA (UK): 13
ERICSSON (Sweden): 13
MERCK (USA): 11
SOLVAY (Netherlands): 7
KAO (Japan): 7
OGEDA  (Belgium): 7
SANOFI-AVENTIS (France): 6
UCONN (USA): 6

Source: New Frontier Data[6]
Source: Malathi Nayak, Cannabis Companies Gamble on 
Patents to Lure Possible Suitors, Bloomberg Law (Aug. 1, 
2019), https://news.bloomberglaw.com/ip-law/cannabis-
companies-gamble-on-patents-to-lure-possible-suitors
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The business landscape

Source: Jenni Avins, The era of Big Weed is upon us, Quartz (Apr. 5, 2019) (data source PitchBook), 
https://qz.com/1585095/cannabis-companies-are-consolidating-into-alcohol-and-tobacco-conglomerates/
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• In 2018, at least two strategic partnerships were forged between 
traditional pharmaceutical companies and cannabis companies

− Tilray, a Canadian-based cannabis research, cultivation, processing, 

and distribution company, formed a partnership with Novartis AG’s 

Sandoz unit to develop and distribute medical marijuana where legal

− CannTrust, one of Canada’s leading licensed producers, formed a 

partnership with Apotex to develop dosage forms for medical cannabis 

products, including quick and sustained release forms of THC and 

CBD

The business landscape
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• Recent IP-driven acquisition activity in cannabis sector

− E.g., in 2018 Canopy Growth acquired Ebbu Inc., a Colorado-based 

hemp research company, citing Ebbu’s U.S. patent portfolio as a 

driver; portfolio said to cover, among other things, ways to reduce the 

cost of CBD production and engineer cannabis-infused beverages[7]

− In 2018, Canopy has acquired more than five dozen patents and 

applications by buying Ebbu, Storz & Bickel GmbH & Co. KG (a 

German vaporizer manufacturer), and KeyLeaf (a plant-based 

bioprocessing company based in Saskatchewan)[8]

Impact of IP on business



II. The legality of 
cannabis and its 
impact on IP rights

21
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Controlled 
Substances 
Act (“CSA”)

Cannabis

“Hemp”
defined as 
cannabis 

containing no 
more than 
0.3% THC 
(removed 
from CSA 
schedule)

“Marijuana”
defined as 
parts and 

derivatives of 
the plant 
Cannabis 
sativa L. 

(with specific 
exceptions)

The Hemp 
Farming Act 
(“Farm Bill”)

two classifications under U.S. law 
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• Patchwork of state laws and regulations that “legalize” 
marijuana for medicinal and/or adult use

• State laws allowing for the cultivation, possession, and use of 
marijuana are in conflict with federal law

State legalization v. federal prohibition

Source: Marijuana Policy Project, 
https://www.mpp.org/states/
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• 2018

− Canada legalizes marijuana for adult-use, including recreational use

− FDA approves first cannabis-derived pharmaceutical/drug (Epidiolex®)

− First cannabis patent infringement suit filed (UCANN v. Pure Hemp)

− DEA reclassifies Epidiolex as Schedule V, allowing for legal marketing

− President Trump signs 2018 Farm Bill into law (descheduling “hemp”)

The legal landscape

Gaham Abbott, Mitch McConnell Uses 
Hemp Pen to Sign Finalized Farm Bill, 
Ganjapreneur (Dec. 11, 2018), 
https://www.ganjapreneur.com/mitch-
mcconnell-uses-hemp-pen-to-sign-
finalized-farm-bill/
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• 2019

− First PTAB decision upholding claims of cannabis patent (Insys v. GW)

− District of Colorado upholds UCANN claims in face of 101 challenge

− WHO recommends descheduling hemp and rescheduling marijuana

− USDA holds public listening sessions on domestic hemp production

− USPTO issues new trademark examination guidelines on hemp

− FDA holds first public hearing on regulation of cannabis products

The legal landscape
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• On the horizon

− USDA to complete and publish its interim final rules for domestic hemp 

production by August 2019, in time for 2020 growing season[9]

− FDA stated that it is “expediting” its internal process for announcing 

regulations, promising an update by “around end of summer/early fall”

The legal landscape

Source: Twitter feed of Dr. Amy Abernethy (Verified account), @DrAbernethyFDA (Jul. 12, 2019)
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• Various federal agencies have given opinions on the legality of marketing 
and transporting hemp and hemp-derived products (including CBD)

− U.S. Department of Agriculture (USDA): issued a legal opinion on May 28, 2019 
addressing the regulation of hemp under the 2018 Farm Bill, stating that once the 
USDA issues implementing regulations, “States and Indian tribes may not prohibit 
the interstate transportation or shipment of hemp lawfully produced under a State or 
Tribal plan or under a license issued under the USDA plan;” indicated that it plans to 
release its interim final rules by August 2019 in time for 2020 growing season

− U.S. Food and Drug Administration (FDA): in the process of developing a plan for 
regulation; in the interim, the FDA has taken the position that the marketing and sale 
of CBD-containing foods and dietary supplements in interstate commerce is unlawful 
because CBD has already been approved as a drug; the FDA has also indicated that 
it will exercise its discretionary enforcement authority against any company making 
false or misleading health claims in relation to these products

USDA, FDA, and USPS guidance
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• Various federal agencies have given opinions on the legality of marketing 
and transporting hemp and hemp-derived products (including CBD)

− U.S. Postal Service (“USPS”) issued “Acceptance Criteria for Cannabidiol (CBD) 
Oil and Products Containing CBD," which provides guidance on mailing hemp-
derived CBD products; indicates that the USPS will allow for the mailing of hemp-
derived CBD products provided that the mailer includes a signed self certification 
statement, subject to the False Statements Act (18 U.S.C. § 1001), attesting that:

 the industrial hemp producer possesses a valid license issued by the USDA

 the mailer is authorized to market the product by such registered hemp producer 

 content being mailed is made from hemp containing no more than 0.3% THC

 the mailer is in compliance with all applicable federal, state, and local laws

 the mailer retains records establishing compliance with such laws for two years

USDA, FDA, and USPS guidance
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• The FDA has posted FAQ 13,[10] which appears to give the agency’s 
position on cosmetics and non-therapeutic topicals containing CBD:

− Cosmetics and non-therapeutic topical products that are devoid of harmful or 
adulterating additives are, in general, not subject to pre-market approval

− Consistent with this, FAQ 13 concludes that “FDA can take action if it has information
that an ingredient or cosmetic product is unsafe to consumers,” (emphasis added) 
suggesting that FDA does not regard pre-market approval as required

− That said, in response to announcements by CVS and Walgreens that they plan to 
start selling CBD topicals in a select states, outgoing FDA Commissioner tweeted:

 “I was also concerned to hear recently that several national pharmacy chains and other 

major retailers have begun to sell or will soon begin to sell cannabidiol (CBD) products 

in several states. We’ll be contacting them to remind them of #FDA obligations and our 

commitment to protect consumers against products that can put them at risk.” Scott 

Gottlieb, M.D., @SGottliebFDA (Apr. 2, 2019)[11]

CBD cosmetics and non-therapeutic topicals
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• The FDA has jurisdiction to regulate sale, manufacture, and marketing of 
tobacco products or so-called “covered tobacco products” under the 2009 
Family Smoking Prevention and Tobacco Control Act (“TCA”)

− A “tobacco product” is any “product made or derived from tobacco that is intended for 
human consumption, including any component, part, or accessory of a tobacco product” 
and “covered tobacco product” is a tobacco product deemed to be subject to the FDCA 
pursuant to 21 C.F.R. § 1100.2 (including ENDS, cigars, and pipe tobacco), but excludes 
any component or part that is not made or derived from tobacco

• This statutory framework is used to regulate vaping/smokeless tobacco 
products that deliver tobacco-derived nicotine; based on such statements, 
the FDA appears unlikely to regulate CBD-only smokables under the TCA

• That said, if CBD is a “drug,” the FDA’s other authority may be triggered

CBD vaping products
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• On July 22, 2019, the FDA sent a warning letter to Curaleaf—a relatively 
large, well-known, and publicly traded cannabis company—for making 
unsubstantiated health claims and misbranding their products as drugs:

− Having reviewed website and marketing materials, “FDA has determined that your 

‘CBD Lotion,’ ‘CBD Pain-Relief Patch,’ ‘CBD Tincture,’ and ‘CBD Disposable Vape 

Pen’ products are unapproved new drugs sold in violation of sections 505(a) and 

301(d) of the [FDCA], 21 U.S.C. 355(a) and 331(d). Furthermore, these products are 

misbranded drugs under section 502(f)(1) of the [FDCA], 21 U.S.C. 352(f)(1). FDA 

has also determined that your ‘Bido CBD for Pets’ products are unapproved new 

animal drugs that are unsafe under section 512(a) of the [FDCA], 21 U.S.C. 360b(a), 

and adulterated under section 501(a)(5) of the [FDCA], 21 U.S.C. 351(a)(5).”[12]

FDA’s warning letter to Curaleaf Inc.
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• Path 1

− While “marijuana” containing more than 0.3% THC remains within the 

definition of a Schedule I controlled substance, the 2018 Farm Bill has 

opened the door to cultivation, transport, sale of hemp-derived products

 Hemp-derived products (including hemp-derived CBD and other hemp-

derived cannabinoids, e.g., cannabinol (CBN) known for sleep and mood 

effects) may be deemed not subject to the CSA

 But such hemp-derived products will be subject to federal regulations and 

certain authorizations required by the 2018 Farm Bill, which have yet to be 

promulgated or issued by the FDA and the USDA

What does all this mean?
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• Path 2

− In 2018, the FDA approved a cannabis-derived “drug” (Epidiolex); the 

DEA subsequently rescheduled Epidiolex as a Schedule V substance, 

allowing for its marketing as a prescription pharmaceutical[13]

• Path 3

− Parts of the plant that have never been defined as subject to control 

under the CSA remain legal, e.g., hemp oil is extracted from the seeds 

of hemp, which is excluded from the CSA’s definition of marijuana

 FDA regards hulled hemp seeds, hemp seed protein, and hemp seed oil 

as products that are Generally Recognized as Safe (“GRAS”)[14]

What does all this mean?
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• The USPTO refuses to register trademarks for products and 
services that lack a “legal use” in commerce, which historically 
has limited protection for cannabis-related goods and services

− Exemplary language in such a rejection: “[A]pplicant must submit a 

written statement indicating whether the goods and/or services 

identified in the application comply with the Controlled Substances Act 

(CSA), 21 U.S.C. §§801-971. See 37 C.F.R. §2.69; TMEP §907.”

− In re PharmaCann LLC (T.T.A.B. June 16, 2017) (precedential)

− In re JJ206, LLC (T.T.A.B. Oct. 27, 2016) (precedential)

Impact on trademark rights
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• The USPTO’s eligibility inquiry extends to whether the product 
or service requires approval from the FDA and whether it is in 
compliance with the Food, Drug and Cosmetic Act (“FDCA”)

− Certain products and services require pre-market approval from the 

FDA (e.g., drugs/pharmaceuticals), while others do not (e.g., cosmetics 

that are devoid of harmful or adulterating additives)

− Products that are undergoing clinical investigation/review before the 

FDA and/or that are not yet FDA-approved and require such approval 

cannot be used in commerce without violating the FDCA

Impact on trademark rights
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• Following enactment of the Farm Bill in 2018, the USPTO 
released a new Trademark Examination Guide (May 2, 2019)

− The new guide addresses the availability of federal registration for 

marks covering cannabis and cannabis-related goods and services, 

and specifically products containing hemp-derived CBD, which were 

removed from the list of controlled substances under the CSA

− Examines compliance of use with: (1) the Controlled Substances 

Act, 21 U.S.C. §§801 et seq.; (2) the Federal Food Drug and 

Cosmetic Act, 21 U.S.C. §§301 et seq.; and (3) the Agriculture 

Improvement Act of 2018, Pub. L. 115-334 (2018 Farm Bill)

Impact on trademark rights
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Goods/Services Now Registrable Goods/Services Still Not Registrable

• Cannabis plants and derivatives such as 
CBD that contain no more than 0.3% THC 
on a dry-weight basis (i.e., “hemp” under 
the Farm Bill) and do not violate the FDCA
and are described accordingly

• Applications involving hemp cultivation or
production, provided that the applicant 
can establish authorization to produce
hemp

• Applications filed on or after December 
20, 2018 that identify goods/services for 
cannabis or CBD derived from “hemp”

• Products that are or contain marijuana
(i.e., cannabis sativa L. with more than 
0.3% THC) and/or any of its derivatives

• Foods, beverages, dietary supplements, 
or pet treats containing CBD – even if the 
CBD is derived from hemp*

• Applications filed before December 20, 
2018 that identify goods/services for 
cannabis or CBD derived from “hemp,” but 
applicant may amend filing date and, if 
opts to do so, must also amend to a valid 
filing basis

*The 2018 Farm Bill explicitly preserves the FDA’s authority to regulate products containing cannabis 
or cannabis-derived compounds under the FDCA; presently, the FDA has stated that marketing these 
types of products is not authorized, even if the products contain CBD that is derived from hemp

Impact on trademark rights
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• The patent laws are not intended to police morality or legality. 
Webber v. Virginia, 103 U.S. (13 Otto) 344 (1880)

• Patents are not invalid on the basis that “they are principally 
designed to serve immoral or illegal purposes” Juicy Whip, Inc. 
v. Orange Bang, Inc., 185 F.3d 1364 (Fed. Cir. 1999)

− “Congress is free to declare particular types of inventions unpatentable 
for a variety of reasons . . . . Cf. 42 U.S.C. § 2181(a) (exempting from 
patent protection inventions useful solely in connection with special 
nuclear material or atomic weapons). Until such time as Congress 
does so, however, we find no basis in section 101 to hold that 
inventions can be ruled unpatentable for lack of utility . . . .” Id. 
(emphasis added)

Impact on patent rights
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• Where products cannot be legally marketed without prior 
regulatory approval, approval is not a prerequisite for utility

− In re Brana, 51 F.3d 1560 (Fed. Cir. 1995): “FDA approval . . . is not a 
prerequisite for finding a compound useful within the meaning of the 
patent laws . . . . Usefulness in patent law, and in particular in the 
context of pharmaceutical inventions, necessarily includes the 
expectation of further research and development. The stage at which 
an invention in this field becomes useful is well before it is ready to be 
administered to humans. Were we to require Phase II testing in order 
to prove utility, the associated costs would prevent many companies 
from obtaining patent protection on promising new inventions.”

Impact on patent rights
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• 2018 saw the first cannabis patent infringement suit:

− United Cannabis Corporation v. Pure Hemp Collective Inc., Case No. 

1:18-cv-01922 (D. Colo. Jul. 30, 2018) (Martinez, J.)

 U.S. Patent No. 9,730,911 entitled “Cannabis extracts and methods 
of preparing and using same,” which claims liquid cannabinoid 
formulations wherein “at least 95% of the total cannabinoids” are 
one or more specified cannabinoids (e.g., CBD, THC, CBD/THC)

 United Cannabis Corporation sued Pure Hemp on the ‘911 patent

 Pure Hemp moved for summary judgment of invalidity on the basis 
that the ‘911 patent is directed to a patent-ineligible law of nature

Impact on patent rights
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− United Cannabis Corporation v. Pure Hemp Collective Inc., Case No. 

1:18-cv-01922 (D. Colo. Jul. 30, 2018) (Martinez, J.) (cont.)

 UCANN countered that the claims of the ‘911 patent are directed to 
human-engineered liquidized formulations that contain threshold-
amounts of cannabinoids that do not occur in nature

 Judge Martinez agreed with UCANN, explaining that even if it were 
“logically possible” that cannabinoids in nature might appear in a 
form that could be deemed a “liquid,” the claims nonetheless 
specify threshold concentrations of cannabinoids and related 
chemicals that do not occur naturally in liquid form and, therefore, 
UCANN’s claims are eligible and not “the handiwork of nature”

Impact on patent rights
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• 2019 saw the first final decision in an inter partes review (IPR) 
proceeding upholding certain claims of a cannabis patent:

− Insys Development Company, Inc. v. GW Pharma Limited et al., 

IPR2017-00503, Paper No. 36 (P.T.A.B. Jan. 3, 2019)

 Insys petitioned for IPR of GW’s patent directed to the use of 
cannabinoids, including CBD, to treat certain types of epilepsy

 Insys asserted prior art grounds based on clinical literature that 
involved the administration of CBD and THC to patients

 After a trial, the PTAB concluded that while claims 1 and 2 were 
obvious, the remaining claims (claims 3-13) were not

Impact on patent rights
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− Insys Development Company, Inc. v. GW Pharma Limited et al., 

IPR2017-00503, Paper No. 36 (P.T.A.B. Jan. 3, 2019) (cont.)

 The involved patent is associated with the first FDA-approved drug 
comprised of an active ingredient derived from cannabis (Epidiolex)

 The level of ordinary skill was defined as an M.D. or Ph.D. in 
pharmacology, chemistry, biochemistry, neurology, or a related field; 
did not require special experience related to cannabis

 Notwithstanding the unique subject matter, the PTAB analyzed the 
issues in largely the same way that one would expect to see in a 
more typical biopharmaceutical case involving dose ranges

Impact on patent rights
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• Copyright law does not require “legal use” and can be obtained 
for, e.g., logos, advertisements, product descriptions, photos, 
websites, etc. provided the content is (1) original to the author, 
(2) has a minimal level of creativity, and (3) is fixed in tangible 
form that is sufficiently permanent to be reproduced

• Registered copyrights have been asserted in federal court:

− Mile High Labs, Inc. et al. v. Canadian American Standard Hemp et al., 
Case No. 19-cv-80299 (S.D. Fla. Mar. 5, 2019) (voluntarily dismissed)

 Asserted copyrighted work was a “proprietary informational package” (e.g., 

photographs, images, details) showing CBD extraction capabilities 

Impact on copyrights
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• The definition of a trade secret under the DTSA does not include a 
requirement that the secret have a “legal use” – only that the information 
derives economic value from being kept secret and is the subject of efforts 
that are reasonable under the circumstances to maintain its secrecy

• Trade secret misappropriation claims have been asserted in federal court:

− Orochem Technologies, Inc. v. Whole Hemp Company, LLC et al., 
Case No. 17-cv-06983 (N.D. Ill. Apr. 13, 2017) (pending)

 Orochem is alleging trade secret misappropriation under the DTSA, claiming that 
a former Orochem employee left and secretly starting to work for the defendant, 
where he allegedly helped them establish a CBD production line that uses 
Orochem’s proprietary separation methods for extracting and purifying CBD from 
industrial hemp to produce a solvent-free and THC-free CBD product

Impact on trade secrets



III. Practical strategies 
for obtaining IP rights

46
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• Consider whether your mark is eligible under the new examination guide, 
which allows federal registration for marks related to legal “hemp” and its 
derivatives; consider amending filing date of application and filing basis 
from use to intent to use basis

• Consider argument that it is not a “legal impossibility” that the mark sought 
has, or will have, a legal use in commerce, which would distinguish cases 
like In re JJ206, LLC and John W. Carson Found v. Toilets.com, Inc.

− Consider seeking protection of goods or services that are “ancillary” to cannabis 
business under “zone of natural expansion” a.k.a. the trademark adjacency principle

− Describe goods and services so as not to be misinterpreted as “plant-touching”

Trademarks
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• Consider state-based protection, albeit geographically limited

• Consider copyright protection as an alternative or stopgap

Things to Know Ahead:

• Applications for marks covering cannabis and cannabis-related 
goods/services are typically considered “special marks” and are examined 
by a team of Examining Attorneys dedicated to examining marks for these 
types of products/services

• Even if the description of goods does not reference cannabis or cannabis-
related ingredients or uses, if the product (or device) is the type that is 
typically used for (also) consuming marijuana, the application will be 
forwarded to the team of Examining Attorneys assigned to examine these 
marks

Trademarks
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• Marks with these terms will likely trigger “special mark” status and 
further investigation/inquiry depending on applied-for goods/services:

− CANNIBIS, MARIJUANA, CANNA, HEMP and slang names for Marijuana (e.g., 420, 

BHANG, TOKE, GANJA); slang names for strains, e.g., PURPLE HAZE and 

CHARLOTTE’S WEB 

− SATIV or INDICIA – for medicinal herbs, smoking related paraphernalia, food/beverages, 

seeds, medicated products

− CBD, THC, “OG” BHO, HONEY OIL for goods in various Classes and services related to 

sale or use of these goods, e.g., bakeries, retail stores, smoking paraphernalia

• Goods/services covering hemp, hemp seed or hemp seed oil and 
applications will also be treated as “special” mark applications

• Specimens may also trigger this classification – USPTO will investigate 
even applications based on intent to use

Trademarks
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Trademarks
Lessons from recent and current Trademark Infringement Cases 

• Parody is not proving to be a dependable defense to trademark 

infringement in commercial contexts – courts are looking at two 

primary concerns of likelihood of confusion and dilution/tarnishment

• Because of federally illegal status of marijuana, tarnishment arguments 

which might otherwise prove a weak means for attacking marks, is not 

a stretch for popular products/services and especially for 

products/services that are marketed to children
• Mondelez Canada Inc., owner of Sour Patch brand of candy seeking 

to stop Stoney Patch from unfairly trading on goodwill of SOUR PATCH brand 

and tarnishing MCI’s IP rights. 
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• When protecting genetically-modified strains, compounds, formulations, 
dosage forms, methods of treatment etc. consider patent prosecution and 
enforcement strategies employed in the biopharmaceutical space

• Draft applications to cover a range of embodiments that anticipate 
prospective regulatory approvals or legalization trends; consider whether 
technology requires the use of cannabis or works with other material

• Consider utility patents as opposed to plant patent protection; plant patent 
protection is relatively narrow, can be difficult to obtain depending on prior 
art situation, and is not regularly enforced (so small body of case law)

• Avoid claiming cannabis-related inventions in a way that would make them 
susceptible to a “law of nature” subject matter eligibility challenge

Patents
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• Seek federal registration of original content associated with your business, 
e.g., logos, graphics, advertising, media, websites; benefits include:

− A certificate of registration from the U.S. Copyright Office is a prerequisite to initiate a 

lawsuit for copyright infringement in federal court

− Creates a presumption that the registrant is the rightful owner of the copyright, 

shifting the burden to the defendant to prove otherwise

− Allows for additional remedies, including statutory damages and attorneys’ fees

− Right is protected the moment it is created and fixed in a tangible form; registration 

need not be contemporaneous; registration is relatively easy and inexpensive

• Consider copyright registration as a stopgap for marketing and brand-
related materials that are not eligible for federal trademark protection

Copyrights
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• Consider trade secret protection for subject matter that is unlikely to be 
patent-eligible (e.g., natural cultivars; confidential business information; 
customer lists; pricing information; methods, formulas, or processes that 
are not inventive but competitively valuable when kept a secret)

• Ensure that strong non-disclosure agreements (“NDA”) are always in 
place with those involved with confidential aspects of the business, 
including third parties (e.g., investors, vendors, contractors, etc.)

• Ensure that employment agreements clearly set forth expectations with 
respect to secrecy, including what would constitute misappropriation of a 
trade secret both during and after an employment relationship

• Draft, maintain, and enforce secrecy policy and security measures

Trade Secrets
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• On May 31, 2019, the FDA held its first public 
comment session on its anticipated regulation of 
cannabis and its derivatives, including CBD

− Scientific Data and Information about Products Containing 

Cannabis or Cannabis-Derived Compounds Public 

Hearing

• Conducted before a panel of FDA officials, including 
acting commissioner, for more than nine hours

• Included roughly 100 speakers ranging from small 
business owners, manufacturers, lab operators and 
drugmakers to state officials, lawyers, patients, anti-
marijuana groups, and agricultural stakeholders

The FDA’s public hearing
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• US Pharmacopeia

• National Cannabis Industry Association

• Consumer Reports

• Hemp Feed Coalition

• U.S. Hemp Roundtable

• Marijuana Victims Alliance

• Holyoke Visiting Nurse Association

• Greenwich (GW) Biosciences

• American Veterinary Medical Association

• Consumer Healthcare Products 
Association

• National Animal Supplement Council

• Grocery Manufacturers Association

• Mile High Labs

The FDA’s public hearing

• Organic & Natural Health Association

• United Natural Products Alliance

• American Herbal Products Association

• Alzheimer's Association

• American Epilepsy Society

• Tuberous Sclerosis Alliance

• Parkinson's Foundation

• Food Marketing Institute

• Virginia Department of Agriculture

• Florida Department of Agriculture

• North Carolina Department of Agriculture

• Maryland Medical Cannabis Commission

• Pennsylvania Department of Agriculture
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 The FDA needs to provide clear regulatory guidance and define legal 
approval pathways for hemp-derived drugs, supplements, food additives, 
and other product-types falling within FDA’s regulatory authority

 The FDA needs to release guidelines and regulations quickly, not in 2-3 
years, because there is significant confusion and uncertainty in the 
marketplace today where these products have attained viral popularity

 Consumer trust is of critical importance so the FDA should apply its 
expertise in performing data driven, risk-based analysis of product safety 
and efficacy (where applicable), to ensure proper marketing and sale

Takeaways from the FDA’s public hearing
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 Standards are needed particularly with respect to:

 dosing, quality, purity (e.g., measuring contaminants, toxins, trace amounts of THC)

 distinctions needed between full-spectrum cannabinoid content versus CBD isolate

 manufacturing/production (e.g., GMPs, purity, quality, testing, lab accreditation)

 specification of the boundary between safe and unsafe amounts of CBD (e.g., is 

CBD really analogous to vitamin C, consider consumer behavior and child safety 

issues)

 adverse event reporting (e.g., mandatory not only spontaneous, frequency 

measures)

 labeling (e.g., potential side-effects and drug interactions)

 Need for clarification as to whether CBD will always be regulated as drug 
or is only a drug when delivered in certain forms and/or quantities

Takeaways from the FDA’s public hearing
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 Robust enforcement against companies that are practicing irresponsible or 
outright fraudulent/illegal product marketing; product quality and safety 
issues can make many products dangerous and create confusion

 Exercising FDA-enforcement discretion alone insufficient and could result 
in unequal or unfair treatment, particularly for responsible manufacturers 
and packagers who want to comply with any FDA guidelines

 Looking at the pharmacokinetics of CBD; differences depending on the 
route of administration; there is also the potential for drug-drug 
interactions in need of further study (e.g., warfarin, clobazam) and 
hepatotoxicity

Takeaways from the FDA’s public hearing



confidential  © Sterne, Kessler, Goldstein & Fox P.L.L.C. 2019 6060

 The de-scheduling of hemp from the CSA has not alleviated the burden on 
researchers where there are still onerous restrictions on obtaining access 
to DEA-approved sources of cannabis for use in a laboratory or clinic

 Practical solutions are needed for how to validate products as THC-free 
for purposes of Farm Bill compliance (0.3% or less) (e.g., approving 
intelligent auditing at strategic points in the supply chain and/or testing 
guidelines)

Takeaways from the FDA’s public hearing
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Thank You

Pauline M. Pelletier
Director
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