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REQUEST FOR RECONSIDERATION AFTER FINAL ACTION DENIED

 

Issue date:  February 10, 2023

Applicant’s request for reconsideration is denied.  See 37 C.F.R. §2.63(b)(3).  The trademark 
examining attorney has carefully reviewed applicant’s request and determined the request did not: (1) 
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raise a new issue, (2) resolve all the outstanding issue(s), (3) provide any new or compelling evidence 
with regard to the outstanding issue(s), or (4) present analysis and arguments that were persuasive or 
shed new light on the outstanding issue(s).  TMEP §§715.03(a)(ii)(B), 715.04(a).  
 
Accordingly, the following requirement(s) and/or refusal(s) made final in the Office action dated July 
18, 2022, are maintained and continued: 
 

Section 1 and 45 Refusal – Unlawful Use of the Applied-For Mark in Commerce (FDCA 
Refusal)

•

Specimen Refusal – Substitute Specimen Required•
 
See TMEP §§715.03(a)(ii)(B), 715.04(a).  
 
If applicant has already filed an appeal with the Trademark Trial and Appeal Board, the Board will 
be notified to resume the appeal.  See TMEP §715.04(a).  
 
If applicant has not filed an appeal and time remains in the response period for the final Office 
action, applicant has the remainder of that time to (1) file another request for reconsideration that 
complies with and/or overcomes any outstanding final requirement(s) and/or refusal(s), and/or (2) file a 
notice of appeal to the Board.  TMEP §715.03(a)(ii)(B).
 
SECTION 1 AND 45 REFUSAL – UNLAWFUL USE OF THE APPLIED-FOR MARK IN 
COMMERCE (FDCA REFUSAL)
 
Registration was previously refused because the applied-for mark was not in lawful use in commerce as 
of the filing date of the application. Trademark Act Sections 1 and 45, 15 U.S.C. §§1051, 1127; see 
TMEP §907. 
 
To qualify for federal trademark/service mark registration, the use of a mark in commerce must be 
lawful.  Gray v. Daffy Dan’s Bargaintown, 823 F.2d 522, 526, 3 USPQ2d 1306, 1308 (Fed. Cir. 1987) 
(stating that “[a] valid application cannot be filed at all for registration of a mark without ‘lawful use in 
commerce’”); TMEP §907; see In re Stellar Int’l, Inc., 159 USPQ 48, 50-51 (TTAB 1968); Coahoma 
Chemical Co., Inc. v. Smith, 113 USPQ 413 (Com’r Pat. & Trademarks 1957) (concluding that “use of 
a mark in connection with unlawful shipments in interstate commerce is not use of a mark in commerce 
which the [Office] may recognize.”).  Thus, the goods and/or services to which the mark is applied 
must comply with all applicable federal laws.  See In re Brown, 119 USPQ2d 1350, 1351 (TTAB 2016) 
(citing In re Midwest Tennis & Track Co., 29 USPQ2d 1386, 1386 n.2 (TTAB 1993) (noting that “[i]t 
is settled that the Trademark Act’s requirement of ‘use in commerce,’ means a ‘lawful use in 
commerce’”)); In re Pepcom Indus., Inc., 192 USPQ 400, 401 (TTAB 1976); TMEP §907. 
 
Cannabidiol (CBD) is a chemical constituent of the cannabis plant.  On June 25, 2018, the U.S. Food 
and Drug Administration (FDA) approved the first prescription pharmaceutical formulation of plant-
derived CBD, Epidiolex®, for the treatment of two rare forms of epilepsy, Lennox-Gastaut syndrome 
and Dravet syndrome.  The Drug Enforcement Administration (DEA) placed Epidiolex® on schedule 
V of the CSA on September 27, 2018.  Nevertheless, marijuana and CBD derived from marijuana 
remain unlawful.  No other cannabis-derived drug products have been approved by the FDA.  Under 
the FDCA, any product intended to have a therapeutic or medical use, and any product (other than a 
food) that is intended to affect the structure or function of the body of humans or animals, is a drug.  21 
U.S.C. § 321(g)(1). An unapproved new drug cannot be distributed or sold in interstate commerce 
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unless it is the subject of an FDA-approved new drug application (NDA) or abbreviated new drug 
application (ANDA). 21 U.S.C. §§ 331(d) and 355(a), (b), & (j); see also FDA Regulation of Cannabis 
and Cannabis-Derived Products: Questions and Answers https://www.fda.gov/news-events/public-
health-focus/fda-regulation-cannabis-and-cannabis-derived-products-questions-and-answers copy 
previously attached.
 
Here, the goods to which the proposed mark are applied are unlawful under the Food, Drug and 
Cosmetic Act (FDCA), 21 U.S.C. §321(g)(1). Though applicant identifies its goods as "Skin lotions 
and oils for cosmetic purposes; any CBD in the goods being solely derived from hemp with a delta-9 
tetrahydrocannabinol (THC) concentration of not more than 0.3 percent on a dry weight basis" 
evidence of record and the applicant's specimen contradict the cosmetic nature of this identification.
 
Applicant concedes that its "products are for help in relieving tension and inflammation."
 
The applicant then argues that its products are also for "better looking skin and are meant not for those 
who are sick or have a disease but rather for those with an athletic and/or active lifestyle. The goods at 
issue are very simply not a drug, and the FDA has made clear that topical products such as this helping 
inflammation caused by exercise or an active lifestyle are excepted from being defined as a drug and do 
not require FDA approval." The applicant provides additional arguments with attached evidence that 
the FDA does not regulate over the counter (OTC) products intended to be used as topical products for 
helping inflammation. 
 
The applicant further argues "[t]he FDA, not the USPTO, is the government body that determines what 
products are considered drugs and/or for medical use such that they require FDA approval, and the 
FDA does not require approval for products like those of Applicant."
 
These arguments have been considered and found unpersuasive.  
 
The FDA treats goods with CBD as an active ingredient differently from other drugs and OTC 
products. Specifically, any product intended to have a therapeutic or medicinal use containing CBD is 
considered a drug, and the FDA does not include CBD as an acceptable ingredient in OTC goods. "We 
are aware that some firms are marketing CBD products to treat diseases or for other therapeutic uses, 
and we have issued several warning letters to such firms. Under the FD&C Act, any product 
intended to have a therapeutic or medical use, and any product (other than a food) that is 
intended to affect the structure or function of the body of humans or animals, is a drug.  Drugs 
must generally either receive premarket approval by FDA through the New Drug Application (NDA) 
process or conform to a "monograph" for a particular drug category, as established by FDA's Over-the-
Counter (OTC) Drug Review.  CBD was not an ingredient considered under the OTC drug review. 
 An unapproved new drug cannot be distributed or sold in interstate commerce." (emphasis added). See 
previously attached FDA Regulation of Cannabis and Cannabis-Derived Products: Questions and 
Answers. However, for applicant's convenience, the examining attorney has reattached the referenced 
FDA webpage with the referenced quotation highlighted.  
 
The attached webpage from the FDA entitled "Is It a Cosmetic, a Drug, or Both? (Or Is It Soap?)," 
provides the difference between "cosmetics" and "drugs" as well as provides explanations on how to 
determine a products intended use. The following is an example provided by the FDA of determining 
intended use of a product, "a massage oil that is simply intended to lubricate the skin and impart 
fragrance is a cosmetic, but if the product is intended for a therapeutic use, such as relieving muscle 
pain, it's a drug." See attached website screenshots. As such, the manner in which the applicant's goods 
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are advertised and marketed to consumers, such as stating "Oil up your achy joints for inst-ahhh relief; 
Rejuvenate with sooothing relaxation; Puts inflammation on notice so you can stay active; Melt away 
soreness & tension" establishes that the goods are therapeutic in nature. See attached website 
screenshots from applicant’s website. 
 
As discussed above the FDA treats products used for relieving pain and inflammation as therapeutic 
goods and as a drug. To further support this determination that topical products intended to relieve 
aches, pain, and inflammation are in violation of the FDCA, please see the attached FDA Warning 
Letters sent to Rena's Organic, BioMD Plus LLC, and Kingdom Harvest, which reference reviewing 
the applicant's website and marketing materials to determine the intended use of the associated 
products. The following excerpts from the attached warning letters have been provided (emphasis 
added): 
 

The letter to Rena's Organic states:  •
 

This is to advise you that the U.S. Food and Drug Administration (FDA) reviewed your 
website at the Internet address www.renasorganic.com in February 2022 and has 
determined that you take orders there for the products...“500 mg Pain Relief Cream,” 
“1000 mg Pain Relief Cream,”...all of which you promote as products containing 
cannabidiol (CBD). We have also reviewed your social media websites at 
www.facebook.com/RenasOrganic and www.instagram.com/renasorganic; these websites 
direct consumers to your website, www.renasorganics.com to purchase your products. The 
claims on your website and social media websites establish that your...“500 mg Pain 
Relief Cream,” “1000 mg Pain Relief Cream,”...products are unapproved new 
drugs sold in violation of sections 505(a) and 301(d) of the Federal Food, Drug, and 
Cosmetic Act (the FD&C Act), 21 U.S.C. 355(a) and 331(d)...“500 mg Pain Relief 
Cream” and “1000 mg Pain Relief Cream” are external analgesic drug products subject to 
section 505G of the FD&C Act, 21 U.S.C. 355h, which governs nonprescription drugs 
marketed without an approved application. Under section 505G of the FD&C Act, certain 
nonprescription drugs without an approved application —commonly referred to as "OTC 
monograph drugs"—may be legally marketed if they meet applicable requirements. In 
particular, topical products intended for use as an external analgesic are deemed to be 
GRASE and not a “new drug” if, among other things, they conform to the tentative final 
monograph (TFM) that is the most recently applicable proposal or determination for such 
drug issued under 21 CFR Part 330...However, your “500 mg Pain Relief Cream” and 
“1000 mg Pain Relief Cream” products do not conform to the conditions of use 
specified in the final administrative order, because the products’ active ingredient, 
CBD, is not an active ingredient in such order (nor in any applicable final monograph 
or TFM). (emphasis added).

 
The letter to BioMD states:•

 
This letter is to advise you that the U.S. Food and Drug Administration (FDA) reviewed 
your website at www.biomdplus.com in February 2022 and has determined that you take 
orders there for various human and animal products, which you represent as containing 
cannabidiol (CBD) or Delta-8 tetrahydrocannabinol (THC). We have also reviewed your 
social media websites at https://twitter.com/bioMDplus, 
https://www.facebook.com/bioMDplus/ and https://www.instagram.com/biomdplus/, 
which direct consumers to your website www.biomdplus.com to purchase your products. 



The claims on your website and social media accounts establish that your products, some 
of which are available in multiple varieties...“CBD Pain Relief Cream,”...(hereinafter 
referred to as “your CBD and Delta-8 THC products for humans”) are unapproved new 
drugs sold in violation of sections 505(a) and 301(d) of the Federal Food, Drug, and 
Cosmetic Act (FD&C Act), 21 U.S.C. 355(a) and 331(d)...On your CBD Pain Relief 
Cream webpage: “bioMDplus Pain Cream in 500mg strength is a new formulated pain 
relief topical cream that made for use on sore muscle areas and areas where there is 
pain. bioMDplus Pain Cream infused with the Quality Full Spectrum CBD. bioMDplus 
CBD Cream provides effective, fast and long-lasting pain relief.”...Based on the above 
labeling claims, your CBD and Delta-8 THC products for human use are drugs. We are not 
aware of any adequate and well-controlled clinical trials in the published literature that 
support a determination that any of these products are generally recognized as safe and 
effective (GRASE) for use under the conditions prescribed, recommended or suggested in 
their labeling. Thus, your CBD and Delta-8 THC products for human use are “new drugs” 
within the meaning of section 201(p) of the FD&C Act, 21 U.S.C. 321(p)...Even if your 
“CBD Pain Relief Cream” was considered a nonprescription drug, we note that a 
nonprescription drug product containing CBD cannot be legally marketed without an 
approved new drug application, regardless of whether the CBD is represented on the 
labeling as an active ingredient or an inactive ingredient. To date, no CBD-containing drug 
has met applicable FDA requirements to be legally marketed for nonprescription use. 
Nonprescription drug products that include CBD as an active ingredient are not 
GRASE and are new drugs which require an approved application to be legally 
marketed. (emphasis added). 

 
The letter to Kingdom Harvest states: •

 
This letter is to advise you that the U.S. Food and Drug Administration (FDA) reviewed 
your website at the Internet address www.kingdomharvest.com from October 2021 through 
April 2022 and has determined that you take orders there for various human and animal 
products, which you represent as containing cannabidiol (CBD) or Delta-8 
tetrahydrocannabinol (THC). We have also reviewed your social media websites at 
https://www.facebook.com/originalkingdomharvest/ and 
https://www.instagram.com/kingdomharvest/?hl=en; which direct consumers to your 
website www.kingdomharvest.com to purchase your products. The claims on your website 
and social media accounts establish that your products, some of which are available in 
multiple varieties...“Pain Relieving CBD Cream,” “Pain Relieving Cream,” “CBD & 
Menthol Pain Freeze Roll-On,”...(hereinafter referred to as “your CBD and Delta-8 THC 
products for humans”), are unapproved new drugs sold in violation of sections 505(a) and 
301(d) of the Federal Food, Drug, and Cosmetic Act (the FD&C Act), 21 U.S.C. 355(a) 
and 331(d)...Even if your “Pain Relieving CBD Cream,” “Pain Relieving Cream,” “CBD 
& Menthol Pain Freeze Roll-On,”...products were considered nonprescription drugs, we 
note that a nonprescription drug product containing CBD cannot be legally marketed 
without an approved new drug application, regardless of whether the CBD is represented 
on the labeling as an active ingredient or an inactive ingredient. To date, no CBD-
containing drug has met applicable FDA requirements to be legally marketed for 
nonprescription use. Nonprescription drug products that include CBD as an active 
ingredient are not GRASE and are new drugs which require an approved application to be 
legally marketed. CBD is not an active ingredient in any OTC monograph under section 
505G of the FD&C Act. Even if CBD could be considered an inactive ingredient in a 



nonprescription drug product, that product would still need an approved new drug 
application to be legally marketed, because the product would not meet the general 
requirements under section 505G of the FD&C Act under which certain 
nonprescription drug products may be marketed without an approved new drug 
application. In particular, such a product would not meet the general requirement with 
respect to the safety and suitability of inactive ingredients under 21 CFR 
330.1(e).(emphasis added). 

 
Lastly, the applicant argues that the applicant's specimen states "what's more, our topicals rejuvenate 
the skin, too." and that the applicant's goods are cosmetic in nature. To note the attached website 
screenshots from the applicant's website do not describe the products as being used to "rejuvenate the 
skin." Moreover, the applicant's website and specimen of use indicate that the identified good 
are intended to have a therapeutic use for the alleviation and treatment of inflammation and aches. It is 
this intended use which ultimately violates the FDCA, as explained in greater detail above with 
extensive examples from the FDA. The attached and referenced FDA warning letters establish that a 
review of an applicant's website and social media pages is a legitimate means to determine an intended 
use of the associated goods. Ultimately, the conflict between the applicant's identification of with the 
applicant's website and specimen providing that the intended use is for therapeutic pain relief purposes, 
is the reason for the FDCA Refusal and Specimen Refusal.  
 
New drugs may not be legally introduced or delivered for introduction into interstate commerce without 
prior approval from the FDA, as described in 21 U.S.C. §§331(d) and 355(a).   In order for an 
application to have a valid basis that could properly result in a registration, the use of the mark has to 
be lawful.  See In re Pepcom Indus., Inc., 192 USPQ 400, 401 (TTAB 1976).  The claimed use of the 
mark in commerce without FDA approval would be unlawful use in commerce.
 
In the event applicant is currently seeking FDA approval of the marketing of its goods, applicant may 
submit a copy of its marketing application and amend the filing basis of the application to claim a bona 
fide intent to use the mark in commerce under Section 1(b), 15 U.S.C. §1051(b), until such time as 
applicant’s application is approved, and lawful use may be alleged.   See 37 C.F.R. §§2.34 et seq., 
TMEP §§806 et seq.  Alternatively, applicant may respond to the stated refusal by submitting evidence 
and arguments against the refusal. 
 
Ultimately, because the applicant's goods contain CBD the goods are treated differently from other 
OTC medicines by the FDA, which prohibits use of CBD in said goods. 
 
For these reasons, the FDCA Refusal under Section 1 and 45 is now made FINAL. 
 
SPECIMEN REFUSAL - DOES NOT SHOW USE WITH IDENTIFIED GOODS 
 
Applicant was previously refused registration in International Class 003 because the specimen of record 
did not show use with the identified non-medicated skincare products. Response options for 
overcoming that refusal, if any, were set forth in the prior Office action. Applicant responded by 
arguing against the specimen refusal; however, the arguments have been considered and found 
unpersuasive for the reasons immediately stated below.
 
The applicant has applied-for the mark BENEFICIAL BLENDS for use in connection with "Skin 
lotions and oils for cosmetic purposes; any CBD in the goods being solely derived from hemp with a 
delta-9 tetrahydrocannabinol (THC) concentration of not more than 0.3 percent on a dry weight basis" 



in International Class 003.
 
The applicant's current specimen of record makes clear that the goods depicted therein are therapeutic 
or medicinal topical products, as explained in greater detail above. The TMEP states "[w]hen a 
specimen discloses that use of the identified goods is limited to a particular function or purpose, 
classification may be impacted." The TMEP goes on to provide the following example "orthopedic 
shoes are classified in Class 10 as medical apparatus, and ordinary shoes are classified in Class 25. If 
the specimen in an application for "shoes" in Class 25 shows that the goods are orthopedic shoes, the 
identification and classification must be amended to "orthopedic shoes" in Class 10." See TMEP 
§1401.07. Similar to the example provided in the TMEP, the specimen of use and attached website 
screenshots from applicant's website clearly establish that the goods are intended to be used for 
therapeutic or medicinal purposes to relieve inflammation and alleviate aches. 
 
Applicant argues the specimen of use does state "what's more, our topicals rejuvenate the skin, too." 
This phrase appears to convey an incidental benefit of the applicant's medicinal products rather than the 
intended use of applicant's goods. Moreover, "topicals" are defined as "Medicine Relating to, applied 
to, or affecting a localized area of the body, especially of the skin: a topical anesthetic." See attached 
American Heritage Dictionary definition. Medicinal and therapeutic goods are properly classified in 
International Class 005 with "pharmaceuticals" rather than the current classification in International 
Class 003, which is intended for "cosmetics and cleaning preparations." See TMEP §1401. 
Accordingly, this refusal is made final because the specimen of record demonstrates use with goods in 
International Class 005 rather than the identified goods in International Class 003.
 
Examples of specimens.  Specimens for goods include a photograph of (1) the actual goods bearing 
the mark; (2) an actual container, packaging, tag or label for the goods bearing the mark; or (3) a point-
of-sale display showing the mark directly associated with the goods.  See 37 C.F.R. §2.56(b)(1), (c); 
TMEP §904.03(a)-(m).  A webpage specimen submitted as a display associated with the goods must 
show the mark in association with a picture or textual description of the goods and include information 
necessary for ordering the goods.  TMEP §904.03(i); see 37 C.F.R. §2.56(b)(1), (c). 
 
Any webpage printout or screenshot submitted as a specimen must include the webpage’s URL and the 
date it was accessed or printed on the specimen itself, within the TEAS form that submits the specimen, 
or in a verified statement under 37 C.F.R. §2.20 or 28 U.S.C. §1746 in a later-filed response.  See 37 
C.F.R. §2.56(c); TMEP §§904.03(i), 1301.04(a).
 
Response option. Applicant may respond to this refusal by submitting, for each applicable 
international class, a different specimen (a verified “substitute” specimen) that (a) was in actual use in 
commerce prior to the expiration of the deadline for filing the statement of use and (b) shows the mark 
in actual use in commerce for the goods and/or services identified in the statement of use. A “verified 
substitute specimen” is a specimen that is accompanied by the following statement made in a signed 
affidavit or supported by a declaration under 37 C.F.R. §2.20: “The substitute (or new, or originally 
submitted, if appropriate) specimen(s) was/were in use in commerce prior to expiration of the filing 
deadline for filing a statement of use.” The substitute specimen cannot be accepted without this 
statement.
 
Applicant may not withdraw the statement of use. See 37 C.F.R. §2.88(f); TMEP §1109.17.
 
For an overview of this response option and instructions on how to submit a different specimen using 
the online Trademark Electronic Application System (TEAS) form, see the Specimen webpage.

http://www.uspto.gov/trademarks/law/substitutespecimen.jsp
http://www.uspto.gov/trademarks/law/specimen.jsp


 
COMMENTS
 
Applicant may call or email the assigned trademark examining attorney with questions about this 
Office action.  Although an examining attorney cannot provide legal advice, the examining attorney can 
provide additional explanation about the refusal(s) and/or requirement(s) in this Office action.  See 
TMEP §§705.02, 709.06. 
 
The USPTO does not accept emails as responses to Office actions; however, emails can be used for 
informal communications and are included in the application record.  See 37 C.F.R. §§2.62(c), 2.191; 
TMEP §§304.01-.02, 709.04-.05. 
 
How to respond.  File a request form for reconsideration of this final Office action that fully 
resolves all outstanding requirements and/or refusals and/or file a timely appeal form to the 
Trademark Trial and Appeal Board with the required fee(s).  Alternatively, applicant may file a 
request form for an extension of time to file a response for a fee.  

 

/Andrew Clark/
Trademark Examining Attorney
Law Office 107
(571) 270-7304
Andrew.Clark@USPTO.GOV
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Cosmetics & U.S. Law Whethera productis a cosmetic or a drug underthe lawis determined bya product's
intendeduse.Different laws and regulations applyto each typeof product. Firms
sometimesviolate the law by marketing a cosmetic with a drug claim or by marketing a
drug asif it were a cosmetic, without adhering to requirements for drugs.

Howdoesthe lawdefine a cosmetic?

Howdoesthe lawdefine a drug?
Howcan a product be both a cosmetic and a drug?

¢ Whatabout"cosmeceuticals" 

Howis a product's intendeduse established?
 rentfeHowarethe laws and regulations cosmetics and drugs?

Howare approvalrequirementsdifferent?
Whatdo these terms mean?

e Howare good manufacturingpractice requirementsdifferent?”
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« And whatifit's "soap"?
* Howdoes FDA define "soap"?
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Howdoesthe law define a cosmetic?

The Federal Food,Drug, and Cosmetic Act (FD&C Act) defines cosmetics bytheir intended
use, as "articles intended to be rubbed, poured, sprinkled, or sprayed on, introducedinto,
or otherwise applied to the humanbody...for cleansing, beautifying, promoting
attractiveness, oraltering the appearance" [FD&CAct, sec. 201(i)]. Amongthe products
includedin this definition are skin moisturizers, perfumes, lipsticks, fingernail polishes,
eye and facial makeup preparations, cleansing shampoos, permanent waves, hair colors,
and deodorants, as well as any substance intended for use as a componentof a cosmetic
product.

Howdoesthe law define a drug?

The FD&C Act defines drugs,in part, bytheir intended use,as "articles intended for use in
the diagnosis, cure, mitigation, treatment, or prevention of disease" and "articles (other
than food) intendedto affect the structure or anyfunction of the bodyof manor other
animals" [FD&C Act, sec. 201(g)(1)].

back to top

Howcanaproduct be both a cosmetic and a drug?

Someproducts meetthe definitions of both cosmetics and drugs. This may happen when a
producthas two intendeduses. For example, a shampoois a cosmetic becauseits intended
use is to cleanse the hair. An antidandruff treatmentis a drug becauseits intendeduseis
to treat dandruff. Consequently, an antidandruff shampoois both a cosmetic and a drug.
Amongother cosmetic/drug combinations are toothpastes that contain fluoride,
deodorantsthat are also antiperspirants, and moisturizers and makeup marketed with
sun-protection claims. Such products must complywith the requirements for both
cosmetics and drugs.
What about "cosmeceuticals"?

The FD&C Act does not recognize anysuch categoryas "cosmeceuticals." A product can be
a drug, a cosmetic, or a combination ofboth, but the term "cosmeceutical” has no meaning
underthe law.

Howis a product's intendeduse established?

Intended use maybe established in a numberofways. Thefollowing are some examples:

 



¢ Claimsstated on the product labeling, in advertising, on the Internet, or in other
promotional materials. Certain claims maycausea product to be considereda drug,
even if the product is marketed asif it were a cosmetic. Such claims establish the
productas a drug because the intended useis to treat or prevent disease or otherwise
affect the structure or functions of the human body. Some examples are claims that
products will restore hair growth, reduce cellulite, treat varicose veins, increase or
decrease the productionof melanin (pigment) in the skin, or regenerate cells.

e Consumerperception, which maybe established through the product's reputation.
This means asking whythe consumeris buying it and what the consumer expectsit to
do.

« Ingredients that cause a product to be considered a drug because theyhave a well-
known(to the public and industry) therapeutic use. An exampleis fluoride in
toothpaste.

This principle also holds truefor "essentialoils." For example, a fragrance marketed for
promotingattractiveness is a cosmetic. But a fragrance marketed with certain
"aromatherapy"claims, such as assertions that the scentwill help the consumersleep or
quit smoking, meets the definition of a drug becauseofits intendeduse. Similarly, a
massageoil that is simply intendedto lubricate the skin and impart fragrance is a
cosmetic, butif the product is intended for a therapeutic use, such as relieving muscle
aid, it's a drug.
back to top

Howare the laws and regulations different for cosmetics and drugs?

Thefollowing information is not a complete treatmentofcosmetic or drug laws and
regulations.It is intended only to alert you to some important differences between the
laws and regulations for cosmetics and drugsin the areas of approval, good manufacturing
practice, registration, and labeling. Questions regarding lawsandregulations for drugs
should be directed to FDA's Center for Drug Evaluation and Research (CDER).

Howare approval requirements different?

Underthe FD&C Act, cosmetic products and ingredients, with the exception of color
additives, do not require FDA approvalbefore theygo on the market. Drugs, however,
must generallyeither receive premarket approval by FDA through the New Drug
Application (NDA) process or conform to a "monograph"for a particular drug category, as
established by FDA's Over-the-Counter (OTC) Drug Review. These monographsspecify
conditions whereby OTC drug ingredients are generally recognized as safe andeffective,
and not misbranded. Certain OTC drugs may remain on the market without an NDA.
approval until a monographforits class of drugsis finalized as a regulation. However,
once FDA has madea final determination on the status of an OTC drug category, such
products musteither be the subject of an approved NDA [FD&CAct,sec. 505(a) and (b)],
or complywith the appropriate monographfor an OTC drug. (A note on the term
"new drug”: Despite the word "new," a "new drug" mayhave been in use for many years.

 



it a productis intendedtor use as a drug, it must complywith the requirements outlined
above.)
Whatdo these terms mean?

e An NDAisthe vehicle through which drug sponsors formally propose that FDA
approve a pharmaceutical for sale and marketingin the United States. FDA only
approves an NDAafter determining, for example, that the data is adequate to show
the drug's safety andeffectiveness for its proposeduse andthatits benefits outweigh
the risks. The NDAsystem is also usedfor newingredients and for newindications
entering the OTC marketplaceforthefirst time. For example, the newer OTC
products (previouslyavailable onlybyprescription)are first approved through the
NDAsystem,andtheir "switch" to OTC status is then approved,also through the
NDAsystem.

e FDA haspublished monographs,orrules, for a number of OTC drugcategories.
These monographs, which are published in the Federal Register, state requirements
for categories of nonprescription drugs, such as what ingredients may be used andfor
what intended use. Among the many nonprescription drug categories covered by OTC
monographsare

© acne medications

oe treatments for dandruff, seborrheic dermatitis, and psoriasis
o sunscreens

You can find information on FDA's website, under "Development and Approval Process
(Drugs)," especially "How Drugs Are Developed and Approved."If youstill have questions
about NDAs and OTC monographs, or anyotheraspectof drug regulation, please contact
CDER.You can contact CDER's Division of Drug Information, Small Business
Assistance at CDERSmallBusiness@fda-hhs.govor, for general drug-related inquiries,
CDER’sDivision of Drug Information at druginfo@fda.hhs.gov.

 

 

Howare good manufacturingpractice requirements different?

Good manufacturing practice (GMP)is an importantfactorin helpingto assure that your
cosmetic products are neither adulterated nor misbranded. However, while FDA has
provided guidelines for cosmetic GMP (see "Good Manufacturing Practice (GMP)
Guidelines/InspectionChecklist"), no regulations set forth specific GMP requirementsfor
cosmetics. In contrast, the lawrequires strict adherence to GMP requirementsfor drugs,
and there are regulations specifying minimum current GMPrequirements for drugs[Title
21 of the Code of Federal Regulations (CFR), parts 210 and 211]. Failure to follow GMP
requirements causesa drugto be adulterated [FD&C Act, sec. 501(a)(2)(B)].

Howareregistration requirements different?

FDA maintains the Voluntary Cosmetic Registration Program, or VCRP, for cosmetic
establishments and formulations [21 CFR 710 and 720]. As its name indicates, this
programis voluntary. The FD&C Act does not require cosmeticfirmsto register their

 

 

 



estanlsnmentsor fst Well proauct Lormwauons WItn FWA. in contrast, It 1s Manaatoryror
drugfirms to register their establishments andlist their drug products with FDA [FD&C
Act, sec. 510; 21 CFR 207]. See Drug Registration and ListingSystem (DRLS and eDRLS).

Howare labeling requirements different?

Acosmetic product must be labeled according to cosmetic labeling regulations. See the
Cosmetic Labeling Manual for guidance on cosmetic labeling andlinks to the regulations
related to cosmetic labeling. OTC drugs mustbe labeled according to OTC drug
regulations, including the "Drug Facts"labeling, as described in 21 CFR 201.66
Combination OTC drug/cosmetic products must have combination OTC drug/cosmetic

 

labeling. For example, the drug ingredients mustbelisted alphabeticallyas "Active
Ingredients,” followed by cosmetic ingredients,listed in descending orderof
predominanceas "Inactive Ingredients.”

back to top

Andwhatifit's "soap"?

Soap is a categorythat needs special explanation. That's becausethe regulatory definition
of "soap"is different from the wayin which people commonlyusethe word. Products that
meetthedefinition of "soap" are exemptfrom theprovisions of the FD&C Act because—
even though Section 201(i)(1) of the act includes "articles...for cleansing" in the definition.
of a cosmetic—Section 201(i)(2) excludes soap from the definition of a cosmetic.

Howdoes FDAdefine "soap"?

Not every product marketed as soap meets FDA's definition of the term. FDAinterprets
the term "soap" to apply only when

e the bulk of the nonvolatile matter in the product consists of an alkalisalt of fatty acids
and the product's detergent properties are dueto the alkali-fatty acid compounds,
and

e the product is labeled, sold, and represented solely as soap [21 CFR 701.20].

Products that meetthis definition of soap are regulated by the Consumer Product Safety
Commission (CPSC), not by FDA. Please direct questions about these products, such as
safety and labeling requirements, to CPSC.
If a cleanser does not meetall of these criteria...

Ifa product intendedto cleanse the human bodydoesnot meetall the criteria for soap, as
listed above,it is either a cosmetic or a drug. For example:

Ifa product

* consists of detergents, or
* primarilyof alkali salts offatty acids, and
* is intendednotonlyfor cleansing butalso for other cosmetic uses,
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it is regulated as a cosmetic. Examples of cosmetic uses include making the user more
attractive, by acting as a deodorant, imparting fragrance to the user, or moisturizing the
skin.

Ifa product

¢ consists of detergents, or
« primarilyof alkali salts of fatty acids, and
e is intended notonlyfor cleansing butalsoto cure, treat, or prevent disease, or to

affect the structure or anyfunction of the human body,

it is regulated as a drug, or possibly both a drug and a cosmetic. Examples include
antibacterial cleansers and cleansers thatare also intendedto treat acne.

Ifa product

e is intended solelyfor cleansing the human body,
e has the characteristics consumers generally associate with soap, and
© does not consist primarily of alkali salts of fatty acids,

it maybeidentified in labeling as soap, butit is regulated as a cosmetic.
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WARNINGLETTER

22-HAFE4-WL-02/CMSNo.613036

DearMs. Greenberg:

Thisis to advise you that the U.S. Food and Drug Administration (FDA)reviewed your
website at the Internet address www.renasorganic.comin February 2022 and has
determinedthat youtake ordersthere for the products “300 mg CBD Full SpectrumOil



Cannabinoid Tincture”, “600 mg CBD Full Spectrum Oil Cannabinoid Tincture,” “1500 mg
CBDFull Spectrum Oil Cannabinoid Tincture,” “500 mg Pain Relief Cream,” “1000 mg
Pain Relief Cream,” “1000 mg CBD Anti-Aging Beauty Cream,” “CBD SuperCider,” “CBD
Super Food,” and “Rena’s Organic For Pets 300mg CBD,”all of which you promote as
products containing cannabidiol (CBD). We have also reviewed your social media websites
at www.facebook.com/RenasOrganic and www.instagram.com/renasorganic; these
websites direct consumers to your website, www.renasorganics.com to purchase your
products. The claims on your website and social media websites establish that your “300
mg CBD Full Spectrum Oil Cannabinoid Tincture,” “600 mg CBD Full Spectrum Oil
CannabinoidTineture,” “1500 mg CBD Full Spectrum Oil Cannabinoid Tincture,” “500 mg
Pain Relief Cream,” “1000 mg Pain Relief Cream,” “1000 mg CBD Anti-Aging Beauty
Cream,” “CBD Super Cider,” and “CBD Super Food”products are unapproved newdrugs
sold in violation of sections 505(a) and 301(d)of the Federal Food, Drug, and Cosmetic
Act(the FD&C Act), 21 U.S.C. 355(a) and 331(d). Furthermore,these products are
misbranded drugs undersection 502(f)(1) of the FD&C Act, 21 U.S.C. 352(£)(1). FDA has

also determinedthat your “Rena’s Organic For Pets 300mg CBD”product is an.
unapproved newanimal drug that is unsafe under section 512(a) of the FD&C Act, 21
U.S.C. 360b(a), and adulterated under section 501(a)(5) of the FD&C Act, 21 U.S.C. 351(a)
(5). As explained further below,introducing or delivering these productsfor introduction
into interstate commerceviolates the FD&C Act. You can find the FD&C Act and FDA
regulations through links on FDA's homepage at www.fda.gov. You canfindspecific
information about how FDAregulates CBD at https://www.fda,gov/news-events/public-
health-focus/fda-regulation-cannabis-and-cannabis-derived-products-including-

Unapproved New Human Drugs

Based onourreviewof your website and yoursocial media websites, your “300 mg CBD
Full Spectrum Oil Cannabinoid Tincture,” “600 mg CBD Full Spectrum Oil Cannabinoid
Tincture,” “1500 mg CBD Full Spectrum Oil Cannabinoid Tincture,” “500 mg Pain Relief
Cream,” “1000 mg Pain Relief Cream,” “1000 mg CBD Anti-Aging Beauty Cream,” “CBD
Super Cider,” and “CBD Super Food” products are drugs under section 201(g)(1) of the
FD&C Act, 21 U.S.C. 321(g)(1), because theyare intendedfor usein the diagnosis, cure,
mitigation, treatment, or preventionof disease and/or intendedto affect the structure or
anyfunction of the body.

Examples of claims observed on your website https://renasorganic.com and your social
media website https: //www.facebook.com/RenasOrganic/ that establish the intended use
of your products as drugs include, but maynot be limited to, the following:

On the Blog post, “3 Reasons to Be Excited About CBD!” dated January15, 2021:
« “Cancer-Fighting Capabilities .. . recent studies have shownthat CBD can act as a direct
antitumoragentfor a variety of aggressive cancers and can even prevent the spread of
cancercells in the body.”
« “Potential for Neurodegenerative Disorders and Brain Injury... CBD hasvarious
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neuroprotective effects that have shown ettectiveness against neuralcell damagerelated to
various neurodegenerative disorders such as Alzheimer’s. CBD consumptioncan limit or
prevent the damagecausedby the advancing disease and even slow down the progression
of degenerative brain diseases. Studies are also being conductedto conclusively prove the
benefit of administering CBD immediately after traumatic brain injuries or spinal cord
injuries to prevent the release of harmful mediatorsthat often lead to permanent brain
damagein such scenarios.”

Onthe webpagetitled, “CBD Oil: Can It Treat Opioid Dependency?”linked from your
Facebookpost dated October 10, 2020 (which states “Opioid addiction kills 130 people in
the USA every day. The medical communitybelieves that CBD can curb opioid dependence
in the country.”):

+ “CBDisbeing touted asa safer alternative to opioids in the market. Unlike opioids, CBD
isn’t addictive and doesn’t have psychoactive properties. Preliminary studies showthat
CBDcan reduceopioid cravings, and thatit breaks the addiction cycle.”

+ “Seeing how CBD effectively manages pain, manyhealthcare providers have started
recommendingit to patients suffering from chronic pain and undergoing chemotherapy.”

+ “Prevents Relapse . .. Accordingto preclinical studies, the therapeutic properties of CBD
can reduce cravings for psychostimulants, opioids and hard drugslike cocaine. CBD also
rewires the brain’s programming to lowerthe intensity of cravings, makingit easier to
break theopioid addiction.”

On the Blog post, “How CBD Can Help You Quit Smoking” dated August 27, 2020:

+ “CBD canhelp you with smoking cessation. There’s mounting evidence that suggests that
CBD can decreasethe urge to smoke, until it disappears altogether.”

+ “Accordingto studies, CBD oil can help weaken habitual triggers and breaks the addictive
association with time, allowing smokers to quit.”

+ “Preventing Relapse .. . While therestill isn’t enough research to confidentlysay that
CBDoil can eliminate nicotine addiction, ongoing studies have proventhat it can be used
to prevent relapses when quitting cocaine and morphine.”

« “Combating Nicotine Withdrawal ... CBD triggers the release of serotonin by reacting
with §-HT1A receptorsin the brain (just like antidepressants) and preventsanxiety, stress
and moodinesscaused byquitting smoking.”

Onthe webpagetitled, “CBD Oil: Can it Help ADHDPatients?” linked from your Facebook
post dated October 23, 2020:

+ “CBDis especially useful in releasing serotonin in the bodyto combatfeelings of anxiety
and stress. Increasedlevels of serotonin in the body help usfeel more relaxed and boost
concentration—this is why many patients believe CBD can treat ADHD.”

+ “CBD is a muchsafer alternative to conventional ADHDtreatment. It’s all-natural, anditraaete with anr hadiag inhnilt rarantars ta nramate antimal fimetianalitey
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Onthe webpagetitled, “Curing Insomnia with CBD”linked from your Facebookpost dated
October 24, 2020:

+ “Anxiety and insomnia go handin hand. People whosuffer from anxiety usuallystruggle
with insomnia. Treating anxiety through therapy, medication, or CBD can help people
sleep better.”

Onthe webpagetitled, “What is CBD?”:

+ “At Rena’s Organic, I wantyou to share with you the truth about CBD andits amazing
properties. That’s because I want you and your loved onesto have analternative to risky
and debilitating pills and opioids.”

On the Blog post, “Howto Use CBD to CombatHoliday Stress” dated January 22, 2021:

+ “Reduced Anxiety and Depression . . . Studies showthat cannabidiol has anxiolytic-like
and anti-depressant-like effects, which can help reduce anxiety and depression in many
people. While moreresearch is required to prove the therapeutic effects of CBD, there are
several studies that suggest that CBD can help alleviate some symptomsofdepression and
makethe condition easier to manage.”

Onthe webpagetitled, “Using CBD Oil for the Symptomsof Fibromyalgia”linked from
your Facebookpost dated February9, 2021:

+ “CBDoil has helped countlesspatients gain relief from the debilitating symptomsof
fibromyalgia.”

+ “Accordingto a 2020 review, CBDoil has proven to .. . reduce inflammation, andrelieve
chronic pain. CBD also helps with ... anxiety, which ean keep people from achieving a
state of completerest.”

Ontheproductpage for “CBD Super Cider”:

* “Curbs Cravings”

« “Helichrysum [an ingredient in CBD Super Cider] is a powerful compound that works on
your Endo-cannabinoidsystem.It is know[sic] to be a potent:

o Anti-depressant
o Moodstabilizer
o InflammationFighter”

« “Orange Essential Oil [an ingredient in CBD SuperCider] may naturally relieve anxiety, .
. depression and inflammation of the body.”

Your “300 mg CBD Full Spectrum Oil Cannabinoid Tincture,” “600 mg CBD Full
Spectrum Oi] Cannabinoid Tincture,” “1500 mg CBDFull Spectrum Oil Cannabinoid
Tincture,” “1000 mg CBD Anti-Aging Beauty Cream,” “CBD SuperCider,” and “CBD Super
Food”are notgenerally recognizedassafe andeffective for the above referenced uses and,



Mmererore, tnese products are “new arugs” under section 201(p) OI Me Act [21 U.S.L.
321(p)]. With certain exceptions not applicable here, new drugs maynotbelegally
introducedordelivered for introduction into interstate commerce without prior approval
from FDA, as describedin sections 301(d) and 505(a)of the Act [21 U.S.C. 331(d), 355(a)].
FDA approves a newdrugonthebasis ofscientific data and information demonstrating
that the drugis safe andeffective.

External Analgesic Drug Products

Based on the abovelabeling claims, “500 mg Pain Relief Cream” and “1000 mgPain Relief
Cream”are topical products intendedforuse as external analgesics, among other uses. As
described below,these externalanalgesic drug products are unapproved new drugs
marketed in violation of sections 505(a) and 301(d) of the FD&CAct, 21 U.S.C 355(a) and.
331(d).

As previouslynoted, in general, a drug productis a “new drug” within the meaning of
section 201(p)of the FD&C Act, 21 U.S.C. 321(p), if it is not GRASE for use under the
conditions prescribed, recommended,or suggestedin its labeling; and in general, new
drugs maynotbe introduced ordelivered for introductioninto interstate commerce
without an approved application from FDAin effect, as described in section 505(a) of the
FD&C Act, 21 U.S.C. 355(a). No FDA-approved application pursuant to section 505 of the
FD&C Act, 21 U.S.C.355, is in effect for your “500 mg Pain Relief Cream” and “1000 mg
Pain Relief Cream”drug products.

“500 mgPain Relief Cream” and “1000 mgPain Relief Cream” are external analgesic drug
products subject to section 505G of the FD&C Act, 21 U.S.C. 355h, which governs
nonprescription drugs marketed without an approved application. Under section 505G of
the FD&C Act, certain nonprescription drugs without an approved application —
commonly referred to as "OTC monograph drugs"—maybelegally marketedif they meet
applicable requirements.In particular, topical products intended for use as an external
analgesic are deemed to be GRASEandnota “new drug”if, among otherthings, they
conform to thetentative final monograph (TFM)thatis the mostrecently applicable
proposalor determination for such drug issued under 21 CFR Part 330. We note that OTC
topical external analgesic products were addressed in the TFM for External Analgesic Drug
Products for Over-the-Counter Human Use(external analgesic TFM; 48 FR 5852,
February8, 1983) and subsequent rulemakings. The 1983 external analgesic TFM,in.
combination with subsequent determinations, was deemedto bea final administrative
order by section 505G(b)(8) of the FD&C Act. However, your “500 mg Pain Relief Cream”
and “1000 mgPain Relief Cream” products do not conform to the conditions of use
specified in the final administrative order, because the products’ active ingredient, CBD,is
not anactive ingredient in such order (norin anyapplicable final monograph or TFM).

Although CBDislisted as an inactive ingredientin the labels of your “500 mg Pain Relief
Cream” and “1000 mg Pain Relief Cream”products, the productlabeling clearly represents
CBDasanactive ingredient, which is a componentofa drug intendedto furnish
pharmacologicalactivity or other direct effect in the diagnosis, cure, mitigation, treatment,
or preventionofdisease,orto affect the structure or function of the body(see 21 CFR
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201.66(b)(2)). For instance, your product labels and website repeatedly highlight the use
of CBDfor various conditions (see above claims), include numerousreferences to CBD
with images of cannabis plants; and prominentlyfeature CBDontheprincipaldisplay
panels ofall of your “500 mg Pain Relief Cream”and “1000 mgPain Relief Cream”
products. CBD is not a permitted active ingredient underthe 1983 TFM.

EvenifCBD could be consideredaninactive ingredient in your “500 mgPain Relief
Cream” and “1000 mg PainRelief Cream”products, these products wouldstill need an
approveddrug application to be legally marketed because they would not meetthe
requirements for marketing under section 505G of the FD&C Act.In particular, these
products would not meetthe conditions undersection 505G(a)(1), insofar as they would
not conform with the general requirement in 21 CFR 330.1(e) that inactive ingredients
mustbe safe and suitable.1 A suitable inactive ingredient generally provides a beneficial
formulation function, such as a tablet binder or preservative, or improvesproduct delivery
(e.g., enhances absorptionor controls release of the drug substance).? CBD has no known
functionalrole as an inactive ingredientin a finished drug product. Additionally, an
inactive ingredient should notexert pharmacologicaleffects? and must be safe when used
at the intended dosage.4 CBD, however, has known pharmacologicalactivity with
demonstratedrisks.5 It is unknown whetherthelevels of CBD used in your “500 mg Pain
Relief Cream” and “1000 mgPain Relief Cream” products have pharmacological activity or
pose any concern for safety events. Accordingly, CBD cannotbe considered a safe and
suitable inactive ingredient as required under 21 CFR 330.1(e). Consequently, if CBD is
intendedto be an inactive ingredient in your “500 mgPain Relief Cream” and “1000 mg
Pain Relief Cream”product, that product would not meetthe general requirements for
nonprescription drugs needed for legal marketing under sections 505G(a)(1). Thus, “500
mgPain Relief Cream” and “1000 mgPain Relief Cream”do not meet requirements under
section 505Gof the FD&C Act, under which they would be deemed to be GRASE andnot a
newdrug.

In addition, FDAis not aware of any adequate and well-controlled clinical studies in the
publishedliterature that support a determination that “500 mgPain Relief Cream” and
“1000 mg Pain Relief Cream” are GRASE for use under the conditions prescribed,
recommended, or suggested in their labeling. Moreover, there is no evident basis under
the FD&C Act under which these products wouldbelegally marketed without an approved
application. Accordingly, “500 mg Pain Relief Cream” and “1000 mg Pain Relief Cream”
are unapproved new drugs marketed in violation of section 505(a) of the FD&C Act, 21
U.S.C 355(a). Introduction or delivery for introduction of such products into interstate
commerceis prohibited undersection 301(d)of the FD&C Act, 21 U.S.C. 331(d).

Misbranded Human Drugs

Your “300 mg CBD Full Spectrum Oil Cannabinoid Tincture”, “600 mg CBD Full
Spectrum Oi] Cannabinoid Tincture,” “1500 mg CBD Full Spectrum Oil Cannabinoid
Tincture,” “500 mg Pain Relief Cream,” “1000 mg Pain Relief Cream,” “1000 mg CBD
Anti-Aging Beauty Cream,” “CBD SuperCider,” and “CBD Super Food” products are also
misbranded within the meaningofsection 502(£)(1) of the FD&C Act, 21 U.S.C. 352(f)(4),

 



in that their labeling fails to bear adequate directions for use, “Adequate directions for
use” meansdirections under which a layperson can use a drug safely and for the purposes
for which it is intended. (See 21 CFR 201.5.) The aforementioned products are offered for
conditions that are not amenable to self-diagnosis and treatment by individuals who are
not medicalpractitioners; therefore, adequate directions for use cannotbe written so that
a layperson can use these drugs safelyfor their intended purposes. FDA-approved
prescription drugs that bear their FDA-approvedlabeling are exempt from the
requirements that they bear adequate directionsfor use by a layperson. However, your
productsare not exemptfrom the requirementthattheir labeling bear adequate directions
for use, 21 CFR 201,100(c)(2) and 201.115, because no FDA-approvedapplicationsare in
effect for them. The introductionor delivery for introduction into interstate commerce of
these misbrandeddrugsviolates section 301(a) of the FD&C Act, 21 U.S.C. 331(a).

Furthermore, your “500 mg Pain Relief Cream” and “1000 mg Pain Relief Cream”
products are also misbranded undersection 502(a) of the FD&C Actbecausethe labeling
of these products is false and misleading for several reasons.First, the labeling for these
products identifies CBD as an inactive ingredient but represents CBD as having purported
active pharmacological properties such aspainrelief, among others. Even if CBD could be
considered aninactive ingredient in these products, the prominentfeaturing of CBD on
the labeling of your “500 mg Pain Relief Cream” and “1000 mgPain Relief Cream”
products causes the products to be misbranded undersection 502(a) of the FD&C Act,
which deemsa drugto be misbrandedifits labelingis “false or misleading in any
particular,” and under 21 CFR 201.10(c)(4). Under 21 CFR 201.10(c)(4), “[tJhe labeling of
a drug maybe misleading by reason. . . [of] the featuring in the labeling of inert or
inactive ingredients in a mannerthat creates an impression ofvalue greater thantheir true
functional role in the formulation.”

301(1]) and Adulterated Foods

Wenote that someof your products appear to be promotedor labeled as conventional
foods. For example, your “CBD Super Cider” product is promoted as having a “delicious
taste” andthatitwill not “have that sickeningly, sweet taste that most drinks offer.”
Additionally, your “CBD Super Cider” and “CBD SuperFood”products are labeled with a
Nutrition Facts label. Your “300 mg CBD Full Spectrum Oil Cannabinoid Tincture”, “600
mg CBD Full Spectrum Oil Cannabinoid Tincture” and “1500 mg CBD Full Spectrum Oil
Cannabinoid Tincture” products, which are taken sublingually, also bear a Nutrition Facts
label. However, you should be awarethatit is a prohibited act under section 301(1])of the
FD&C Act, 21 U.S.C. 331(1)), to introduce or deliver for introductioninto interstate
commerce any food, including animal food, to which has been added a drug approved
undersection 505 of the FD&C Actor for which substantialclinical investigations have
been instituted and for which the existence of such investigations has been madepublic.®
Based on available evidence, FDA has concludedthatthe prohibition in section 301(Il)
applies to CBD.Thereis an exception if the substance was marketed in food before the
drug was approvedorbefore the substantialclinical investigations involving the drug had
beeninstituted. However, based on theavailable evidence discussed above, FDA hasranelndad that thie ic nat the eaca far CRD EDA ie nat awara af anv avidanca that wanld
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call into question its current conclusion that section 301(II) of the FD&C Act prohibits the
introduction into interstate commerce of any food to which CBD has been added, but you
maypresent FDA with any evidencebearingonthis issue.

According to your product labeling, your “CBD Super Cider” and “CBD SuperFood”
products are foods to which CBDhas been added. Therefore, the introduction or delivery
for introductioninto interstate commerceofthose products is a prohibited act under
section 301(ll) of the FD&C Act.

You shouldalso be aware that, as definedin section 201(s) of the FD&C Act, 21 U.S.C.
321(s), the term "food additive” refers to any substance the intended use of which results
in its becoming a component of anyfood, unless the substance is generally recognized as
safe (GRAS) amongqualified experts underthe conditionsofits intended use, or unless
the substance meetsa listed exception.”

Foodadditives require premarket approval based on data demonstrating safety. Any food
additive that has not been approvedforits intended use in food is deemed to be unsafe
undersection 409(a) of the FD&C Act, 21 U.S.C, 348(a), and causesthe food to be
adulterated undersection 402(a)(2)(C)(i) of the FD&C Act, 21 U.S.C. 342(a)(2)(C)(i).
Introduction of an adulterated food into interstate commerceis prohibited under section
301(a) of the FD&C Act, 21 U.S.C. 331(a).

There is no foodadditive regulation which authorizes the use of CBD. We are not aware of
anyinformation to indicate that CBDis the subject of a prior sanction (see 21 CFR Part
181). Furthermore,we are not aware of any basis to conclude that CBD is GRAS foruse in
conventional foods. FDA's regulations in 21 CFR 170.30(a)-(c) describe the criteria for
eligibility for classification of a food ingredient as GRAS.Theuse ofa food substance may
be GRAS based oneitherscientific procedures or, for a substance used in food before 1958,
through experience based on commonusein food (see 21 CFR 170.30).

Weknowofnobasis for general recognition ofsafety for CBD basedeither on scientific
procedures or commonusein foodprior to January 1, 1958. Based on ourreview of
published,scientific literature, existing data and information donot provide an adequate
basis to conclude that the use of CBD in food meets thecriteria for GRASstatus. Many
unanswered questions and data gaps about CBDtoxicityexist, and someofthe available
data raise serious concerns about potential harm from CBD.Ourreviewofpublicly
available data associated with the one FDA-approved CBDdrug,as well as ourreview of
publishedscientific literature, identified potential for liver injury from CBD and
potentially harmful interactions with certain drugs. In addition, studies in animals have
shownthat CBDean interfere with the development and functionof testes and sperm,
decrease testosteronelevels, and impair sexual behavior in males. Therefore, based on our
review, the use of CBD in conventional food products does notsatisfy the criteria for GRAS
status under 21 CFR 170.30.

FDAis not aware of any other exception to the food additive definition that would apply to
CBDfor use as an ingredientin a conventional food. Therefore, CBD added to anaceSRAMCNRRARARERRRS FEN OSA NOAERA RE
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the provisions of section 409 of the FD&C Act. Under section 409,a food additiveis
deemed unsafe unlessit is approved by FDAforits intendeduse prior to marketing. CBD
is not approvedfor use in any conventional food. Food containing an unsafe food additive
within the meaningof section 409is adulterated within the meaningof section 402(a)(2)
(C)(i) of the FD&C Act. Introductionof an adulterated foodinto interstate commerceis
prohibited under section 301(a) of the FD&CAct, 21 U.S.C. 331(a).

Unapproved New Animal Drugs

During ourreviewofyour website, www.renasorganic.com,and your social media
websites, www.facebook.com/RenasOrganic and www.instagram.com/renasorganic, FDA
determined that yourfirm is marketing the unapproved new animal drug “Rena’s Organic
For Pets 300mg CBD.” Based on our reviewof your website and social media websites,
your “Rena’s Organic For Pets 300mg CBD”is a drug undersection 201(g)(1) of the FD&C
Act, 21 U.S.C. 321(g)(4), becauseit is intendedfor use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in animals and/or intendedto affect the structure or
anyfunction of the bodyof an animal. Further, as discussed below,this product is an
unapproved new animal drug and marketing it violates the FD&C Act.

Examples of claims observed on your website www.renasorganic.com, andyoursocial
media websites, www.facebook.com/RenasOrganic and.
www.instagram.com/renasorganic,that establish the intendeduseof your “Rena’s Organic
For Pets 300mg CBD”as a druginclude, but are notlimitedto, the following:

On your product webpagefor “Rena’s Organic For Pets 300mg CBD”at
https://renasorganic.com/products/renas-organic-for-pets/:

+ “Whatever ailmentyourpetis suffering from, CBD or Cannabidiol, has shown extremely
promising results.”

Onyourblog posttitled “4 Uses for CBD for YourPets” at https://renasorganic.com/4-
uses-for-cbd-for-your-pets/:

« “Small scale studies have shown that CBD can help calm anxiouspets without
compromisingtheir health, so they’re easier to manage.”

+ “Let's look at someof the uses of CBD for yourpets:
1. CBD asa Painkiller
CBDis knownforits anti-inflammatory properties that makeit an effective painkiller for
humansand animals. Ifyourpet was injured in an accident, try massaging theeffective
area with potent CBD oils to reduce the
inflammation and pain....
2. CBDis an Anticonvulsant
It’s not very common, but pets can haveseizures too. Seeing your pet havea seizureis the
traumatizing,to say the least. If your pet has a condition that causes seizures or tremors,
use CBDto reduce them. CBDis an anticonvulsant;it’s proven to be very effective at

 



treating epilepsyand other similar conditions.

3. CBDfor Anxiety and Stress
Owners struggling to manage an anxiouspet can use CBD to calm them down.Both dogs
andpets can suffer from anxiety in the same way humansdo.Ifyou notice that your pet
hides in one corner of the house or gets aggressive when you're trying to leave the house,
you can use CBDto put them at ease. CBD relaxes animals by reducingstress and anxiety.

4. CBD as an Antiemetic
Is your pet vomiting everywheredueto certain illnesses? Try giving them some CBD
brands;it’s a known antiemetic andcan help control nausea and vomiting. Your “Rena’s
Organic for Pets” website metadata includes the following tag:
+ “product_tag-dog-cancer-cbd”

Onyour webpagetitled, “Whatis CBD?”at https://renasorgani¢.com/what-is-ebd/:

« “Manypet owners are faced with watching their pets suffer from many of the same
diseases that humansareinflicted with. There are more and morereports of animals being
treatedfor these and otherailments successfully with CBD.”

On your January 12, 2021 Facebook post www.facebook.com/RenasOrganic:

+ “If something is making your pet anxiousor tense, use our organic CBD Pet Product to
help soothe them:”

On your January 6, 2021 Instagram post at www.instagram.com/renasorganic:

« “Try using our CBD productforpets. It can help reduce anxiety and calm down your
furry companions. #CBD #CBDProducts #CBDforPainRelief #CBDforAnxiety
#CBDforArthritis #CBDforStress #StressRelief #Anxiety”

Your “Rena’s Organic For Pets 300mg CBD”productis a “new animal drug” undersection
201(v) of the FD&C Act, 21 U.S.C. 321(v), becauseit is not generally recognized, among
experts qualified by scientific training and experienceto evaluate the safety and
effectiveness of animal drugs, as safe and effective for use under the conditions prescribed,
recommended, or suggested in the labeling.

To be legally marketed, a new animal drug must have an approved new animal drug
application, conditionally approved newanimal drug application, or indexlisting under
sections 512, 571, and 572 of the FD&C Act, 21 U.S.C. 360b, 360ccc, and 360ccc-l. This
productis not approvedor indexlisted by the FDA,and therefore this productis
considered unsafe under section 512(a) of the FD&C Act, 21 U.S.C. 360b(a), and
adulterated undersection 50i(a)(5) of the FD&C Act, 21 U.S.C. 351(a)(5). Introduction of
this adulterated drug into interstate commerceis prohibited undersection 301(a) of the
FD&C Act, 21 U.S.C. 331(a).
Conclusion

The violationscitedin this letter are not intendedto be anall-inclusivelist of violations
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thatexist in connection with your products, You are responsible for investigating and
determiningthe causesofany violations and for preventingtheir recurrence or the
occurrence of other violations.It is your responsibility to ensure that yourfirm complies
with all requirements of federal law,including FDA regulations.

You should take prompt action to address theviolationscited in thisletter. Failure to
promptly addresstheseviolations mayresult in legal action without furthernotice,
including, withoutlimitation, seizure and injunction.

Thisletter notifies you of our findings and provides you an opportunityto address the
aboveviolations. Please notifythis office in writing within fifteen working daysof receipt
ofthis letter, of the specific steps you have taken to addressany violations. Include an
explanation of each step being taken to prevent the recurrenceofany violations, as well as
copies ofrelated documentation.Ifyou believe that your products are notin violation of
the FD&C Act, include your reasoning and any supporting informationfor our
consideration. If you cannot completelyaddress anyviolations within fifteen working
days, state the reasons for the delay and your schedule for completion.

Your written response should be directed to the Food and Drug Administration,attention
to: Mr. Ramon Hernandez,District Director, 466 Fernandez Juncos Avenue, San Juan,
Puerto Rico 00901-3223. If you have any questions regardingthisletter, please contact,
Ms. Marilyn Santiago, Compliance Officer, at (787) 729-8707or via email at
Marilyn.santiago@fda.hhs.gov.

Sincerely,
/S/
RamonA. Hernandez
District Director | FDA San JuanDistrict
Program Division Director
Office of Human and Animal Food Operations-
East Division

4 21 CFR 330.1(e) requires that "the product contains onlysuitable inactive ingredients.
which are safe in the amounts administered and do notinterfere with the effectiveness of
the preparation or with suitable tests or assays to determineifthe product meets its
professed standards ofidentity, strength, quality, and purity".

2 See, e.g., "Using the Inactive Ingredient Database" Guidance for Industry (July 2019),
p. Lat https://www.fda,gov/media/128687/download, and "Nonelinical Studiesfor the
Safety Evaluation ofPharmaceutical Excipients" Guidancefor Industry (May 2005), pp.
1-2at https://www.fda.gov/media/72260/download.

3 See, e.g., 21 CFR 314.3(b) and 21 CFR 210.3(b)(7), which define an active ingredient as
“any componentthatis intended to furnish pharmacologicalactivity or other directeffect
in the diagnosis, cure, mitigation, treatment,or prevention ofdisease,or to affect the
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structure or anyfunctionof the bodyof man’. All other componentsof a finished drug
productare considered inactive ingredients (see CFR 314.3(b), 21 CFR 210.3(b)(8)).
4 See 21 CFR 330.1(e).

5 For example, the labeling for Epidiolex (cannabidiol) prescription oral solution includes
risks for the drug suchasliverinjury, interactions with other drugs or supplements,
potential for male reproductive toxicity, somnolence, insomnia, diarrhea, decreased

appetite, abdominal pain, upset stomach, changes in mood, irritability, and agitation. See [Ahttps://www.accessdatafdagov/drugsatfda_docs/label/2020/210365s005s006s007Iblpdf. me
6 CBD isthe active ingredient in the approved drug product Epidiolex. Furthermore,the
existence of substantialclinical investigations regarding CBD has been madepublic. For
example, two suchsubstantialclinical investigations include GW Pharmaceuticals’
investigations regarding Sativex and Epidiolex. (See GWPharmaceuticals Receives
Investigational New Drug (IND)from FDAfor Phase 2/3 Clinical Trial of
Epidiolex in the Treatment ofDravet Syndrome), FDA considers a substanceto be
“authorized for investigation as a newdrug”if it is the subject of an Investigational New
Drug application (IND) that has gone into effect. Under 21 CFR 312.2, unlessa clinical
investigation meets the limited criteria in that regulation, an INDis requiredforall clinical
investigations of products that are subject to section 505 of the FD&C Act.

7 Under section 201(s) of the FD&CAct, 21 U.S.C. 321(s), the followingtypes of substances
are excluded fromthe food additive definition: (1) pesticide chemicalresidues in or ona
rawagricultural commodityor processed food,(2) pesticide chemicals, (3) coloradditives,
(4) substances used in accordancewith a “prior sanction”(i.e., a sanction or approval
grantedprior to the enactmentof the Food Additives Amendmentof 1958 underthe Act,
the Poultry Products Inspection Act, or the Meat Inspection Act), (5) new animaldrugs,
and (6) dietary ingredients in or intended for use in a dietary supplement.
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WARNING LETTER

May 4, 2022
RE: #618460

Dear Jonathan Levitt

This letter is to advise youthat the U.S. Food and Drug Administration (FDA) reviewed your website at
www biomdplus.comin February 2022 and has determined that you take orders there for various human andanimal nrodurts whih vat ranrasant as cantaininn eannahidinl (CRN) ar Nalta_2 tatrabudrarannahinal (THO)
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Wehavealso reviewed yoursocial media websites at https: //twitter.com/bioMDplus,
https:/Awww.facebook.com/bioMDplus/ and https:/www.instagram.com/biomdplus/, which direct consumers to
your website www.biomdplus.com te purchase yourproducts. The claims on your website and social media
accounts establish that your products, some of which are available in multiple varieties, “CBD Oil," “CBD.
Capsules,” “Vegan CBD Gummies,” “CBD Pain Relief Cream,” “Delta 8 THC Gummies,” and “Delta 8 THC
VapeCartridge” (hereinafter referred to as “your CBD and Delta-8 THC products for humans") are unapproved
new drugssoldin violation of sections 505(a) and 304(d) of the Federal Food, Drug, and Cosmetic Act (FD&C
Act), 21 U.S.C. 366(a) and 331(d). Furthermore, these products are misbranded drugs under section 502(f)(1)
of the FD&C Act, 21 U.S.C. 352(f(1).

In addition, your “Natural Pet CBD Oil’ is an unapproved new animal drugthatis unsafe under section §12(a)
of the FD&C Act, 21 U.S.C. 360b(a), andis adulterated under section 501(a)(5) of the FD&C Act, 21 U.S.C.
351(a)(5)

FDAhasalso determinedthat certain food products that you market are adulterated within the meaning of
section 402(a)(2)(C)(i) of the FD&C Act, 21 U.S.C. 342(a)(2)(C)(i), because they bear or contain an unsafe
food additive

Asexplained further below, introducing or delivering these productsfor introduction into interstate commerce
violates the FD&C Act. You can find specific information about how FDA regulates cannabis-derived products
athttpsiwfdagownews-events/public-health-focus/fda-regulation-cannabis-and-cannabis-derived-
products-including-cannabidiol-cbd

Overthe past several years, FDA has warnedthe public on various illegally marketed CBD-containing
products. FDA has also observedaproliferation of products containing another cannabinoid, Delta-8 THC, and
has recently expressed serious concerns about products containing Delta-8 THC thatinclude: 1) Delta-8 THC
products have notbeenevaluated or approved by FDAfor safe use and may be marketed in waysthatput the
public health at risk; 2) FDA has received adverse eventreports involving Delta-8 THC containing products; 3)
Delta-8 THC has psychoactive and intoxicating effects; 4) FDA is concerned about the processes used to
create the concentrations of Delta-8 THGclaimed in the marketplace; and 5) FDAis concerned aboutDelta-8
THC products that may be consumedby children, as some packaging and labeling may appealto children.
Seehttps //wwwfda.goviconsumers/consumer-updates/5-things-know-about-delta-8-tetrahydrocannabinol-
delta-8-thc. Thisletteris to inform you that your firm markets Delta-8 THC-containing products, and Delta-8
THC mayposea serious health risk to consumers.

Dietary SupplementLabeling

Information on your website at www.biomdplus.com indicates that you appear to market your CBD-centaining
“CBD Capsules’ and “Vegan CBD Gummies’as dietary supplements. For example, the product webpages
display a productlabel image with ‘hemp supplement” on them. However, your products cannot be dietary
supplements becausethey do not meetthedefinition of a dietary supplement under section 201 (ff) of the
FD&C Act, 21 U.S.G. 324(f). FDA has concluded, based on available evidence, that CBD products are
excludedfrom the dietary supplement definition under sections 201(ff)(3)(B)(i) and(ii) of the FD&C Act, 21
U.S.C. 324 (ff)(3)(B)(i) and(ii). Under those provisions,if an article (such as CBD)is an active ingredientin a
drug productthat has been approved undersection 505ofthe FD&C Act, 21 U.S.C. 355,or has been
authorized for investigation as a new drug for which substantialclinical investigations have been instituted and
 SCARRUA
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are outside the definition of a dietary supplement. n Thereis an exception if the substance was “marketed as"a dietary supplementor as a conventional food before the new drug investigations were authorized; however,
basedonavailable evidence, FDA has concluded thatthis is not the case for CBD. FDAis not awareof any
evidence that would call into question its current conclusion that GBD products are excluded from the dietary
supplementdefinition under sections 201 (ff)(3)(B)(i) and(ii) of the FD&C Act, but you may present FDA with
any evidencethat has bearing onthis issue.

Unapproved New Human Drugs

Basedon a review of your website and social media accounts, your CBD and Delta-8 THC products for
humansare drugs undersection 201(g)(1) of the FD&C Act, 21 U.S.C. 321(g)(1), becausetheyare intended
for use in the diagnosis, cure, mitigation, treatment, or prevention of disease, and/orintended to affect the
structure or any function of the body.

Examplesof claims from your website www.biomdplus.com and social media accounts,
https.//twitter.conVbioMDplus, https:/www.facebook.com/bioMDplus/ and
https://www.instagram.com/biomdplus/, that provide evidence oftheintended useofthese products as drugs
include, but may notbelimited to, the following,

From your website www.biomdplus.com

On your blog posttitled, "Best CBD Oil for Stress & Depression: Gan CBD Oil Help?":

“Many are turing to consume CBDoil for anxiety, depression, and bipolar disorder”
« ‘The pre-clinical data support the possible use of CBD with Panic Disorder (PD), Obsessive-

Compulsive Disorder (OCD), and Post Traumatic Stress Disorder (PTSD), and Bipolar Disorder.”

On yourblog posttitled, “CBD for Psychosis vs CBD Oil for Schizophrenia: Breaking News...”

* “People are nowtaking CBDfor anxiety, stress relief, proper pain medication, andto helpfight
addiction.”

© ‘High-level CBD can help manage symptomsof psychosis that comefrom schizophrenia.”

On your blog posttitled, “CBD Oil Benefits”

® ‘Relief for Chronic Pain ...[those who suffer from chronic pain from diseases suchasfibromyalgia
find relief in CBD. Taking CBDcanrelieve pain and even prevent the degeneration of the nervous
system.”

© "IBD... [s]everal studies have suggested that one of the mostimportant effects of CBDis thatit may
help patients with inflammatory boweldisease suchasulcerative colitis and Crohn's disease.”

On yourblog posttitled, “CBD Oil for Sundowning, Dementia, Alzheimer's Disease & Disorientation”:

* “The dementia-related conditions that can be helped by CBD Oil include Alzheimer's disease, Vascular
Dementia, Dementia with Lewy bodies (DLB), Parkinson's disease, Frontotemporal dementia and
Huntington's disease."

* “CBD could help remove dementia from brain cells.”



On yourblog posttitled, “Delta-8 THC: Discover This New Cannabinoid from Cannabis"

* “[DJelta-8-THC was administeredto eight children being treated for hematologic cancers. The children
were 3 to 13 years old...[t]hey all experienced vomiting because of the chemo. .. they received
delta-8-THC with their chemotherapytreatments, every single child stopped vorniting during and after
‘their chemo sessions!”

« ‘[DJelta-8-THC has also been usedto relieve pain, ease anxiety”

On your blog posttitled, “How Long DoesIt Take For Results Using CBD Oil To Take Affect With OCD?”
© ‘CBDoil is an effective natural treatment for OCD."

On your blog posttitled, “How To Take CBD Oil For Crohn's Disease? Finding The Right Dosage”:

« ‘The study suggests that cbd oil or a derivative ofit could be a useful treatmentfor Crohn's.”

‘On your blog posttitled, “Is CBD Oil Good For Idiopathic Pulmonary Fibrosis? The Ultimate Therapeutic
Guide"

© ‘[T]here are numerousstudies that suggest CBDoil has the potentialto treat a wide variety of health
issues and could beeffectivein treating IPF [idiopathic pulmonary fibrosis).”

On your Delta 8 Gummies product webpage:

« “Another benefit that many people don’t knowis that Cannabidiol can help with the growth and healing
of damagedtissue, andit can also help reduce chronic pain and the likelihood of developing certain
cancers, such as breast and prostate.”

© “Thebenefits of Delta 8 are the following... Reduce depression...Reduce anxiety and panic attacks

On your CBD Pain Relief Cream webpage:

* ‘bioMDplus Pain Cream in 500mg strength is a new formulated pain relief topical cream that madefor
use on sore muscle areas and areas wherethereis pain. bioMDplus Pain Cream infusedwith the
Quality Full Spectrum CBD. bioMDplus CBD Cream provideseffective, fast and long-lasting pain relief.”

* “Begin by rubbing small amounts of CBD cream to the affected area and wait for about an hour. You
can increase the quantity depending on how fastit works.If the effects of the cream are slow to kick in,
‘thenits [sic] recommended to re-apply CBD cream after every 3-4 hours. ...Using CBD creamislike
using a moisturizinglotion, but making sure to apply the optimal dosage of CBD cream isn’t easy. Users
have to determine the milligrams of CBD in the cream and decide whetherit's good enoughfor pain
relief. CBD creamswith low amounts of CBDwill probably be less useful than those with higher
concentrations. Begin by using small amounts of CBD cream before slowly increasing it until you find
relief. Moreover, applying CBD cream on the body isn't known to produce any significantside effects.”
“CBD creams work whendirectly applied to the skin, which makesthem an excellent alternative to
traditional creams when it comesto painrelief. Forthe mostpart, the effects of CBD cream can be
felt 15-20 minutes and can keep working for as long as 6 hours or more."

* “Applying CBD-infused creamsis generally a straightforward process. Lookfor the areas of your body

 



mostaffected by pain and discomfort, and apply small amounts of CBD cream around those areas for
local treatment. Elbows, knees, andjoint Bottomsof the feet and impact points Face,
particularly around the temples and the nose... Neck and shoulders”

From yoursocial media websites:

On your Facebook Social Media page https://www.facebook com/bioMDplus’’

* July 28, 2020 post — “Recent research has linked CBDwith several benefits for the heart and
circulatory system, includingthe ability to lower high blood pressure. High blood pressureis linked to
higherrisks of a number of health conditions, including stroke, heart attack, and metabolic syndrome.”

© April 14, 2020 post — “500mg: CBD & Menthol Pain Gream ...bioMDplus 500mg CBD Pain Cream is a
newly formulated painrelief topical cream made to soothe sore muscles and alleviate chronicjoint pain.
Derived from our signature potent hempoil infused with peppermintoil, eucalyptusoil, menthol and our
Signature terpene blend, this cream allows for a unique and STRONG combination of natural
ingredients and CBDto aid in POWERFULrelief. You can use our new topical pain cream to FIGHT
back against sore muscles and achyjeints!”

© April 7, 2020 post — "Just what does CBD do forthe body and why are peopleso interested in this
substance? .. . Pain relief from arthritis or inflammatory diseases .. . Treatment of insomnia
Lowering anxiety levels... May lowerdiabetesrisk...Could lowerlevels of obesity”

On your Twitter Social Media Page https: //twitter. com/bioMDplus:

© August 4, 2021 post - “62% of CBD users used it to treat health conditions. The most common uses
were for pain, anxiety and depression."

« July 25, 2021 post — “CBDOil for Depression, Anxiety, and Bipolar disorder.”

OnyourInstagram Secial Media Page https: /Awww.instagram.com/biomdplus/

« July 4, 2020 post — “75% of PTSD patients saw a reduction in PTSD symptoms, whenthey were using
CBD products compared to when they were not."

© November5, 2019 post — “A recent study showed that CBD administration can preventthe death of the
neurons and reduce brain damagein the eventofa stroke. CBD also reduced stroke-related seizures.”

Basedon the abovelabeling claims, your CBD and Delta-8 THC products for humanuseare drugs. We are not
aware of any adequate and well-controlled clinical trials in the published literature that support a determination
that any of these products are generally recognized as safe and effective (GRASE) for use under the
conditions prescribed, recommendedor suggestedin their labeling. Thus, your CBD and Delta-8 THC products.
for human use are “new drugs” within the meaningof section 201(p)of the FD&C Act, 21 U.S.C. 321(p). With
certain exceptions not applicable here! new drugs may notbe introduced or delivered for introduction into
interstate commerce without an approved application from FDAin effect, as described in sections 505(a) and
301(d) of the FD&C Act, 21 U.S.C. 355(a), 331(d). No FDA-approvedapplication pursuant to section 505 of the
FD&C Act, 21 U.S.C. 355, is in effect for your CBD and Delta-8 THC products for humans. There is no basis
under the FD&C Act under which these products would be legally marketed without an approved application.
Accordingly, these products are unapproved new drugs marketedin violation of sections 505(a) and 301(d)of
the FD&C Act, 21 U.S.C 356(a) and 331(d).



Misbranded Human Drugs

Your GBD and Delta-8 THC products for humansare also misbrandedwithin the meaning of section 502(f)(1)
of the FD&C Act, 21 U.S.C. 352(f)(1), in that their labelingfails to bear adequate directions for use. “Adequate
directionsfor use” meansdirections under which a laypersoncan use a drug safely andfor the purposesfor
whichitis intended. (See 21 CFR 201.5.) These products are offered for conditions that are not amenable to
self-diagnosis and treatment by individuals who are not medical practitioners. Therefore, adequate directions
for use cannot be written so that a layperson can use these drugs safely for their intended purposes. Under 21
CFR 201.100(c)(2) and 201.115, FDA-approved prescription drugs that bear their FDA-approved labeling are
exemptfrom the requirements that they bear adequatedirections for use by a layperson. However, your
products are not exempt from the requirementthattheir labeling bear adequatedirections for use, because no
FDA-approvedapplications arein effect your products. Gl
The introduction or delivery for intraduction into interstate commerceof misbrandeddrugs is prohibited under
section 301(a) of the FD&C Act, 21 U.S.C. 33114)

CBD-containing Drugs

Evenif your “CBD Pain Relief Cream’ was considered a nonprescription drug, we note that a nonprescription
drug product containing CBD cannot be legally marketed without an approved new drug application, regardless
of whether the CBDis represented on the labeling as an active ingredient or an inactive ingredient. To date, no
CBD-containing drug has met applicable FDA requirements to be legally marketed for nonprescription use.
Nonprescription drug products that include CBDas an active ingredient are not GRASE and are new drugs
which require an approved application to be legally marketed. CBD is not an active ingredient in any OTC
monograph under section 505Gof the FD&C Act. Even if CBD could be considered an inactive ingredient in a
nonprescription drug product, that product wouldstill need an approved new drug application to be legally
marketed, because the product would not meet the general requirements under section 505G of the FD&C Act
under which certain nonprescription drug products may be marketedwithout an approved new drug
application. In particular, such a product would not meet the general requirementwith respect to the safety and
suitability of inactive ingredients under 21 CFR 330.1¢¢)£4), 3)
Adulterated Human Foods

According to your product labeling, your “Delta 8 THC Gummies”productis a food to which Delta-8 THC has
been added

‘You should be awarethat, as defined in section 201(s)of the FD&C Act, 21 U.S.C. 321(s), the term "food
additive"refers to any substance the intended use of whichresults in it becoming a componentof any food,
unless the substanceis generally recognized as safe (GRAS) among qualified experts underthe conditions of

ej
its intended use, or unless the substance meetsa listed exception a
Foodadditives require premarket approval based on data demonstrating safety. Any food additive that has not
been approvedforits intended usein food is deemed to be unsafe under section 409(a) of the FD&C Act, 21
U.S.C. 348(a), and causesthe food to be adulterated under section 402(a)(2)(C)(i) of the FD&C Act, 21 U.S.C.
342(a)(2)(C)(i). Introduction of an adulterated food into interstate commerce is prohibited under section 301(a)
of the FD&C Act, 21 U.S.C. 331(a).

Thereis no food additive regulation that authorizes the use of Delta-8 THC. Weare not aware of any



information to indicate that Delta-8 THCis the subject of a prior sanction (see 21 CFR Part 181). Furthermore,
weare not aware of any basis to conclude that Delta-8 THC is GRASfor use in conventional foods. FDA's
regulations in 21 CFR 170.30(a)-(c) describe thecriteria foreligibility for classification of a foodingredient as
GRAS. Theuse of a food substance may be GRAS based oneitherscientific proceduresor, for a substance
usedin food before 1958, through experience based on commonusein food (see 21 CFR 170.30).

Weknow of no basis for general recognition of safety for Delta-8 THC basedeither on scientific procedures or
commonuse in food prior to January 1, 1958. Based on ourreview of published,scientific literature, existing
data and information do not provide an adequate basis to conclude that the use of Delta-8 THC in food meets
thecriteria for GRAS status. Someofthe available data raise serious concerns aboutpotential harm from
Delta-8 THC. Our review of publishedscientific literature identified potential for adverse effects on the central
nervous and cardiopulmonary systems. In addition, studies in animals have suggested that gestational
exposure to Delta-8 THC can interfere with neurodevelopment. Therefore, based on our review, the use of
Delta-8 THC in your products does notsatisfy the criteria for GRAS status under 21 CFR 170.30.

FDAis not aware of any other exception to the food additive definition that would apply to Delta-8 THC for use
as an ingredient in a conventional food. Therefore, Delta-8 THC added to a conventionalfood is. a foed additive
undersection 201(s) of the FD&C Actandis subject to the provisions of section 409 of the FD&C Act. Under
section 409, a food additive is deemed unsafe unlessit is approved by FDAforits intended usepriorto
marketing. Delta-8 THCis not approved for use in any conventional food. Food containing an unsafe food
additive within the meaning of section 409is adulterated within the meaning of section 402(a)(2)(C)(i) of the
FD&C Act. Therefore, your “Delta 8 THC Gummies’ are adulterated within the meaningof section 402(a)(2)(C)
(i) of the FD&C Act because they bear or contain an unsafe food additive. Introduction of these adulterated
foodinte interstate commerceis prohibited under section 301(a) of the FD&C Act, 21 U.S.C. 331(a).

Unapproved New Animal Drugs

Basedonourreview of your website and social media websites, your "Natural Pet CBD Oil’ is a drug under
section 201(g)(1) of the FD&C Act, 21 U.S.C. 321(g)(1), becauseitis intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease in animals and/or intended to affect the structure or any function
of the body of an animal. Further, as discussed below, this product is an unapproved new animal drug and
marketingit violates the FD&C Act.

Examplesof claims from your website https://biomdplus.com, and your social media websites
https./www.facebook.com/bioMDplus’,https://www.instagram.com/biomdplus/, and
https:/twitter.com/biomdplus,that provide evidenceof the intended use of your ‘Natural Pet CBD Oil” as a drug
include, but are not limited to, the following:

On your product pagefor “Natural Pet CBD Oil”:

© “Whetheryou're using CBDoil for pain relief or anxiety, the rightfull spectrum CBDoil for dogs dosage
depends on a numberof factors... .” 

® “[LJinaloel [an ingredient in your Natural Pet CBDOil] mayrelieve .. . depression.”
* “Humulene[an ingredientin your Natural Pet CBD Oil]... may help to reduceinflammation.”

Onyour webpageblogtitled, “How Effective Is CBD For Pets?”:
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« “Thanks to the natural anti-inflammatory properties in CBD, it also makes for a great candidate in
helping with anxiety, inflammation, and arthritis.”

« Under the heading “Top Uses CBD for Pets”:
© “Anxiety[] Oneofthe major benefits reported with CBDis that it can help...alleviate their

anxiety. Mostpets will suffer from varying degrees of anxiety, especially dogs andcats.”
© “Pain... CBD can greatly help with [pain]. So any inflammatory pain that your pet may be

suffering from maybegreatly reduced with CBD. Since CBDhasnatural anti-inflammatory
properties, it works especially well for inflammation-inducedpain.”

 ‘Arthritis[:] Although there are yet to be more tests on the effectiveness of CBD againstarthritis,
there is a substantial reason and sometests that proveits efficacy. Of course, the inherent anti-
inflammatory properties of CBD do makeit very valuablein providing substantial relief to

arthritis. Moreover, research also supports theseclaims, ensuring that CBD can be a good Asubstitute for regulararthritis medicine.” ua
© “Seizures[:] Seizures amongpets can be a very serious concern, but research suggests that

CBDcan help in reducing certain types of seizures in dogs.... In dogs, research conducted on
idiopathic epilepsy showed that CBDassisted in reducing the intensity of seizures. So if your
dogsuffers from the condition, CBD can prove to be useful in bringingrelief."

On your webpageblogtitled, “Full Spectrum CBD Oil for Dogs”:

* “Here are a few problems full-spectrum CBDoil can help treat.”
@ “Pain Including Joint Pain} It's believed that GBDoil can reduce pain, especially neuropathic

pain in dogs.It's also said to be effective in reducingjoint pain and arthritis, which is whyit's
often recommendedfor cider dogs.”

© ‘Inflammation[:] CBDoil is anti-inflammatory and can help reduce chronic inflammation in dogs
dueto genetics, parasites, metabolic diseases,food allergies, bacterial overgrowth, and
environmentalstress.”

© “Anxiety[:] If your dog gets stressed or anxious then you may consider using CBD oil asit has
beenlinked to less anxiety and stress."

© “Digestion Problems ...Regular useoffull-spectrum CBDoil for dogscantreatthis problem as
it’s said to eliminate digestive issues”

© ‘Pain Symptoms[:] There are reasons to believethat the bestfull-spectrum CBDoil for dogs can
help alleviate symptomsof pains in dogs. .. . The use of CBD oil may not cure the disease but it
can help reduce the pain andsuffering.”

© ‘Seizures[:] Some experts. are ofthe belief that regular useoffull-spectrum CBDoil can reduce
the risk of seizures in dogs. The AKC Canine Health Foundation is working with the Colorado
State University to evaluate the useoffull-spectrum CBD oil in treatment-resistant epileptic
dogs. biomdplusoffers the bestfull-spectrum CBD oil for dogs. Our product is meant to provide
all the above-mentioned benefits to dogsof all ages.”

Onboth your Facebook and Instagram social media websites at https://www.facebook.com/bioMDplus/snd httne JanMAATINBHARea HA ARPRIKIARAARI Ie! RRRAERNS
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Facebook andInstagram July 23, 2020 postings with a photograph ofa cat lookingat your‘Natural Pet
CBDOil" product:

° “Use bioMD+ CBD products madefor cats to help with . .. pain”
* Facebook and Instagram October 5, 2019 postings with a photographofa doglicking a woman's face:

© “For pets who... have swollen joints, or separation anxiety CBD has helped many!”

Onyour Twitter social media website at https: //twitter. com/bioMDplus:

® October 13, 2020 posting of a graphic titled “CBD FOR PETS.. . What can CBD dofor your pet?”
(checklist at the bottom nextto clipboardtitled “CONDITIONS TREATED’)

© "? Allergies"
© *? Anxiety”
 *? Cancer Management”
© "? Inflamation [sicf
© “? Glaucoma”
0 "? Skin Irritation”
° *? Seizures and Epilepsy”
© "? Arthritis"

Your “Natural Pet CBD Oil” productis a “new animal drug” undersection 201 (v) of the FD&C Act, 21 U.S.C.
321(v), because it is not generally recognized, among experts qualified by scientific training and experience to
evaluate the safety and effectiveness of animal drugs, as safe andeffective for use under the conditions
prescribed, recommended, or suggested in the labeling

To be legally marketed, a new animal drug must have an approved new animal drug application, conditionally
approved new animaldrug application, or index listing under sections 512, 571, and 572 of the FD&C Act, 21
U.S.C. 360b, 360ccc, and 360cce-1. This product is not approvedorindexlisted by the FDA, andthereforethis
product is considered unsafe under section 512(a) of the FD&C Act, 21 U.S.C. 360b(a), and adulterated under
section 501(a)(5) of the FD&C Act, 21 U.S.C. 351(a)(5). Introduction ofthis adulterated drugintointerstate
commerceis prohibited under section 301(a) of the FD&C Act, 21 U.S.C. 331(a).

Thisletter is not intended to be an all-inclusive statementof violations that may exist in connection with your:
products, You are responsible for investigating and determining the causes of anyviolations and for preventing
their recurrence or the occurrenceofother violations. It is your responsibility to ensure that your firm complies
with all requirements of federal law, including FDA regulations,

Thisletter notifies you of our concerns andprovides you an opportunity to address them. Failure to adequately
address this matter may result in legal action including, withoutlimitation, seizure andinjunction.

Pleasenotify FDAin writing, within fifteen working days ofreceipt of this letter, of the specific steps you have
taken to correct these violations. Include an explanation of each step being taken to prevent the recurrence of

 



violations, as well as copiesof related documentation. If you believe thatyour productsare not in violation of
the FD&C Act, include your reasoning and any supporting information for our consideration.If you cannot
complete corrective action within fifteen working days, state the reasonfor the delay andthe time within which
you will complete the correction.

Your response should be sent to U.S. Food and Drug Administration, CDER/OC/Office of Unapproved Drugs
and Labeling Compliance by email to FDAADVISORY@fdahhs.gov

Sincerely,
SI
Donald D. Ashley
Director
Office of Compliance
Center for Drug Evaluation and Research
Food and Drug Administration
ISh
NealBataller
Director
Division of Drug Compliance
Office of Surveillance & Compliance
Center for Veterinary Medicine
Food and Drug Administration
ISI
Ann Oxenham
Director
Office of Compliance
Centerfor Food Safety and Applied Nutrition
Food and Drug Administration

4
w CBDis the active ingredient in the approved drug product Epidiolex. Furthermore,the existence of substantial clinical investigations
regarding CBD has been made public. For example, two such substantialclinical investigations include GW Pharmaceuticals’
investigations regarding Sativex and Epidiolex. (See GW Pharmaceuticals Receives Investigational New Drug(IND) from FOA for
Phase2/3 Clinical Trial of Epidialex in the Treatment of Dravet Syndrome). FDA considers a substance to be “authorized for
Investigation as @ newdrug' if it is the subject of an Investigational NewDrug application {|ND)that has goneinto effect. Under 21 CFR
342.2, unless a clinical investigation meets the limited criteria in that regulation, an IND is required forall clinical investigations of
products that are subject to section 505of the FD&.CAct.
2]
cor exemple, undersection 505G ofthe FD&C Act, 21 U.S.C. 355h, certain nonprescriptiondrug products may be lawtuly marketed
without an approved appiication if applicable conditions are met, including conformity with an applicable OTC monograph. However,
your praducts could not belawfully marketed under section 505G, hecause based on your claims regarding these products, including

Top
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on your website labeling, your products are marketed for uses not considered nonprescription indications, Further, even if certain of 
your products, such as your “CBD Pain Relief Cream’ were marketedonly for nonprescription indications, they would not meet the
conditions under section 505G for lawful marketing withoutan approved application. For example, CBD — considered an active
ingredient under 21 CFR 201.66(b)(2) due to its prominent featuring on your product labeling — is not an active ingredient in any OTC
monograph under section 505G of the FD&C Act
BI_ Further, even if your products were marketed only far nonprescription indications, these products would be misbranded under
section 502(e8) of the FD&CAct, 21 U.S.C. 352(ee), because they would be nonprescription drugs subject to section 505G of the
FD&C Act that do not comply with the requirements for marketing under that section (see footnote 1) and are not the subject of an
application approved under section 505of the FD&C Act, 21 U.S.C. 355

)
__ 24 CFR 330.1(@) requires in relevant part that "the product contains only suitable inactive ingredients which are safe in the amounts
administered.” A suitable inactive ingredient generally provides a beneficial formulation function, such as a tablet binder or preservative,
or improves productdelivery (e.9., enhances abserption or controls releaseof the drug substance), CBD has no known functional rote
as an inactive ingredient in a finished drug product.

© adaitionally, an inactive ingredient should not exert pharmacologicaleffects and must be safe when used atthe intended dosage,
CBD has known pharmacological activity with demonstrated risks. For example, the labeling for Epidiolex (cannabidiol) prescription oral
solution includes risks for the drug such as liver injury, interactionswith other drugs or supplements, potential for male reproductive
toxicity, somnolence, insomnia, diarthea, decreased appetite, abdominal pain, upset stomach, changes in mood, irritability, and
agitation. See https J/wwi.accessdatafda gowdrugeatida docs/label/2020/210365500520065007Ibi,oqf. It is unknown whether the
levels of CBD used in your CBD products have pharmacological activity or pose any concern forsafety events.
(8)

"Under section 201(s) of the FD&C Act (21 U.S.C. 321(s)), the following types of substances are excluded from the food additive
definition: (1) pesticide chemical residuesin or on a raw agricultural commodity or processed food, (2) pesticide chemicals, (3) calor
additives, (4) substances used in accordance with a “prior sanction” (1.e., a sanction or approval granted priorto the enactmentof the
Food Additives Amendmentof 1958 under the FD&C Act, the Poultry Products Inspection Act, or the Meat Inspection Act), (5) new
animal drugs, and (6) dietary ingredients in or intended for use in a dietary supplement
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take orders there for various human and animal products, which you representas containing cannabidicl
(CBD)or Delta-8 tetrahydrocannabinol (THC). We have also reviewed your social media websites at
https://wwwfacebook com/originalkingdomharvest/ andhttps: /Avww.instagram.com/kingdomharvest/?hi=en;
whichdirect consumers to your website wwkingdomharvest.com to purchase your products. Theclaims on
your website and social media accounts establish that your products, some of which are available in multiple
varieties, “D8 sublingualoil,” ‘Delta 8 Disposable Vape Cartridge,” “Whole-Spectrum HempExtract,” “CBD
Vape," “Blood Sugar Support,” ‘CBD Gummies,” ‘Stella's Baby Care Diaper Cream," “Pain Relieving CBD
Cream,” “Pain Relieving Cream,” “CBD & Menthol Pain Freeze Roll-On,” “Immune Boost Water Soluble Mix,”
‘Broad-Spectrum THC Free Organic Honey,” “CBD Fair-Trade Coffee,” “CBD Infused OrganicTea,” “Delta 8
Chewing Gum," “Delta 8 Gummies,”“Delta 8 PeanutBrittle,” and “Delta 8 Syrup,”(hereinafterreferred to as
“your CBD and Delta-8 THC preducts for humans’), are unapproved new drugssoldin violation of sections
505(a) and 304(d) of the Federal Food, Drug, and Cosmetic Act(the FD&C Act), 21 U.S.C. 355(a) and 331(d)
Furthermore, your GBD and Delta-8 THC products for humans are misbranded under section 502(f}(1) of the
FD&C Act, 21 U.S.C. 352(f(1)

FDA hasalso determined that your “Broad-Spectrum THC Free Organic Honey,” “CBD Fair-Trade Coffee,”
“CBD Infused Organic Tea,” “Delta 8 Chewing Gum,” “Delta 8 Gummies” (all varieties), “Delta $ Peanut Brittle,”
‘Delta 8 Syrup,” “Ranch & Livestock Natural Whole-Spectrum Hemp Extract,” “Canine Whole-Spectrum Hemp
Extract,” “Feline Chicken Flavor Zero THC Hemp Extract,” and “Pet Essentials Joint Support Tablets” products
are adulterated under section 402(a)(2)(C)(i)of the FD&C Act, 21 U.S.C. 342(a)(2)(C)(i), because they bear or
contain an unsafe food additive. Furthermore,it is a prohibited act to introduce your ‘Broad-Spectrum THC
Free Organic Honey,” “CBD Fair-Trade Coffee,” “CBD Infused Organic Tea,” “Ranch & Livestock Natural
Whole-Spectrum Hemp Extract,” “Canine Whole-Spectrum Hemp Extract,” “Feline Chicken Flavor Zero THC
Hemp Extract,” and “Pet Essentials Joint Support Tablets” products into interstate commerce under section
301(II) of the FD&C Act, 21 U.S.C. 331{ll).

In addition, the claims on your website and social media websites establish that your products, “Ranch &
Livestock Natural Whole-Spectrum HempExtract,” “Canine Whele-Spectrum Hemp Extract,” “Feline Chicken
Flavor Zero THC HempExtract,’ “Pet Essentials Joint Support Tablets,” “CBD Infused Pet Shampoo,” and
“CBD Infused Pet Paw Balm,” which you promote as products containing CBD for use in animals,are
unapproved new animal drugs that are unsafe undersection 512(a) of the FD&C Act, 21 U.S.C. 360b(a), and
are adulterated under section 501 (a)(5) of the FD&C Act, 24 U.S.C. 351(a)(5)

As explained further below,introducing or delivering these products for introduction into interstate commerce
violates the FD&C Act. You can find specific information about how FDAregulates cannabis-derived products
at httos://www. fda.gow/news-events/public-health-focus/fda-requlation-cannabis-and-cannabis-derived-
preducts-including-cannabidiol-cbd.

The Agency is particularly concernedthat you market CBD products for food-producing animals. Specifically,
your website promotes your “Ranch & Livestock Natural Whole-Spectrum Hemp Extract’ productfor use in
cowsand otherlarge variety ranch and livestock animals. In addition to raising potential concerns regarding
safety for the animals themselves, CBD products for food-producing animals raise concerns regarding the
safety of the human food (meat, milk, and eggs) derived from those animals. Thereis currently a lack of data
on the formation of residuesin edible products of food-producing animals in association with the consumption
of GBD products by those animals and on safe levels of any potential residues for the human consumer. We
requestthat vau take immediate action to cease the sale of anv unannraved CRN nroducts for foad-nraducina

 



animals.

Overthe pastseveral years, FDA has warned the public onvarious illegally marketed CBD containing

1 FDA hfra asproducts, including those marketedfor infants, such as your “Stella's Baby Care Diaper Cream.
also observedaproliferation of products containing another cannabinoid, Delta-8 THC, and has recently
expressed serious concerns aboutproducts containing Delta-8 THC thatinclude: 1) Delta-8 THC products
have not beenevaluated or approved by FDAfor safe use and may be marketedin waysthatputthe public
health at risk; 2) FDA has received adverse event reports involving Delta-8 THC containing products; 3) Delta-
8 THC has psychoactive and intoxicating effects; 4) FDA is concerned aboutthe processes usedto create the
concentrations of Delta-8 THC claimedin the marketplace; and 5) FDA is concerned about Delta-8 THC
products that may be consumedby children, as some packaging and labeling may appeal to children. See
hitps:/Awww-fda. gov/consumers/consumer-updates/5-things-know-about-delta.8-tetrahydrocannabinol-delta-8- 

the This letteris to inform youthat yourfirm markets Delta-8 THC-containing products, and Delta-8 THC may
pose a serious health risk to consumers.

Wealso observedthat your website makesclaimsthat your products maybeintendedto mitigate, prevent,
treat, diagnose, or cure COVID-19 in people. FDA is taking urgent measures to protect consumers from certain
products that, without approval or authorization by FDA, claim to mitigate, prevent, treat, diagnose, or cure

2]COVID-19 in people.

Dietary Supplement Labeling

Information on your website at www.kingdomharvest.com indicates that you intend to market someof your
CBDproducts, including, but notlimited to, “Immune Boost Water Soluble Mix,” andall varieties of “Blood
Sugar Support” and “CBD Gummies’as dietary supplements. For example,the product website describes
Immune Boost Water Soluble Mix’ with reference to the goalofcreating a “high-quality supplement’ and the

product websites expressly describe each “Blood Sugar Support” and “CBD Gummies” product as a “dietary
supplement.” Your products cannotbe dietary supplements becausethey do not meetthe definition of a dietary
supplement under section 201 (ff) of the FD&C Act, 21 U.S.C. 321 (ff). FDA has concluded, based on available
evidence, that CBD products are excluded from the dietary supplementdefinition under sections 201(ff)(3)(B)(i)
and(ii) of the FD&C Act, 21 U.S.C. 324(ff)(3)(B)(i) and (ii). Under thoseprovisions,if an article (such as CBD)
is an active ingredientin a drug product that has been approved under section 505 of the FD&C Act, 21 U.S.C.
355, or has been authorizedfor investigation as a new drugfor which substantial clinicalinvestigations have
beeninstituted and for which the existenceof suchinvestigations has been madepublic, then products

containingthat substanceare outsidethe definition of a dietary appeal! There is an exception if thesubstance was “marketed as” a dietary supplement or as a conventional human food before the new drug
investigations were authorized; however, based on available evidence, FDA has concludedthatthis is not the
case for CBD. FDA is not aware of any evidence that wouldcall into question its current conclusion that CBD
products are excluded from the dietary supplement definition under sections 201 (ff)(3)(B){i) and(ii) of the
FD&C Act, but you may present FDA with any evidencethat has bearing onthis issue

Unapproved New Human Drugs

Based on a review ofyour websites, your GBD andDelta-8 THC productsfor humans are drugs undersection
201(g)(1) of the FD&C Act, 21 U.S.C. 321(g)(1), because they are intended for use in the diagnosis, cure,
mitiaation treatment or prevention of disease and/orintendedta affect the structure or anv function of the



body.

Examplesofclaims observed on yourproductlabeling, including your website and social media websites, that
provide evidence of the intended use of these products as drugs include, but may notbelimited to, the
following

From your Facebook and Instagram social media websites www.facebook.com/originalkingdomharvest/ and
www.instagram.com/kingdomharvest’:

* May11, 2020postings
© “Cannabidiol (CBD) changes neurctransmission systems...Alters behavior response to

Opioids Pain management during Opioid withdrawal... Reduces Heroin cravings and 
relapse”

© “Fighting Opioid Addiction with Whole-Spectrum Hemp Extract... CBD Oil (otherwise known as
cannabidial) is scientifically proven to block the rewards of opioids’

© “CBD Reduces Need for Opioid Use in Pain Treatment”
© 64-81% of acute traumapatients reduced opioid usage with cannabis while still managing pain”

April 27, 2020postings:
© ‘Israeli researchers have launchedthreeclinicaltrials that utilize CBD’s antiinflammatory

properties as potential COVID-19 treatment . ..Last week, InnoC.an Pharma announced a
collaboration with Tel Aviv University to instill CBD medicine through exosomes...The
unconventional method will utilize the exosomes as “homing missiles,” as they can uniquely
targetcell organs damaged by COVID-19. Researchersthen believe CBD’santi-inflammatory
properties will repair the damaged cells through a synergistic effect.”

@ ‘The Battle Against COVID-19 Has A New Natural Weapon. University Launches CBD
Treatment kingdomharvest.com”

* April 7, 2020 postings — “Whole-Spectrum Hemp Extract & CBD & The Fight Against COVID-19."

From your website https://kingdomharvest.com/:

On your website homepage:

* “Studies Show Our Whole-Spectrum Extract Utilizing CBDa Can PreventInfection Fram COVID-19”

On your blog posttitled, “Cannabinoids Block Cellular Entry of COVID-19 and the Emerging Variants”

« ‘Importantly, cannabigeralic acid and cannabidiolic acid were equally effective against the SARS-CoV-2
alpha variant B.1.1.7 and the beta variant B.1.351.”

© *_. [CJannabinoids...have the potential to preventas well as treatinfection by SARS-CoV-2”

On yourblog posttitled, “Let's [sic] Us Introduce You to Delta-8 THC”:

© ‘Ifwe try to list the properties or theeffects of Delta-8 THC, it causes. . pain relief, full-body relaxation
and sleep.”

* “Delta-8 THC floweris an ideal option for medical users of cannabis who want to enjoy the benefits of

 



THCwithoutthe sedative effects.”

On your blog posttitled, “How Does CBD Work for Relieving Pain & The Best CBD Pain Relief Product?”.

© “CBD is amongthe mostmisinterpreted things on the planet._.Itis a magical medicine that has
providedrelief for countless people with chronic pain, from cancer pain te arthritis pain, migraine pain,
body pain, and much more.*

On your blog posttitled, “Discover the Benefits of CBD for Your Health and Wellness”:

‘Hemp CBDcan improveyouroverall health and wellbeing by providing relief for several medical
ailments, including chronic pain, depression, anxiety, epilepsy”

« “Other benefits of hemp CBDinclude managing post-traumatic stress disorder (PTSD), sleep disorders
and cancer treatments.”

* ‘CBD has been shown to havepositive effects on adults and children who experience PTSD."
‘Onestudy found hemp CBDhelps slow tumorgrowth, reduces tumor invasion and induces tumorcell
death. Anotherstudy suggested CBD could provoke cell death and improvetheeffect of radiation on
glioblastomacells while causing no damage to healthy cells.”
‘Initial studies have suggested CBD can help makelife easier for an individual with Parkinson's by
‘easing muscle movementsto preventtremors. Thereis also research that suggests CBD can reduce
the severity of psychosis symptoms, including hallucinations, delirium and delusions without causing
any adverse effects.”

On your product webpagefor “D8” sublingual oil

© “Delta-8 consumers report manyof the sameeffects as THC... and relieffrom some symptoms such
as pain... Delta-8 can also help with insomnia.”

On your product webpagefor “Stella’s Baby Care Diaper Cream’:

* “Our Organic Diaper Cream contains our natural organic Whole-Spectrum Hemp Extract and just 7
other naturalingredients. In contrast, the leading diaper rash cream is 57% petroleum!”

On your webpage explaining the “Effects of delta-8”

© ‘Delta-8 consumers report manyof the sameeffects as THC, such as....relief from some symptoms
such as pain.... Delta-8 can also help with insomnia.”

On your product webpagefor “Delta-8 THC Syrup”

* “Delta-8 THC Syrup from Kingdom Harvestis ideal for anybody experiencing a sleeping disorder or
other ailments lookingto be relieved.*

Onyour product webpagefor “Blood Sugar Support’

* “Kingdom HarvestBlood Sugar support pills contain three active ingredients that work at the same time
and may help you to maintain a healthy blood glucoselevel and prevent further complications.”

* “Cinnamon powder contains many antioxidants that may help to reduce oxidative stress due to high
bloodglucose, improve insulin sensitivity, lower blood sugarlevels, and prevent complications.”

 

 



* “Meanwhile, alpha-lipoic acid...may help with glucose uptake in muscles and enhanceinsulin
sensitivity.”

* “Finally, cannabidiol (CBD) prevents neurodegeneration, and decreasesretinal complications.”

On your product webpagefor “Pain Relieving CBD Cream’

* “600MG = CBD / CAPSAICIN MUSCLE PAIN CREAM...This topical muscle andjoint relief cream act
[sic] throughits two active ingredients: capsaicin and cannabidiol (CBD)...Capsaicin is an active
componentofchili peppers known to help reduce pain intensity. Meanwhile, CBD interacts with
endocannabinoid receptors in joints and muscles to promote a healthy inflammatory response and
relieve occasional stiffness and soreness. Capsaicin is also known to be a neuroprotectant, as it may
protect nerves from being damaged or degenerated.”

On your product webpagefor “Pain Relieving Cream’
© °200 MG CBD / LIDOCAINE PAIN GREAM... The CBD with Lidocaine Cream contains the same main

ingredient as the Capsaicin cream — CBD, which helps promote support and relief. However, the
differing active ingredientis lidocaine, a local anesthetic.”

On your product webpagefor “CBD & Menthol Pain Freeze Roll-On"
* °800MG CBD / MENTHOLPAIN FREEZE. . . Our Pain Freeze Roll-Onis a rich combination of our

Organic Hemp Extract, Aloe, and Menthol. Available in a mess-free, roll-on applicator, this topical cream
provides a rapid cooling effect, perfect for joint and muscle support.”

Based on the abovelabeling claims, your CBD and Delta-8 THC productsfor humansare drugs. Weare not
aware of any adequate and well-controlledclinical trials in the publishedliterature that support a determination
that anyof these products are generally recognized as safe and effective (GRASE) for use under the
conditions prescribed, recommended or suggestedin their labeling. Thus, your CBD and Delta-8 THC products
for humans are “new drugs” within the meaning of section 201(p) of the FD&C Act, 21 U.S.C. 321(p). With
certain exceptions not applicable nerg new drugs maynot be introduced or delivered for introduction into
interstate commerce without an approved application from FDAineffect, as described in section 505(a) and
301(d) of the FD&C Act, 21 U.S.C. 355(a), 331(d). No FDA-approvedapplication pursuant to section 505 of the
FD&C Act, 21 U.S.C. 355, is in effect for your CBD and Delta-8 THC products for humans. There is no basis
underthe FD&C Act under which these products would be legally marketedwithout an approvedapplication
Accordingly, these products are unapproved new drugs marketedin violation of sections 505(a) and 301(d) of
the FD&CAct, 21 U.S.C 355(a) and 331(d).

Misbranded Human Drugs

Your CBD and Delta-8 THC products for humansare also misbranded within the meaning of section 502(f)(1)
of the FD&C Act, 21 U.S.C. 352(f}(1),in that their labelingfails to bear adequate directions for use. “Adequate
directions for use” meansdirections under whicha laypersoncan use a drug safely andfor the purposes for
whichit is intended. (See 21 CFR 201.5.)

These products are offered for conditions that are net amenableto self-diagnosis and treatment by individuals
whoare not medical practitioners. Therefore, adequate directions for use cannot be written so thata layperson
can use these drugs safely for their intended purposes. Under 21 CFR 201.100(c)(2) and 201.115, FDA-

 



approvedprescription drugsthat bear their FDA-approved labeling are exemptfrom the requirements that they
bear adequatedirections for use by a layperson. However, your products are not exempt from the requirement
thattheir labeling bear adequatedirections for use, because no FDA-approvedapplicationsare in effect for
yourproducs 2 TidiiodsdonocddiveyticintolladionclaniGrarnied drug Holnbsiteconmenseprohibited under section 301(a) of the FD&C Act, 21 U.S.C. 33-1(a).

CBD-containing Drugs

Evenif your “Pain Relieving CBD Cream,” “Pain Relieving Cream,” “CBD & Menthol Pain Freeze Roll-On,” and
‘Stella’s Baby Care Diaper Cream” products were considered nonprescription drugs, wenote that a

nonprescription drug product containing CBD cannotbe legally marketed without an approved new drug
application, regardless of whetherthe CBDis represented onthe labeling as an active ingredient or aninactive
ingredient. To date, no CBD-containing drug has metapplicable FDA requirementsto belegally marketed for
nonprescription use. Nonprescription drug products that include CBD as an active ingredient are not GRASE
and are new drugs which require an approved application to be legally marketed. CBD is notan active
ingredient in any OTC monographundersection 505G ofthe FD&C Act. Even if CBD could be considered an
inactive ingredient in a nonprescription drug product, that product would still need an approved new drug
application to be legally marketed, becausethe product would not meetthe general requirements under
section 5056 of the FD&C Act under which certain nonprescription drug products may be marketed without an
approved new drug application. In particular, such a product would not meet the general requirement with
respect to the safety and suitability ofinactive ingredients under 24 CFR 320 1(e) 81
301(Il) and Adulterated Human Foods.

Wenote that your “Broad-Spectrum THC Free Organic Honey,” “CBD Fair-Trade Coffee,” and “CBD Infused
Organic Tea” products appearto be conventional foods. It is a prohibited act under section 301 (Il) of the FD&C
Act, 24 U.S.C. 334(Il), to introduce or deliverfor introduction into interstate commerce anyfood to which has
been added a drug approved under section 505of the FD&C Act or for which substantial clinical investigations
have been instituted and for which the existence of such investigations has been madepublic. Based on
available evidence, FDA has concludedthattheprohibition in section 301 (II) applies to GBD,as described
above. Thereis an exception if the substance was marketed in food before the drug was approved or before
the substantial clinical investigations involving the drug had beeninstituted. However, based onavailable
evidence, FDA has concluded thatthis is not the case for CBD. FDAis not aware of any evidence that would
call into questionits current conclusion that section 301(II) of the FD&C Act, 21 U.S.C. 331(Il), prohibits the
introduction into interstate commerceofany food to which CBD has been added, but you may present FDA
with any evidence bearing on this issue.

Youshould also be aware that, as definedin section 201(s) of the FD&CAct (21 U.S.C. 321(s)), the term "food
additive"refers to any substancethe intended use of which results in its becoming a component of any food,
unless the substance is generally recognized as safe (GRAS) among qualified experts underthe conditions of

2)
its intended use, or unless the substance meetsa listed exception
Foodadditives require premarket approval based on data demonstrating safety. Any food additive that has not
been approvedforits intended use in food is deemed to be unsafe under section 409(a) of the FD&C Act (21
U.S.C. 348(a), and causesthe foodto be adulterated undersection 402(a)(2)(C)(i) of the FD&C Act, 21 U.S.C
342(a)(2)(C)Gi). Intreduction of an adulterated food inta interstate commerce is prohibited under section 301(a)

 



OTMe FUSL ACT, 21 U.3.L. $$1(a).

There is no food additive regulation that authorizes the use of CBD. We are not aware of any information to
indicate that CBDis the subjectof a prior sanction (see 21 CFR Part 181). Furthermore, we are not aware of
any basis to conclude that CBD is GRASforuse in conventional foods. FDA's regulations in 21 CFR
170.30(a)-(c) describe thecriteria for eligibility for classification of a food ingredient as GRAS. The use of a
food substance may be GRASbasedoneitherscientific proceduresor, for a substance usedin food before
41958, through experience based on commonusein food(see 21 CFR 170.30)

We know of no basis for general recognition of safety for CBD basedeitheron scientific procedures or
commonuse in food prior to January 1, 1958. Based on our review of published,scientific literature, existing
data and information do not provide an adequate basis to conclude that the use of CBD in food meets the:
criteria for GRASstatus. Someofthe available data raise serious concerns about potential! harm from CBD.
Many unanswered questions and data gaps about CBDtoxicity exist, and someofthe available data raise
serious concerns about potential harm from CBD. Our review of publicly available data associated with the one
FDA-approved CBDdrug, as well as our review of publishedscientific literature, identified potential for liver
injury from CBD and potentially harmful interactions with certain drugs. In addition, studies in animals have
shownthat CBD caninterfere with the developmentandfunction of testes and sperm, decrease testesterone
levels, and impair sexual behavior in males. Therefore, based on our review, the use of CBD in conventional
food products does not satisfy the criteria for GRAS status under 21 CFR 170.30.

FDA\is not awareof any other exception to the food additive definition that would apply to CBD for use as an
ingredient in a conventional food. Therefore, CBD added to a conventionalfood is a food additive under
section 201(s) of the FD&C Act, 21 USC 321(s), andis subject to the provisionsof section 409 of the FD&C
Act, 21 USC 348. Under section 409, a food additive is deemed unsafe unlessit is approved by FDAfor its
intended use prior to marketing. CBDis not approved for use in any conventional food. Food containing an
unsafefood additive within the meaning of section 409 is adulterated within the meaning of section 402(a)(2)
(C)(i) of the FD&C Act, 21 USC 342(a)(2)(C)(i). Therefore, your “Broad-Spectrum THC Free Organic Honey,”
‘Fair-Trade Coffee,” and “CBD Infused Organic Tea” conventional food products contain an unsafe food
additive within the meaning of section 409: therefore they are adulterated productswithin the meaning of
section 402(a)(2)(C)(i) of the FD&C Act. Introduction of these adulterated foodsinto interstate commerceis
prohibited under section 301(a) of the FD&C Act, 21 U.S.C. 33-1(a).

Further, there is no food additive regulation that authorizes the use of Delta-8 THC. We are not aware of any
information to indicate that Delta-8 THCis the subject of a prior sanction (see 21 CFR Part 181). Furthermore,
we are not aware of any basis. to conclude that Delta-8 THC is GRASfor use in conventional foods.

We know of no basis for general recognition of safety for Delta- THC based either on scientific procedures or
commonuse in food prior to January 1, 1958. Based on our review of published,scientific literature, existing
data and information do not provide an adequate basis to concludethatthe use of Delta-8 THC in food meets
the criteria for GRAS status. Some ofthe available data raise serious concerns about potential harm from
Delta-8 THC. Our review of publishedscientific literature identified potential for adverse effects on the central
nervous and cardiopulmonary systems. In addition, studies in animals have suggested that gestational
exposure to Delta-8 THC caninterfere with neurodevelopment. Therefore, based on ourreview, the use of
Delta-8 THC in conventional food doesnotsatisfy the criteria for GRASstatus under 21 CFR 170.30.

In addition, according to your product labeling, your “Delta 8 Chewing Gum,” ‘Delta 8 Peanut Brittle,” and

 

 



‘Delta 8 Syrup” products are foods to which Delta-8 THC has been added. Specifically, your website promotes
your“Delta 8 Syrup” for mixture with “any drink” and recommends“something carbonated.” Your “Delta 8
Chewing Gum’and“Delta 8 Peanut Brittle” are types of productstypically consideredto be conventional foods.
Your “Delta 8 Gummies” (all varieties) also appear to be conventional foods to which Delta-8 THC has been
added.

FDAis not aware of any other exception to the food additive definition that would apply to Delta-8 THC for use
as aningredient in a conventional food. Therefore, Delta-8 THC addedto a conventionalfoodis a food additive
undersection 201(s) of the FD&C Act and is subjectto the provisions of section 409 of the FD&C Act. Under
section 409, a food additive is deemed unsafe unlessit is approved by FDAferits intended use prior to
marketing. Delta-8 THCis not approved for use in any conventionalfood. Foodcontaining an unsafe food
additive within the meaning of section 409is adulterated within the meaningof section 402(a)(2)(C)(i) of the
FD&C Act. Introduction of an adulterated food into interstate commerceis prohibited under section 301(a) of
the FD&C Act, 21 U.S.C. 331(a).

Unapproved New Animal Drugs

During our reviewof your website and your social media websites, FDA determinedthatyour firm is marketing
the unapproved newanimal drugs “Ranch & Livestock Natural Whole-Spectrum Hemp Extract,” “Canine
Whole-Spectrum HempExtract,” “Feline Chicken Flavor Zero THC Hemp Extract,” “Pet Essentials Joint
Support Tablets,” “CBD Infused Pet Shampoo,” and “CBD Infused Pet Paw Balm.” Based on ourreview of your
website and social media websites, these products are drugs under section 201(g)(1) of the FD&C Act, 21
U.S.C. 324(g)(4), becausethey are intendedforuse in the diagnosis, cure, mitigation, treatment, or prevention
of diseasein animals and/or intendedto affect the structure or any function of the body of an animal. Further,
as discussed below,these products are unapproved new animal drugs and marketing them violates the FD&C
Act.

Examplesof claims observed on your website and your social media websites that establish the intended use
of yourproducts as drugs include, but are notlimited to, the following:

On your Frequently Asked Questions (FAQ) webpageathttps. //kingdomharvest.com/pages/faq, you provide
the following information about CBD, whichis an ingredientin “Ranch & Livestock Natural Whole-Spectrum
HempExtract,” “Canine Whole-Spectrum HempExtract,”“Feline Chicken Flavor Zero THC HempExtract,” “Pet
Essentials Joint Support Tablets,” “CBD Infused Pet Shampoo,” and “CBDInfused Pet Paw Balm”

¢ “Many CBD users have reported improvementsin
+ Stress

+ Anxiety

+ Sleep
« Pain levels

+ Skin conditions including acne and eczema

+ Epilepsy”

On your product webpagefor “Ranch & Livestock Natural Whole-Spectrum Hemp Extract’:

 



« “Like humans, our larger Ranch & Livestock pets have Endocannabinoid Systems that help bring
balancetotheir bodies. Introducing a whole-spectrum hempextract into your horses, cows, alpacas,
and anyotherlarge variety Ranch & Livestock animalson a daily routine can help promote an overall
balance and improved quality oflife. Senior Ranch & Livestock Animals & Pets, those thatlive with
certain conditions, and those in already good health can greatly benefit from a helping handof natural
cannabinoids found in Kingdom Harvest Ranch&Livestockformula.”

On your Facebookand Instagram social media websites at https: /|www_facebook.com/originalkingdomharvest’
and https://wwnw.instagram.comikingdomharvest/?hl=en, respectively, for your “Ranch & Livestock Natural
Whole-Spectrum Hemp Extract”:

© May7, 2020 Facebookposting and May 6, 2020Instagram posting with photographsof your “Ranch &
Livestock Natural Whole-Spectrum Hemp Extract” next to photographsof a horse, a cow, and an
alpaca

© ‘Like humans,ourlarger Ranch & Livestock pets have Endocannabinoid Systemsthat help
bring balanceto their bodies. Introducing a whole-spectrum hempextract to your horses, cows,
alpacas, and any otherlarge variety Ranch & Livestock animals on a daily routine can help
promote an overall balance and improved quality of life. Elder Ranch & Livestock Animals &
Pets, thosethat live with certain conditions, and those in already good health can greatly benefit
from the helping hand of natural cannabinoids found in Kingdom Harvest Ranch & Livestock
formula.”

On your Instagram social media website at (https://www.instagram.com/kingdomharvest/?hi=en) for your
‘Canine Whole-Spectrum Hemp Extract”;

*® November 27, 2019 posting with a photograph of your “Canine Whole-Spectrum HempExtract” with a
dogin the background:

© “Reported benefits include reductionofstress and anxiety, improving mood,painrelief,
controlling seizures, and reductionofinflammation.”

Onyour Facebookand Instagram social media websites at htips://www.facebookcom/originalkingdomharvest!
and https://ww.instagram.com/kingdomharvest'?hl=en, respectively, for your “Feline Chicken Flavor Zero
THC Hemp Extract”:

© May8, 2020 posting with @ photograph ofyour “Feline Chicken Flavor Zero THC Hemp Extract” next to
a photograph of a cat and photograph ofa partiallyfilled medicine dropperheld in front of a cat's face:

“Reported benefits include reduction of stress and anxiety, improving mood, pain relief,
controlling seizures, and reductionofinflammation and many more."

On your product webpagefor “Pet Essentials Joint Support Tablets”

© “Pet Essentials CBD Joint Support helps support your pet's joint health through six active ingredients

© CBD may help minimize discomfort
© Chondroitin... may help...to reduce discomfort

 

 



© Lurmene powder has natural properties, which make It a strong ant-intlammatory agent.”

Onyour product webpagefor “CBDInfused Pet Shampoo”

© “Whenused directly on your fur baby’s area that you are looking to treat and clean, our CBD Whole-
Spectrum PET Shampoodoesn't just clean, soothe, and alleviate irritations. It fights inflammation at the
source.”

On your product webpagefor “CBD Infused Pet Paw Balm’

© ‘Because CBD PET Paw Balm doesnot need to be metabolized, a topical dosageis strong, reliable,
andstarts working quickly. When useddirectly on the tattooed area that you are looking to treat and
protect, our CBD Whole-Spectrum PET Paw Baim doesn'tjustalleviateirritations. It fights inflammation
at the source.”

These products are "new animal drugs" under section 201(v) of the FD&C Act, 21 U.S.C. § 321(v), because
they are not generally recognized, among experts qualified by scientific training and experience to evaluate the
safety andeffectivenessof animaldrugs, as safe and effective for use under the conditions prescribed,
recommended, or suggested in the labeling.

To belegally marketed, a new animal drug must have an approved new animal drug application, conditionally
approved new animal drug application, or index listing under sections 512, 571, and §72 of the FD&C Act, 21
U.S.C. §§ 360b, 360ccc, and 360ccc-1. These products are not approved orindex listed by the FDA, and
therefore these products are unsafe undersection 512(a) of the FD&C Act, 21 U.S.C. § 380b(a), and
adulterated under section 501(a)(5) of the FD&C Act 21 U.S.C. § 361(a)(5). The introduction or delivery for
introductionof these products into interstate commerceis prohibited undersection 304 (a) of the FD&C Act 21
US. $331(a).

304(II) and Adulterated Animal Foods

‘You should also be awarethat, as defined in section 201{s) of the FD&C Act (21 U.S.C. 321(s)), the term “food
additive” refers to any substancethe intendeduseof whichresultsin its becoming a componentof any animal
food, unless the substance is generally recognized as safe (GRAS) amongqualified experts underthe

9.
conditions ofits intended use, or unless the substance meetsalisted exception. el
Foodadditives require premarket approval based on data demonstrating safety. Any food additive that has not
been approved forits intended use in animal food is deemed to be unsafe under section 409(a) of the FD&C
Act, 21 U.S.C. 348(a), and causesthe animalfood to be adulterated undersection 402(a)(2)(C)(i) of the FD&C
Act, 21 U.S.C. 342{a)(2)(C)(i).. Introduction of an adulterated animal food into interstate commerceis
prohibited undersection 301(a) of the FD&C Act, 21 U.S.C. 33-1(a).

There is no food additive regulation that authorizes the use of CBDin animal food. We are not aware of any
information to indicate that CBD is the subject of a prior sanction, as described above. Furthermore, we are nat
awareof any basis to conclude that CBD is GRASfor use in animal foods. FDA's regulationsin Title 21, Code
of Federal Regulations 570.30(a)-(c), 21 CFR 570.20(a)-(c), describethecriteria foreligibility for classification
of an animal food ingredient as GRAS. The use of an animal food substance may be GRAS based oneither
scientific proceduresor, for a substance used in animal food before 1958, through experience based on
commonuse in animal food (see 21 CFR 570.30).

 



We know of no basis for general recagnition of safety for CBD basedeitheron scientific procedures or
commonuse in animal food prior to January 1, 1958. Based on our review of the publicly availableliterature,
the data andinformation necessary to support the safe use of CBDin animalfoodsare lacking. In fact,
literature reports haveraised safety concernsfor animals consuming CBD, including, butnotlimited to, male
reproductive toxicity and liver toxicity. Therefore, based on our review, the use of CBDin animal products does.
not satisfy the criteria for GRASstatus under 21 CFR 570.30.

FDAis not aware of any other exception to the food additive definition that would apply to CBD for use as an
ingredient in animal food. Therefore, CBD added to animalfoodis a food additive under section 201(s) of the
FD&CAct andis subject to the provisions of section 409 of the FD&C Act, 21 U.S.C. 348. Under section 409 of
the FD&C Act, 21 U.S.C. 348, an animal food additive is deemed unsafe unlessit is approved by FDAforits
intendeduse prior to marketing. CBDis not approvedforuse in any animal food. Animalfood containing an
unsafe food additive within the meaningofsection 409 is adulterated within the meaningof section 402(a\(2)
(Ci) of the FD&C Act, 21 U.S.C. 342(a)(2)(C)(i). Introduction of an adulterated animal food into interstate
commerceis prohibited undersection 301 (a) of the FD&C Act, 21 U.S.C. 331(a).

Te the extent that you market any of your products containing CBD as animal food, you should be awarethatit
is a prohibited act under section 301 (II) of the FD&C Act, 21 U.S.C. 331 (Il), to introduceor deliver for
introduction inte interstate commerce any animal food te which has been added a drug approved undersection
505 of the FD&C Actor for which substantialclinical investigations have beeninstituted and for which the
existence of such investigations has been made public. Based on available evidence, FDA has concluded that
the prohibition in section 301(II) applies to CBD, as described above.

According to your product labeling, “Ranch & Livestock Natural Whole-Spectrum Hemp Extract, “Canine
Whole-Spectrum Hemp Extract,” “Feline Chicken Flavor Zero THC HempExtract,” and “Pet Essentials Joint
Support Tablets,” are animalfoods to which CBD has been added. Specifically, your website and social media
websitesrefer to these products being mixed into meals (‘Ranch & Livestock Natural Whole-Spectrum Hemp
Extract” and “Canine Whole-Spectrum Hemp Extract’) or intended for consumption based onflavorlabeling
(‘Feline Chicken Flavor Zero THC Hemp Extract” and bacon-flavored “Pet Essentials Joint Support Tablets”)
Therefore, the introductionor delivery for introduction intointerstate commerceofthese products is a
prohibited act under section 301(II) of the FD&C Act, 21 U.S.C. 331(II).

This letter is not intended to be an all-inclusive statementofviolations that mayexist in connection with your
products. You are responsible for investigating and determining the causesof anyviolations andfor preventing
their recurrence or the occurrenceof other violations. It is your responsibility to ensure that your firm complies
with all requirements offederallaw, including FDA regulations.

This letter notifies you of our concerns and provides you an opportunity to address them. Failure to adequately
address this matter may result in legal action including, without limitation, seizure andinjunction

Please notify FDA in writing, within fifteen working days of receipt ofthis letter, of the specific steps you have
taken to correct these violations. Include an explanation of each step being taken to preventthe recurrence of
violations, as well as copiesof related documentation. If you believethat your productsare not in violation of
the FD&CAct, include your reasoning and any supporting information for our consideration. If you cannot
complete corrective action within fifteen working days, state the reasonfor the delay and the time within which

 



you will complete the correction.

Your response should be sent to U.S. Food and Drug Administration, CDER/OG/Office of Unapproved Drugs
and Labeling Compliance by email to FDAADVISORY@fda.hhs. gov.

Sincerely,
/S/
Donald D. Ashley
Director
Office of Compliance
Center for Drug Evaluation and Research
Food and Drug Administration
IS!
NealBataller
Director
Division of Drug Compliance
Office of Surveillance & Compliance
Centerfor Veterinary Medicine
Food and Drug Administration
IS!
Ann M. Oxenham
Director
Office of Compliance
Center for Food Safety and Applied Nutrition
Food and Drug Administration

(] s—__As stated in previous FDA warning letters, the use of untested drugs can have unpredictable and unintended consequences,
especially in vulnerable populations. For example, infants maybeat greater risk for adversereactions associated with certain drug
products due to differencesin the ability of infants to absorb, metabolize, distribute, or excrete such drugproducts ortheir metabolites.

7) share is currently a global outbreak of respiratory disease caused by @ novel coronavirus that has been named ‘severe acute
respiratory syndrome coronavirus 2° (SARS-CoV-2). The disease caused by the virus has been named “Coronavirus Disease 2019"
(COVID-19). On January 31, 2020, the Department of Health and HumanServices (HHS) issued a declaration of a public heatth
emergency related to COVID-19 and mobilized the Operating Divisions of HHS. Secretary of Health and HumanServices,
Determinationthat a Put Health Emergency Exists (originally issued Jan. 31, 2020, and subsequently renewed), available at
hitos:fhwunw. phe.govemergency/news/healthactions/phe/Pages/default aspx. In addition, on March 13, 2020, there was a Presidential
declaration of a national emergency in response to COVID-19. Prociamation on Deciaring a National Emergency Concerningthe Novel
Coronavirus Disease (COVID-19)Outbreak (Mar. 13, 2020), available at
httos:t/trum pwhitehouse archives.cow/oresidentialactions/oroctamation-declaring-national-emergency-concerning-novel-coronavirus-
disease-covid-19-outoreaki,
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1 capisthe active ingredient in the approved crug product Epidiolex. Furthermore,the existence of substantial cinicalinvestigationsregarding CBD has been madepublic. For example, two such substantial clinical investigations include GW Pharmaceuticals’
investigations regarding Sativex and Epidiolex. (See GW Pharmaceuticals Receives Investigational NewDrug (IND) From FDA for
Phase 2/3 Clinicat Trial of Epidiolex(R) in the Treatment of Dravet Syndrome). FDA considers a substanceto be “authorized for
investigation as @ new drug"if itis the subject of an Investigational NewDrug application (IND)that has goneinto effect. Under 21 CFR
212.2, unless a clinical investigation meets the limited criteria in that regulation, an IND is required forall clinical investigations of
products that are subject to section 505of the FD&C Act.
4]
ror example, under section 5056 ofe FDC Act, 21 U.S.C. 355h, certain nonprescription drug products may be lavtully marketed
without an approved application if applicable conditions are met, including conformity with an applicable OTC monograph. However,
your products could not be lawfully marketed under section 505G, because basedon your claims regarding these products,including
on your website labeling, your products are marketed for uses not considered nonprescription indications. Further, evenif certain of
your products, such as your “Pain Relieving CBD Cream,” “Pain Relieving Cream,” “CBD & Menthol Pain Freeze Roll-On,” and‘Stella’s
BabyCare Diaper Cream,” were marketedonly for nonprescription indications, they would not meetthe conditions undersection 5056
for laveul marketing without an approved application. For example, CBD—considered an active ingredient under 21 CFR 201.66(b)(2)
due toits prominent featuring on your product labeling—is not an active ingredient in any OTC monographundersection 505G of the
FD&C Act.

6)__ Further, evenif your products were marketed only for nonprescriptionindications, these products would be misbranded under
saction $02(ee) of the FD&C Act, 21 U.S.C. 352(ee), because they would be nonprescription drugs subject to section 505 of the
FD&C Actthat do not comply with the requirements for marketing under that section (see footnote 1) and are not the subject of an
application approved under section 505 of the FD&CAct, 21U.S.C. 355.
(8)__21 CFR 330.4(e) requires in relevant part that "the product contains only suitable inactive ingredients which are safe in the amounts
administered.” A suitable inactive ingredient generally provides a beneficial formulationfunction, such as a tablet binderor preservative,
or improves product delivery (e.g., enhances absorption or controls release of the drug substance). CBD has no known functional role
ag an inactive ingredientin a finished drug product.

17sgaitionaly, an insctve ingredient should net exert phanmacologealetfacts an must be cafe wnen used atthe intended desage
CBD has known pharmacological activity with demonstrated risks. For example, the labeling for Epidiolex (cannabidiol) prescription oral
solution includesrisks for the drug such as liverinjury, interactionswith other drugs or supplements, potential for male repraductive
toxicity, somnolence, insomnia, diarrhea, decreased appetite, abdominal pain, upset stomach, changes in mood,irritability, and
agitation. See hitns Jw accessdata fdagowdrugsatida_docs/label/2020/210365s005s006s007IbLodf. It is unknown whether the
levels of CBD used in your CBD products have pharmacological activit or poseany concerfor safety events.
8]
© nder section 201(6) ofthe FD&C Act 21 U.S. 224(3)], the following types of substances are excluded from tnefood adeltive
definition: (1) pesticide chemical residuesin or on a raw agricultural commodity or processed food,(2) pesticide chemicals, (3) color
additives, (4) substances used in accordance with a “prior sanction” {i.e., a sanction or approval grantedprior to the enactment of the
Food Additives Amendment of 1958 under the FD&C Act, the Poultry Products Inspection Act, or the Meat Inspection Act), (5) new

 animal drugs, and (6) dietary ingredients in or intended for use in a dietary supplement
9]
1 Under section 201(6)5) ofthe FDBC Act, 24 U.S.C. § 321(6)(6), new animal drugs are excludedfrom the food additive defntion itanewanimaldrug is unsafe within the meaning of section 512 because it is not approved for use in animal food.thenthe animalfood is
adulterated under section 402(a)(2)(C)Ii) of the FD&C Act, 21 U.S.C. § 242(a)2)(CKil).
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Questions and Answers
Below are a numberoffrequently asked questions and answers on this topic.

1. What are cannabis and marijuana?
2. Howdoes the 2018 Farm Bill define hemp? Whatdoesit mean for FDA-regulated

products?
3. Has FDA approved any medical products containing cannabis or cannabis-derived

compounds such as CBD?
4. Aside from Epidiolex, are there other CBD drugproducts that are FDA-approved?

Whataboutthe products I’ve seen in stores or online?

 

 5. Whyhasn’t FDA approved more products containing cannabis or cannabis-derived
compounds for medical uses?

6. Whatis FDA’s reactionto states that are allowing cannabis to be sold for medical uses
without the FDA’s approval?
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medical conditions?

co . Is it legal for meto sell CBD products?
g. Can THC or CBD productsbe sold as dietary supplements?

10. Is it legal, in interstate commerce,to sell a food (including anyanimal foodorfeed) to
which THC or CBD has been added?



THC is anactive ingredientin a drugproductthat has been approved under section
505 of the FD&C Act? In making the two previous determinations about CBD,why
did FDA determine that substantial clinical investigations have been authorized for
and/orinstituted, and that the existenceof such investigations has been made
public?

 

 

12. Can hulled hemp seed, hempseed protein powder, and hempseed oil be used in
humanfood?

13. What is FDA’s position on cannabis and cannabis-derived ingredients in cosmetics?
14. Will FDAtake action against cannabis or cannabis-related productsthat are in

violation of the FD&C Act?

15. Can ] import or export cannabis-containing or cannabis-derived products?
 

16. What is FDA’s role whenit comesto the investigation of cannabis and cannabis-
derived products for medical use?

. Does the FDAobjectto theclinical investigation of cannabis for medical use?

 
 

eya

18. Howcan patients gain access to cannabis or cannabis-derived products for medical
use throughexpanded access?

19. Can patients gain access to cannabis or cannabis-derived products for medical use
throughRight to Try?

 

 
20. Does the FDA have concerns about administering a cannabis product to children?
 

21. Does the FDA have concerns about administering a cannabis product to pregnant and
lactating women?

22. What does the FDA think about making CBD available to children with epilepsy?
23. What should I do if mychild eats something containing cannabis?

 
 

24. I've seen cannabis products being marketedfor pets. Are they safe?
25. Can hempbeaddedto animal food?
26. Can approved human drugs containing CBD or synthetic THC be used extralabelin

animals?

a. Whatare cannabis and marijuana?

A. Cannabis is a plant of the Cannabaceae family and contains more than eighty
biologically active chemical compounds. The most commonly known compounds are
delta-9-tetrahydrocannabinol (THC) and cannabidiol (CBD). Parts of the Cannabis sativa
plant have been controlled under the Controlled Substances Act (CSA) since 1970 under
the drug class "Marihuana" (commonlyreferredto as "marijuana") [21 U.S.C. 802(16)].
"Marihuana’is listed in ScheduleI of the CSA duetoits high potential for abuse, whichis
attributablein large part to the psychoactive effects of THC,and the absence of a currently
accepted medicaluseofthe plant in the United States.



2. Howdoes the 2018 Farm Bill define hemp? Whatdoes it mean for FDA-
regulated products?

A. At the federal level, the Agriculture ImprovementAct of 2018, Pub.L. 115-334, (the
2018 FarmBill) was signed into law on Dec. 20, 2018. Amongotherthings, this new law
changescertain federal authorities relating to the production and marketing of hemp,
defined as "the plant Cannabissativa L. and anypart ofthat plant, including the seeds
thereof and all derivatives, extracts, cannabinoids, isomers, acids, salts, and salts of
isomers, whether growingor not, with a delta-9 tetrahydrocannabinol concentrationofnot
morethan 0.3 percent on a dryweight basis." These changes include removing hempfrom
the CSA, which meansthat cannabis plants and derivatives that contain no more than 0.3
percent THC onadryweight basis are no longer controlled substances underfederal law.

The 2018 FarmBill, however,explicitly preserved FD.’s authority to regulate products
containing cannabis or cannabis-derived compounds under the FD&C Act and section 351
of the Public Health Service Act (PHS Act). FDAtreats products containing cannabis or
cannabis-derived compounds asit does any other FDA-regulated products — meaning
they're subject to the sameauthorities and requirements as FDA-regulated products
containing anyothersubstance. This is true regardless of whether the cannabis or
cannabis-derived compounds areclassified as hemp under the 2018 Farm Bill.

3- Has FDA approved any medical products containing cannabis or cannabis-
derived compoundssuch as CBD?

A. Todate,the agencyhas not approved a marketing application for cannabis for the
treatmentof any disease or condition. FDA has, however, approved one cannabis-derived
andthree cannabis-related drug products. These approved products are onlyavailable
with a prescription fromalicensed healthcare provider.

FDAhasapproved Epidiolex, which contains a purified form of the drug substance CBD
 

for the treatmentof seizures associated with Lennox-Gastaut syndromeor Dravet
syndromein patients 1 years of age and older. It has also approved Epidiolex for the
treatmentofseizures associated with tuberoussclerosis complexinpatients 1 year of age
or older. That means FDA hasconcluded thatthis particular drug productis safe and.
effective for its intendeduse.

The agencyalso has approved Marinol and Syndrosfor therapeutic uses in the United
States, including for the treatment of anorexia associated with weightloss in AIDS
patients. Marinol and Syndrosincludethe active ingredient dronabinol, a synthetic delta-
g- tetrahydrocannabinol (THC) whichis considered the psychoactive componentof
cannabis. Another FDA-approved drug, Cesamet, contains the active ingredient nabilone,
which has a chemical structure similar to THC andis syntheticallyderived.

4. Aside from Epidiolex, are there other CBD drug products that are FDA-
approved? Whataboutthe productsI've seen in stores or online?

A. No. There are no other FDA-approved drug products that contain CBD. We are aware

 



that somefirms are marketing CBD products to treat diseases or for other therapeutic uses
, and we haveissued several warningletters to such firms. Under the FD&C Act, any
product intended to have a therapeutic or medical use, and any product (other than a
food) thatis intended to affect the structure or function of the body of humansor animals,
isa drug. Drugs mustgenerally either receive premarket approval by FDA through the
New Drug Application (NDA) process or conform to a "monograph"for a particular drug,
category, as established by FDA's Over-the-Counter (OTC) Drug Review. CBD was not an
ingredient considered under the OTC drug review. An unapproved new drug cannotbe
distributed orsold in interstate commerce.

 

FDAcontinues to be concerned at the proliferation of products asserting to contain CBD
that are marketed for therapeutic or medical uses although theyhave not been approved
by FDA.Often such products are sold online and are therefore available throughoutthe
country. Selling unapproved products with unsubstantiated therapeutic claimsis not only
a violation of the law, but also can putpatients at risk, as these products have not been
proven to be safe or effective. This deceptive marketing of unproven treatmentsalso raises
significant public health concerns, because patients and other consumers may be
influenced notto use approvedtherapiesto treat serious and even fatal diseases.

Unlike drugs approved by FDA, products that have not been subject to FDA reviewas part
of the drug approvalprocess havenot been evaluated as to whether they work, what the
proper dosage maybeifthey do work, howtheycould interact with other drugs,or
whether theyhave dangerousside effects or other safety concerns.

The agencyhasand will continue to monitor the marketplace andtake action as needed to
protectthe public health against companiesillegallyselling cannabis and cannabis-derived
products that can put consumersat risk and that are being marketedfor therapeutic uses
for whichtheyare not approved. At the same time, FDA recognizes the potential
therapeutic opportunities that cannabis or cannabis-derived compounds could offer and
acknowledgesthe significant interest in these possibilities. FDA continuesto believe that
the drug approval process represents the best wayto help ensurethat safe and effective
newmedicines, including anydrugs derived from cannabis,are available to patients in
need of appropriate medical therapy. The Center for Drug Evaluation and Research
(CDER)is committed to supporting the developmentof new drugs, including cannabis and
cannabis-derived drugs, through theinvestigational new drug (IND) and drug approval
process (see Question #16).

5. Whyhasn’t FDA approved more products containing cannabis or cannabis-
derived compoundsfor medical uses?

A. FDAis aware that unapproved cannabis or cannabis-derived products are being used
for the treatment of a number of medical conditionsincluding,for example, AIDS wasting,
epilepsy, neuropathic pain, spasticity associated with multiple sclerosis, and cancer and
chemotherapy-induced nausea.

To date, FDA has not approved a marketing application for cannabis for the treatment of
anydisease or condition and thus has not determined that cannabisis safe and effective

 



for any particular disease or condition. The agencyhas, however, approved one cannabis-
derived and three cannabis-related drug products (see Question #2).

FDArelies on applicants andscientific investigators to conduct research. The agency's
role, as laid out in the FD&C Act,is to review data submitted to the FDA in anapplication.
for approval to ensure that the drug product meets the statutory standards for approval.

The studyof cannabis and cannabis-derived compoundsinclinicaltrial settings is needed
to assess the safetyandeffectiveness of these substances for the treatmentof any disease
or condition. FDA’s December 2016 Guidance for Industry: Botanical Drug Development
provides specific recommendations on submitting INDsfor botanical drug products, such
as those derived from cannabis, in supportoffuture marketing applications for these
products. The agency's July 2020draft guidance, Cannabis and Cannabis-Derived
Compounds: Quality Considerations for Clinical Research Guidance for Industry,
highlights quality considerations for anyone wishing to conductclinical research in this
area, particularlythose whoareless familiar with the FDA.

  

The FDAwill continueto facilitate the work of companies interested in appropriately
bringing safe, effective, and quality products to market, including scientifically-based
research concerning the medicinal uses of cannabis. Additional information concerning
research on the medical use of cannabisis available from the NationalInstitutes of Health,
particularly the National CancerInstitute (NCI) and NationalInstitute on Drug Abuse
qntpa).

 

6. What is FDA’s reactionto states that are allowing cannabisto be sold for
medical uses without the FDA’s approval?

A. The FDAis aware thatseveral states have either passed lawsthat removestate
restrictions on the medicaluse of cannabis andits derivatives or are considering doingso.
It is important to conduct medical research into the safety andeffectiveness of cannabis
products through adequate and well-controlledclinicaltrials. We welcomethe opportunity
to talk with states whoare considering support for medical research of cannabisandits
derivatives, so that we can provide information on Federal and scientific standards.

7. Has the agencyreceived any adverse event reports associated with cannabis
use for medical conditions?

A. Theagencyhasreceivedreports of adverseevents in patients using cannabis or
cannabis-derived products to treat medical conditions. The FDA reviews such reports and
will continue to monitor adverse event reports for anysafetysignals, with a focus on
serious adverseeffects. Consumers and healthcare providers can report adverse events
associated with cannabis or cannabis-derived products via the FDA’s MedWatchreporting
system, either online or by phoneat 1-800-FDA-1088. For moreinformation, please see
the FDA's webpage on MedWatch.

Information from adverse event reports regarding cannabis useis extremelylimited; the
FDAprimarily receives adverse event reports for approved products. General informationon the notential adverse efferts of using cannahic andits eanctitnents ean came fram

 



 
clinical trials that have been published, as well as from spontaneouslyreported adverse
events sent to the FDA. Additional informationaboutthe safety and effectiveness of
cannabis and its constituents is needed.Clinical trials of cannabis conducted under an
INDapplication could collect this important information asa part of the drug
developmentprocess.

8. Is it legal for me to sell CBD products?

A. It depends, amongotherthings, on the intended use of the preductand howitis labeled
and marketed. Even if a CBD product meets thedefinition of "hemp" under the 2018 Farm
Bill (see Question #2),it still must complywith all other applicable laws, including the
FD&C Act. The belowquestions and answers explain someof the ways thatspecific parts
of the FD&CAct can affect the legality of CBD products.

Weare aware that state andlocal authorities are fielding numerous questions about the
legality of CBD. There is ongoing communication with state and localofficials to answer
questions about requirements under the FD&C Act,to better understand the landscape at
the state level, and to otherwise engage with state/local regulatory partners.

g. Can THCor CBD products be sold as dietary supplements?

A. No.Based on available evidence, FDA has concluded that THC and CBD products are
excluded from thedietary supplementdefinition undersection 201(ff)(3)(B) of the FD&C
Act [21 U.S.C. § 321(ff)(3)(B)]. Underthat provision,if a substance (such as THC or CBD)
is an active ingredientin a drug productthat has been approved undersection 505 of the
FD&C Act [21 U.S.C. § 355]. or has been authorized for investigation as a new drug for
which substantial clinical investigations have been instituted and for which the existence
of such investigations has been madepublic, then products containing that substance are
excluded from thedefinition of a dietary supplement. FDA considers a substance to be
“authorizedfor investigation as a newdrug"ifit is the subject of an Investigational New
Drugapplication (IND)that has goneinto effect. Under FDA’sregulations (21 CFR 312.2),
unlessa clinical investigation meets the limitedcriteria in that regulation, an IND is
requiredforall clinical investigations of products that are subject to section 505of the
FD&C Act.

There is an exception to section 201(ff)(3)(B) if the substance was "marketed as” a dietary
supplementor as a conventional food before the drug was approvedor before the new
drug investigations were authorized, as applicable. However, based onavailable evidence,
FDAhas concludedthat this is not the case for THC or CBD.

FDAis not aware of anyevidence that wouldcall into question its current conclusions that
THCand CBD productsare excluded from the dietary supplementdefinition undersection
201(ff)(3)(B) of the FD&C Act. Interested parties may presentthe agency with any
evidence that theythink has bearing on this issue. Our continuing reviewof information
that has been submitted thus far has not causedus to change our conclusions.

Whena substanceis excluded from the dietary supplementdefinition under section

 

 



201(I1)(3)U4) OI the FL&L Act, Ine exclusion applies unless F WA, 1n the agency's
discretion, has issued a regulation, after notice and comment,finding that the article
would be lawful under the FD&C Act. To date, no such regulation has been issued for any
substance.

Ingredients that are derived from parts of the cannabis plant that do not contain THC or
CED mightfall outside the scope ofthis exclusion, and therefore might be able to be
marketed as dietary supplements. However,all products marketed as dietary supplements
must complywith all applicable laws and regulations governing dietary supplement
products. For example, manufacturers anddistributors who wish to market dietary
supplements that contain "newdietaryingredients"(i.e., dietary ingredients that were not
marketedin the United States in a dietary supplement before October15, 1994) generally
must notify FDA aboutthese ingredients (see section 413(d) of the FD&C Act [21 U.S.C. §
350b(d)]). Generally, the notification must include information demonstratingthat a
dietary supplement containing the newdietary ingredientwill reasonablybe expected to
besafe underthe conditions of use recommendedor suggested in the labeling. A dietary
supplementis adulteratedifit contains a newdietary ingredient for which there is
inadequate information to provide reasonable assurancethatthe ingredient does not
present a significant or unreasonablerisk ofillness or injury(see section 402(f)(1)(B) of
the FD&C Act[21 U.S.C. 342(4)(1)(B)]).

Numerousother legal requirements applyto dietary supplementproducts, including
requirementsrelating to Current Good Manufacturing Practices (CGMPs)and labeling.
Information about these requirements, and about FDA requirements acrossall product
areas, can be found on FDA’s website.

 

10.Is it legal, in interstate commerce,tosell a food (including anyanimal
food or feed) to which THC or CBD has been added?

A. No. Undersection 301(1I) of the FD&C Act[21 U.S.C. § 331(1D)], it is prohibited to
introduceor deliver for introduction into interstate commerce anyfood (including any
animal food or feed) to which has been added a substance whichis an active ingredient in
a drug product that has been approved undersection 505 of the FD&C Act[21 U.S.C. §
355], or a drugfor which substantialclinical investigations have been instituted and for
which the existence of such investigations has been madepublic. There are exceptions,
including when the drug was marketedin food before the drug was approvedor before the
substantialclinical investigations involving the drug had beeninstituted or, in the case of
animalfeed, that the drug is a newanimal drug approved for use in feed and used
accordingto the approved labeling. However, based on available evidence, FDA has
concludedthat noneofthese is the case for THC or CBD. FDA hastherefore concluded
thatit is a prohibited act to introduceordeliver for introductioninto interstate commerce
any food (including any animal food or feed) to which THC or CBD has been added. FDAis
not aware of anyevidence that would call into question these conclusions. Interested
parties maypresent the agencywith any evidence that theythink has bearingonthis issue.
Our continuing reviewof information that has been submittedthus far has not caused us
to change our conclusions.

 



When this statutory prohibition applies to a substance,it prohibits the introduction into
interstate commerce of any food to which the substance has been added unless FDA,in the
agency'sdiscretion,has issued a regulation approvingtheuseofthe substance inthe food
(section 301(1l)(2) of the FD&C Act [21 U.S.C. § 331(11)(2)]). To date, no such regulation
hasbeenissued for anysubstance.

Ingredientsthat are derived from parts of the cannabis plant that do not contain THC or
CBD mightfall outside the scope of 301(1l), and therefore might be able to be added to
food. For example, as discussed in Question #12, certain hemp seed ingredients can be
legally marketed in human food. However,all food ingredients must complywith all
applicable laws and regulations. For example, bystatute, any substance intentionally
addedto foodis a food additive, and therefore subject to premarket review and approval
by FDA, unless the substance is generally recognized as safe (GRAS)byqualified experts
underthe conditionsofits intended use, or the use of the substanceis otherwise excepted
fromthedefinitionof a food additive (sections 201(s) and 409 of the FD&C Act [21 U.S.C.
§§ 321(s) and 348)]). Aside from the three hempseed ingredients mentioned in Question
#12, no other cannabis or cannabis-derivedingredients have beenthesubjectof a food
additive petition, an evaluated GRAS notification, or have otherwise been approvedfor use
in food by FDA. Food companiesthat wish to use cannabis or cannabis-derived
ingredients in their foods are subject to the relevant laws and regulations that governall
food products, including those thatrelate to the food additive and GRAS processes.

11. In makingthe two previous determinations about THC, why did FDA
conclude that THCis an active ingredientin a drug productthat has been
approved undersection 505 of the FD&C Act? In making the two previous
determinations about CBD, why did FDA determinethat substantial clinical
investigations have been authorized for and/orinstituted, and that the
existence of such investigations has been madepublic?

A. THC (dronabinol) is the active ingredient in the approved drug products, Marinol
capsules (and generics) and Syndrosoralsolution. CBDis the active ingredientin the
approved drug product, Epidiolex.

The existenceof substantial clinical investigations regarding THC and CBD have been
madepublic. For example, two such substantialclinical investigations include GW
Pharmaceuticals’ investigations regarding Sativex. (See Sativex Commences US Phase
I/II Clinical Trial in Cancer Pain @)

12. Can hulled hemp seed, hemp seed protein powder, and hempseed oil be
used in human food?

A. In December 2018, FDA completed its evaluation of three generally recognizedas safe
(GRAS)noticesforthe following hemp seed-derived foodingredients: hulled hemp seed,
hempseed protein powder, and hempseedoil. FDA had no questions regarding the
company's conclusion that the use of such products as described in the noticesis safe.
Therefore, these products can be legally marketed in humanfoods for the uses described
in thenotices. provided thev complywith all other requirements. These GRAS notices

 



related onlyto the use of these ingredients in human food. To date, FDA hasnotreceived
any GRASnotices for the use of hemp-derived ingredients in animal food (see Question
#25).

Hempseedsarethe seedsofthe Cannabis sativa plant. The seeds of the plant do not
naturally contain THC or CBD. The hempseed-derived ingredients that are the subject of
these GRAS notices contain onlytrace amounts of THC and CBD, which the seeds may
pick up during harvesting and processing whentheyare in contact with other parts of the
plant. Consumption of these hemp seed-derivedingredientsis not capable of making
consumers "high."

The GRAS conclusions can applyto ingredients for human food marketedbyother
companies, if they are manufactured in a waythat is consistent with the notices and they
meetthelisted specifications. Someof the intended usesfor these ingredients include
adding them as sourceof protein, carbohydrates,oil, and other nutrients to beverages
(juices, smoothies, protein drinks, plant-basedalternatives to dairy products), soups, dips,
spreads, sauces, dressings, plant-based alternatives to meat products, desserts, baked
goods, cereals, snacks and nutrition bars. Products that contain anyof these hemp seed-
derived ingredients must declare them by nameonthe ingredientlist.

These GRASconclusionsdo notaffect the FDA’s position on the addition of CBD and THC
to food.

13. Whatis FDA’s position on cannabis and cannabis-derived ingredients in
cosmetics?

A. A cosmetic is defined in 201(i) as "(1)articles intended to be rubbed,poured,sprinkled,
or sprayedon,introducedinto, or otherwise applied to the human bodyoranypart thereof
for cleansing, beautifying, promoting attractiveness, or altering the appearance,and (2)
articles intended for use as a componentof any such articles; except that such term shall
not include soap.”

Under the FD&C Act, cosmetic products and ingredients are not subject to premarket
approval by FDA,except for mostcolor additives. Certain cosmetic ingredients are
prohibitedorrestricted by regulation, but currentlythat is not the case for any cannabis or
cannabis-derived ingredients. Ingredients not specifically addressed byregulation must
nonetheless complywith all applicable requirements, and no ingredient — including a
cannabis or cannabis-derived ingredient — can be used in a cosmetic if it causes the
productto be adulterated or misbranded in any way. A cosmetic generally is adulteratedif
it bears or contains any poisonousordeleterious substance which mayrenderit injurious
to users underthe conditions of use prescribed in the labeling, or under such conditionsof
use as are customaryorusual (section 601(a) of the FD&C Act [21 U.S.C. § 361(a)]).

Ifa productis intended to affect the structure or function of the body, or to diagnose,cure,
mitigate, treat or prevent disease, it isa drug,or possibly both a cosmetic and a drug, even
if it affects the appearance. (See Question #3 for more information about drugs.)
 HESS shee Lio tue.
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to consumers. Consumers can report adverse events associated with cosmetic products via
the FDA’s MedWatchreporting system,either online or by phone at 1-800-FDA-1088,or
bycontacting your nearest FDAdistrict office consumer complaint coordinator. For more
information, please see the FDA’s webpage on howto report a cosmetic-related complaint.

 

14. Will FDA take action against cannabis or cannabis-related products that
are in violation of the FD&C Act?

A. The FDAhassent warningletters in the past to companiesillegallyselling CBD
products that claimed to prevent, diagnose, treat, or cure serious diseases, such as cancer.
Someof these productswere in furtherviolation of the FD&C Act because they were
marketed as dietary supplements or because theyinvolvedthe addition of CBDtefood.

Whenaproductis in violation of the FD&C Act, FDA considers manyfactors in deciding
whetherornot to initiate an enforcement action. Those factors include, among other
things, agencyresources and the threatto the public health. FDA also mayconsult with its
federal and state partners in making decisions about whethertoinitiate a federal
enforcementaction.

15. Can Limport or export eannabis-containing or cannabis-derived products?

found online here. The Drug Enforcement Administration (DEA)is the federal agency
responsible for enforcing the controlled substance laws and regulationsin the U.S. and, as
such, should be consulted with respect to anyregulations/requirements they mayhave
regarding the import or export of products containing cannabis. Please see here for
information about importingorexporting food ingredients.

Regarding imports,if it appearsthat anarticle is adulterated, misbranded,in violation of
section 505 of the FD&C Act, or prohibited from introduction ordelivery for introduction
into interstate commerce undersection 301(1]) of the FD&C Act, sucharticle will be
refused admission (see section 801(a)(3) of the FD&C Act [21 U.S.C. § 381(a)(3)]).

Research and Expanded Access
16. Whatis FDA’s role whenit comesto the investigation of cannabis and
cannabis-derived products for medical use?

A. To conductclinical research that can lead to an approved newdrug,including research
using materials from plants such as cannabis, researchers need to work with the FDA and
submit an IND application to the Center for Drug Evaluation and Research (CDER). The
INDapplication process gives researchersa pathto followthat includes regular
interactions with the FDA to support efficient drug developmentwhile protecting the
patients who are enrolled in thetrials. For research for use as an animal drug product,
researchers wouldestablish an investigational new animal drug (INAD)file with the
Centerfor Veterinary Medicine to conduct their research, rather than an IND with CDER.
 BR ON
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This change maystreamline the process for researchers to study cannabis and its
derivatives, including CBD, thatfall underthedefinition of hemp, which could speed the
development of newdrugs.

As also discussed above (see Question #5) the agency also issued a draft guidancein July
2020, Cannabis and Cannabis-Derived Compounds: Quality Considerations for Clinical
Research Guidance for Industry, for individuals considering clinical research in this area.

Conducting clinical research using cannabis-related substances that are scheduled bythe
DEA ofteninvolves interactions with several federal agencies. This includes:a registration
administered by the DEA;obtaining the cannabis for research from NIDA,within the
National Institutes of Health, or another DEA-registered source; and review bythe FDA of
the IND or INADapplication and research protocol. Additionally:

e Fora Schedule I controlled substance underthe CSA, DEAprovidesresearchers with
investigatorand protocol registrations and has Schedule I-level security requirements
at the site cannabis will be studied.

e NIDAprovides research-grade cannabisfor scientific study. The agencyis
responsible for overseeingthe cultivation of cannabis for medical research and has
contracted with the University of Mississippi to grow cannabis for research at a
securefacility. Cannabis of varying potencies and compositionsis available. DEA also
mayallow additional growers to register with the DEA to produce anddistribute
cannabis for research purposes.

 

e Researchers work with the FDA and submit an IND application to the appropriate
division in the Office of New Drugs in CDER dependingonthetherapeutic indication.
Based on the results obtainedin studies conducted at the IND stage, sponsors may
submit a marketing application for formal approval of the drug.

17. Does the FDAobjectto the clinical investigation of cannabis for medical
use?

A. No. The FDAbelieves that scientifically valid research conducted under an IND
application is the best wayto determine whatpatients could benefit from the use of drugs
derived from cannabis. The FDA supportsthe conduct of that researchby:

1. Providing information on the process neededto conduct clinical research using
cannabis.

2. Providing informationonthespecific requirements needed to develop a drugthatis
derived from a plant such as cannabis. In December 2016, the FDA updatedits
Guidancefor Industry: Botanical Drug Development, which provides sponsors with
guidance on submitting IND applications for botanical drug products.

3. Providing specific support for investigators interested in conducting clinical research
using cannabis andits constituentsas a part of the IND process through meetings
andregular interactions throughout the drug developmentprocess.

4. Providing general support to investigators to help them understand andfollowthe

 

 



proceduresto conductclinical research through the FDA Center for Drug Evaluation
and Research’s Small Business and Industry Assistance group.

18. Howcan patients gain access to cannabis or cannabis-derived products
for medical use through expanded access?

A. Expandedaccessis a potential pathwayfor a patient with a seriousorlife-threatening
disease or condition to try an investigational medical product (drug, biologic, or medical
device) for treatmentoutsideofclinical trials when there are no comparableorsatisfactory
therapies available. Manufacturers maybe able to makeinvestigational drugsavailable to
individual patients in certain circumstances through expanded access,as described in the
FD&C Act and implementing regulations.

1g. Can patients gain access to cannabis or eannabis-derived products for
medical use through Right to Try?

A. Informationfor patients on Right to Try (RTT)is available on our website. RTT is
designed to facilitate access to certain investigational drugs throughdirect interactions
between patients, their physicians and drug sponsors — FDAis not involved in these
decisions. Sponsors developing drugsforlife-threatening conditions are responsible for

 

determining whether to make their products available to patients who qualify for access
under RTT.If you are interested in RTT, you should discuss this pathway with your
licensed physician. Companies who develop drugsandbiologics, also known as sponsors,
can provideinformation about whether their drug/biologic is considered aneligible
investigational drug under RTT andiftheyare able to provide the drug/biologic under the
RTT Act.

Children and Pregnant/Lactating Women
20. Does the FDAhave concerns about administering a cannabis product to
children?

A. We understandthat parentsare trying to find treatments for their children’s medical
conditions. However, the use of untested drugs can have unpredictable and unintended
consequences. Caregivers and patients can be confident that FDA-approved drugs have
beencarefully evaluated for safety, efficacy, and quality, and are monitored by the FDA
once theyare on the market. The FDA continuesto support sound,scientifically-based
research into the medicinal uses of drug products containing cannabis or cannabis-derived
compounds, and will continue to work with companies interested in bringingsafe,
effective, and quality products to market. With the exception of Epidiolex, Marinol, and
Syndros, no product containing cannabis or cannabis-derived compounds (either plant-
based or synthetic) has been approved assafe andeffective for use in any patient
population, whether pediatric or adult.

21. Does the FDAhaveconcerns about administering a cannabis product to
pregnantandlactating women?
A ThATTVA: SEO  
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products containing THC in pregnantor lactating women. Publishedscientific literature
reports potential adverse effects of cannabis use in pregnant women,includingfetal
growth restriction, low birth weight, preterm birth, small-for-gestational age, neonatal
intensive care unit (NICU) admission, andstillbirth. [1, 2, 3] Based on published animal
research,there are also concernsthat use of cannabis during pregnancy maynegatively
impactfetal brain development. [4, 5, 6 ] The American College of Obstetricians and
Gynecologists (ACOG) recommendsthat women whoare pregnantor contemplating
pregnancyshould be encouraged to discontinue cannabis use. In addition, ACOG notes
that there are insufficient data to evaluate the effects of cannabis use onbreastfed infants;
therefore, cannabis use is discouraged whenbreastfeeding.[7] Pregnantand lactating
womenshould talk with a health care provider about the potential adverse health effects of
cannabisuse.

22. What doesthe FDAthink about making CBDavailable to children with
epilepsy?

A. The FDA has approved Epidiolex, which contains a purified form ofthe drug substance
CBD, for the treatmentof seizures associated with Lennox-Gastaut syndromeor Dravet
syndromein patients 1 years of age and older. It has also approved Epidiolex for the
treatmentofseizures associated with tuberoussclerosis complexin patients 4 year of age
or older. That means the FDA has concluded thatthis particular drug productis safe and
effective for its intended use. Controlled clinicaltrials testing the safety and efficacyofa
drug,along with careful review through the FDA’s drug approvalprocess,is the most
appropriate wayto bring cannabis-derived treatments to patients. Because of the adequate
and well-controlled clinical studies that supported this approval, and the assurance of
manufacturing quality standards, prescribers can have confidencein the drug’s uniform
strength and consistent deliverythat support appropriate dosing neededfortreating
patients with these complex andserious epilepsy syndromes.

23. What should I do ifmychild eats something containing cannabis?

A. With the exception of products such as the hempseed ingredients discussed in Question
#12, which have been evaluated forsafety, it is important to protect children from
accidental ingestion of cannabis and cannabis-containing products. FDA recommendsthat
these products are keptout of reach of children to reducetherisk of accidentalingestion.
If the parentor caregiver has a reasonable suspicion that the child accidentally ingested
products containing cannabis, the child should betakento a physician or emergency
department, especiallyif the child acts in an unusual wayoris/feels sick.

Pets and other Animals

24. I've seen cannabis products being marketedfor pets. Are they safe?

A. FDAis aware of some cannabis products being marketed as animalhealth products. We
want to stress that FDA has not approved cannabis for any use in animals, and the agency
cannot ensure the safetyoreffectiveness of these products. For these reasons, FDA

 

 



cautions pet-ownersagainst the use of such products and recommendsthat you talk with
yourveterinarian about appropriate treatmentoptionsfor yourpet.

Signs that your pet maybe suffering adverse effects from ingesting cannabis mayinclude
lethargy, depression, heavy drooling, vomiting, agitation, tremors, and convulsions.

If you have concernsthatyourpetis suffering adverse effects from ingesting cannabis or
anysubstance containing cannabis, consult yourveterinarian, local animal emergency
hospital or an animal poison controlcenter immediately.

While the agencyis aware of reports of pets consumingvarious forms of cannabis, to date,
FDAhasnotdirectlyreceived anyreports of adverse events associated with animals given
cannabis products. However, adverse events from accidental ingestion are well-
documentedin scientific literature. If you feel your animalhas suffered from ingesting
cannabis, we encourage you to report the adverse event to the FDA.Please visit Reporting
Information about Animal Drugs and Devices to learn more about howto report an
adverse eventrelated to an animal drugor for howto report an adverse event or problem
with a pet food.

25. Can hempbeadded to animal food?

A. All ingredients in animal food must be the subject of an approvedfood additive petition
or generally recognized as safe (GRAS)for their intendeduse in the intendedspecies. If an
animal food contains an ingredientthat is not the subject of an approved food additive
petition or GRASforits intended use in the intendedspecies, that animal food would be
adulterated under section 402(a)(2)(C)(i) of the FD&C Act [21 U.S.C. § 342(a)(2)(C)(i)I.
In coordination with state feed control officials, CVM also recognizes ingredients listed in
the Official Publication (OP) of the Association of American Feed ControlOfficials
(AAFCO)as being acceptable for use in animal food. At this time, there are no approved
foodadditive petitions or ingredient definitionslisted in the AAFCO OPfor any substances
derived from hemp, and we are unaware of any GRAS conclusionsregarding the use of any
substances derived from hempin animal food. Learn more about animal food ingredient
submissions here.

With respect to products labeled to contain "hemp" that mayalso contain THC or CBD,as
mentioned aboveit is a prohibited act undersection 301(1l) of the FD&C Act to introduce
or deliver for introductioninto interstate commerce any animal food to which THC or CBD
has been added.

26. Can approved human drugs containing CBD or synthetic THC be used
extralabel in animals?

A. The Animal Medicinal Drug Use Clarification Act of 1994 (AMDUCA), permits
veterinariansto prescribe extralabel uses of approved humanand animal drugs for
animals undercertain conditions. Extralabel use must complywith all the provisions of
AMDUCAandits implementing regulation at 21 CFR § 530. Amongotherlimitations,
theseprovisionsallowextralabel use of a drug onlyon the lawfulorderofa licensed
veterinarian in the context of a valid veterinarian-client-patient relationship and only in

 



circumstances whenthehealth of an animalis threatened orsuffering, or death mayresult
from failureto treat.

In addition, under 21 CFR 530.20, extralabel use of an approved human drugin a food-
producing animalis not permitted if an animal drug approvedfor use in food-producing
animals can be used in anextralabel mannerfor the use. In addition, under 21 CFR
530.20(b)(2),if scientific information on the humanfoodsafetyaspect ofthe use of the
approved humandrugin food-producing animalsis not available, the veterinarian must
take appropriate measures to ensurethat the animal andits food products will not enter
the humanfood supply.
For more informationon extralabel use of FDA approved drugs in animals, see Extralabel
Use of FDA Approved DrugsIn Animals.
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United States Patent and Trademark Office (USPTO)

USPTO OFFICIAL NOTICE

Office Action (Official Letter) has issued  
on February 10, 2023 for  

U.S. Trademark Application Serial No. 88588572

A USPTO examining attorney has reviewed your trademark application and issued an Office 
action.  You must respond to this Office action to avoid your application abandoning.  Follow 
the steps below.  

(1)  Read the Office action.  This email is NOT the Office action.  

(2)  Respond to the Office action by the deadline using the Trademark Electronic Application 
System (TEAS) or the Electronic System for Trademark Trials and Appeals (ESTTA), as 
appropriate.  Your response and/or appeal must be received by the USPTO on or before 11:59 
p.m. Eastern Time of the last day of the response deadline.  Otherwise, your application will 
be abandoned.  See the Office action itself regarding how to respond.  

(3)  Direct general questions about using USPTO electronic forms, the USPTO website, the 
application process, the status of your application, and whether there are outstanding deadlines 
to the Trademark Assistance Center (TAC).  

After reading the Office action, address any question(s) regarding the specific content to the 
USPTO examining attorney identified in the Office action.  

GENERAL GUIDANCE
Check the status of your application periodically in the Trademark Status & 
Document Retrieval (TSDR) database to avoid missing critical deadlines.  

•

Update your correspondence email address to ensure you receive important USPTO 
notices about your application.  

•

Beware of trademark-related scams.  Protect yourself from people and companies that 
may try to take financial advantage of you.  Private companies may call you and pretend 
to be the USPTO or may send you communications that resemble official USPTO 
documents to trick you.  We will never request your credit card number or social security 
number over the phone.  Verify the correspondence originated from us by using your 
serial number in our database, TSDR, to confirm that it appears under the “Documents” 
tab, or contact the Trademark Assistance Center.  

•

http://tsdr.uspto.gov/documentviewer?caseId=sn88588572&docId=RRD20230210
https://www.uspto.gov/trademarks/apply/abandoned-applications
https://www.uspto.gov/trademark
https://www.uspto.gov/learning-and-resources/support-centers/trademark-assistance-center
https://www.uspto.gov/trademarks/apply/check-status-view-documents
http://tsdr.uspto.gov/documentviewer?caseId=sn88588572&docId=RRD20230210
http://tsdr.uspto.gov/documentviewer?caseId=sn88588572&docId=RRD20230210
https://teas.uspto.gov/ccr/cca
https://www.uspto.gov/trademarks/protect
http://tsdr.uspto.gov/documentviewer?caseId=sn88588572&docId=RRD20230210
https://www.uspto.gov/learning-and-resources/support-centers/trademark-assistance-center


Hiring a U.S.-licensed attorney.  If you do not have an attorney and are not required to 
have one under the trademark rules, we encourage you to hire a U.S.-licensed attorney 
specializing in trademark law to help guide you through the registration process.  The 
USPTO examining attorney is not your attorney and cannot give you legal advice, but 
rather works for and represents the USPTO in trademark matters.  

•

 

https://www.uspto.gov/trademarks/basics/why-hire-private-trademark-attorney

