
   
WARNING LETTER 

 
RE: 627962 

 
Date March 28, 2022 
 
TO:    hello@upsy.com –  Alex Guarino, CEO UPSY LLC  
   44 Bedson Rd 
     Cranston, RI 02910  
 
RE:              Unapproved and Misbranded Products Related to Coronavirus Disease 2019 

(COVID-19) that 
your  webs i te offers  canna b i d i o l (CBD)  produ c t s  for sale in the Unite d State s and that thes e 
produ c t s  are inten d e d to miti g a t e , prev e n t , treat , diagn o s e , or cure COVID -1 9

1  in 
peopl e .   Based on our revi e w, thes e produ c t s are unapp ro v e d new drugs sold in viol a ti o n of 
secti o n 505(a ) of the Federa l Food, Drug, and Cosme t i c Act (FD&C Act), 21 U.S.C. §  355(a ). 
Furth e r mo r e , thes e produ c t s are misbra n d e d drugs under sec ti o n 502 of the FD&C Act, 21 
U.S.C.  §  35 2. The introd u c t i o n or deli v e r y for intro d u c t i o n of thes e produc t s  into inters t a t e 
comme rc e is prohi b i t e d under sec ti on s 301(a ) and (d) of the FD&C Act, 21 U.S.C. §  331(a ) and 
(d).   
  
There is curre n t l y a globa l outbre a k of respi ra t o ry dis ea se caus e d by a novel coron av i r u s that 
has been named “sev e re acute res pi ra t o r y syndrome coron a v i r u s 2” (SAR S -Co V -2 ) . T he 
disea s e caus e d by the virus has been named “Coro n a v i r u s Dis ea s e 2019” (COVI D -1 9 ) . On 
Janua ry 31, 2020, the Depart me n t of Heal t h and Human Ser v i c e s (HHS) iss ue d a decl a ra t i o n of 
a publ i c heal t h emerg e n c y relat e d to COVI D -1 9 and mobi l i ze d the Opera t i n g Di v i si on s of HHS. 2  
In addi t i o n , on Marc h 13, 2020, there was a Pres i d e n t i a l decl a ra t i o n of a nati o n a l emerg e n c y in 
respo n s e to COVI D -1 9 . 3  There f o r e , FDA is taki n g urgen t meas u r e s to prote c t cons u me r s from 
certa i n produ c t s that, witho u t appro va l or autho riz a t i o n by FDA, clai m to miti g a t e , prev e n t , treat , 
diagn o s e , or cure COVI D -1 9 in peopl e . As descri b e d below, you sell produ c t s that are inten d e d 
to miti g a t e , prev e n t , treat , diagn o s e, or cure COVID -1 9 in peopl e . We reque s t that you take 
immed i a t e acti o n to c eas e the sale of any unapp r o v e d and unaut h o r i z ed produ c t s for the 
miti g a t i o n , prev e n t i o n , treat me n t , diagn o s i s , or cure of COVI D -1 9 . 
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If you are not located in the United States, please note that products that appear to be 
misbranded or unapproved new drugs may be detained or refused admission if they are offered 
for importation into the United States. We may advise the appropriate regulatory officials in the 
country from which you operate that FDA considers your product(s) referenced above to be 
unapproved and misbranded products that cannot be legally sold to consumers in the United 
States.    
  
Please direct any inquiries to FDA at COVID-19-Task-Force-CDER@fda.hhs.gov. 
  
FTC Cease and Desist Demand:  In addition, it is unlawful under the FTC Act, 15 U.S.C. § 41 
et seq., to advertise that a product can prevent, treat, or cure human disease unless you 
possess competent and reliable scientific evidence, including, when appropriate, well-controlled 
human clinical studies, substantiating that the claims are true at the time they are made.  For 
COVID-19, no such study is currently known to exist for the products identified above.  Thus, 
any coronavirus-related prevention or treatment claims regarding such products are not 
supported by competent and reliable scientific evidence.  You must immediately cease making 
all such claims.  Violations of the FTC Act may result in legal action seeking a Federal District 
Court injunction and an order may require that you pay back money to consumers. In addition, 
pursuant to the COVID-19 Consumer Protection Act, Section 1401, Division FF, of the 
Consolidated Appropriations Act, 2021, P.L. 116-260, marketers who make deceptive claims 
about the treatment, cure, prevention, or mitigation of COVID-19 are subject to a civil penalty of 
up to $46,517 per violation and may be required to pay refunds to consumers or provide other 
relief pursuant to Section 19(b) of the FTC Act, 15 U.S.C. § 57b(b).  Within 48 hours, please 
send an email to Richard Cleland, Assistant Director of the FTC’s Division of Advertising 
Practices, via electronic mail at rcleland@ftc.gov certifying that you have ceased making 
unsubstantiated claims for the products identified above. If you have any questions regarding 
compliance with the FTC Act, please contact Mr. Cleland at 202-326-3088.  
     
  
 Sincerely,   Sincerely,  
  
  
  
 Donald D. Ashley Serena Viswanathan  
 Director  Associate Director  
 Office of Compliance  Division of Advertising Practices    
 Center for Drug Evaluation and Research  Federal Trade Commission  
 Food and Drug Administration  
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