
 

Biota Biosciences, LLC
May 15, 2020

URGENT Recall Notification
Dear Public

The purpose of this letter is to advise that Biota Biosciences is conducting a voluntary recall of our Sterile Vial line of products 
“Cannabidiol (CBD) Complex,” “Cannabidiol+Curcumin,” and “Curcumin Complex”. This is due to the content in our marketing 
material and website stating intended use and claims on the use of these products in the cure or diagnosis of any illness are 
unsubstantiated and not approved by the FDA. 

We have recently received notice from the FDA that the marketing material on our website making unapproved product claims 
rendered these products 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). Additionally, the claims in our website rendered our products 
Misbranded drugs in that their labeling fails to bear adequate directions for use. Furthermore, unapproved drugs intended to be 
administered directly into the bloodstream can pose a serious risk of harm to users because they bypass many of the body’s natural 
defenses against toxic ingredients, toxins, or dangerous organisms that can lead to serious and life-threatening conditions such as 
septicemia or sepsis.

We would like to state in this official communication that, as of today, these products have no adverse or serious adverse events have 
been reported in relation to these products. As a valued customer with confirmed receipt of one of these products, we would like to 
convey that the executive and management team at Biota Biosciences take full responsibility for these observations and understand 
the gravity of the risk to consumers by posting these unapproved claims and intended use on our website. We extend our sincerest 
apologies for having exposed you to such risk. 

To minimize health consequences posed by these products, the following actions were taken: 

• Remove all above mentioned products from the site and immediately stop sale of these products.  

• A complete root cause and corrective action plan has been provided to the FDA outlining how we will ensure this issue 
doesn’t repeat in the future and our commitment to consumer safety and to remain compliant.  

• We are conducting this voluntary recall where all customers who received this product will have the choice to keep any 
remaining product or receive a full refund for returning unused products.  

We thank you for your collaboration during this process and look forward to hearing back from you.

Respectfully,

Biota Biosciences Executive team

1601 5th. Ave., Suite 1100

Seattle, WA-98101

United States of America



