
 
 

August 24, 2020 

 

Dr. Stephen M. Hahn 

Commissioner 

U.S. Food and Drug Administration 

10903 New Hampshire Avenue 

Silver Spring, MD 20993 

 

 

Dear Commissioner Hahn, 

 

As the United States continues to grapple with the ongoing COVID-19 pandemic, we urge you to 

be vigilant and watchful of individuals peddling “cures” directly to high-level government 

officials, including Donald Trump. We are alarmed by recent reports that Mr. Trump and 

individuals close to him have publicly endorsed another unproven treatment, oleander plant 

extract, as a cure for COVID-19 infection.  

 

This is a dangerous pattern that cannot be ignored by your agency. As the nation saw with 

hydroxychloroquine, Trump and individuals close to him repeatedly claimed publicly that the 

malaria drug is an effective treatment for COVID-19, even though there is no scientific data to 

back up these assertions. Trump then pressured the Food and Drug Administration (FDA) to speed 

up its review of hydroxychloroquine and issue an emergency use authorization (EUA), which the 

agency later had to revoke due to overwhelming evidence that the drug does more harm than good 

for COVID-19 patients. Now, after purportedly being lobbied by Secretary of Housing and Urban 

Development Ben Carson and Mike Lindell, a close Trump confidant and the CEO and founder of 

MyPillow, a Minnesota company best-known for its ubiquitous late night cable television 

informercials, Trump is pushing FDA to either approve oleandrin as a drug or allow it to be 

marketed as a dietary supplement.1 Lindell also has a financial stake in the company developing 

the oleandrin drug, Phoenix Biotechnology, Inc.2  

 

Oleandrin, which has never been tested in animals or humans, is derived from Nerium oleander 

and is toxic and potentially fatal. In fact, the European Food Safety Authority lists Nerium oleander 

in its compendium of botanicals that have been reported to contain toxic, addictive, psychotropic, 

or other substances of concern.3 The FDA has never approved any form of Nerium oleander to 

treat any condition. In 2000, the FDA sent a Warning Letter to Ozelle Pharmaceuticals, the 

manufacturer of Anvirzel, an oleander extract manufactured to treat non-small cell lung cancer, 

for promoting the drug and making claims regarding efficacy and safety based on inconclusive 

data prior to the drug’s approval.4 PBI-05204, the oleander extract drug manufactured by Phoenix 

Biotechnology, Inc. that is being promoted by Trump, has shown promise in treating patients with 

advanced solid tumors, but it has not been studied for the treatment of any coronaviruses.5 

 



In May 2020, the United States Army Medical Research Institute of Infectious Disease 

(USAMRIID) performed preliminary tests on oleandrin on SARS-CoV-2 and data was 

inconclusive. Because of this result, USAMRIID decided not to move forward with researching 

oleandrin because it was not as promising as other therapeutics to treat COVID-19.6 In July 2020, 

a test tube study conducted at the University of Texas Medical Branch in Galveston indicated that 

oleandrin could inhibit SARS-CoV-2 in monkey kidney cells.7 While this is promising data, 

oleandrin must demonstrate safety and efficacy through an adequate and well-controlled trial for 

COVID-19 patients before it can be promoted as a treatment. Additionally, one of the authors of 

the study is also the Chairman of the Board of Phoenix Biotechnology, Inc., which reinforces the 

need for scientific rigor to prevent conflicts of interest and achieve legitimate treatments.8 

 

We do not write to dispute that oleandrin may be a viable option for treatment of COVID-19. But 

at this time evidence of this possibility does not exist and so the FDA must not rush to approve or 

grant an EUA for oleandrin because of political pressure emanating from Donald Trump, his 

associates, or other officials in his government. Statements from non-scientists promoting a 

therapy with no evidence, combined with the FDA’s silence, may cause many Americans to 

believe that these experimental drugs are a cure-all. Worse, unfounded assertions may inspire some 

to abandon social distancing and other proven preventative measures critical to controlling this 

virus.  

 

Please answer the following questions: 

1) Has any FDA official received undue political pressure from administration staff to 

approve, grant an EUA, or allow oleandrin to be marketed as a dietary supplement? Has 

any FDA official received undue political pressured from individuals outside of the 

government to approve, grant an EUA, or allow oleandrin to be marketed as a dietary 

supplement? 

2) Has FDA received any human clinical trial data from Phoenix Biotechnology, Inc? If so, 

does this data indicate that oleandrin is safe and effective for the treatment of COVID-19, 

as stated by a Phoenix Biotechnology, Inc, board member? 

3) Is there any data from an adequate and well-controlled clinical trial that indicates that 

oleandrin is a candidate for treatment of COVID-19? 

4) Is oleandrin available to the public in any form over-the-counter (OTC)? Does the FDA 

consider oleandrin to be generally recognized as safe (GRAS) and effective for any 

therapeutic indication? 

 

We understand the FDA is under immense pressure to quickly evaluate therapies for COVID-19, 

but it remains more important than ever that the FDA remain true to its standard processes and be 

guided by the science and the data. We look forward to your response. 

 

Sincerely, 

 

            

      

Bill Pascrell, Jr.   Donald S. Beyer Jr.   Katie Porter 

Member of Congress   Member of Congress   Member of Congress 
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