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October 19, 2022 

 

Dr. Patrizia Cavazzoni 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Compliance 
10903 New Hampshire Avenue 
Bldg. 51, Room 5186 
Silver Spring, MD 20993-0002 

Serena Viswanathan 
Bureau of Consumer Protection 
Division of Advertising Practices 
Federal Trade Commission 
600 Pennsylvania Ave., NW 
Washington, DC 20580 

 
Dear Dr. Cavazzoni and Ms. Viswanathan, 

For over a century, the National Consumers League has fought for access to quality products, honest labeling, 
and safe, effective medicines for American consumers and workers. We are writing to bring your attention 
what believe is likely a misleading advertising claim made by a recent FDA-approved drug, DAXXIFY™.  

In September 2022, the Food and Drug Administration (FDA) approved Revance Therapeutics, Inc.’s new 
neuromodulator DAXXIFY™ (DaxibotulinumtoxinA-lanm). This drug promises to reduce the appearance of 
facial wrinkles for about six months and brings needed competition to an industry with few consumer options. 
However, consumers need transparent and accurate information to best determine their anti-wrinkle drug of 
choice. This is where our concerns lie.  

The FDA-approved label for DAXXIFY™ verifies that roughly one-third of patients experience no or mild facial 
lines for six months after injection. However, Revance Therapeutics, Inc.’s press release promoting the drug 
claims that about half of patients see positive effects through six months. Twenty percent is a pretty 
significant discrepancy, in our view, and one that we felt should be brought to your attention, because not 
only is Revance making claims that are noncompliant with the FDA’s guidance, but we are concerned that they 
are, at the same time, creating unrealistic expectations for consumers. 

We know that the FDA has the important responsibility of determining whether a medical product is safe and 
effective and to what degree. After the FDA approves or clears a medical product, the FDA-required labeling 
sets forth the conditions of use under which the product has been shown to meet the relevant standard for 
marketing. This guidance is not something to be taken lightly and should never be misstated or exaggerated.  

The Sakura study, promoted in Revance Therapeutics, Inc.’s press release, makes claims that are not accurate, 
in our view. The study claims that 50 percent of patients treated with DAXXIFY™ maintained results at the 6-
month to almost nine-month mark. The release claims this product is the first and only long-acting 
neuromodulator that “has the ability to deliver year-long results with as few as two treatments per year.” But 

https://nam04.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.businesswire.com%2Fnews%2Fhome%2F20220908005320%2Fen%2FRevance-Announces-FDA-Approval-of-DAXXIFY%25E2%2584%25A2-DaxibotulinumtoxinA-lanm-for-Injection-the-First-and-Only-Peptide-Formulated-Neuromodulator-With-Long-Lasting-Results&data=05%7C01%7Crmcdonnell%40dezenhall.com%7Cb0cfd65dda7648ce3cb508daa26a0312%7Cdc1dae5c23884f2e9858838f664e2d1e%7C1%7C1%7C638000873477970817%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C2000%7C%7C%7C&sdata=DhB7XtwfuPzUp3FNrt%2FB8qreRssB3DXuRpgWZ9GQdb0%3D&reserved=0
https://www.fda.gov/media/102575/download
https://pubmed.ncbi.nlm.nih.gov/31609882/
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according to the FDA-approved label, at the 6-month mark, only a third of patients still see results and virtually 
no one saw results at the 9-month mark. This discrepancy is a cause for concern as many consumers could 
make a decision based on hyperbolic and inaccurate information. 

We urge the FDA and the FTC to look into this matter and enforce the law. We ask that if our concerns are 
warranted, your agencies hold Revance Therapeutics, Inc to accurate claims and insist that they correct 
anything deceptive in advertising claims. Consumers deserve clear, accurate and reliable information when it 
comes to making the best choices for their overall health. Thank you for your attention to our concerns.  

 

Sincerely, 

 

Sally Greenberg 
Executive Director 
National Consumers League 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761127s000lbl.pdf

