
September 23, 2014 

Dear AUA Member, 

Earlier this year, the AUA issued a position statement on testosterone therapy, based on its concern 

regarding the potential for misuse for non-medical indications as well as separate reports in the media 

suggesting testosterone therapy increased cardiovascular events in men.   

On Wednesday, September 17, staff and members of the AUA joined representatives of the U.S. Food 

and Drug Administration (FDA), as well as other panel experts, in a FDA Advisory Committee meeting to 

discuss further action on the following two issues related to testosterone therapy: 

Identification of the appropriate patient population for whom testosterone therapy replacement should 

be indicated. 

Potential risk of major adverse cardiovascular events associated with testosterone therapy. 

Based on expert panel discussions and presentations during this meeting, the panel voted 20-1 for the 

FDA to impose stricter limitations on the testosterone drug industry, and recommended the agency 

tighten language in product labels, making it clear they have not been shown to reverse common aging 

issues such as low libido, fatigue and muscle loss. 

Additionally, panelists stated the evidence linking testosterone therapy to an increased risk of heart 

attack, stroke and death is “inconclusive.” Therefore, when asked if the FDA should require sponsors of 

testosterone products to conduct a study (e.g., observational study, controlled clinical trial) to further 

assess a potential cardiovascular risk with the use of testosterone replacement therapy, the panel voted 

20-1 in favor of drug makers studying testosterone’s cardiovascular impacts. 

While the FDA is not required to follow the advice of its experts, it often takes the advice of such panels. 

The FDA has not set a timeline for when it will make a final decision on testosterone products. 

The FDA fist approved testosterone injections in the 1950s for men who had been diagnosed with 

hypogonadism; however testosterone usage has quadrupled since the early 2000s, driven in part by 

marketing that suggests the drugs are a solution for lifestyle reasons rather than medical ones.  

According to material distributed during the panel meeting, nearly one in 25 men in their 60s were 

taking testosterone by 2011, and in 2013, 2.3 million Americans were being treated with testosterone 

therapy. Additionally, the panel learned one fifth to a quarter of men who are prescribed testosterone 

have not had a baseline test of their testosterone level and 60 percent of the prescribing is done by 

primary care doctors, while just 20 percent of the drugs are prescribed by specialists such as 

endocrinologists and urologists. 

https://www.auanet.org/about/testosterone-therapy.cfm


The AUA recognizes and encourages the need for increased educational awareness regarding the 

benefits and risk of testosterone therapy among patients and all health care providers; therefore, 

starting in 2015, the AUA will begin the process for developing evidence-based guidance on 

testosterone therapy. 

The AUA will continue to keep you posted on news and updates on testosterone therapy and 

encourages you to learn more about the AUA Position Statement on Testosterone Therapy. 

 

https://www.auanet.org/about/testosterone-therapy.cfm

