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he U.S. Food and Drug Administration (FDA) 
approved flibanserin (brand name Addyi) in 
August, and the product hit the market in 

November. Initially designed to treat depression, 
flibanserin obtained approval as a therapy for low sexual 
drive in premenopausal women, referred to medically as 
hypoactive sexual desire disorder (HSDD) – a treatment 
and disorder that have both been widely criticized as 
unsubstantiated.

Until now, there were no FDA-approved treatments for 
sexual desire disorders in men or women, in part, because 
none have passed the benefit-to-risk analysis considered 
by the FDA in its approval process, but also because sexual 
desire is complex, capricious, and does not lend itself 
to being treated with a single medication or course of 
therapy.

It’s easy for groups to attack or champion flibanserin 
based on whether HSDD is a truly unmet medical need. 
Proponents argue that low sexual desire is a distressing 
and emotionally painful disorder that warrants medical 
treatment. They also frame the discussion as a women’s 
rights issue, praising flibanserin as the first female 
equivalent of Viagra and the 26 FDA-approved medications 
to treat erectile dysfunction (ED).

Opponents argue that classifying low sexual desire as 
a disorder medicalizes or even pathologizes normal 
variation in sexuality. Furthermore, they counter Viagra-
equivalent claims by making the distinction that ED 
medications treat the physiological barriers to achieving 
an erection in males who experience sexual desire, but 
cannot act on those desires due to insufficient blood flow; 
whereas, flibanseren interferes with neuropathways (like 
an anti-depressant) with the aim of increasing sexual 
desire in otherwise physically healthy premenopausal 
women.

Approaching the drug’s validity from this perspective is 
unhelpful and will result in impasse. The true point of 
debate lies solely with the FDA’s mandate and whether it 
followed that mandate. The primary objective of the FDA 
in drug approval is to determine whether the benefits 
provided by a proposed treatment outweigh the risks 
of that treatment. Using this framework, the existence 

or lack of other treatments for HSDD should not have 
had a disproportionately high influence on the decision. 
Ultimately, if a drug provides marginal or unclear benefits 
accompanied by risks which more than offset those 
benefits, the FDA should not approve it. Despite lacking 
sufficient efficacy to justify the risks, the FDA approved 
flibanserin without giving proper consideration to its 
principal directive.

Ignoring the drug’s opponents and granting the premise 
that there is an unmet need in the treatment of HSDD, 
flibanserin does not sufficiently meet that need in light of 
its risks and the FDA should have decided on that alone. 
Just as it is undesirable for regulators to overreach their 
authority and interfere where they have no mandate, it is 
undesirable for them to overlook their mandate and not 
interfere because “something is better than nothing.” If 
that something is more harmful than it is helpful, it is not 
better than nothing.

According the FDA, “Across the three trials, about 10 
percent more Addyi-treated patients than placebo-treated 
patients reported meaningful improvements in satisfying 
sexual events, sexual desire or distress.” Two of these three 
trials resulted in the drug’s rejection by the FDA, with the 
most recent trial providing the “meaningful” support for 
the drug’s efficacy. This 10 percent improvement translates 
to an increase of roughly one additional satisfactory sexual 
event per month (with no baseline for differences among 
the sexual partners of trial subjects). Meaningful, indeed. 
(Certainly, there’s nothing safer – a glass of wine, for 
instance – that could achieve similar results.)

Trial results indicate that women receiving the 
recommended dose of flibanserin experience increased 
incidences of adverse effects including dizziness, 
drowsiness and nausea (11%:2-3%, trial:placebo); central 
nervous system depression such as fatigue, somnolence, 
and sedation (nearly 21% of trial group, three times greater 
than that of placebo group); hypotension and fainting 
without warning (especially when alcohol and certain 
medications are used); and in some cases appendicitis 
(6:0, trial:placebo). Furthermore, results on whether there 
is an increased risk of breast cancer resulting from the use 
of this drug are unclear.
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“Because of a potentially serious interaction with 
alcohol, treatment with Addyi will only be available 
through certified health care professionals and certified 
pharmacies,” said Janet Woodcock, M.D., director of the 
FDA’s Center for Drug Evaluation and Research (CDER). 
“Patients and prescribers should fully understand the 
risks associated with the use of Addyi before considering 
treatment.” Even with training and certification, health 
practitioners routinely prescribe medications to treat 
symptoms those medications are not approved for – 
another risks the FDA should have taken into account 
before approving a daily medication that acts on processes 
of the brain.

When weighed against the risks (e.g. potentially fainting 
while driving or developing breast cancer), the benefits 
seem vastly outweighed, yet the FDA ruled otherwise. 
While the unintended consequences of this drug’s 
approval are yet unknown, FDA regulators may regret this 
decision when the first fatal accident occurs as a result of 
the use of this medication, as prescribed or otherwise. Of 
course, if the drug’s paltry sales since its launch are any 
indicator of its demand and long-run use, consumers are 
making wiser choices than the FDA. ◀


