
 

 
June 1, 2015 
 
Honorable Barbara Mikulski 
U.S.  Senate 
Washington, DC 20515 
 
 
RE: Pending FDA drug application of flibanserin 

Dear Senator Mikulski,  

As long-time supporters of women’s health and safety, we the undersigned organizations and individuals are writing 

to thank you for your continuous support for the Food and Drug Administration’s (FDA) stringent, evidence-based 

drug review process. You may have become aware that a company seeking approval for a new drug to treat female 

sexual desire disorder is claiming that the FDA has displayed gender bias in its evaluation of the drug.  We would 

like you to understand the perspective of the undersigned organizations and individuals, all of which have long and 

extensive experience advocating for women’s health.  We are concerned about the safety and efficacy of this drug, 

flibanserin, and believe that women’s health will be best served if the FDA is allowed to do its job of carefully 

weighing the evidence. 

The impact and profitability of male-targeted erectile dysfunction drugs have prompted a rapidly accelerating race to 

create similar drug treatments for women. However, despite more than a decade of research and millions of dollars 

spent on development, industry has so far failed to find a product that is safe and effective for women dealing with 

female sexual arousal or desire problems.  The FDA has asked companies to use rigorous effectiveness standards, 

and to fully explore possible serious safety concerns — and for good evidence based reasons.  

The FDA is holding an advisory committee meeting this week, on June 4, 2015, to consider flibanserin’s 

application. This will be the third time the FDA has been asked to approve flibanserin, which is sponsored by 

Sprout Pharmaceuticals. Sprout is a lead sponsor of a marketing campaign called Even the Score, which claims that the 

FDA is holding drugs for women to a different standard than those for men. We believe that this claim does not 

take into account the valid safety and efficacy concerns identified by the FDA. 

The gender equity argument ignores the real safety difference between flibanserin and the drugs approved for men: 

a different indication for use, specifically the dosage and administration. All but one of the drugs approved for men 

are taken on an as-needed basis. Flibanserin, a central nervous system serotonergic agent with effects on adrenaline 

and dopamine in the brain, requires chronic – daily, long-term – administration. Given the difference between drugs 

administered daily and those administered on an as-needed basis, it is appropriate for the FDA to subject flibanserin 

to a higher level of safety scrutiny. A substantial number of adverse events reports and drop-out rates in the trials as 

well as the lack of long-term safety data, rightly require serious consideration. 

No amount of slick marketing can obfuscate the fact that the pharmaceutical industry has yet to produce a female 

sexual dysfunction drug that actually works. There are many reasons why flibanserin and past female sexual disorder 

drug contenders have not effectively increased women’s sexual arousal or desire. Chief among them is the 

heterogeneity of female sexuality and arousal, and the fact that sexual problems are most shaped by interpersonal, 

psychological, and social factors which cannot be treated by a drug. And, as we know, sexual desire differs over time 

and between people for a range of reasons largely related to relationships, life situations, past experiences, and 

individual and social expectations.  



 

 
We recognize that a lack of sexual desire can be a real and distressing problem for many women. It is not only 

reasonable, but vitally important for women’s health advocates to press on all fronts for women to have both the 

information and the resources needed to achieve fulfilling sexual lives. However, women also rely on the FDA to 

ensure that any drugs or devices used for this purpose are both safe and effective. The problem with flibanserin is 

not gender bias at the FDA but rather the drug itself. 

The FDA rejected flibanserin in 2010 because it failed to meet basic effectiveness standards and because the initial 

sponsor, Boehringer-Ingelheim, had inappropriately changed clinical trial methods midstream. In 2013, Sprout 

Pharmaceuticals, the current sponsor, resubmitted flibanserin’s application and the FDA again rejected it because 

the minimal benefits in increasing women’s sexual satisfaction were offset by worrisome side effects and unknown 

long-term effects. The fact remains that the benefits of flibanserin do not outweigh the drug’s inherent risks. 

Because several drugs have been approved to treat male sexual dysfunction, questions have been raised about 

whether the FDA holds women’s sexual satisfaction to a different standard. Even the Score claims that there are 26 

drugs approved for men, and zero for women. This number, however, represents a miscalculation of the number of 

drugs available for men. It correctly identifies 8 drugs approved for treating erectile dysfunction, but lists 17 brand 

name forms of testosterone, none of which are approved to treat men's sexual dysfunction. It also includes one 

drug approved for Peyronie's disease, penile curvature that interferes with intercourse, which is not considered a 

sexual dysfunction. In reality, there are no drugs approved for treating low sexual desire in men. The repeated use of 

the number "26" is a flagrant disregard of the facts. The FDA should not approve a drug that is unsafe or 

ineffective simply because there are not yet safe and effective treatment options available.  

As patients, consumer and women’s health organizations and supporters, we support the FDA’s concern for drug 

safety shown in its appropriate handling of the flibanserin applications. We also appreciate your longstanding 

support for women’s health and safety. Even the Score’s effort to make this a conversation about gender equality is 

misleading and dangerous. The FDA should continue to balance a serious and respectful incorporation of patient 

input while maintaining a rigorous, science-based review standard for the drugs and devices it approves. 

Sincerely, 

Jacobs Institute of Women’s Health 

Our Bodies Our Selves 

National Women’s Health Network 

Radical Women 

Reproductive Health Technologies Project 

The New View Campaign  

WoodyMatters 

Women's Therapy Centre Institute 

(All professional associations for individual signatories are for identification purposes only) 

Adriane Fugh-Berman MD, PharmedOut, Georgetown University Medical Center 



 

 
Petra Boynton, PhD 

Peggy Brick, M.Ed., Founder, Sexuality and Aging Consortium at Widener University. 

Thea Cacchioni, Assistant Professor, Department of Women's Studies, University of Victoria, BC 

Liz Canner, Astrea Media, Director of the documentary Orgasm Inc. 

Rebecca Chalker, Ph.D., Adjunct Lecturer of, Women's and Gender Studies, Pace University, NY NY 

Ellen Cole, PhD 

Luise Eichenbaum, The Women's Therapy Centre Institute 

Megan Fleming, PhD, AASECT Certified Diplomate Sex Therapist, Clinical Instructor of Psychology in 
Psychiatry Weill Cornell Medical College of Cornell University 

Nicola Gavey, PhD, Professor, School of Psychology, University of Auckland, New Zealand 

Kate Gould, Ph.D., University of Edinburgh 

Cynthia Graham, PhD., University of Southampton 

Karen M. Hicks, PhD, founder, Dalkon Shield Network, Inc. 

Rachel Hills, author, The Sex Myth 

Ellen Laan, Associate Professor Department of Sexology and Psychosomatic Obstetrics and Gynaecology 
Academic Medical Center, University of Amsterdam, The Netherlands  

Christine Labuski, PhD, Assistant Professor of Women's and Gender Studies, Virginia Tech 

Elizabeth Rae Larson, MS, DHS, FAACS, LMHC, Seattle Institute for Sex Therapy, Education and Research 

Rik HW van Lunsen, Associate Professor and Head Department of Sexology and Psychosomatic Obstetrics and 
Gynaecology Academic Medical Center, University of Amsterdam, The Netherlands  

Joyce McFadden, NCPsyA, LCSW 

Kimberly McKay, PhD, MEd, MSW 

Laurie Mintz, professor and associate chair, Department of psychology University of Florida 

Barbara Mintzes, PhD, Senior Lecturer, Faculty of Pharmacy and Charles Perkins Centre, University of Sydney, 
Australia 

Gina Ogden, PhD, LMFT, Sex Therapy Supervisor 

Marilyn P.Safir, PhD, Professor, Clinical and Social Psychology (Emeritus), Department of Psychology 
University of Haifa, Israel  

Lisa B. Schwartz, Ph.D., LMFT, Sex Therapist- Private Practice 

Judy Segal Ph.D., Professor, Science and Technology Studies Graduate Program, University of British Columbia 

Susan E. Stiritz, MBA, PhD, MSW, AASECT Institute Director, Senior Lecturer, Chair, Specialization in  
Sexual Health and Education, The Brown School, Washington University in St. Louis 

Carol Tavris, Ph.D., social psychologist and writer  

Leonore Tiefer, PhD, Clinical Assoc. Professor, Department of Psychiatry, NYU School of Medicine 

Emily Wentzell, Assistant Professor of Medical Anthropology, The University of Iowa 

Patricia Whelehan, Ph.D., CST/CAC, TEFL-Cert, Professor Emerita of Anthropology/Campus AIDS Educ 
Coord, Anthropology-SUNY Potsdam 


