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ABSTRACT
Condition branding is a marketing technique in which
companies develop conditions concurrently with
developing drugs; examples include gastro-oesophageal
reflux disease, premenstrual dysphoric disorder, social
anxiety disorder, erectile dysfunction and hypoactive
sexual desire disorder. Although it is illegal for
pharmaceutical companies to market drugs prior to
regulatory approval, there are no restrictions on
marketing diseases, and industry seeks to establish a
disease state in the minds of clinicians years before an
expected drug launch. Continuing medical education
(CME) courses are an important part of promotion prior
to drug approval and have become a key marketing tool
for increasing clinician receptivity to new products. We
systematically identified 14 free, internet-based, industry-
funded, accredited CME modules on hypoactive sexual
desire disorder in women which came out before a new
drug, flibanserin, was being considered for regulatory
approval in the USA. Common themes in these modules
included the following: (1) Hypoactive sexual desire
disorder is common, underdiagnosed and can have a
profound effect on quality of life. (2) Women may not be
aware that they are sick or distressed. (3) Simple
questionnaires can assist clinicians in diagnosing the
disorder. (4) It is problematic that there are medicines
available to treat sexual problems for men but not
women. In fact, there is no scientifically established
norm for sexual activity, feelings or desire, and there is
no evidence that hypoactive sexual desire disorder is a
medical condition. Hypoactive sexual desire disorder is a
typical example of a condition that was sponsored by
industry to prepare the market for a specific treatment.

Disease branding or condition branding is a mar-
keting technique in which a company adopts—or
invents—a condition and then develops the
so-called disease state prior to or concurrently with
marketing therapies for that condition. According
to industry articles, while product branding pro-
motes a specific solution, condition branding ‘edu-
cates consumers, physicians and other stakeholders
about the problem’.1 For example, when the block-
buster drug Prozac (fluoxetine) was nearing the end
of its patent life, the company sponsored the cre-
ation of the condition premenstrual dysphoric dis-
order, depicted as a more serious form of
premenstrual syndrome, before marketing Sarafem
(fluoxetine), which was simply repackaged Prozac.2

The condition previously known as shyness was
condition-branded as social anxiety disorder,
designed to provide a marketing edge for Paxil
(paroxetine), a serotonin reuptake inhibitor that
otherwise risked being sidelined as just another
‘me-too’ antidepressant.1

The three strategies for ‘fostering the creation of
a condition and aligning it with a product’ are:
▸ elevating the importance of an existing

condition;
▸ redefining an existing condition to reduce a

stigma;
▸ developing a new condition to build recognition

for an unmet market need.2

Examples follow:
Elevating the importance of an existing condi-

tion: from heartburn to gastro-oesophageal reflux
disease
The metamorphosis of heartburn to gastro-

oesophageal reflux disease (GERD) is a recent
example of ‘elevating the importance of an existing
condition’. Heartburn, a benign condition most
commonly caused by eating too much or drinking
too much alcohol, was renamed and condition-
branded as GERD by the manufacturers of Zantac
(ranitidine). To ‘raise the bar of seriousness’ of
GERD, Glaxo created the Glaxo Institute for
Digestive Health, which conferred research awards
in gastrointestinal health; involved the American
College of Gastroenterology; and launched a public
relations effort called ‘Heartburn across America’.2

Redefining an existing condition to reduce a
stigma: Viagra
To sell Viagra (sildenafil), the condition previ-

ously known as impotence was rebranded as erectile
dysfunction (ED).2 The condition branding of
Viagra involved renaming the condition in a way
that reduced social stigma and casting it as a highly
prevalent, chronic condition that had a serious
impact on quality of life. It was important to cast
ED as a medical condition, rather than a psycho-
logical condition, or a normal effect of ageing. To
help medicalise the condition, a questionnaire tool
was created that subdivided the condition into mild,
moderate and severe versions.1 Researchers paid by
Pfizer published studies about the high prevalence
of ED, the importance of treating it and the avail-
ability of questionnaire tools.3 Physicians paid by
Pfizer were used to promote both the drug and the
disease;3 efforts were made to expand the market to
include even men with rare or transient episodes of
failing to achieve or maintain an erection.4 One
Pfizer-paid physician even suggested that Viagra
should be taken on a regular basis to prevent ED.3

The runaway success of Viagra, an effective treat-
ment, launched a race to create a drug for women.
Although there is no female equivalent to ED, a
coalition of pharmaceutical companies, with the
help of paid key opinion leaders, funded pro-
grammes to increase awareness of ‘female sexual
dysfunction’ among both physicians and consumers
in the late 1990s.5
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Developing a new condition to build recognition for an unmet
market need: hypoactive sexual desire disorder

Hypoactive sexual desire disorder was established by industry
in 2004 to prepare the market for a testosterone patch for
women.6 7 According to the Diagnostic and Statistical Manual of
Mental Disorders (DSM), hypoactive sexual desire disorder is
characterised by ‘persistently or recurrently deficient (or absent)
sexual fantasies and desire for sexual activity’ that causes ‘marked
distress or interpersonal difficulty’.8 Hypoactive sexual desire
disorder was recently dropped from the latest edition of the
DSM-5; disorders of desire and arousal have now been combined
in the term ‘female sexual interest/arousal disorder’ (FSI/AD).9

Treatments developed to enhance female libido, including the
testosterone patch, Viagra (sildenafil), Libigel (a testosterone gel)
and flibanserin, have all failed to obtain Food and Drug
Administration (FDA) approval.10

Of these three, only flibanserin is still in the running. Flibanserin
has been rejected twice. A failed antidepressant developed by
Boehringer Ingelheim, flibanserin was recast as a treatment for
hypoactive sexual desire disorder.6 In October 2010, after an FDA
advisory committee concluded that there was little evidence that fli-
banserin increased libido and that the drug caused an unacceptable
level of adverse effects, Boehringer Ingelheim abandoned develop-
ing the drug and sold it to Sprout Pharmaceuticals in 2011. In
October 2013, the FDA denied Sprout Pharmaceuticals permission
to market flibanserin.10 The company has resubmitted its applica-
tion and the drug will be reconsidered by the FDA in 2015.

After the FDA’s second rejection of flibanserin in 2013,
Sprout launched a public relations campaign, persuading several
women’s groups, female Congressional representatives and a
group of clinicians to complain to the FDA that the agency is
‘sexist’ for having approved drugs only for male, but not
female, sexual dysfunction. A coalition of non-industry-funded
advocacy groups supported the FDA’s decision.11

Marketing a drug begins many years before a drug is expected
to be approved. Although it is illegal for pharmaceutical com-
panies to market drugs prior to regulatory approval, there are
no restrictions on marketing diseases. It is important that what
industry terms a disease state is established in the minds of clini-
cians in the ‘pre-launch’ stage of drug development, prior to the
availability of a drug.12

Key opinion leaders, also called KOLs, are influential physicians
or researchers who may be paid by industry to provide promo-
tional talks or continuing medical education (CME) courses. CME
events are an especially important part of pre-launch disease state
promotion. CME is not regulated as promotion and has become a
key marketing tool for increasing clinician receptivity to new pro-
ducts, expanding existing markets, positioning products against
competitors, mitigating concerns about adverse effects and pro-
moting unproven off-label uses of marketed drugs.12

We decided to examine CME materials on hypoactive sexual
desire disorder near the time that flibanserin was first being consid-
ered by the FDA to see whether there were any common themes in
these modules that could support marketing purposes. Although the
invention of female sexual dysfunction and hypoactive sexual desire
disorder has been well-documented in medical journal articles5–7 13

and Sex, Lies, and Pharmaceuticals, a book by Australian journalist
Ray Moynihan and Canadian researcher Barbara Mintzes,14 no pre-
vious publication to our knowledge has examined themes in CME
materials prior to regulatory consideration of a drug.

In 2010, the year flibanserin first came before the FDA, we iden-
tified free, internet-based CME modules that focused on hypoac-
tive sexual desire disorder in women by searching Google for
‘Hypoactive Sexual Desire Disorder’ or ‘HSDD’ combined with

‘CME’ or ‘Continuing Medical Education’. We examined the first
100 hits (10 Google pages) for each search and then excluded
duplicate modules, modules pertaining to hypoactive sexual desire
disorder in men and modules that were webcast-only with no text
component. No other exclusion criteria were applied.

Fourteen CME modules on hypoactive sexual desire disorder
in women were identified.15–28 All were fully accredited CME
modules, approved by a provider accredited by the
Accreditation Council of CME. All 14 CME modules disclosed
funding through educational grants by Boehringer Ingelheim.
Additionally, 12 of 14 modules had at least one author with
financial ties to Boehringer Ingelheim which was revealed under
faculty disclosures (see online supplementary appendix for the
list of CME courses assessed and financial ties of authors).

All authors reviewed all modules and identified themes and
messages common to the modules by consensus. To our knowl-
edge, this is the first analysis of marketing messages in a subject-
specific set of CME modules.

Marketing messages often focus on how a condition is under-
diagnosed, widespread and affects quality of life, and how current
treatments are absent, inadequate or problematic.29 CME messa-
ging about hypoactive sexual desire disorder fits this template:
hypoactive sexual desire disorder was cast as a common, underdiag-
nosed problem that has a profound adverse effect on quality of life
and the lack of treatments for women’s sexual problems was pre-
sented as an urgent unmet need. Specific marketing messages that
we identified within the CME modules included the following:
1. Hypoactive sexual desire disorder is very common and

underdiagnosed.
2. Hypoactive sexual desire disorder can have a profound

effect on quality of life.
3. Women may not be aware that they are sick or distressed.
4. Hypoactive sexual desire disorder and distress can have

other names.
5. Clinicians should initiate conversation with their patients

about their sexual health.
6. Clinicians find it difficult to discuss their patients’ sexual

concerns and lack training and confidence in the diagnosis
of sexual problems.

7. Clinicians need tools and resources to help them diagnose
hypoactive sexual desire disorder.

8. Simple tools, including the decreased sexual desire screener
(DSDS) and Female Sexual Function Index (FSFI) can assist
clinicians in diagnosing hypoactive sexual desire disorder.

9. A major barrier to clinicians talking about hypoactive
sexual desire disorder/female sexual dysfunction is the lack
of medications.

10. It is problematic that there are medicines available to treat
sexual problems for men but not women.

IS HSDD AN EPIDEMIC?
Hypoactive sexual desire disorder is consistently described as
the most common female sexual dysfunction, although no
module cited a reference for this specific assertion. A commonly
cited industry-funded study published in 1999 reported that
43% of women have a sexual problem; however, this study
never states that hypoactive sexual desire disorder is the most
common sexual problem.30 Also, the lead author told a BMJ
reporter that the study was not intended to represent the
number of women with a treatable medical condition.13

All modules assessed suggested that hypoactive sexual desire
disorder was a significant health problem. For example, one
module states that
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Women who have Hypoactive Sexual Desire Disorder will
express frustration, anger, diminished self-esteem, a sense of
hopelessness, and a sense of decline in their femininity.19

Another module invokes an adverse effect on relationships:

Hypoactive Sexual Desire Disorder (HSDD) … causes consider-
able distress as well as interpersonal difficulties.23

The presence of a problem may be hidden even to the
patient.

Women may not always be aware that they have a sexual
dysfunction.17

Women often present with the complaint of loss of desire
without awareness of the complexity of the concept.20

A woman who is highly interested in sex, just not with her
current partner, can still qualify for a diagnosis of ‘situational
HSDD’, described as

a woman previously had sexual desire for her current partner but
now lacks sexual interest in that individual, although she still has
desire for sexual stimulation alone or with someone other than
her present partner.23

Distress is a necessary symptom for the diagnosis of hypoac-
tive sexual desire disorder, but one CME module explains that
some patients may

“not identify with the term ‘distress,’” which they interpret “as
meaning anxiety, fear, or concealing the problem; they preferred
terms such as ‘stress-inducing,’ ‘bothersome,’ ‘frustrating,’ and
‘causing concern.’”17

Another module cites a study that

… found that neither physicians nor patients were comfortable with
the term “Hypoactive Sexual Desire Disorder.[…] Similarly, neither
group was particularly comfortable with the term ‘distress.’16

Physicians are urged to bring up the subject, because ‘the
topic of sexual dysfunction may never come to light if the
responsibility for initiating a discussion is left to the patient’.19

One module notes that ‘… patients may not know or like specific
terms that describe their sexual dysfunction’; 20 another states that
the term hypoactive sexual desire disorder should not be used,
instead women should be asked if they experience a ‘decrease in
sexual desire,’ ‘low desire’ or are ‘less interested in sex’.17

A woman who is happy with her sex life may still qualify for
a diagnosis of hypoactive sexual desire disorder if her partner is
dissatisfied, because of ‘marked interpersonal difficulties with
her husband because of her reduced interest in sex’.18

The lack of medications for female sexual dysfunction or
hypoactive sexual desire disorder is presented as a problem.

The absence of any FDA-approved pharmacologic treatments for
female sexual disorders leaves many healthcare providers worried
that if they openly communicate with their female patients about
sexual problems, they will have nothing to offer by way of
treatment.1

Clinicians may also be less likely to raise issues when they feel
that they have no effective treatment options to offer a patient.17

Another cites a study that states

… providers were frustrated by the lack of easy and uncompli-
cated treatment options for HSDD.16

Some modules address clinicians’ lack of confidence in
addressing sexual issues. For example, one module states that

One of the most significant practice barriers to physician initi-
ation of sexual health discussions with patients is lack of knowl-
edge/training in sexual medicine.25

However, rather than encouraging clinicians to increase their
own knowledge of and comfort with sexual issues, these
modules reduce sexual counselling to a simple questionnaire
that ‘takes less than 15 minutes, can be used by healthcare pro-
viders who are not experts in sexual disorders to diagnose gen-
eralized, acquired HSDD’.17

QUESTIONABLE QUESTIONNAIRES
Most or all diagnostic tools for female sexual dysfunction were
developed by manufacturers developing drugs to treat the condi-
tion. These include the 19-item FSFI, supported by Bayer and
Zonagen; the sexual function questionnaire, funded by Pfizer;
the profile of female sexual function, by Proctor and Gamble;
and the DSDS by Boehringer Ingelheim.13

The DSDS consists of five yes-or-no questions that ‘…may be
filled out by patients in the waiting room’.19 A scoring guide is
provided. The FSFI contains a long list of questions and a
scoring system, but no information on interpreting the scores.31

It is apparently up to the clinician to determine who passes or
fails. The researcher who published the questionnaire confirmed
that there are no cut-off scores (Raymond Rosen, Ph.D., Robert
Wood Johnson Medical School, personal communication).

The first question in the FSFI questionnaire asks, ‘Over the
past 4 weeks, how often did you feel sexual desire or interest?’
and the patient is given options that range from ‘almost never
or never’ to ‘almost always or always’.31 A woman who feels
sexual desire for about 50% of her waking hours scores only 3
out of 5 on the first question. To score a 5, one must feel sexual
desire ‘always or almost always’.

DISCUSSION
CME modules on hypoactive sexual desire disorder tell clinicians
that they are responsible for bringing up sexuality issues, acknow-
ledge their discomfort and lack of expertise and reassure them
that a simple questionnaire will fulfil their clinical obligations.

There is no scientifically established norm for sexual activity,
feelings or desire. Decreased interest in sex may be temporary
and can be affected by life stresses, relationship problems,
illness, medication, fatigue or boredom. Some causes of dimin-
ished libido, if problematic, can be addressed by counselling:
psychological treatments have been shown to be effective.32

Underlying causes—for example, depression—should be treated.
Many pharmaceutical drugs, including serotonin reuptake inhi-
bitors and antipsychotics, can lower libido,33 in which case
adjusting medication regimens may help.

There are certainly women who are troubled by low libido,
but there is no reliable scientific evidence that hypoactive sexual
desire disorder is a real medical condition. Invented diagnoses
may outlive the drugs for which they were invented. Although
Boehringer Ingelheim did not create hypoactive sexual desire
disorder, the company apparently attempted to brand the condi-
tion through CME modules available years before the expected
launch of flibanserin.

The effort was successful at increasing physician acceptance
of HSDD. A study conducted by Pri-Med, a medical education
and communication company that is a vendor to industry, found
that live CME activities funded by Boehringer Ingelheim on
hypoactive sexual desire disorder increased the percentage of
primary care clinicians who indicated that they would screen for
hypoactive sexual desire disorder. The study was presented at
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the 2011 annual meeting of the American College of
Obstetricians and Gynecology.34

Sprout Pharmaceuticals has carried on the tradition. A search
for recent web-based CME modules on hypoactive sexual desire
disorder revealed three CME modules funded by Sprout
Pharmaceuticals.35 More CME modules can be expected.
Palatin Technologies is testing bremelanotide, an injected mela-
nocortin receptor, designed to be injected subcutaneously on an
as-needed basis for female sexual dysfunction. In addition, a
biotech called Emotional Brain, based in the Netherlands, is
planning Phase II trials of two drug combinations, Lybrido (tes-
tosterone and sildenafil) and Lybridos (testosterone and buspir-
one), for hypoactive sexual desire disorder.36

Hypoactive sexual desire disorder is a typical example of the
medicalisation of a normal state. The commercial practice of creat-
ing or expanding the market for a drug by convincing physicians
and other prescribers that an ‘unmet need’ exists relies on industry-
funded CME. Messages in CME may be subtle—for example, fos-
tering specific diagnoses rather than specific drugs—and may go
undetected by CME accreditors and audiences alike. The fact that
accredited CME modules may be used to establish questionable
conditions is concerning and deserves both more research and
more discussion. If additional research confirms that industry-
funded education on diseases and their treatments contain market-
ing messages, the question of whether all industry sponsorship of
medical and CME should be banned must be seriously considered.
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Appendix 
Fourteen Web-based CME modules on Hypoactive Sexual Desire Disorder in Women 
 
*Wysocki Susan, *Kellogg-Spadt Susan, *Kingsberg Sheryl A, *Krychman Michael L.  
Talking to Female Patients about Sexual Health: Overcoming Common Communication 
Challenges. * Medscape. Released: May 25, 2010. Expires May 25, 2011. Accessed August 17, 
2013. 
Available from: http://cme.medscape.com/viewarticle/721398. 
  
*Bachmann Gloria A, *Kellogg-Spadt Susan. Communication Strategies in Assessing Sexual 
Health: The Short Interview-Uncovering the need for a Long interview. Medscape and the 
University of Medicine & Dentistry of New Jersey. Released Feb 3, 2010. Expires Feb 3, 2011. 
Available from: http://cme.medscape.com/viewarticle/713409. Accessed July 8, 2011. 
 
Bailey Laurie A, *Krychman Michael L. Communication Strategies in Assessing Sexual Health: 
Uncovering an Underlying Condition. Medscape and the University of Medicine & Dentistry of New 
Jersey) Released Feb 11, 2010. Expires Feb 11, 2011. Available from: 
http://cme.medscape.com/viewarticle/712564. Accessed August 17, 2013. 

  
*Kingsberg Sheryl A, *Kellogg-Spadt Susan. The Essentials of Assessing the Sexual Concerns of 
Your Female Patients. Medscape and the University of Medicine & Dentistry of New Jersey. 
Released Feb 2, 2010. Expires Feb 2, 2011. Available from: 
http://cme.medscape.com/viewarticle/710343. Accessed July 8, 2011. 
 
Green Marjorie A, Martinez Lisa A. Female Sexual Dysfunction: Recognizing the Impact on Patient 
and Partner.  Medscape. Released May 21, 2010. Available from: 
http://cme.medscape.com/viewarticle/721520. Accessed August 17, 2013. 

  
Pillai-Friedman, Sabitha.  Barriers to Communication About Female Sexual Health: Tips for 
Successful Dialogue with Patients. Medscape. Released May 21, 2010.  Available from: 
http://cme.medscape.com/viewarticle/721521. Accessed August 2013. 

  
*Kingsberg Sheryl A (author). *Bachmann Gloria A. (peer-reviewer). Diagnosis and Classification 
of Female Sexual Dysfunction. Baylor College of Medicine. Released Aug 2008. Expires Aug 
2010. Available from: 
http://www.baylorcme.org/cme/fsd/slides/talk_cme.cfm?CME_activityid=234&talk_pk=48&tk=48&s
hownotes=1&cmepage=cme_info. Accessed July 8, 2011. 
 
*Kingsberg Sheryl A.  Vaginismus and Hypoactive Sexual Desire Disorder in a Young Woman. 
 (Baylor College of Medicine) Released May 2009. Expired May 2010.Available from: 
http://www.baylorcme.org/cme/fsd/clinical-cases/vaginismus/. Accessed April 22, 2012. (not 
currently available). 

  
* Kingsberg, Sheryl A, *Simon James A. Hypoactive Sexual Desire Disorder in Women, 
Implications for Family Practice. Supplement to the Journal of Family Practice. 2009 July; 58(7). 
Released July 15, 2009. Expires July 15, 2010. (DIME) 
Available from: http://www.jfponline.com/Pages.asp?id=7743&issue=July_2009&UID. Accessed 
April 22, 2012. 
 

http://www.baylorcme.org/cme/fsd/clinical-cases/vaginismus/
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Cox, Raymond, *Moore Laura Fye.  Empowering PAs to ask their female patients about sexual 
health. Journal of the American Academy of Physician Assistants. 2010 June; 23(6). (AAPA) 
Available from:  
http://www.jaapa.com/empowering-pas-to-ask-female-patients-about-their-sexual-
health/article/171462/. Accessed April 22, 2012. 

  
*Kingsberg Sheryl A, *Altman Alan M, *Parish Sharon J.  Assessment and Treatment of 
Hypoactive Sexual Desire Disorder.  Sexuality, Reproduction and Menopause. 2010 Feb. 8(1).  
Online version released Feb 1, 2010. Expires Feb 1, 2011. (American Society for Reproductive 
Medicine). Available from: http://www.srm-ejournal.com/article.asp?AID=8352. Accessed April 22, 
2012.no longer available. 

  
*Clayton Anita H, Brotto Lori, *Kingsberg Sheryl A, Frank Jennifer E. The Science and Medicine of 
Hypoactive Sexual Desire Disorder (HSDD). The University of Massachusetts Medical School, 
Pharmatecture LLC, CMEducation Resources LLC. Released May 18 2010. Expires May 18, 2012.  
Available from: http://www.clinicalwebcasts.com/cvr/117.htm. Accessed August 17, 2013. 

  
*Levine Stephen B.  Hypoactive Sexual Desire Disorder in Women. Presentation at 22nd Annual 
U.S. Psychiatric and Mental Health Congress Conference and Exhibition 2009. (CME LLC) 2009 
(November 4). Available from: http://www.cmellc.com/psychcongress/syllabus/data/32-2-Levine-
Female-HYPOACTIVE SEXUAL DESIRE DISORDER_Input-WDL-BW.pdf. Accessed April 22, 
2012. no longer available. 

 
*Wysocki, Susan. Women’s Sexual Health, Addressing Low Libido. Released May 3, 2010. Expires 
May 3, 2012. Cmecorner.com. Available from: 
http://www.cmecorner.com/programs.asp?audience=&ProductID=794. Accessed August 17, 2013. 
 
* Authors who reported receiving grants or fees from Boehringer Ingelheim Pharmaceuticals Inc. 
for speaking, consulting, research or advisory board services. 
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