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Hypoactive Sexual Desire Disorder
(HSDD)

Persistent or recurring deficiency (or
absence) of sexual fantasies or thoughts
and desire for or receptivity to sexual activity
that causes personal distress

American Psychiatric Association, DSM-IV. Diagnostic and Statistical
Manual of Mental Disorders, 4" ed. Washington, D.C.: American

Psychiatric Press, 1994

Basson R et al. Report of the international consensus development
conference of female sexual dysfunction: definitions and
classifications. J Urol 163:888-93, 2000



What the Skeptics Say

m HSDD is a made-up disease
m Sex problems are normal

m Difficulties become Dysfunctions become
Diseases



Why HSDD is Not a Made-Up
Condition

m Low libido causing distress is not new

m Defined as a disorder in the
International Classification of Diseases
and the American Psychiatric
Association’s Diagnostic and Statistical
Manual

m 5-10% of women world-wide say they
have low libido “frequently”



Prevalence of Low Libido Among
Women 40-80 Years

450 | M % Lack Sexual Interest 433 43.4

B % Indicating Frequently

32.9

Percemt

Laumann et al. Int J Impotence Res 2005; 39-57



What the Skeptics Say

m HSDD is a made-up disease
m Sex problems are normal

m Difficulties become Dysfunctions become
Diseases

m Testosterone levels do not discriminate between
women with normal or low libido



HSDD 1s Found in Conditions
Assoclated With Low Testosterone

m Surgical removal of both ovaries
m Pituitary disease
m Destruction of the adrenal glands

m Oral estrogen use after natural
menopause
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What the Skeptics Say

HSDD is a made-up disease
m Sex problems are normal

m Difficulties become Dysfunctions become
Diseases

Testosterone levels do not discriminate between
women with normal or low libido

Data showing efficacy and safety of testosterone Rx
tainted by conflicts-of-interest of investigators

There is a big market for lifestyle drugs



Moynihan R, The making of a disease: female
sexual dysfunction, BMJ 326:45-7, 2003

“«A cohort of researchers with close ties to drug
companies are working with colleagues In
the pharmaceutical industry to develop and
define a new category of human illness at
meetings heavily sponsored by companies

racing to develop new drugs.”



Testosterone as a Treatment for
HSDD

m Used well before the pharmaceutical industry was
Interested (Greenblatt RB. Androgenic therapy in women. Endocrinology
2:665-6. 1942)

m 1strandomized, double-blind, placebo controlled trial

reported In 1950 (Greenblatt et al. Evaluation of estrogen, androgen,

and estrogen-androgen combination and a placebo in the treatment of
menopause. JCEM 10:1547-58, 1950)

m Estratest® (esterified estrogens+methyltestosterone)
on the market since 1964 for treatment of
menopausal vasomotor symptoms



Testosterone as a Treatment for
HSDD

m In 2003, 21% of total prescriptions for branded male
testosterone products were written for women
(145,000 prescriptions), and in 2002-3 there were
1,315,000 prescriptions written for compounded or
generic testosterone products for women (National
Disease and Therapeutic Index, IMS Health, 2003)

m Multiple randomized, double-blind placebo-
controlled trials with testosterone have shown it to
be effective in women with HSDD



Androgen and Sexual Motivation

@ Randomized, double-blind, placebo-controlled crossover

m N =43 before and after surgical menopause; sexual
function not classified

m Rx: TAH control; TAH + BSO: Placebo, E, E+ A, or A
m Duration: 3 mo

m Sexual function tool: daily menopausal rating scale
m Results: 1 desire, fantasy, arousal

®" No change in coital or orgasmic frequency

TAH = total abdominal hysterectomy, BSO = bilateral salpingo-oophorectomy,
E = estrogen, A = androgen

Sherwin et al. Psychosom Med 1985;47:339-351



Sexual Desire

Mean level per 24 hours
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Transdermal Testosterone

m Two Phase lll randomized, double-blind, placebo
controlled, parallel studies (INTIMATE SM 1 & SM 2)

SM 1 N=562; SM 2 N=533
Rx: 300 mcg/day testosterone via patch
Duration: 6 months

Sexual Function Tools: Sexual Activity Log; Profile
of Female Sexual Function: Personal Distress Scale

m Results: 1 activity, desire, arousal, orgasm,
pleasure, responsiveness; | distress

Simon, JCEM 2005; 90:5226
Buster, Obstet Gynecol 2005; 105:944



Increases In Total Satisfying Sexual
Activity at 24 Weeks from SAL®
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Increase in Desire at 24 Weeks from PFSF®
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Change in 4-Week Efficacy Parameters
Over 24 Weeks
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Conclusions

m Hypoactive Sexual Desire Disorder is a real clinical
disorder and occurs with conditions known to be
assoclated with low testosterone levels

m Testosterone Is an effective treatment of HSDD after
other conditions (e.g. depression, marital discord)
are ruled out

m If approved, the pharmaceutical industry will
probably market HSDD and testosterone through the
use of key opinion leaders, educational brochures,
CME, websites, white papers, and possibly directly
to consumers, but that does not make the condition
or its therapy constructs of the pharmaceutical
Industry
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