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Objective: To review validated methods for the assessment of female sexual function in clinical trials.

Design: Evaluation of recent peer-review literature on sexual function assessment in women.

Setting: International conference on androgen insufficiency in women.

Patient(s): Women with sexual dysfunction due to androgen insufficiency or other causes.

Intervention(s): None.

Main Outcome Measure(s): Measures of sexual function in women.

Result(s): Design and measurement problems in the assessment of sexual functioning in women have limited
clinical trials in female sexual dysfunction. Objective measures, such as vaginal photoplethysmography or
Duplex ultrasound, have been used in some studies but lack standardization and are unsuitable for use in
large-scale clinical trials. A variety of interview methods, validated questionnaires, and event log measures
have been used for assessing sexual function in recent trials of androgen replacement therapy. Each of these
methods has distinct advantages and disadvantages, although validated questionnaires have provided the most
reliable findings to date. Recent Food and Drug Administration guidelines on assessment of female sexual
function in clinical trials are critically reviewed.

Conclusion(s): Despite their prevalence and clinical significance, sexual problems in women have often been
neglected in clinical trials. A major obstacle in the design of clinical trials in this area has been the need for
sensitive and reliable measures of outcome. Of the currently available measures, self-reported event logs or
questionnaires are best suited for research or clinical assessment of female sexual function. (Fertil Steril�
2002;77(Suppl 4):S89–93. ©2002 by American Society for Reproductive Medicine.)
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Sexual problems in women are highly prev-
alent and are frequently associated with per-
sonal distress and impaired quality of life. In
the National Health and Social Life Survey (1),
a large epidemiological study of 1,622 women
between the ages of 18 and 59, a strong asso-
ciation was found between problems of sexual
desire, arousal, and pain with decreased phys-
ical satisfaction, emotional satisfaction, and
overall life satisfaction. Arousal disorders in
women, in particular, were strongly predictive of
diminished relationship satisfaction and overall
life satisfaction. Both psychosocial stresses and
physical health problems were associated with
the development of sexual difficulties in this
study. Overall, approximately 42% of women
complained of one or more sexual problems,
compared with about 30% of men. Similar results
have been obtained in studies of sexual func-
tion in postmenopausal women (2–4).

Androgen deficiency in women has been
associated with an increased rate of sexual
problems or complaints in a number of studies
(5–9). These problems are frequently encoun-
tered in oophorectomized women and those
with androgen deficiency from other causes (7,
8). Among the most commonly reported prob-
lems are decreased sexual desire or libido, lack
of responsiveness to sexual stimulation, and
diminished sexual pleasure or satisfaction.
Problems of arousal/lubrication and orgasm are
less commonly reported, although the specific
sexual difficulties and means of assessment
have varied widely from one study to another.
As noted by Bancroft (10), assessment of sex-
ual function in women with low androgen is
frequently confounded by the effects of de-
pressed mood or other comorbid medical or
psychiatric disorders. Premorbid sexual func-
tioning is typically not assessed, and the effects
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of treatment may be confounded by pharmacological effects
of supraphysiological T administration. Despite these limi-
tations, recent studies have strongly implicated the role of
androgen deficiency in female sexual dysfunction (5–7).

Measurement approaches for male and female sexual
dysfunction have proliferated in recent years, spurred in
large part by the development of new treatments for male
and female dysfunction. In the past, physiological measures
of penile tumescence and rigidity in males and vaginal blood
flow in females played an important role in clinical and
research studies. Despite their potential precision and objec-
tivity, these measures have not been predictive of subjective
arousal in women (11, 12). More recently, a variety of brief,
self-report measures have been developed for assessing male
and female function across a variety of sexual domains (e.g.,
desire, arousal, orgasm, satisfaction). These brief, self-report
measures have been shown to have a high degree of reliabil-
ity and validity and to be sensitive to treatment interventions.
Accordingly, they are widely employed in clinical trials.
Daily diary or sexual event logs have similarly been devel-
oped for this purpose.

Although female sexual disorders have been less studied
overall than male disorders, efforts are underway to refine
the diagnosis and classification of these disorders (13). An
important contributing factor to this field has been the de-
velopment of validated instruments for the assessment of
sexual function. These instruments have been used as pri-
mary endpoints in clinical trials, as well as for clinical
screening and diagnostic purposes. Finally, few instruments
have been developed for assessment of life satisfaction or
quality of life changes associated with sexual dysfunction.

MEASUREMENT APPROACHES

Objective Measures
In women, the most widely used physiological method for

assessing sexual response is the vaginal photoplethysmo-
graph (12, 13). The vaginal photoplethysmograph consists of
a light-emitting diode and sensitive photocell detector en-
closed in a tampon-sized, clear acrylic probe. The signal
obtained reflects changes in the amount of light back-scat-
tered to the photocell from the surrounding vasculature and
provides a sensitive, albeit indirect, measure of vaginal va-
soengorgement. Depending on the mode of recording, mea-
sures of vaginal blood volume or vaginal pulse amplitude
(VPA) can be obtained. VPA is regarded as the more sensi-
tive and reliable measure (12) and is more generally used in
studies of treatment outcome. Although this method has been
used in a variety of research settings, the method is not well
standardized and there is no clinical application of the pro-
cedure to date. Other methods for assessing female genital
vasocongestion, such as labial temperature or clitoral blood
flow measures, Doppler ultrasonography (14), and magnetic
resonance imaging (15), have recently been reported, al-

though none are widely used at present. At least one study
has demonstrated the effects of androgen deficiency on VPA
in postmenopausal women (16).

Self-Report Measures
Self-report or questionnaire methods have significant ad-

vantages in a number of areas. These methods are well
standardized, relatively unobtrusive and inexpensive, and
easy to administer and score, and normative values are
available in both clinical and nonclinical populations. How-
ever, differences in educational, ethnic, or cultural back-
ground may influence the validity of these tests. Self-report
measures of sexual function exist in several forms, including
self-administered questionnaires, daily diary records, and
event log measures of sexual behavior. Self-administered
questionnaires have a long history of use in psychological
and sociological studies of sexual behavior. The Derogatis
Sexual Function Inventory, for example, is a 245-item, mul-
tidimensional scale that assesses a broad range of sexual
behaviors in 10 separate domains (17). Despite its strong
psychometric properties, the instrument is not widely used in
clinical trials because of its excessive length and complexity.
Instead, a number of brief sexual function scales have been
developed in the past decade, which are more suitable for use
in trials of male or female sexual dysfunction. The following
questionnaires have recently been developed and are partic-
ularly recommended for trials of female sexual dysfunction.

Brief Sexual Function Index for Women (BSFI-W)

This is a 22-item, multidimensional self-report instrument
for women that assesses sexual function in seven dimen-
sions: sexual thoughts/desires, arousal, frequency of activity,
receptivity/initiation, pleasure/orgasm, relationship satisfac-
tion, and sexual problems. The scale also yields an overall
composite score. The measure was originally validated in a
nonclinical sample of 225 women ages 22–55 years, 187 of
whom had regular sexual partners (18). Significant differ-
ences were observed on most dimensions of sexual function
between women with and without sexual partners. More
recently, the scores of the original validation sample were
compared with a clinical sample of 104 women in the same
age range who had undergone bilateral oophorectomy and
hysterectomy (19). This study demonstrated significantly
lower scores on six of seven dimensions of sexual function
and the overall composite scores of oophorectomized
women compared with controls. In particular, the dimen-
sions of sexual desire, arousal, and frequency of activity
were the most significantly different between the two groups.
Most recently, this measure was found to be responsive to T
replacement therapy effects in the sample of women with
bilateral oophorectomy (20).

Female Sexual Function Index (FSFI)

This is a recently developed, brief (19-item) self-report
questionnaire that assesses sexual functioning in women in
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six separate dimensions (desire, arousal, lubrication, orgasm,
satisfaction, pain) (21). In addition, a total scale score can be
computed according to a simple scoring algorithm. The
questionnaire was developed for use in clinical trials of
female sexual dysfunction and was validated in a multicenter
study of women with sexual arousal disorder (n � 128) and
age-matched controls (n � 131). The measure was shown to
have a high degree of internal consistency and test-retest
reliability and differentiated well between the two groups.
Highly significant differences were observed in all six di-
mensions between the patients and controls, indicating that
the measure is very sensitive in differentiating responses
between sexually dysfunctional and nondysfunctional
women. The FSFI is relatively easy to administer and score
and is currently being used in a number of clinical trials of
female sexual dysfunction. The treatment responsiveness of
the measure is uncertain.

Sexual Function Questionnaire (SFQ)

The SFQ is a 31-item, multidimensional questionnaire
recently developed for use in clinical trials of sildenafil in
women with sexual arousal disorders (22). The questionnaire
assesses sexual function in seven dimensions: desire, phys-
ical arousal, lubrication, enjoyment, orgasm, pain, and part-
ner satisfaction. The questionnaire was validated in two,
large-scale clinical trials including 781 women with sexual
dysfunction. A control sample of 201 women without sexual
dysfunction was used for comparison purposes. Highly sig-
nificant differences were found between the patient and
control groups on each of the dimension scores (P�.0001),
and the questionnaire showed strong internal consistency
and test-retest reliability. Treatment responsiveness (sensi-
tivity) was also demonstrated, as significant changes were
noted at the end of treatment in each of the dimensions for
women who reported improvement versus those who did not
improve with treatment (P�.001). Although somewhat
lengthier than the previous two instruments, the SFQ has
strong psychometric properties and initial validation data.
The high level of treatment responsiveness suggests that the
measure is well suited for use in clinical trials of androgen
replacement therapy or other treatment interventions.

Daily Diaries and Event Logs
Daily diaries or sexual event logs are brief, self-report

instruments that are often used to obtain frequency data in
clinical trials. These measures have been used extensively in
clinical trials of male sexual dysfunction and are favored by
regulatory agencies as primary endpoints for trials of male or
female dysfunction. Event logs or daily diaries for men
typically include assessment of variables such as intercourse
frequency and satisfaction, quality of erection, and medica-
tion use. Diaries typically require the subject to record sexual
activity on a daily basis, whereas event logs are completed
only on days that sexual activity occurs. For example, the
Sexual Encounter Profile is a six-item event log that has been

used in several multicenter, clinical trials of erectile dysfunc-
tion. A corresponding version for women (Sexual Encounter
Profile for Women) has been developed for use in clinical
trials of female sexual dysfunction. Other event log or diary
measures are available, although published data on these
instruments are not available. For example, the Female In-
tervention Efficacy Index assesses immediate response to
treatment and has been used in recent clinical trials, although
validation data on the instrument have not been published to
date.

The potential advantage of diary or event log measures is
their ability to provide quantitative data regarding the fre-
quency of sexual activity and proportion of successful at-
tempts at intercourse or other forms of sexual activity. How-
ever, event logs or diaries are highly restricted in the scope
of measurement and do not provide the broad, multidimen-
sional assessment of response afforded by self-administered
questionnaires. Since these measures are typically completed
at home, they are also susceptible to various forms of re-
sponse bias or error. Finally, these measures may not be
suitable for assessing subjective aspects of female sexual
response, such as desire or subjective arousal. These latter
domains are essential to address in clinical trials of androgen
replacement therapy in women.

Structured Interviews
Structured interview approaches, such as the Structured

Diagnostic Interview, are widely used in psychiatric out-
come studies. These approaches have been less frequently
used in sexual function assessment studies. The Derogatis
Sexual Function Interview is based on an earlier question-
naire measure developed by the same author (23) and is
available for use in clinical trials of male and female dys-
function. Although the structured interview approach offers
potential advantages in terms of breadth of assessment and
clinical validation, the method has yet to be evaluated in
large-scale clinical trials.

Personal Distress and Quality of Life
To qualify for the diagnosis of sexual dysfunction, a

woman should show evidence of significant personal distress
in relation to her sexual problem (11). Personal distress can
be assessed by means of interview or questionnaire. The
Female Sexual Distress Scale is a 12-item scale that assesses
subjective distress associated with sexual dysfunction in
women. The instrument has been evaluated in several recent
clinical trials (24) and has been shown to have a high degree
of test-retest reliability (0.91) and internal consistency
(0.88). The measure also discriminates well between women
with and without sexual dysfunction and has been shown to
be sensitive to the effects of treatment. The measure is highly
recommended for inclusion in future clinical trials of female
sexual dysfunction.

In contrast, few quality of life measures have been devel-
oped specifically for use in clinical trials of sexual dysfunc-
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tion in men or women. The Psychological General Well-
Being Index was used to evaluate quality of life changes in
the recent study of androgen replacement in oophorecto-
mized women (20). Recently, Fugl-Meyer et al. (25) have
developed a brief, eight-item life satisfaction checklist for
quality of life assessment in sexual dysfunction trials. This
measure includes single-item scales for assessment of over-
all life satisfaction, sexual life satisfaction, interpersonal
function, family life, leisure, work, and recreation. The mea-
sure was developed primarily for use in trials of male erectile
dysfunction and has not been independently validated in
trials of female sexual dysfunction. Clearly, this is an im-
portant area for future research.

A guidance document on female sexual dysfunction was
issued by the Center for Drug Evaluation and Research, a
branch of the Food and Drug Administration (FDA), in May
2000 (26). This document outlines the FDA’s recommenda-
tions for the conduct of clinical trials in female sexual
dysfunction (FSD). FSD by definition comprises one or more
of four essential components: decreased sexual desire, de-
creased sexual arousal, dyspareunia, and orgasmic dysfunc-
tion. The definition of sexual dysfunction should also include
a measure of personal distress. According to the document,
personal distress should reflect a degree of psychological
dissatisfaction with sexual functioning in the affected
woman. This is an important inclusion criterion for clinical
trials of FSD.

Appropriate study populations are defined and include
premenopausal women, naturally postmenopausal women,
surgically menopausal women, and women taking oral con-
traceptives or hormone replacement therapy. Women with
significant comorbid illnesses or those taking medications
that might directly affect sexuality or having other potential
confounding factors (e.g., partner dysfunction) should be
excluded from clinical trials when possible.

The FDA guidance document recognizes the value of
questionnaires and self-report measures in the assessment of
female sexual function. However, emphasis is placed on the
need for separate validation of these measures before their
use in clinical trials. Regarding selection of endpoints for
clinical trials of FSD, the FDA document makes the follow-
ing specific recommendation: “These endpoints should be
based on the number of successful and satisfactory sexual
events or encounters over time. The determination of suc-
cessful and satisfactory should be made by the woman par-
ticipating in the trial, as opposed to her partner” (26).

The document further defines such events or encounters
as including sexual intercourse (with or without orgasm),
oral sex resulting in orgasm, or manual stimulation by self or
partner resulting in orgasm. These events or encounters are
typically recorded in daily records or event logs. Changes in
the frequency of occurrence of these events before and after
treatment should be compared in placebo-controlled trials
with any new treatment agent.

Physiological measures, such as vaginal blood flow or
clitoral engorgement, should be closely linked to the occur-
rence of successful and satisfying sexual events as defined
above. The potential value of self-administered question-
naire scales as primary endpoints in clinical trials is not
specifically addressed by the document, although the same
reservations would presumably apply. Overall, the document
is highly specific in recommending the use of frequency-
based measures of successful sexual encounters, such as
diaries or event logs, as primary endpoints in clinical trials of
FSD.

This emphasis on frequency-based measures is controver-
sial at present. In the recent trial of androgen replacement in
oophorectomized women (20), for example, the BSFI-W
questionnaire was found to be sensitive to androgen replace-
ment effects in older, oophorectomized women, whereas a
telephone diary measure was not. The selection of event log
measures of sexual encounters as primary endpoints has a
strong parallel in the recent clinical trials of male erectile
dysfunction. Whereas this approach might be well suited for
recording erections firm enough for intercourse, it may not
be appropriate for measuring continuous or subjective vari-
ables that frequently characterize FSD. Questionnaire mea-
sures such as those described above may be more suitable for
this purpose. Hopefully, this issue will be resolved as further
clinical trial data become available.

Quality of life and personal distress measures are recog-
nized as potentially valuable secondary outcomes. However,
these should not be used as primary endpoints in clinical
trials of FSD.

While recognizing the potential impact of sexual dysfunc-
tion in women and the need for further clinical trials, the
FDA guidance document places constraints on the selection
of patients and endpoints for study. In particular, these
endpoints may not be ideally suited for the assessment of
sexual function outcomes associated with hormone replace-
ment therapy in women with androgen insufficiency.

SUMMARY AND CONCLUSIONS

A variety of measurement approaches are available for
assessing FSD. Although physiological measures, such as
vaginal photoplethysmography, are available, these are not
suitable for use in large-scale clinical trials. Rather, a num-
ber of self-report and diary-based measures have been de-
veloped for multidimensional assessment of sexual function.
Several of these measures have demonstrated adequate psy-
chometric properties, including test-retest reliability, internal
consistency, and discriminant validity. Only one structured
interview method has been described in the literature thus
far, and this method has not been widely used to date.
Personal distress is an important component of FSD and can
be reliably assessed by the Female Sexual Distress Scale.
The FDA guidance document emphasizes the need for fre-
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quency-based measures of successful sexual encounters as
primary endpoints in clinical trials of FSD. This emphasis is
controversial at present and may be modified as increasing
data become available from clinical trials of hormone re-
placement therapy. Quality of life and personal distress
measures are important secondary outcomes in studies of
FSD.
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