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BACKGROUND: Men with erectile dysfunction (ED) often have low

self-esteem, confidence, and sexual relationship satisfaction.

OBJECTIVE: We evaluated the impact of sildenafil citrate and its gen-

eralizability across cultures on self-esteem, confidence, and sexual re-

lationship satisfaction in men with ED using the Self-Esteem And

Relationship (SEAR) questionnaire.

DESIGN: Pooled analysis of 2 double-blind, placebo-controlled, flexi-

ble-dose trials of sildenafil with identical protocols: 1 was conducted in

the United States and the other in Mexico, Brazil, Australia, and Japan.

PATIENTS: Men �18 years old with ED.

MEASUREMENTS: The impact of treatment on psychosocial factors

associated with ED was determined by patient responses to the SEAR

questionnaire. Erectile function was determined using the Internation-

al Index of Erectile Function (IIEF) and a global efficacy question. Suc-

cessful sexual intercourse attempts were derived from event logs of

sexual activity. Treatment effect sizes were calculated for all study out-

comes.

RESULTS: Compared with patients who received placebo (n=274),

patients who received sildenafil (n=279) reported significantly greater

improvements (Po.0001) in self-esteem, confidence, sexual relation-

ship satisfaction, and in all sexual function domains of the IIEF. Treat-

ment effect sizes were large (range, 0.7 to 1.2) for all SEAR components,

and improvement in psychosocial measures showed moderate to high

correlations (range, 0.50 to 0.83, Po.0001) with improvement in erec-

tile function, percentage of successful intercourse attempts, and global

efficacy.

CONCLUSIONS: In men with ED from 5 different nations, sildenafil

produced substantial improvements in self-esteem, confidence, and

sexual relationship satisfaction. Improvements in these psychosocial

factors were observed crossculturally and correlated significantly and

tangibly with improvements in erectile function.
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T he Massachusetts Male Aging Study reported that the

prevalence of erectile dysfunction (ED) to some degree

among men in the United States aged 40 to 70 years is ap-

proximately 52%1 and that the incidence of ED increases 5%

per decade after the age of 40 years. A recent study of men from

Brazil, Italy, Japan, and Malaysia showed that the prevalence

of ED ranged from 18% to 54% for men aged 50 to 70 years,2

and a report of Finnish men showed that the prevalence of ED

was substantially higher, ranging from 67% to 89% for men 50

to 75 years old.3 Worldwide, the prevalence of ED in men aged

40 to 80 years is estimated to be 13% to 28%.4 Although these

studies employed different methodologies and cannot be com-

pared with one another directly, they nonetheless show that

the prevalence of ED is quite high. In addition, ED impacts a

patient’s and his partner’s sexual life and is associated with

depression, anxiety, and low self-esteem.1,5

Sildenafil citrate (Viagras, Pfizer Inc., New York, NY) is the

first-in-class phosphodiesterase type 5 inhibitor for the treat-

ment of ED and has been prescribed to more than 20 million

men in more than 110 countries.6 Accumulating evidence from

numerous double-blind placebo-controlled and open-label tri-

als suggests that sildenafil is well tolerated and effective for the

treatment of ED of diverse etiology.7,8 Further, successful

treatment of ED may be associated with improved measures

of quality of life (QoL).5

However, correlations between successful ED treatment

and changes in psychosocial measures have been difficult to

determine because QoL is difficult to define and contains

multiple components. Generic measures of QoL are not able

to detect unique changes in men with ED, and ED-specific

efficacy instruments fail to address relevant psychosocial

domains such as self-esteem, confidence, and relationships.

The Self-Esteem And Relationship (SEAR) questionnaire

(Appendix I available in the online version of JGIM) is a vali-

dated 14-item instrument that underwent rigorous develop-

ment and validation using established psychometric

principles. A psychometric evaluation of 98 men with ED and

94 age-matched controls showed discriminant validity of the

SEAR for measuring self-esteem as well as relationship satis-

faction and confidence.9 A 10-week, open-label study suggest-

ed that the SEAR questionnaire is responsive to effective ED

treatment and is a valid instrument for detecting psychosocial

gains from beneficial intervention.10 The SEAR was linguisti-

cally translated and culturally adapted to assess changes from

baseline to end of treatment in relationships, confidence, and
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self-esteem. It is divided into 2 domains: Sexual Relationship

(items 1 to 8) and Confidence (items 9 to 14). The Confidence

domain has 2 subscales: Self-Esteem (items 9 to 12) and Over-

all Relationship (items 13 and 14). An Overall score (items 1 to

14) is calculated from the 2 domains. Response categories of

each item are based on a 5-point Likert scale and are trans-

formed onto a 0 to 100 scale, such that higher scores indicate

a more favorable response:

Transformed score

¼ 100� Actual raw score� lowest possible raw score

Possible raw score range

In this report, we present the combined results from

patients with ED from 5 different nations who were enrolled

in a randomized, double-blind, placebo-controlled study of sil-

denafil. The objective was to verify treatment responsiveness

and generalizability of the SEAR crossculturally and further

establish the validity of assessing the psychosocial impact of

successful treatment of ED.

PATIENTS AND METHODS

Study Design

The data from 2 randomized, parallel-group, double-blind,

placebo-controlled, flexible-dose studies of 12-week duration

was combined. Patients were enrolled in 1 study in the United

States and in an identical study conducted in Mexico, Brazil,

Australia, and Japan. The studies were approved by appropri-

ate local Independent Review Boards, and were conducted in

accordance with the Declaration of Helsinki. All patients

provided written informed consent.

Sample Size

In the SEAR responsiveness study, a mean � SD change from

baseline of 4.7 � 4.4 points was observed for the Self-Esteem

subscale.11 Using these values in a regression analysis for

each study, changes from baseline for the Self-Esteem

subscale were estimated to be 4.57 and 2.19 for the sildenafil

and placebo groups, respectively. A sample size of 75 in each

group would have 90% power with a 0.05 2-sided significance

level to detect a difference in means of 2.38 with a common SD

of 4.44. Responsiveness of the Sexual Relationship domain

and Confidence domain were similar to that of the Self-Esteem

subscale. However, the analysis revealed less treatment re-

sponsiveness for the Overall Relationship subscale. Thus, the

sample size was increased to have sufficient conventional pow-

er on this secondary efficacy measure. It was estimated that a

sample size of 100 in each group per trial would have 80%

power with a 0.05 2-sided significance level to detect a differ-

ence in means of 1.04 with the common SD of 2.61. Assuming

that 80% of randomized patients contribute to the endpoint

analyses, a total sample size of 126 patients per treatment

group, or 504 for the pooled analysis, was selected to be ran-

domized according to a computer-generated randomization

code that assigned subjects in a 1:1 ratio.

Inclusion Criteria

Male patients aged �18 years of age were enrolled if they had a

documented clinical diagnosis of ED (confirmed by a score of

�21 on the Sexual Health Inventory for Men).12 Patients eli-

gible to receive double-blind treatment were assigned a unique

randomization number at baseline, and a computer-generated

randomization code assigned patients in a 1:1 ratio to treat-

ment with either sildenafil or placebo.

Exclusion Criteria

Patients were excluded if they had BP�90/50 or �170/

110mmHg or had significant cardiovascular disease. Patients

were excluded if they were taking nitrates, nitric oxide donors,

or ritonavir, or if they had taken more than 6 doses of sildenafil

before the screening visit.

Analyzed Groups

All patients who took at least 1 dose of study medication were

included in the safety analysis. All patients who took at least 1

dose of study medication and who provided at least 1 post-

baseline measurement were defined as the intent-to-treat

population and included in the efficacy analysis.

Efficacy Measures

The primary study outcome was change from baseline to the

end of treatment on the Self-Esteem subscale of the SEAR

questionnaire.

Secondary measures were change scores on all other com-

ponents of the SEAR and on standard efficacy measures of

sexual function including the International Index of Erectile

Function (IIEF)13 and the percentage of sexual intercourse

attempts that were successful, determined from an at-home

event log of sexual activity. Patients recorded important

details of the sexual experience, such as dosage, timing, hard-

ness of erections achieved, intercourse attempts, and success

on their event log worksheets as soon as possible after each

occurrence of sexual activity. In addition, a standard global

efficacy question (GEQ), scored on an ordinal scale from 0

(no sexual activity) to 5 (almost always/always), was asked at

the end of treatment: ‘‘When you took a dose of study drug and

had sexual stimulation, how often did you get an erection that

allowed you to engage in satisfactory sexual intercourse?’’

Safety Measures

All volunteered or observed adverse events (AEs) were system-

atically recorded at week 2, 4, 8, and 12 of the study using the

Coding Symbols for Thesaurus of Adverse Reaction Terms

(COSTART) preferred terminology. All AEs were listed by

severity, body system, study medication dosage level, day of

the onset, and resolution of the event.

Statistical Analysis

Change scores from baseline to week 12 were recorded for all

items on the SEAR, the IIEF, and for the percentage of suc-

cessful intercourse attempts. Differences in change scores

from baseline were determined using an analysis of covari-

ance model, controlling for baseline score and study, with

the treatment group as the key explanatory variable. Partial

Pearson’s correlations (controlling for treatment and study)

were obtained on changes in SEAR scores with changes in IIEF

scores and changes in the percentage of intercourse attempts

that were successful; SEAR scores at week 12 were correlated
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with the GEQ response at week 12. Mean (95% confidence

interval [CI]) scores are reported for within-group changes

and between-group comparisons.

Treatment effect sizes were calculated for all components

of the SEAR, all domains of the IIEF, and for successful sexual

intercourse attempts from the event log of sexual activity using

the following calculation:

Treatment effect size

¼ Sildenafil LS mean change� placebo LS mean change

Pooled baseline standard deviation

The difference in least squares (LS) mean change in

SEAR scores between treatment groups was also divided by

the square root of the mean square error (MSE) from the anal-

ysis of covariance model, which provided an estimate of the

pooled SD of change scores adjusted for treatment and

study.14

The GEQ was asked only at the end of treatment. Thus, no

baseline data were available. The treatment effect size for the

GEQ was calculated using end-of-treatment data and the

pooled end-of-treatment standard deviation. Based on com-

mon benchmarks, effect sizes of 0.20 SD units are considered

small, 0.50 medium, and 0.80 large.14

RESULTS

Patient Demographics

In total, 553 (US study, n=253, Brazil, Mexico, Australia, and

Japan study, n=300) patients were enrolled and randomized

to receive placebo (n=274) or sildenafil (n=279) from April

2002 to February 2003. Patients in each treatment group were

well balanced for age, race, duration of ED, and etiology of ED,

with no statistically significant differences noted between

treatment groups (Table 1).

Change Scores on the SEAR Questionnaire

Patients randomized to the sildenafil-treated group (vs place-

bo) reported significant (Po.0001) and substantially higher

change scores from baseline on the Self-Esteem subscale

(36.6; 95% CI, 33.1 to 40.2; vs 14.1; 95% CI, 10.5 to 17.7;

Figure 1) and on all other components of the SEAR question-

naire: Sexual Relationship domain, Confidence domain, Over-

all Relationship subscale, and Overall score. The mean change

in the Self-Esteem subscale score for patients who received

sildenafil was 22.5 (95% CI, 17.7 to 27.4) points higher than

the change reported by patients who received placebo.

Treatment effect sizes (determined using baseline SD or

the square root of the MSE, respectively) were large for im-

provements in the Self-Esteem subscale (effect sizes, 1.1 and

0.81), the Sexual Relationship domain (1.2 and 0.91), the Con-

fidence domain (1.1 and 0.82), and the Overall score (1.2 and

0.90). The treatment effect size was medium to large for the

Overall Relationship subscale (0.70 and 0.68, Table 2).

Change Scores on the IIEF Questionnaire

Patients who received sildenafil (vs placebo) also reported

significant (Po.0001) increases from baseline on the Erectile

Function domain (11.0; 95% CI, 10.0 to 11.9; vs 4.8; 95% CI,

3.8 to 5.7) and on all other domains of the IIEF questionnaire

(Fig. 2): Orgasmic Function, Sexual Desire, Intercourse Satis-

faction, and Overall Satisfaction. The mean change in Erectile

Function scores for patients receiving sildenafil was 6.2 (95%

CI, 4.9 to 7.5) points higher than the change reported by pa-

tients who received placebo. Treatment effect sizes were high

for the EF, Intercourse Satisfaction, and Overall Satisfaction

domains, and lower for the Orgasmic Function and Sexual

Desire domains (Table 2).

Change in Percentage of Successful Intercourse
Attempts

The combined baseline percentage of sexual intercourse at-

tempts that were successful was 13%. At week 12, patients

Table 1. Patient Characteristics

Placebo
(n=274)

Sildenafil
(n=279)

P
Value

Mean � SD age, y (range) 55 � 12
(23 to 81)

56 � 11
(25 to 83)

.18

Race (%) .73
White 57 54
Black 15 15
Asian 6 5
Other 22 26

Mean � SD weight, kg (range) 85 � 16
(53 to 148)

86 � 16
(47 to 142)

.62

Mean � SD duration of ED, y
(range)

4.3 � 4.5
(0.1 to 34.6)

4.4 � 4.4
(0.1 to 36.6)

.83

Primary ED etiology, n (%) .41
Organic 113 (41) 119 (43)
Psychogenic 55 (20) 44 (16)
Mixed 106 (39) 116 (41)

ED, erectile dysfunction; SEAR, Self-Esteem And Relationship question-

naire.

*
*

*
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FIGURE 1. Mean change from baseline to end of treatment on

SEAR components. Compared with patients who were random-

ized to receive placebo (n=274, white bars), patients who were

randomized to receive sildenafil (n=279, gray bars) reported sig-

nificantly higher scores on all components of the SEAR question-

naire. The height of the bars represents the mean, and the

corresponding vertical line centered around the mean represents

the 95% confidence interval (CI) within each treatment group. Dif-

ference in mean change between groups (95% CI) on SEAR com-

ponents: Sexual Relationships domain, 22.9 (18.5 to 27.3);

Confidence domain, 21.9 (17.3 to 26.6); Self-Esteem subscale, 22.5

(17.7 to 27.4); Overall Relationship subscale, 20.1 (14.9 to 25.2);

Overall SEAR score, 22.4 (18.1 to 26.7). SEAR=Self-Esteem And

Relationship questionnaire.�Po.0001 compared with placebo.
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who received placebo reported a 2-fold increase (27%; 95% CI,

21% to 32%) over baseline, whereas patients who received sil-

denafil reported a 5-fold increase (59%; 95% CI, 54% to 64%)

over baseline. This between-group change in the percentage of

sexual intercourse attempts that were successful represented

a difference of 32% (95% CI, 26% to 40%, Po.0001) in favor of

sildenafil, and the treatment effect size was very high (Table 2).

Frequency of Erections for Satisfactory Intercourse

At week 12, patients who received sildenafil (vs placebo) re-

ported higher scores on the GEQ, indicating a significantly

greater (Po.0001) frequency of erections that were satisfactory

for sexual intercourse (3.9; 95% CI, 3.7 to 4.1; vs 2.7; 95% CI,

2.5 to 2.9). The mean frequency for patients receiving sildenafil

was 1.2 (95% CI, 0.9 to 1.5) points higher than the frequency

reported by patients receiving placebo; the treatment effect

size was 0.8 (Table 2).

Correlation of SEAR Scores with Other Instruments

Correlations between changes in SEAR components and the

Erectile Function domain of the IIEF ranged from 0.52 to 0.71

(P� .0001, Table 3). Correlations of changes in SEAR compo-

nents were also positive and statistically significant (Po.0001)

with changes in other domains of the IIEF and with changes in

the percentage of successful sexual intercourse attempts. In

addition, correlations in SEAR components at week 12 and the

frequency of satisfactory erections were high and statistically

significant (Po.0001).

Safety

In general sildenafil was well tolerated. The most frequent AEs

(sildenafil vs placebo) were headache (13% vs 6%), rhinitis

(5% vs 1%), dyspepsia (5% vs 2%), and flushing (8% vs 1%,

Table 4).

COMMENT

Normal sexual function is an important component of men’s

physical and psychological health, and the inability to perform

sexually can have a negative impact on overall health and

aspects of QoL.15 Indeed, the World Health Organization in-

cludes emotional and psychological well-being in its definition

of health.16 Although the IIEF is considered the gold-standard

Table 2. Baseline, End of Treatment, Change Scores, and Treatment Effect Sizes for the SEAR, IIEF, Sexual Activity Event Log, and GEQ

Placebo Sildenafil

Baseline End of
Treatment

LS Mean
Change � SE

Baseline End of
Treatment

LS Mean
Change � SE

P Value Effect
Size

SEAR
Sexual Relationship domain 39 � 20

(37, 42)
49 � 29
(45, 52)

10 � 1.7
(7.0, 14)

38 � 20
(36, 41)

71 � 26
(68, 74)

33 � 1.6
(30, 36)

o.0001 1.2

Confidence domain 42 � 21
(39, 44)

54 � 31
(50, 57)

12 � 1.8
(8.6, 16)

42 � 21
(39, 45)

76 � 25
(73, 79)

34 � 1.7
(31, 37)

o.0001 1.1

Self-Esteem subscale 39 � 21
(37, 42)

53 � 32
(49, 57)

14 � 1.8
(11, 18)

39 � 21
(37, 42)

76 � 26
(72, 79)

37 � 1.8
(33, 40)

o.0001 1.1

Overall Relationship
subscale

46 � 28
(43, 50)

56 � 33
(52, 60)

8.8 � 1.9
(5.0, 13)

48 � 29
(44, 51)

76 � 28
(73, 80)

29 � 1.9
(25, 33)

o.0001 0.7

Overall Score 40 � 19
(38, 42)

51 � 29
(47, 54)

11 � 1.6
(7.9, 14)

40 � 18
(38, 42)

73 � 25
(70, 76)

33 � 1.6
(30, 37)

o.0001 1.2

IIEF
Erectile Function domain 12.8 � 5.4

(12, 13)
17.2 � 8.6

(16, 18)
4.8 � 0.5
(3.8, 5.7)

12.8 � 5.0
(12, 13)

23.5 � 7.6
(23, 24)

11.0 � 0.5
(10, 12)

o.0001 1.2

Orgasmic Function domain 5.5 � 2.7
(5.2, 5.8)

6.6 � 3.1
(6.2, 7.0)

1.0 � 0.2
(0.7, 1.3)

6.0 � 2.8
(5.6, 6.3)

8.3 � 2.5
(7.9, 8.6)

2.5 � 0.2
(2.2, 2.8)

o.0001 0.5

Sexual Desire domain 6.4 � 1.9
(6.2, 6.7)

7.0 � 1.9
(6.8, 7.3)

0.6 � 0.1
(0.4, 0.8)

6.6 � 1.9
(6.4, 6.8)

7.8 � 1.7
(7.6, 8.0)

1.3 � 0.1
(1.1, 1.5)

o.0001 0.3

Intercourse Satisfaction
domain

6.2 � 2.4
(5.9, 6.5)

9.1 � 3.4
(8.7, 9.5)

2.9 � 0.2
(2.5, 3.3)

6.4 � 2.4
(6.1, 6.7)

11.4 � 3.4
(11, 12)

5.2 � 0.2
(4.8, 5.5)

o.0001 1.0

Overall Satisfaction domain 4.0 � 1.8
(3.8, 4.2)

5.6 � 2.8
(5.3, 6.0)

1.7 � 0.2
(1.3, 2.0)

4.2 � 2.0
(4.0, 4.5)

7.9 � 2.4
(7.6, 8.2)

3.8 � 0.2
(3.5, 4.1)

o.0001 1.1

Event Log
Percentage of successful
sexual
intercourse attempts

13 � 25
(9.8, 16)

39 � 42
(34, 45)

26 � 2.7
(21, 32)

12 � 23
(9.2, 15)

72 � 39
(67, 76)

59 � 2.6
(54, 64)

o.0001 1.5

GEQ
Frequency of achieved
erection

N/A 2.7 � 1.6
(2.5, 2.9)

N/A N/A 3.9 � 1.5
(3.7, 4.1)

N/A o.0001 0.8

The Event Log of Sexual Activity was used to determine the percentage of intercourse attempts that were successful. The GEQ asked ‘‘When you took a

dose of study drug and had sexual stimulation, how often did you get an erection that allowed you to engage in satisfactory sexual intercourse?" and was

administered at the end of treatment.
Data are mean � SD (95% CI). P values are for difference in change from baseline to end of treatment between treatment groups.
[]Treatment effect sizes were determined using the difference in change from baseline scores and the pooled standard deviation at baseline. There were

no baseline data for the GEQ. The treatment effect size for the GEQ was determined using end-of-treatment scores and the pooled standard deviation at

the end of treatment.

GEQ, global efficacy question; IIEF, International Index of Erectile Function; LS, least squares; SEAR, Self-Esteem And Relationship questionnaire.
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instrument for measuring a patient’s erectile functioning, re-

search was needed on the psychosocial manifestations of ED

and its treatment on relationships, confidence, and self-esteem.

While existing disease-specific instruments have merit, they are

limited psychometrically, lack an assessment of treatment re-

sponsiveness, are restricted to a single summary score, or do

not address pertinent psychosocial issues.17–20 The SEAR ques-

tionnaire was developed to assess the ED-specific impact on

psychosocial functioning and well-being related to sexual rela-

tionships, confidence, and particularly self-esteem.9,10

The Global Study of Sexual Attitudes and Behaviors

revealed that the factors associated with ED are similar across

many cultures.4,21 Thus, it is reasonable to expect crosscul-

tural improvement in psychosocial measures following suc-

cessful treatment of ED. Data generated from the SEAR

questionnaire confirm that as a patient’s ED improves, so too

do his confidence, relationships, and self-esteem. The correla-

tions of change in SEAR scores with change scores in Sexual

Desire on the IIEF were lower than the correlations of the other

IIEF domains. It is likely that changes in psychosocial factors

are more strongly related to functioning and satisfaction than

to changes in sexual desire.

Conclusions on the SEAR questionnaire from the com-

bined analyses across countries were maintained when exam-

ined by individual country and highlight the universal

improvement in psychosocial function and well-being in men

after successful ED treatment. Results by country showed a

sizable and significant effect for each SEAR component, with

noticeable changes in psychosocial function and well-being

after successful ED treatment with sildenafil. While this study

focused on the aggregate findings across countries (Mexico,

Brazil, Australia, Japan, and the United States), the results

suggest that psychosocial outcomes of ED treatment are dis-

cernible crossculturally. The involvement of self-esteem, con-

fidence, and relationship satisfaction in overall health and

well-being suggests that the SEAR should be used in conjunc-

tion with other treatment efficacy measures for a more com-

plete assessment of the psychosocial impact of ED.

CONCLUSIONS

The results of this combined analysis substantiate the

psychometrically sound properties of the SEAR questionnaire

and the robust gains in psychosocial functioning and well-be-

ing observed crossculturally—above and beyond placebo—

that accompany beneficial treatment with sildenafil. The data

obtained from these 2 double-blind, placebo-controlled stud-

Table 3. Pearson’s Partial Correlation Coefficients� of SEAR Components with IIEF, Event Log, and GEQ

SEAR IIEF Event Logw GEQz

Erectile
Function

Sexual
Desire

Orgasmic
Function

Intercourse
Satisfaction

Overall
Satisfaction

1. Sexual Relationships domain 0.71 0.32 0.49 0.58 0.67 0.59 0.83
2. Confidence domain 0.63 0.29 0.47 0.55 0.65 0.57 0.78

2a. Self-Esteem 0.60 0.27 0.41 0.52 0.62 0.53 0.78
2b. Overall Relationship 0.52 0.25 0.42 0.46 0.54 0.50 0.66

3. Overall Score 0.71 0.33 0.51 0.60 0.70 0.62 0.83

All correlations were based on change scores from baseline (week 0) to end of treatment (week 12) except for the correlation between SEAR and GEQ,

which was assessed at end of treatment.
�All correlations were statistically significant (Po.0001).
wEvent log of Sexual Activity: Percentage of intercourse attempts that were successful.
zGEQ (Global Efficacy Question): ‘‘When you took a dose of study drug and had sexual stimulation, how often did you get an erection that allowed you to

engage in satisfactory sexual intercourse?’’

IIEF, International Index of Erectile Dysfunction, SEAR, Self-Esteem and Relationship questionnaire.
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FIGURE 2. Mean change from baseline to end of treatment in

scores on IIEF domains. Compared with patients who were ran-

domized to receive placebo (n=274, white bars), patients who

were randomized to receive sildenafil (n=279, gray bars) reported

significantly higher scores on all domains of the IIEF questionnaire.

Domain items were summed, and higher scores indicated a more

favorable response. The height of the bar represents the mean,

and the corresponding vertical line centered around the mean

represents the 95% confidence interval (CI) within each treatment

group. Difference in mean change between groups (95% CI) on

IIEF domains: Erectile Function, 6.2 (4.9 to 7.5); Orgasmic Function,

1.5 (1.1 to 2.0); Sexual Desire, 0.7 (0.4 to 1.0); Intercourse Satisfac-

tion, 2.3 (1.7 to 2.8); Overall Satisfaction, 2.1 (1.7 to 2.6). IIEF, Inter-

national Index of Erectile Function. �Po.0001 compared with

placebo.

Table 4. Incidence of Adverse Events

Placebo Sildenafil

N 274 279
Patients reporting AEs, n (%) 88 (32) 129 (46)
Most frequent (5% of patients in a treatment group)

Headache 15 (6) 35 (13)
Flushing 3 (1) 23 (8)
Dyspepsia 5 (2) 15 (5)
Rhinitis 3 (1) 13 (5)

Discontinuations due to AEs 1 (0.4) 4 (1)

AEs, adverse events.
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ies extend the results to a larger set of populations, and indi-

cate their generalizability across many cultures. However, sep-

arate analyses of the independent countries are in progress

and will follow this larger study analysis. The SEAR question-

naire demonstrates sufficient sensitivity between treatment

groups and across cultures, enhancing its validity, and spe-

cifically measures changes in relationships, confidence, and

particularly self-esteem.
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