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IMPORTANCE—Tadalafil is used to treat erectile dysfunction after prostate cancer treatment, 

but its role as a preventive agent is undefined.

OBJECTIVES—To determine primarily whether tadalafil preserved erectile function in men 

treated with radiotherapy for prostate cancer, and secondarily to determine whether participant- or 

partner-reported overall sexual function and sexual and marital satisfaction were affected.

DESIGN, SETTING, AND PARTICIPANTS—Stratified, placebo-controlled, double-blind, 

parallel-group study with 1:1 randomization at 76 community-based and tertiary medical sites in 

the United States and Canada. Two hundred forty-two participants with intact erectile function 

scheduled to receive radiotherapy for prostate cancer were recruited between November 2009 and 

February 2012 with follow-up through March 2013.

INTERVENTIONS—One hundred twenty-one participants were assigned 5 mg of tadalafil daily 

and 121 were assigned placebo for 24 weeks starting with external radiotherapy (63%) or 

brachytherapy (37%). Participant-reported International Index of Erectile Function response 

before radiotherapy and at weeks 2 and 4, between weeks 20 and 24, between weeks 28 and 30, 

and 1 year thereafter. Participants and partners could respond also to the Sexual Adjustment 

Questionnaire and to the Locke Marital Adjustment Test before radiotherapy, between weeks 20 

and 24 and weeks 28 and 30, and at 1 year.

MAIN OUTCOMES AND MEASURES—Primary outcome was off-drug spontaneous erectile 

function 28 to 30 weeks after radiotherapy started. Secondary end points were spontaneous 

erection at 1 year; overall sexual function and satisfaction; marital adjustment; and partner-

reported satisfaction and marital adjustment at 28 to 30 weeks and 1 year, predictors of tadalafil 

response; and adverse events.

RESULTS—Among 221 evaluable participants, 80 (79%; 95% CI, 70%–88%) assigned to 

receive tadalafil retained erectile function between weeks 28 and 30 compared with 61 (74%; 95% 

CI, 63%–85%) assigned to receive placebo (P = .49); an absolute difference of 5% (95% CI, −9% 

to 19%). A significant difference was also not observed at 1 year (72%; 95% CI, 60%–84% vs 

71%; 95% CI, 59%–84%; P = .93). Tadalafil was not associated with significantly improved 

overall sexual function or satisfaction; a significant difference was not observed in any domain 

subscale. Partners of men assigned tadalafil noted no significant effect on sexual satisfaction, and 

marital adjustment was not significantly improved in participants or partners.

CONCLUSIONS AND RELEVANCE—Amongmen undergoing radiotherapy for prostate 

cancer, daily use of tadalafil compared with placebo did not result in improved erectile function. 

These findings do not support daily use of tadalafil to prevent erectile dysfunction in these 

patients.

TRIAL REGISTRATION—clinicaltrials.gov Identifier: NCT00931528

Erectile dysfunction (ED) is a common condition with many causes, including adverse 

consequencesof prostate cancer treatment.1,2 Forty percent of men report ED after 

radiotherapy,2 and half of all men use erectile aids thereafter.2 These men may achieve 

erection with on-demand phosphodiesterase-5 inhibitors,3 but spontaneous erection is not 

restored and treatment efficacy may wane over time. This may result in patient 
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dissatisfaction with prostate cancer therapy and a decline in psychosocial function among 

patients and their partners.4

Although the cause of ED after radiotherapy is not understood fully, penile endothelial 

dysfunction with cavernosal hypoxia and fibrosis is the likely mechanism. The regularly 

scheduled administration of a phosphodiesterase-5 inhibitor reduces endothelial dysfunction 

and improves cavernosal vasodilatation and erectile function in a general population of men 

with ED compared with an episodic on-demand schedule.5,6 Most men report satisfaction 

with improved erectile function and relationship with partner using tadalafil,7 with this agent 

comparing favorably with other phosphodiesterase-5 inhibitor medications.7–9 Tadalafil also 

has unique pharmacokinetic properties well-suited to once-daily dosing, resulting in steady-

state exposure of endothelial and erectile tissues to this agent.

We conducted a placebo-controlled, double-blinded, parallel-group study in this context to 

determine whether tadalafil maintains spontaneous erectile function in men treated with 

radiotherapy for prostate cancer.

Methods

Participants

Men 18 years or older with clinical stage II (T1b–T2bN0M0)10 prostate adenocarcinoma 

were eligible if the Gleason score was less than 7 and the serum prostate-specific antigen 

(PSA) level was less than 20 ng/mL, or if the Gleason score was 7 or higher and the PSA 

was less than 15 ng/mL. Additional criteria were an ability to achieve erection at least half 

the time (International Index of Erectile Function11 question 1 response of 3–5), Zubrod 

Performance Status score less than 2 (0, no physical limitations; 1, unable to perform 

strenuous activity), serum testosterone within normal limits, and no prior bilateral orchi-

ectomy, chemotherapy, external radiotherapy, brachytherapy, surgical, or other ablative 

therapy for prostate cancer. Patients with another invasive cancer, other than localized basal 

or squamous cell skin carcinoma, or with a hematological malignancy were not eligible, 

unless continually free of this other cancer for at least 5 years. Criteria for exclusion also 

included prostate cancer spread to lymph nodes or metastatic sites, myocardial infarction 

within the past year, heart failure or stroke within the past 6 months, uncontrolled cardiac 

arrhythmia or hypertension, hypotension, moderate or severe renal or hepatic insufficiency, 

AIDS, genital abnormalities precluding intercourse, prior penile implantation, ongoing 

erectile aid use, or use of nitrate or cytochrome P450-3A4 inhibitor medications. Androgen 

suppression within the past 6 months or as part of protocol-specified radiotherapy or 

brachytherapy was not allowed.

After institutional review board approval at each center, participants were recruited by 

practitioners at 76 community-based and tertiary medical site members in the United States 

and Canada. Membership was established and maintained through a quality-control system 

compliant with National Cancer Institute (NCI) guidelines. Before study entry, evaluation 

required history (including medication record) and physical (including digital rectal) 

examination, serum PSA and testosterone measurements, and assessment of Zubrod 

Performance Status score. All participants provided written informed consent before trial 
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registration and were to receive protocol-specified care and follow-up at a member site. 

Written informed consent also was required for optional participation in the additional 

quality-of-life study. Participants did not receive compensation for joining the study, and no 

commercial support was provided to the participant or member site.

Study Design

This was a multicenter, stratified, placebo-controlled, double-blind, parallel-group study 

with 1:1 randomization. After pre-treatment evaluation was completed and eligibility met, 

participants were stratified according to type of radiotherapy (external vs brachytherapy) 

intended and age (≤65 years vs >65 years). Participants were then randomly assigned to 

receive either tadalafil or placebo with a permuted-block method12 to balance treatment 

allocation.

Treatment

Tadalafil, 5 mg, and placebo were otherwise identical formulations prepared and supplied by 

Eli Lilly. Drug use met criteria described under the Title 21 CFR 312.2(b) exemption. 

Participants started taking either tadalafil or placebo orally within 7 days after the initiation 

of external radiotherapy or the date of brachytherapy. The requisite number of pills was 

given to the participant in 3 allotments, which were at the beginning of treatment and at the 

second and 13th weeks. Administration was to continue for 24 consecutive weeks (168 

days).

Either external radiotherapy or low-dose-rate brachytherapy was to start within 6 weeks 

after randomization. Member sites had met quality assurance guidelines assessed by the 

Radiological Physics Center (Houston, Texas). External radiotherapy used 3-dimensional 

conformal or intensity-modulated technique based on computed tomography to identify 

prostate and pelvic anatomy. International Commission on Radiation Units and 

Measurements Report No. 50 definitions were used to specify the treatment volume and 

prescribe dose. The target was the prostate with a 3-dimensional expansion of 0.5 to 1.0 cm, 

with dose specified such that 98% or more of this volume received between 75.0 and 79.2 

Gy in daily dose fractions of between 1.8 and 2.0 Gy administered over 7½ to 9 weeks. 

Constraints to limit dose to bladder, rectum, femoral heads, and corpus spongiosum were 

provided, with 50% or less of the corpus spongiosum to receive more than 52.5 Gy. 

Brachytherapy used permanently implanted, low-dose-rate sealed-source iodine 125 or 

palladium 103 as an alternative to external radiotherapy. The prostate with a 0.2- to 0.5-cm 

expansion was to receive 145 Gy (iodine 125) or 125 Gy (palladium 103) prescribed 

according to the American Association of Physicists in Medicine Task Group No. 40 Report. 

Computed tomography was obtained within 5 weeks of implantation. The combination of 

brachytherapy and external radiotherapy and the use of high-dose-rate brachytherapy or of 

androgen suppression was prohibited.

Assessments

The International Index of Erectile Function, a 15-item questionnaire with an overall score 

that ranges from 5 to 75, includes the following domains: erectile function (overall range, 1–

30; severe, 1–10; moderate, 11–17; 18–25, mild; and 26–30, no ED),13 orgasmic function 
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(range, 0–10), sexual desire (range, 2–10), intercourse satisfaction (range, 0–15), and overall 

satisfaction (range, 2–10).11 The Sexual Adjustment Questionnaire is a 20-item 

questionnaire with an overall score range between 8 and 100 including the following 

domains: desire, ranging between 5 and 30; dysfunction, 0 and 25; activity, 0 and 10; 

satisfaction, 1 and 10; and fatigue, 1 and 5.14 The Locke Marital Adjustment Test is a 16-

item questionnaire with scores ranging from 48 to 138 for participants and 50 to 138 for 

partners.15 Higher scores indicate greater sexual function, sexual well-being, or marital 

adjustment.

Participants were seen with their pill containers and diaries at weeks 2 and 13 to evaluate 

adherence, record all medications, and assess adverse effects. Any pills not used by each 

visit were returned to the member site, and the next allotment was dispensed. During the 24-

week treatment phase, participants were to complete the International Index of Erectile 

Function at weeks 2 and 4 and between weeks 20 and 24. The Sexual Adjustment 

Questionnaire and Locke Marital Adjustment Test results were collected between weeks 20 

and 24 from participants who had consented.

After treatment, a pill count was performed between weeks 28 and 30, and the pill diary and 

any unused pills were collected. The International Index of Erectile Function, Sexual 

Adjustment Questionnaire, Locke Marital Adjustment Test, serum testosterone levels, all 

medication usage, and adverse effects were assessed between weeks 28 and 30 and at 1 year. 

The sexual adjustment and marital adjustment questionnaires were to be completed by 

consenting partners between weeks 20 and 24 and 28 and 30 and at 1 year.

End Points

The primary end point was to determine whether tadalafil maintained spontaneous erections 

between weeks 28 and 30 after the start of radiotherapy, which was 4 to 6 weeks after 

tadalafil was stopped. Participants maintained erectile function if their answer to the 

question “How often were you able to get an erection during sexual activity?” was “about 

half the time” or more (score range, 3–5). Those who answered “much less than half the 

time” were considered to have ED (score range, 0–2). Spontaneous erection at 1 year was a 

secondary end point. Other secondary end points assessed the men’s overall sexual function, 

sexual satisfaction, and marital adjustment and their partners’ sexual satisfaction and marital 

adjustment between weeks 28 and 30 and at 1 year. Patient-related factors predictive of 

response to tadalafil and adverse events based on the NCI Common Terminology Criteria 

for Adverse Events version 4 also were assessed between weeks 28 and30 and at 1 year.

Statistical Considerations

Sample size was determined to detect maintenance of spontaneous (off-drug) erectile 

function of 20% with placebo assignment vs 40% with tadalafil, a doubling of the placebo 

rate,3 based on a modified intent-to-treat 2-sided Fisher test with α of .05. Assuming 15% 

attrition, 218 participants accrued over 27 months were needed. Erectile function trends over 

time were modeled using the generalized estimation equation.16 Missing items were imputed 

using multiple imputation. The stratification variables were used for planned subgroup 

analyses. SAS version 9.2 (SAS Institute Inc) software was used for statistical computations.
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Missing Sexual Adjustment Questionnaire values were imputed using the average of 

completed items. Differences in overall sexual function and satisfaction and marital 

adjustment scores were assessed with a 2-sided t test or Wilcoxon rank sum (with small 

samples) at .05 significance, and trends over time used the general linear mixed model 

adjusting for covariates.17 Spearman correlation with bootstrap18 to adjust for multiple 

assessments was used to identify associations between patient and partner sexual satisfaction 

and marital adjustment within and across treatment assignment. Factors potentially 

associated with spontaneous erectile function were evaluated with logistic regression. No 

adjustments were made to address secondary hypotheses.

Results

Demographic Characteristics

Between November 2009 and February 2012, 242 participants enrolled with 121 allocated to 

each assignment, as shown in Figure 1. Exclusions were mainly for testing not performed 

within the required time frame (48%) or an abnormal serum testosterone level (43%). The 

baseline characteristics of 221 fully eligible participants (112 tadalafil and 109 placebo) are 

provided in Table 1. Fourteen percent were actively smoking tobacco. Baseline 

characteristics were balanced well, with no significant between-group differences. Intensity 

modulation was used in 98% of those treated with external radiotherapy; the median dose 

administered was 78.0 Gy (range, 75–81 Gy). The median dose to 50% of the corpus 

spongiosum was 14.6 Gy (range, 0–80.8 Gy) for tadalafil and 24.0 Gy (range, 0–80.2 Gy) 

for placebo. Iodine 125 was used in 85% of brachytherapy-treated participants with 

palladium 103 used for the remainder.The median brachytherapy dose to 50% of the corpus 

spongiosum was 22.6 Gy (range, 0–256.3 Gy for tadalafil) and 25.0 Gy (range, 0–239.6 Gy 

for placebo).

Adherence

Radiotherapy details were available for 96% of participants. Radiotherapy was completed 

per protocol in 98% of participants assigned to tadalafil and in 97% assigned to placebo. 

Five participants refused or selected other treatments. Ninety-six participants (86%) 

completed tadalafil, 10 withdrew consent, and 6 did not complete tadalafil because of 

adverse effects or other reasons. Seventy-eight participants (72%) completed placebo, 15 did 

not, and 16 withdrew consent. The average number of pills taken was 158 (95% CI, 142–

174) for the tadalafil group and 163 (95% CI, 147–179) for the placebo group. Participant 

adherence with completing the erectile function, sexual satisfaction, and marital adjustment 

assessment instruments over time is shown in Table 2. The completion rate generally 

declined, although adherence with the erectile function assessment increased at the 30-week 

primary end point compared with the 24-week assessment (Figure 2).

Outcomes

Analysis was conducted on all data collected through March 2013, representing 1-year 

minimal potential follow-up. The primary outcome was participant-reported spontaneous 

erectile function assessed by International Index of Erectile Function question 1 response 6 

weeks after scheduled completion of the study agent. This was a median of 21 weeks (range, 
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16–27 weeks) after external radiotherapy and 30 weeks (range, 26–36 weeks) after 

brachytherapy. Seventy-nine percent (95% CI, 70%–88%) of participants assigned tadalafil 

retained erectile function, whereas retention was 74% (95%CI, 63%–85%) with placebo (P 

= .49); an absolute difference of 5% (95% CI, −9% to 19%). This did not support the design 

hypothesis of a 20% between-group difference. Covariate analysis adjusted for radiotherapy 

method and age likewise showed no tadalafil effect based on participant-reported responses 

(score increase, 0.51; 95% CI, −0.34 to 1.35 compared with placebo; P = .24) or imputed 

responses (score increase, 0.51; 95% CI, −0.20 to 1.22; P = .16). Participants 65 years of age 

or younger were more likely to retain erectile function than were those older than 65 years 

(score increase, 0.89; 95% CI, 0.01–1.78; P = .05) from a generalized estimating equation 

model. Radiotherapy method (external vs brachytherapy) and dose to the corpus spongiosum 

was not significantly associated with retained erectile function. Tadalafil did not result in a 

statistically significant difference in erectile function at 1 year, with 72% (95% CI, 60% 

−84%) of tadalafil-assigned participants reporting erectile function compared with 71% 

(95% CI, 59%–84%) assigned placebo (P = .93).

A statistically significant between-group difference in participant response to overall erectile 

function or sexual satisfaction at 28 to 30 weeks and at 1 year was not observed nor was a 

difference identified within any domain (Table 2). Age was the only factor associated with 

overall sexual function over time (imputed score, −4.59; 95% CI, −8.05 to −1.11 for age >65 

years; P = .01). Sexual function of participants is shown in Figure 2. Treatment assignment 

did not significantly affect participant marital adjustment.

The partners of 42 men assigned tadalafil and 40 assigned placebo completed the baseline 

Sexual Adjustment Questionnaire for partners. No between-group differences were observed 

at baseline, at 28 to 30 weeks, or at 1 year; a correlation between participant and partner 

response was not found. Although 121 partners completed the baseline Locke Marital 

Adjustment Test, adherence at 28 to 30 weeks (31 partners) and at 1 year (28 partners) was 

low. A correlation between participant and partner response was noted at 28 to 30 weeks(P 

= .02) and at 1 year (P < .001), but differences between study agent assignment were not 

observed.

Adverse Effects

Adverse event grading reported the greatest severity incident at any time irrespective of its 

persistence or resolution subsequently. Sixty-five participants (59%; 95% CI, 49%–68%) 

had a mild or moderate (grade 1–2) adverse event attributed to tadalafil or radiotherapy, and 

56 participants (52%, 95% CI, 42%–61%) assigned to placebo had such. Severe or life-

threatening adverse events were observed in 3% (95% CI, 0%–6%) of tadalafil and 1% 

(95% CI, 0%–3%) of placebo participants. The number of participants with an adverse event 

definitely, probably, or possibly related to tadalafil or radiotherapy is shown in Table 3; 

some participants had multiple adverse events.

Discussion

Radiotherapy is a common treatment for prostate cancer,19 but ED may occur thereafter in a 

substantial proportion of patients.1,2 This is the first study to our knowledge to evaluate 
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tadalafil for ED prevention in men treated with radiotherapy for prostate cancer. The 

International Index of Erectile Function was chosen to assess erectile function because it is 

the standard instrument for this type of outcomes research.13 The 15-item assessment is 

multidimensional, but it focuses heavily on (vaginal) penetration and intercourse, with only 

2 items specific to erection alone.11 The direct effect of a phosphodiesterase-5 inhibitor is to 

promote penile erection, with secondary influence on other aspects of the sexual experience 

(eg, intercourse, satisfaction, relationship). But, men with prostate cancer are older than the 

general male population, so they may lack a sexual partner or one who participates in 

intercourse. Consequently, this study used the single question “How often were you able 

[over the past 4 weeks] to get an erection during sexual activity?”, which focused on 

spontaneous erectile function that may be independent of intercourse.

The US Food and Drug Administration approves prescribing 2.5 or 5 mg of tadalafil daily. 

Selection of 5 mg of tadalafil once daily in this study was well supported by its efficacy 

profile,20,21 its performance relative to other phosphodiesterase-5 inhibitor medications,7–9 

and its pharmacological properties and mechanism of action.5 Despite the soundness of 

preliminary investigations, we found no benefit to tadalafil as an ED prevention agent after 

radiotherapy, with not even the slightest suggestion in this regard. This finding was noted 

across broad measures of outcomes, including the single-item, the erectile function domain, 

and the total score of the International Index of Erectile Function and the Sexual Assessment 

Questionnaire. Although tadalafil is indicated for treatment of ED after radiotherapy,3 its use 

as a preventive agent is not endorsed presently.

This study has several strengths supporting generalization of its results to men yet to receive 

radiotherapy for prostate cancer. The study group was racially diverse and recruited across a 

wide geographic distribution and spectrum of medical practices reflective of the population 

for whom this intervention was eventually intended. Radiotherapy was administered in a 

standardized manner that reflects current practice standards, which tightly conforms high 

radiation dose levels to the tumor-containing volume with sparing of erectile tissues.

Other published placebo-controlled studies of ED prevention used sildenafil22–24 or 

vardenafil25 in association with radiotherapy24 or surgery.22,23,25 These agents share a 

common mechanism of action with tadalafil, but their pharmacological properties result in 

intermittent, rather than continual, end-organ effects and erectogenic potential. Some studies 

observed benefit to scheduled use,22,23 whereas others did not.24,25 With one exception,25 

these studies had methodological issues that limit the soundness of their conclusions, 

including small study cohorts,22–24 early study terminations,23,24 or ongoing daily 

phosphodiesterase-5 inhibitor use in the “preventive” group.22

The study by Montorsi et al25 merits special comment because it provides further insight 

into phosphodiesterase-5 inhibitor use as an ED preventive strategy after prostate cancer 

therapy. On-demand vardenafil after nerve-sparing prostatectomy improved erectile function 

and sexual encounters compared with placebo or scheduled once-nightly vardenafil. This 

was observed during the active 9-month treatment phase only, but it did not translate into 

improved spontaneous off-drug erectile function thereafter. The erectile function domain of 

the International Index of Erectile Function and questions 2 (vaginal penetration) and 3 

Pisansky et al. Page 8

JAMA. Author manuscript; available in PMC 2015 December 03.

A
uthor M

anuscript
A

uthor M
anuscript

A
uthor M

anuscript
A

uthor M
anuscript



(successful intercourse) of the Sexual Encounter Profile were used in that study, and both 

are influenced heavily by the act of sexual intercourse. The benefit of on-demand vardenafil 

to enhance sexual encounters is not unexpected7 because participants used vardenafil 

immediately before sexual activity and were able to titrate dosage to optimal effect. These 

observations suggest that scheduled, prophylactic phosphodiesterase-5 inhibitor use does not 

prevent ED, as noted likewise in our study. Montorsi et al25 also noted that an on-demand 

phosphodiesterase-5 inhibitor was equally effective as ED therapy in the 3 study assignment 

groups, which is consistent with its effects after radiotherapy also.3

Our study has limitations. First, testing of other tadalafil dosing schedules or other 

phosphodiesterase-5 inhibitor agents could yield different results, or a larger study cohort 

may identify a strategy preventive of radiotherapy-related ED in the future. Another 

limitation is that this study, as with other preventive and respondent-based studies, 

encountered substantial participant attrition by the time the primary end point was reached, a 

rate that exceeded the original design assumption. It is possible that the between-group 

imbalance in attrition masked a small benefit to tadalafil. Our study sought to detect a 20% 

between-group difference in spontaneous erectile function, but there was not sufficient 

statistical power to determine whether the 5% difference observed in our study cohort was 

significant. Lastly, it is possible that longer follow-up of participants in this trial may reveal 

a late-appearing benefit to tadalafil.

However, based on evidence available presently, there is no support for phosphodiesterase-5 

inhibitor use to prevent ED after highly conformal external radiotherapy or low-dose-rate 

brachytherapy. Alternative strategies to prevent ED in this context appear warranted, 

perhaps with attention toward alternative dosing, investigation of neuroprotective 

interventions, or further refinements of radiotherapy delivery methods.

Conclusions

Among men undergoing radiotherapy for prostate cancer, daily use of tadalafil compared 

with placebo did not result in improved erectile function. These findings do not support the 

scheduled once-daily use of tadalafil to prevent ED in men undergoing radiotherapy for 

localized prostate cancer.
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Figure 1. Enrollment, Randomization, and Follow-up of the Study Participants
The number of patients screened and assessed for eligibility was not recorded.
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Figure 2. Sexual Function of Participants Over Timea
Shaded areas represent period during which participants were to take assigned pills. Plot 

lines indicate group mean values; error bars, 95% CIs.
aAssessed by the International Index of Erectile Function (IIEF).
bThree participants assigned tadalafil and 1 assigned placebo did not respond to all items.
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Table 1

Baseline Demographic and Clinical Characteristics of Participantsa

Characteristic

No. (%) of Men

Tadalafil +
Radiotherapy

(n = 112)

Placebo +
Radiotherapy

(n = 109)

Age, median (range), y 63 (45–80) 63 (48–79)

  ≤65 76 (68) 71 (65)

Zubrod Performance Status scoreb

  0 106 (95) 104 (95)

  1 6 (5) 5 (5)

Race

  Black 22 (20) 29 (27)

  Asian 1 (1) 2 (2)

  White 87 (78) 73 (67)

  Other 2 (2) 5 (5)

Tumor stage

  T1c 87 (78) 89 (82)

  T2 25 (22) 20 (18)

Gleason score

  2–6 80 (71) 73 (67)

  >6 32 (29) 36 (33)

Serum PSA, median (range), ng/mL 5.8 (0.4–19.2) 5.7 (0.5–19.0)

Prior PDE5-i use 24 (21) 23 (21)

Erectile function score at baselinec

  Overall score, mean (95% CI) 60.8 (58.6–63.0) 60.8 (58.7–62.9)

  Sometimesd 25 (22) 22 (20)

  Most timesd 27 (24) 24 (22)

  Almost always/alwaysd 60 (54) 63 (58)

Radiotherapy

  External 72 (64) 67 (62)

  Brachytherapy 40 (36) 42 (38)

Abbreviations: PDE5-i, phosphodiesterase-5 inhibitor; PSA, prostate-specific antigen.

a
Differences in baseline characteristics between groups were not significant (P > .05) based on χ2 test or Wilcoxon rank sum test.

b
Score 0 indicates fully active without restriction; score 1, restricted in physically strenuous activity.

c
International Index of Erectile Function assessment.

d
Response to International Index of Erectile Function question 1: “How often were you able to get an erection during sexual activity?”
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