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Background

We previously reported the results of a phase 3 trial evaluating a prostate/rectal hydrogel spacer during prostate intensity 
modulated radiation therapy, which resulted in decreased rectal dose and toxicity and less decline in bowel quality of life 
(QOL). A secondary analysis was performed to correlate penile bulb dose and sexual QOL.

Materials and methods

Sexual QOL was measured with the Expanded Prostate Cancer Index Composite (EPIC) by mean scores, the proportion 
of patients with a minimal clinically important difference (MID), and analyses of the different items composing the sexual 
domain.
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Results

A total of 222 men enrolled with median follow-up of 37 months. Hydrogel reduced penile bulb mean dose, maximum 
dose, and percentage of penile bulb receiving 10 to 30 Gy (all P < .05) with mean dose indirectly correlated with 
erections sufficient for intercourse at 15 months (P = .03). Baseline EPIC was low (53 [standard deviation ± 24]) with no 
difference between arms (P > .1). A total of 41% (88/222) of men had adequate baseline sexual QOL (EPIC >60 (mean, 
77 [± 8.3]). This subgroup at 3 years had better sexual function (P = .03) with a spacer with a smaller difference in sexual 
bother (P = .1), which resulted in a higher EPIC summary on the spacer arm (58 [±24.1] vs control 45 [± 24.4]) meeting 
threshold for MID without statistical significance (P = .07). There were statistically nonsignificant differences favoring 
spacer for the proportion of men with MID and 2× MID declines in sexual QOL with 53% vs 75% having an 11-point 
decline (P = .064) and 41% vs 60% with a 22-point decline (P = .11). At 3 years, more men potent at baseline and treated 
with spacer had “erections sufficient for intercourse” (control 37.5% vs spacer 66.7%, P = .046) as well as statistically 
higher scores on 7 of 13 items in the sexual domain (all P < .05).

Conclusion

The use of a hydrogel spacer decreased dose to the penile bulb, which was associated with improved erectile function 
compared with the control group based on patient-reported sexual QOL.

Link to full article
https://www.practicalradonc.org/article/S1879-8500(17)30203-5/fulltext
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SpaceOAR Hydrogel is intended to temporarily position the anterior rectal wall away from the prostate during radiotherapy for prostate cancer and 
in creating this space it is the intent of SpaceOAR Hydrogel to reduce the radiation dose delivered to the anterior rectum.

SpaceOAR Hydrogel contains polyethylene glycol (PEG). 

Prior to using these devices, please review the Instructions for Use for a complete listing of indications, contraindications, warnings, precautions 
and potential adverse events.

As with any medical treatment, there are some risks involved with the use of SpaceOAR Hydrogel. Potential complications associated with 
SpaceOAR Hydrogel include, but are not limited to: pain associated with SpaceOAR Hydrogel injection, pain or discomfort associated with 
SpaceOAR Hydrogel, local inflammatory reactions, infection (including abscess), urinary retention, urgency, constipation (acute, chronic, or 
secondary to outlet perforation), rectal tenesmus/muscle spasm, mucosal damage, ulcers, fistula, perforation (including prostate, bladder, urethra, 
rectum), necrosis, allergic reaction (localized or more severe reaction, such as anaphylaxis), embolism (venous or arterial embolism is possible and 
may present outside of the pelvis, potentially impacting vital organs or extremities), syncope and bleeding. The occurrence of one or more of these 
complications may require treatment or surgical intervention. URO-989608-AB 

CAUTION: Federal (US) law restricts this device to sale by or on the order of a physician.

CAUTION: The law restricts these devices to sale by or on the order of a physician. Indications, contraindications, warnings, and instructions for use 
can be found in the product labelling supplied with each device or at www.IFU-BSCI.com. Products shown for INFORMATION purposes only and 
may not be approved or for sale in certain countries. This material not intended for use in France.
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