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Background/Objectives: Despite BoNT-A long track record of safety and efficacy in other areas, its use 
for treating sexual dysfunction has not been fully explored. Its urologic use is considered “off-label.” 
Providers using BoNT-A should be aware of its mild side effects such as urinary tract infection and urinary 
retention, as well as potential, systemic side effects like muscle weakness and respiratory difficulties.The 
use of BoNT for ED treatment is a young concept with limited published data. Was run a double-blinded 
randomized placebo-controlled prospective single-center comparative study involving 65 patients with ED 
refractory to PDE5i. Baseline objective data included erection hardness score (EHS), peak systolic velocity 
(PSV), end-diastolic velocity (EDV), sexual Health Inventory for Men (SHIM), and the sexual encounter 
profile 2 and 3 questionnaires. The treatment group (35 patients) received a single ICI of 100 U of BoNT-A 
in 2 mL of saline. The control group received a single ICI of 2 mL of saline. A tourniquet was applied to 
the base of the penis to prevent systemic symptoms. The treatment was distributed along 4 points, right, 
left, distal, and proximal shaft, using a 23-gauge insulin syringe. The tourniquet was removed after 20 
minutes. Two weeks post-treatment, the treatment group showed statistically significant improvement 
in the mean EHS, PSV, and EDV. Statistically significant improvement in the SHIM scores was also noted 
at 6 and 12 weeks in the treatment group. The peak response was seen at 6 weeks post-treatment with a 
5-point improvement in the mean SHIM score in the treatment group vs no improvement in the control 
group. 16 patients in the treatment group could have an erection hard enough for penetration vs only 
one in the control group. Of the 16 patients who achieved rigid erections, only 3 achieved successful 
vaginal coitus, vs in the control group. Comorbidities and risk factors did not impact the response to 
treatment. Nolocal or systemic complications occurred in the treatment or the control group during the 
period of the study.
Unlike intracavernosal collagenase clostridium histolyticum injections, which may be associated with 
pain, bruising, or hematomas, BoNT-A lacks significant local adverse effects and is well tolerated, 
similarly to PGE1 ICI. Long-term follow-up after multiple BoNT-A ICI is currently lacking. In conclusion, 
intracavernosal BoNT-A injections prove a therapeutic potential in the treatment of ED. However requirs 
repeat injection. High-level evidence to support its wide clinical utilization is currently scarce, and needs 
follow-up to determine the long-term safety and optimal BoNT-A dose to administrate.
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