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Status RECRUITING
Phase Not Applicable
Sponsor Corewell Health East
Enrollment 166 participants

Key Eligibility Criteria

Inclusion (9)

* Able to read, understand, and provide written, dated, informed consent prior to screening, and be likely to comply with study
protocol, including independently complete study questionnaires and communicate with study personnel about AEs and other
clinically important information.

* Women and men e 18 years of age
* Self-reported bladder symptoms present e 3 months
» Self-reported failed conservative care of behavioral modifications and/or oral medications

» On a stable dose of antimuscarinics/beta-3 agonists for e 4 weeks, and willing to remain on the medication for the duration of the
study OR discontinued antimuscarinics/beta-3 agonists for e 2 weeks

... and 4 more (see full listing online)

Exclusion (19)
» Botox® use in bladder or pelvic floor muscles in the past year
 Subject weighs greater than 330 pounds

» Pulmonary insufficiency, defined as difficulty breathing and fatigue, especially during exercise; chest pain, such as squeezing,
pressure of tightness; the sensation of rapid or irregular heartbeat (palpitations); swelling of the legs or feet; dizziness or fainting;
and/or bluish discoloration of the nails and/or lips (cyanosis)

» Any condition that causes a lack of normal skin sensation to the pelvis, buttocks, and thighs, at the discretion of the investigator.

» Major metal implants such as: metal plates, screws, joint replacements, implanted cardiac pacemakers, drug pumps, neurostim-
ulators, electronic implants, copper intrauterine devices, defibrillators, and metal implants in the pelvic area. Patients with other
metal implants will be evaluated by the investigator for inclusion in the study.

... and 14 more (see full listing online)

Locations (1 total)

Corewell Health William Beaumont University Hospital, Royal Oak, Michigan, United States

https://clinicaltrials.gov/study/NCT04873037
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