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Post Market Clinical Follow-up Study on TVT ABBREVO® Continence
System

NCT04829357

Status RECRUITING
Sponsor Ethicon, Inc.
Enrollment 195 participants

Key Eligibility Criteria

Inclusion (8)
* Subjects who satisfy all of the following criteria will be considered eligible for enrollment in this study:
« Stress urinary incontinence symptoms
« Diagnostic evaluation, a positive cough stress rest, to confirm diagnosis of stress urinary incontinence.
» Female subjects e 21 years of age requiring treatment of SUI
« Desired surgical correction of stress urinary incontinence using synthetic sub-urethral vaginal slings

... and 3 more (see full listing online)

Exclusion (9)
* Subjects meeting any of the following criteria will be considered not eligible for enrollment in this study:

* Physical or psychological condition which would impair study participation or are unwilling or unable to participate in all required
study visits and are unable to complete the questionnaires

» Any pre-operative or intra-operative findings identified by the surgeon that may preclude the use of study product
« History of previous synthetic, biologic or fascial sub-urethral sling
» Pregnancy or plans for future pregnancy

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

Locations (4 total)

Institute for Female Pelvic Medicine, North Wales, Pennsylvania, United States
Bio-Medical University Rome, Rome, Italy

Ospedale San Pietro Fatebenefratelli, Rome, Italy

...and 1 more locations

https://clinicaltrials.gov/study/NCT04829357
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