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Objective

Although urethral bulking agents are generally considered safe, long-term efficacy of urethral bulking is considered low. The objectives of this study were to evaluate long-term safety and effectiveness of Bulkamid injections in women with SUI or stress-predominant mixed urinaru incontinence (MUI).

Methods

This was EC-approved single-center retrospective study of all female patients who had undergone injection with Bulkamid seven years prior to study follow up. The primary endpoint was patient satisfaction measured on a 4-point scale as cured, improved, unchanged, or worse. Secondary outcomes included: number of incontinence pads used; ICIQ-UI SF score; VAS QoL; peri-operative and post-operative complications. 

Results

A total of 388 women (69.3% SUI and 30.7% MUI) completed 7-year follow up. Mean (SD) age was 67.7 (11.3) years,. Most patients (68%) underwent Bulkamid injection as a primary treatment. 

A total of 67.1% of patients reported feeling cured or improved at 7 years post bulking as the primary SUI treatment procedure, 11.1% reported no change, 19.5% elected for further incontinence surgery prior to the 7-year follow up, and 2.3% reported worsening of their incontinence. 

At 7 years, there was a significant reduction in mean ICIQ scores, and number of incontinence pads used and mean VAS QoL scores showed a significant improvement of incontinence symptoms. There were no serious perioperative complications and no serious adverse events reported postoperatively or during the study period. 

Conclusion

This is the first long-term study reporting efficacy and safety outcomes of a large cohort of women who underwent Bulkamid injections for the treatment of SUI and stress-predominant MUI. This study suggests that Bulkamid injections are a durable and safe treatment option for women suffering from SUI or stress-predominant MUI.

