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ABSTRACT
Background
The efficacy and safety of intrarectal botulinum toxin A (BoNT/A) injections in patients with urge fecal incontinence (FI) were evidenced in a large, multicenter, randomized, placebo-controlled study (FI-TOXIN). The aims of the present study were to evaluate the long-term efficacy and safety of intrarectal BoNT/A injections in a real-world setting in patients who participated in the FI-TOXIN study.
Methods
Data collected from patients who had previously participated in the FI-TOXIN study in 8 French centers from November 2015 to November 2020 were retrospectively analyzed. Given the transient effect of BoNT/A, patients who had received the first injection in the FI-TOXIN study could be re-injected if symptoms recurred. Information on re-injections, satisfaction of patients, severity of FI symptoms, adverse effects, and the switch to another treatment was retrospectively collected from medical charts between M6 (end of the double-blind phase) and M54 of the inclusion in the FI-TOXIN study.
Key Results
Of the 191 patients in the initial FI-TOXIN cohort, 147 (77.0%) were included at M6. Between M6 and M54, 114 of these patients received 233 injections (68 first injections, 165 re-injections). Satisfaction information was available for 70 patients, of whom 43/70 (61.4%) were satisfied with all their injections. The treatment failed in 52/147 (35.4%) of the patients, with rejections of the treatment by patients due to insufficient perceived efficacy (34 patients), adverse effects or poor tolerance (11 patients), or switch to a surgical treatment (23 patients). Nonsevere adverse events were recorded after 45/233 (19.3%) injections. The two severe adverse events (cervical cancer and psychiatric hospitalization) were unrelated to the treatment.
Conclusions
Intrarectal injections of BoNT/A displayed moderate long-term efficacy without major adverse effects.
Conflicts of Interest
A.-M. Leroi is a consultant for Medtronic. F. Zerbib is a consultant for Coloplast. L. Siproudhis has received grants from Takeda, Janssen, and Abbvie, is a consultant for Takeda, and has received grants for educational support from Takeda, Janssen, and Abbvie. G. Amarenco receives support for learning sessions from Wellspect, honoraria for presentations from Laborie, Coloplast, and Convatec, support for meetings with Coloplast and IPSEN, and sits on the advisory boards of Coloplast, Convatec, and IBSA. F. Mion lectures for Laborie and Medtronic. Dr. Falk's spouse is employed by MSD. I. Etienney lectures for Takeda, MSD, and Viva Healthcare. A. Gillibert gives paid statistical courses to Gleamer (medical imaging enterprise). G. Gourcerol is a consultant for Kyowa Kirin, Enterra Medical, and Naturex, gives lectures for Lilly, Medtronic, Laborie, Kyowa Kirin, Enterra Medical, and Coloplast, and has a contract from Dr. Falk. C. Desprez, M. Queralto, V. Vitton, I. Etienney, J. Philip, C. Brochard, and E. Lacroix have no conflicts of interest. Gene Bourgeau proofread the manuscript and corrected the English.


image1.jpeg
Neurogastroenterology & Motility




