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	Subject: Study S56745 EudraCT 2014-004641-27 entitled  Botulinum Toxin A in the treatment of urinary incontinence due to neurogenic detrusor overactivity in patients 3 months to 17 years
To whom it may concern,
The study entitled, Botulinum Toxin A in the treatment of urinary incontinence due to neurogenic detrusor overactivity in patients 3 months to 17 years, was started in December 2015.  The goal of the study was to study the efficacy and safety of intradetrusor injections of botulinum toxin A in very young children with a classic treatment resistant neurogenic bladder dysfunction.  This means that either oral or intravesical anticholinergic treatment was insufficient to lower the intravesical pressure for a safe collection of urine.  In order to have a clear view on the effect of the intradetrusor botulinum toxine A injections, we had set up the study protocol that all children were required to have a urodynamic investigation after a short washout period.  After a study period of 6 months, a master student looked at the preliminary data and the data were very good and successful.  Some of our patients and families with a (classic treatment resistant) neurogenic bladder dysfunction have a low social background and refused the extra urodynamic study after washout, mainly due to the extra cost and travel to the hospital.  As the tracings of the urodynamic study, while under classic treatment, showed very high intravesical pressures, very high leak point pressures, were so dangerous, the patients and their families asked for the study treatment without the extra exam.
We have therefore included the patients in the study protocol, not realizing a violation of the study protocol, but we considered these patients even in a worse clinical condition as in the first study group.  After consultation of a statistician, we were told that for the study evaluation and outcome of the data, this would not cause a problem, as long as we would consider the 2 patient populations separate for the analysis of the data.
As we did not applied for an amendment of the original study protocol, the CTC imposed us to stop the inclusion of patients in the study, as we did immediately.
Today we are able to offer the very long term data of the patients, in both group and report about the efficiency and safety of the intradetrusor injection of Botulinum Toxin A in young children with a neurogenic bladder dysfunction.  
Sincerely,
Prof. Dr. G. Bogaert
kliniekhoofd urologie - kinderurologie
medical manager surgical outpatient clinic
guy.bogaert@uzleuven.be
bijlage(n): 0
kopie: 0
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