Electronic intra-oral electrostimulator for the treatment of xerostomia: a sham controlled multicenter clinical trial in the frame of "Saliwell" project
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Objectives: The present study has been undertaken to evaluate the safety and effectiveness of an electrostimulator mounted on an individualized intra-oral removable appliance as part of a project aimed at developing a dental implant-supported intelligent electrostimulating device to treat xerostomia. We hypothesized that the device will improve the users' oral wetness status.
Methods: The device, containing electrodes, a wetness sensor, an electronic circuit and a power source, was tested on xerostomic individuals in a cross-over, randomized, sham-controlled, double-blinded study. Electrical stimulation, and also sham, were delivered during 10 minutes to the oral mucosa, in the mandibular third molar region. Oral wetness was measured by the wetness sensor. As primary outcome, changes in oral wetness were assessed, and compared between active and sham modes. In addition, subjective patient evaluation of device's efficacy, and side-effects were recorded. The statistical tests used were: Crossover design 2-period, Sign test, t-test and Analysis of variance for the repeated measurement design.
Results: After the performance of 158 experiments, electro-stimulation (in contrast to an opposite effect of sham) resulted in a significant increase in oral wetness (p<0.0001), leading to a beneficial effect on patients’ subjective condition (p<0.05). No significant side-effects were observed.

Conclusions: The results suggest that intra-oral delivery of low current electro-stimulation has the potential to relieve symptoms of xerostomia by increasing oral wetness. 
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