Service Model

The service model for the actibelt in a clinical trial
setting is comparable to central lab services or applica-
tions like ABPM, Holter or Resting ECG. A typical offer

would consist of four components:

1. actibelt® Hardware
2. Webbased software platform
3. Initial setup, training and support

4. Analysis and clinical validation

The hardware (1) is offered either for purchase or for
loan on a monthly basis. It consists of the actibelt®
device and accessories in accordance with the usage
environment (e.g. casual or sport belts, belts in different
lengths and colors). Since the actibelt® works in a
“blinded’ mode, specialised software (2) is needed to
extract the data from the actibelt® device, to track, store
and annoate this data and finally to report the analysis
results over a web portal. The set-up (3) of this software
and the necessary site personnel training will be
charged.Trained site personnel is envisaged to train the
trial participants in the use of the actibelt®.

A typical scenario would be to wear the belt for one
week before every study visit and to return the actibelt®
and the data during the site visit. Once the data are
uploaded and stored in the central database, the
standardized analysis (4) as required by the respective
clinical trial protocol will be conducted and the results
will be validated and interpreted by an expert reader.
Finally, the results will be delivered to the clinical trial
sponsor in electronical and human readable format for
further processing.
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