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Efficient Data Analysis in
Clinical Trials

»Thanks to our collaboration with infoteam,

we were able to develop a complex software

tool for the analysis of our corneal topogra-

phy data in a compliant and efficient manner. For our customer:

Their expertise in medical standards, regu- BAUSCH+LOMB | TECHNOLAS
lated development processes, and targeted

project execution was crucial to our success.”

Project manager, Technolas Perfect Vision GmbH
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‘ Initial situation Solution

= Technolas Perfect Vision GmbH develops and
distributes medical devices for ophthalmology
(e.g., eye lasers for surgical procedures).

= Deployment of an experienced team to
implement the software in compliance with
medical technology standards (IEC 62304)

= Regulatory approval of these medical devices
requires clinical trials and standards-compliant
data preparation.

Preparation of the requirement specifications,
a software development plan, and a testing
concept including test specifications, in close
collaboration with Technolas

= As part of a project on clinical data analysis, a

software tool was needed to enable the import, = Design and development of the WPF applica-
visualisation, and comparison of corneal tion to read CSV data, provide two-dimensional
topography data. visualisation, compare datasets, and export

visualisations as PDFs in accordance with defined

= Objective: Development of a stand-alone WPF process guidelines

application for data import, visualisation, and
comparison of analysed data, alongside the = Execution of verification and delivery of the final
implementation of a development process software tool
based on IEC 62304, including verification and
documentation.
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