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Introduction

There are two main drivers for considering the use of healthcare systems data as
outcome data in clinical trials. Firstly, clinical trials are financially costly and there
are many benefits in bringing this cost down. Secondly, the same data is collected
by trials and by government/others. This duplication is unnecessary, impacts on
the quality of both sources and shows a lack of efficiency

Methods

To use healthcare systems data in clinical trials, the first action is to find and
access the data. The clinical trial sponsor must demonstrate that the data used in
a trial is reliable, complete and relevant. This needs to be shown before the
collection of trial specific data is stopped or reduced. Here we show methods to
show the provenance, integrity and utility of healthcare systems data.

Results

The provenance of healthcare systems data is shown by detailing the origins of
the data, the processes and the methods by which it is produced.l

The integrity of the data is shown by demonstrating the extent to which the data
are complete consistent, accurate and reliable throughout the data lifecycle.

The utility of the data is shown by looking for completeness and agreement
between trial and healthcare systems data, followed by showing that the trial

specific data and healthcare systems data give the same trial result.2:3

Conclusion

Healthcare systems data can be used as outcome data in clinical trials providing a
series of steps to prove its validity have been completed.
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