Title:
Refinement of the LaborView Electronic Fetal Monitor

NCT:
NCT03244865

Document Date:
September 19,2016

Document approval Date by WIRB:
September 29,2016



Statistical Analysis Plan

FHR accuracy (RMSE)
Similarly, the hypothesis tested for FHR accuracy (RMSE) is a noninferiority hypothesis and is specified

as:HO: uLV-US 5 versus HA: pLV-US <5

where pLV-US is the paired mean difference between LaborView and Ultrasound for FHR RMSE. This
hypothesis will be tested by constructing a 95% 2-sided confidence interval and if the upper limit is less
than 5, then the conclusion of non-inferiority can be made (paired t-test). That is, if the upper limit is
less than 5, the LaborView FHR RMSE is concluded to be non-inferior to the Ultrasound FHR PPA.



