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Letter to the Editor

Ethinyl estradiol and levonorgestrel patch phase 3 data clarification

I was excited to see the published results from the Phase 3 study of the 

transdermal delivery system (patch) with ethinyl estradiol and levonorgestrel

by Dr. Nelson and colleagues [1].  The information will be helpful as 

providers and patients decide if this new option provides additional 

convenience or benefit as compared to other available combined hormonal 

methods.  Clarification of two points with incomplete data presentation 

would be helpful for readers.

First, the study reports six venous thromboembolic events (VTEs) in five 

participants.  The authors state the fifth participant did not experience the 

VTE event while using the patch and considered this VTE unrelated.  

However, no details are provided as to how remote from treatment the event

occurred.  For example, if the event occurred one week after treatment, the 

reader might come to a different conclusion.  Without details, readers cannot

be reassured by the presented information.

Second, the presentation of unscheduled bleeding data as mean ± standard 

deviation is statistically incorrect as the standard deviation cannot exceed 

the mean when a negative value cannot occur.  In such circumstances, the 

data is not normally distributed and median (with interquartile range) would 

be a more appropriate statistic. Use of medians would allow the reader to 

truly understand the bleeding data and provide appropriate counseling to 

patients.
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