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Memorandum 

The applicant initially submitted NDA 209405 under 505(b)(2) on January 7, 2019 for the 
indication of prevention of pregnancy. The initial submission resulted in a refusal to file due 
to incomplete datasets and associated data definition files. The applicant resubmitted the 
NDA on May 30, 2019. This NDA included three bioavailability studies and two Phase 1 
safety studies. Based on FDA review of these studies, an approval was granted on March 30, 
2020. 

There were no clinical efficacy data submitted in this application, and therefore, no statistical 
review was necessary. This memorandum completes statistical reviewer’s work assignment.  
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