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BACKGROUND 
 
Mifeprex (mifepristone) is a progestin antagonist approved by the FDA on September 28, 2000, 
indicated for the medical termination of intrauterine pregnancy through 49 days gestation. 
Mifepristone 600 mg orally is administered on day 1, followed by misoprostol 400 mcg orally 48 
hours later.  

Danco Laboratories, LLC submitted an efficacy supplement on May 28, 2015, proposing 
labeling revisions for Mifeprex (mifepristone). These labeling revisions reflect established 
medical practice in regards to medical termination of pregnancy, and include changes to the 
eligible gestation age and  dosing regimen, and are further described below. 

Current indication: medical termination of pregnancy through 49 days gestation 

Current dosing/administration regimen: 600 mg of mifepristone orally on day 1, followed by 
400 mcg of misoprostol orally on day 3 (for pregnancies up to 49 days gestation) 

Proposed  indication: medical termination of pregnancy through  days gestation 

Proposed dosing/administration regimen: 200 mg of mifepristone orally on day 1, 
followed by 800 mcg of misoprostol buccally on day 2 or 3 (additional option for pregnancies up 
to  days gestation). 

 

CONCLUSION 

There was no new efficacy data submitted in support of this supplement. Therefore, no statistical 
review was necessary.  
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