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BACKGROUND 
 
The Applicant has resubmitted this supplement in response to the Complete Response Letter 
issued by the Agency on January 26, 2010 regarding several manufacturing deficiencies. This is 
a labeling review for LO LOESTRIN FE, an oral contraceptive, and no additional clinical trial 
data was included in this submission. The proposed indication is for the prevention of pregnancy 
in women .  

 

CONCLUSION 
 
The efficacy (using Pearl Index) result in the label was evaluated and verified by this reviewer in 
the original statistical review of this NDA.  Since no additional efficacy data was included in this 
resubmission,  this reviewer agrees with the final version of the label.  
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