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Type/Number

Submission
Type/Number Submitter Name Product Name

NDA-22474 ORIG-1 LABORATOIRE
HRA PHARMA

Ella, Ulipristal Acetate

._-------------------------------------------------------------------------------------------------------

This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
-----------------_._.---------------_._._._._------------------------------------------------------------
/s/

RONALD J ORLEANS
08/06/2010

LISA M SOULE
08/06/2010
i concur with Dr, Orleans' conclusions and recommendation that NDA 22-474 be approved for the
indication of emergency contraception within 120 hours after unprotected intercourse or
contraceptive failure. I further agree that the specified postmarketing studies should be required
as a condition of approval.




