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Memo to be filed: 

The original Triferic ® (Ferric Pyrophosphate Citrate) solution is indicated for the replacement of iron 
to maintain hemoglobin in adult patients with hemodialysis-dependent chronic kidney disease (HDD­

package is intended to be (b) (4)CKD). This submission is to seek approval of the new IV form. Triferic 
administered directly into the pre-dialyzer or post-dialyzer blood line for use in patients with 
hemodialysis-dependent chronic kidney disease (HDD-CKD). Reference is made to NDA206317 for 
statistical review of the efficacy aspect of Triferic based on the Triferic solution. Since there is no 
additional clinical data submitted, no statistical review was conducted for this submission. This 
statistical review memo documents the fact that no statistical review is necessary. 
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