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proposed Triferic powder packet to provide clear dilution instructions for different dosage 
forms of Triferic to avoid confusion and medication errors.

From the Clinical Pharmacology Review (O. Okusanya, 03/18/2016), the comments were made:

No changes to clinical pharmacology related portions of the package insert were proposed 
by the applicant. The reviewer has no labeling recommendations.

From the Pharmacology-Toxicology Review (P. Del Valle, 04/11/2016), the following comments 
were made:

Rockwell Medical Inc. cross referenced the annotated PI to the relevant sections of NDA 
206317 and NDA 208551. The PI was edited for conversion to the PLLR format and the 
Applicant submitted final comments on the proposed USPI on March 22, 2016. No further 
edits to section 8 were necessary.

From DMEPA memo (E. Whaley, 04/11/2016), the following recommendations were made:

We acknowledge the Sponsor’s request for reconsideration of the Agency’s labeling 
recommendation for the Triferic 5 mL ampule. Per 21 CFR 201.2, the NDC number is 
requested but not required to appear on all labels and labeling. Additionally, 21 CFR 
201.10(i) makes allowances for small labels and as such the NDC number is not required. 
Therefore, although NDC number can help with product identification, we agree with the 
Sponsor’s request not to display the NDC number on the 5 mL ampule label and find the 
display of the NDC number on the pouch and carton labeling to be an acceptable alternative. 
However, if we identify any post- marketing cases related to unavailability of NDC number 
on the ampule label, we may consider additional regulatory action at that time.

From OPDP memo (J. Dvorsky, 02/16/2016), the following recommendations were made:

This memo is in response to your labeling consult request on July 13, 2015. We 
have reviewed the draft Package Insert for Triferic and do not have any comments 
at this time. This review is based upon the February 16, 2016, version of the label.

From Integrated Quality Assessment (CMC Review) (W. Adams, 03/29/2016), the following 
recommendations were made:

NDA 206317 is for Triferic Solution, 5mL of a sterile solution packaged in a LDPE ampule 
containing 5.44 mg Fe(III)/mL as FPC in Water for Injection, USP. One ampule is to be 
admixed into 2.5 gallons LBC at the clinic, then administered, via a dialysis machine  

 as a hemodialysate 
containing of 110 μg Fe(III)/L as FPC. NDA 206317/suppl-02 approved the use of a 50cc 

 ampule containing 50 mL of the same solution. The 50cc ampule is intended 
to be admixed with 25 gallons in LBC and administered in the same manner as the 5cc ampule. 
NDA 208551 is for Triferic Powder, bulk FPC (DS) packaged into a paper /aluminum foil 
laminate packet (sachet) containing 272.0 mg Fe(III) as FPC with no excipients. One packet is 
intended to be admixed into 25 gallons of LBC, and then administered in the same manner as 
Triferic Solution. 
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