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Introduction 
Omontys (Peginesatide) Injection is indicated for the treatment of anemia in patients with 
chronic renal failure who are on dialysis.  It is to-be-marketed in several strengths in 
single use vials (preservative free), single use pre-filled syringes (also preservative free) 
and multiple dose vials (with preservative). 
 
All CMC review issues have been resolved, and ONDQA recommends approval of this 
NDA. Please see highlighted comments at the end of this memo for inclusion in the 
action letter. 
 
Administrative 
The original submission of this 505(b)(1) NDA (1S type, standard review clock) was 
received 27-MAY-2011 from Affymax, Inc of Palo Alto, CA.   Four (4) CMC 
amendments were also reviewed during the review cycle; the last one received 30-JAN-
2012.   
 
The NDA is supported by IND 62357 and four (4) drug master files (DMFs).  All DMFs 
were assessed for adequacy in the chemistry review. 
 
The following consults are complete and acceptable to support an approval 
recommendation:  EES on 17-FEB-2012 and DMEPA 23-DEC-2011 
 
This NDA is recommended for approval from a Chemistry, Manufacturing and 
Controls standpoint.  
 
 
Drug Substance (peginesatide acetate) 

USAN:  peginesatide, peginesatide acetate 
CAS name: Poly(oxy-1,2-ethanediyl), α-hydro-ω-methoxy-, diester with 
21N6,21'N6-[[(N2,N6-dicarboxy-L-lysyl-β-alanyl)imino]bis(1-oxo-2,1-
ethanediyl)]bis[N-acetylglycylglycyl-L-leucyl-L-tyrosyl-L-alanyl-L-cysteinyl-L-
histidyl-L-methionylglycyl-L-prolyl-L-isoleucyl-L-threonyl-3-(1-naphthalenyl)-L-
alanyl-L-valyl-L-cysteinyl-L-glutaminyl-L-prolyl-L-leucyl-L-arginyl-N-
methylglycyl-L-lysinamide] cyclic 
(6→15),(6'→15')-bis(disulfide), acetate (salt) 

 
IUPAC name: N6,21,N6,21’-{[(N2,N6-bis{[ω-methoxypoly (oxyethylene)]carbonyl}-
L-lysyl-β-alanyl)imino]bis(methylenecarbonyl)}bis[acetylglycyl glycyl-L-leucyl-L-
tyrosyl-L-alanyl-L-cysteinyl-L-histidyl-L-methionylglycyl-L-prolyl-L-isoleucyl-L-
threonyl-3-(naphthalen-1-yl)-L-alanyl-L-valyl-L-cysteinyl-L-glutaminyl-L-prolyl-L-
leucyl-L-arginyl-N-methylglycyl-L-lysinamide] cyclic (6-15:6'-15')-bisdisulfide, 
acetate (salt) 
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USP/Ph.Eur.  Type I clear glass syringes with rubber stoppers, 
needles, needle shields and plungers.  
 
The MDV drug product is also manufactured  as an aqueous, acetate-
buffered, isotonic solution (pH approximately 5.4). The MDV formulation also 
contains methionine as an  phenol as a  and sorbitol for 

The MDV drug product is available in a single concentration (10 mg/mL) 
but at two different fill volumes (1 mL and 2 mL).  
 
Due to the large number of strengths, batches, and storage conditions, the Applicant 
employed a matrixing design for the stability study. Based on a statistical analysis 
(refer to the statistical review, dated 18-Jan-2012) on these stability data, an 18 
month expiry, stored at 2-8 ºC, protection from light, retain in carton until time of 
use, is granted.  
 
Place the following language in the action letter: 
Based on the provided stability data, an expiration dating period of 
18 months is granted for the drug product when stored refrigerated 
at 2°C to 8°C, and the storage statement indicates to protect from 
light and store in original carton until time of use. 
   
 Thank you, 
 
Richard (Rik) Lostritto, Director, Division-I, ONDQA 
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