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MEMORANDUM 
 
 
DATE July 8, 2013 
FROM William M. Adams, CMC Reviewer 
TO NDA 203565 
SUBJECT Final OC recommendation for NDA 203565 in EES 
 
NDA 203565 for Injectafer® (ferric carboxymaltose injection) re-submitted on 30 Jan 
2013 with manufacture and control sites that differ from those listed in the initial NDA 
submission.  CMC Review #3 (dated 25-Jun-2013) concluded that the application should 
not be approved in that an overall acceptable recommendation from the Office of 
Compliance and labeling issues were pending. 
 
The Office of Compliance issued an overall recommendation of Acceptable on 05-Jul-
2013 and labeling meetings have been scheduled.  Accordingly, from a CMC perspective, 
NDA 203565 is considered to be acceptable for approval. 
 
 
 __________________ 
 William M. Adams 
 CMC Reviewer, Branch II/DNDQA I/ONDQA 
 
 __________________ 
 Ali al Hakim, Ph.D. 
 Chief, Branch II/DNDQA I/ONDQA 
 
cc: 
DHP/RPM/A.Baird 
DNDQA I/PMQ/J.Martin 
DNDQA I/CMC Lead/J.Brown 
 

Reference ID: 3343917



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

WILLIAM M ADAMS
07/19/2013

ALI H AL HAKIM
07/21/2013
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06/26/2013

ALI H AL HAKIM
06/26/2013
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MEMORANDUM  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICES 
FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
DATE:  July 9, 2012 
 
FROM:  Sue-Ching Lin, CMC Reviewer 

 
TO:   NDA 203565 
 
SUBJECT:  Final CMC recommendation for NDA 203565 
 
 
NDA 203565 for Injectafer® (ferric carboxymaltose injection) was initially submitted on 
30-Sep-2011 and was granted a standard review by the Agency. Chemistry Review #1 
(dated 08-Jun-2012) recommended approval of NDA 203565 pending the receipt of an 
overall acceptable recommendation from the Office of Compliance.  
 
This memo serves to update that determination. The Office of Compliance issued an 
overall withhold recommendation for this application on 05-Jul-2012. Accordingly, from 
a CMC perspective, approval of NDA 203565 cannot be recommended until any related 
deficiencies are resolved. 
 
 
 
 
 
 
 
 
 

Reference ID: 3156062
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signature.
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SUE CHING LIN
07/09/2012

JANICE T BROWN
07/09/2012

Reference ID: 3156062
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signature.
---------------------------------------------------------------------------------------------------------
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----------------------------------------------------

SUE CHING LIN
06/08/2012

JANICE T BROWN
06/08/2012

Reference ID: 3142758



Initial Quality Assessment 
Division of New Drug Quality Assessment I 

Branch II 
 

OND Division:       Division of Hematology Products 
NDA:       203565 
Applicant:     Luitpold Pharmaceuticals, Inc. 
Stamp Date:     03-Oct-2011 
PDUFA Date:     03-Aug-2012 
Proprietary (Brand) Name Injectafer® 
  of Drug Product:    
Established Name:   Ferric carboxymaltose 
Dosage Form(s):    Injection 
Strength(s):  750 mg  of 

iron (as ferric carboxymaltose). 
 The applicant cross referenced the previous CMC information in 

NDA 22-054 .  
Route of Administration: Intravenous 
Proposed Indication(s): Treatment of iron deficiency anemia  
CMC Lead:      Janice Brown, Branch II/DNDQA1/ONDQA 
Chief, Branch II: Sarah Pope Miksinski, Ph.D. /DNDQA1/ONDQA 
Review team recommendation:  Single reviewer 

CMC reviewers: Sue Ching Lin  
          Biopharmaceutics reviewer: None 
         Yes   No 
ONDQA Fileability:     X    
Comments for 74-Day Letter X     
 
CONSULTS/ CMC RELATED REVIEWS 
Consult Comment 
ONDQA Biopharmaceutics Not required as assessed by Minerva Hughes.  
CDRH Not Applicable 
EA Categorical exclusion requested  
EES Inspection request was submitted on 24-Oct-2011 
DMEPA Labeling consult request will be sent as part of DHP request. 
Methods Validation Not requested. 
Microbiology Requested a micro reviewer to review the microbial limits in 

DMF 16,967 and the processing and  sterilization 
of the drug product. 

Pharm-Tox Determined by primary reviewer.   
Statistics Determined by primary reviewer.   

Reference ID: 3053098

(b) (4) (b) (4)

(b) (4) (b) (4)

(b) (4)
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signature.
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JANICE T BROWN
12/02/2011

SARAH P MIKSINSKI
12/02/2011

Reference ID: 3053098





PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

File name: 090513-Product Quality Filing Review.doc Page 2 
Version Date: 05132009 

7. 

Are drug substance 
manufacturing sites identified on 
FDA Form 356h or associated 
continuation sheet?  For each site, 
does the application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

X   

8. 

Are drug product manufacturing 
sites are identified on FDA Form 
356h or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility including 

street, city, state, country  
• FEI number for facility (if 

previously registered with FDA) 
• Full name and title, telephone, fax 

number and email for on-site 
contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, and 

• DMF number (if applicable) 

X   

Reference ID: 3053100













PRODUCT QUALITY (Small Molecule) 
FILING REVIEW FOR NDA or Supplement (ONDQA) 

File name: 090513-Product Quality Filing Review.doc Page 8 
Version Date: 05132009 

performed, provide the location (volume, page number) where this information can be found. 
 
5.   Resubmit pages 6 and 7 located in section 3.2.P.2.6, Appendix ZE.  The headings are 

blacked out and can not be read. 

Reference ID: 3053100
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