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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Public Health Service

Food and Drug Administration
Center for Drug Evaluation and Research
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METHODS VALIDATION REPORT SUMMARY

TO: William Adams, CMC Reviewer
Olen Stephens, Branch Chief
Rabiya Laiq, MVP Chief
Office of (OMPT/CDER/OPQ/ONDP/DNDPI/NDPBII)
E-mail Address: @fda.hhs.gov 
Phone: (301)-796-1321

FROM: FDA
Division of Pharmaceutical Analysis (CDER/OPQ/OTR/DPA)
Michael E. Hadwiger, MVP Coordinator
645 S Newstead Avenue
St. Louis, MO 63110
Phone: (314) 539-3811

Through: Michael Trehy, Lab Chief, Branch 2, (CDER/OPQ/OTR/DPA)
                 Phone: (314) 539-3815

SUBJECT: Methods Validation Report Summary

Application Number: 208551   

Name of Product: Triferic

Applicant: Rockwell Medical Inc

Applicant’s Contact Person: Raymond Pratt, MD

Address:  30142 S. Wixom Road, Wixom, MI   48393

Telephone: 248 960 9009

Email: rpratt@rockwellmed.com

Date Methods Validation Consult Request Form Received by DPA: 9/4/2015

Date Methods Validation Package Received by DPA: 9/4/2015

Date Samples Received by DPA:  10/2/2015

Date Analytical Completed by DPA:  1/14/2016

Laboratory Classification: 1. Methods are acceptable for control and regulatory purposes.  
2. Methods are acceptable with modifications (as stated in accompanying report).  
3. Methods are unacceptable for regulatory purposes.  
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laboratory director or by someone designated by the director via DARRTS.  The CMC Reviewer, Methods Validation Project Manager, and CMC 
Lead/Branch Chief should be included as cc: recipients for this document.  
All information relative to this application is to be held confidential as required by 21 CFR 314.430.
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ATTACHMENT(S):  Methods Validation Request Sheet, A/NDA Methods Validation Package (if not available in the EDR).

MVP Reference #
METHODS VALIDATION REQUEST

NDA #
208551

⇒   ITEM 1: SAMPLES AND ANY SPECIAL EQUIPMENT/REAGENTS BEING FORWARDED BY APPLICANT
ITEM QUANTITY CONTROL NO. OR OTHER IDENTIFICATION

⇒      ITEM 2: Contents of Attached Methods Validation Package Volume/Page Number(s)

Statement of Composition of Finished Dosage Form(s) 3.2.P.1

Specifications/Methods for New Drug Substance(s)

Specifications/Methods for Finished Dosage Form(s) 3.2.P.5.1

Supporting Data for Accuracy, Specificity, etc. DS: 3.2.S.4.3
DP: 3.2.P.5.3

Applicant's Test Results on NDS and Dosage Forms

Other: 

⇒   ITEM 3: REQUESTED DETERMINATIONS 
          Perform following tests as directed in applicant's methods.  Conduct ASSAY in duplicate.

Method ID Method Title Volume/Page MV Request Category 
(see attached) Comments

Identification – Ferric Iron by 
Inductively Coupled Plasma -
Optical Emission Spectroscopy

3.2.S.4.2

505094001 - 
ICID

3.2.S.4.2

505094001 - 
SO4C1, PO4C1, 
P2O7C1,
CITC1

Assay – Sulfate, Phosphate, 
Citrate, Pyrophosphate by Ion
Chromatography

3.2.S.4.2

505094001 – 
NaC1

Assay – Sodium by Ion 
Chromatography

3.2.S.4.2

505094001 – 
ICPOES

Assay – Iron by Inductively Coupled 
Plasma - Optical
Emission Spectroscopy

3.2.S.4.2

Additional Comments:  

Methods Validation Request Criteria 

Reference ID: 3816079

3.2.S.4.1

505094001 - F 0 - New dosage form

Identification – Pyrophosphate by I 0 - New dosage form

0 - New dosage form

0 - New dosage form

0 - New dosage form

The methods for testing of the DS and DP are the same
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MV 
Request 
Category

Description

0 New Molecular Entity (NME) application, New Dosage Form 
or New Delivery System

1
Methods using new analytical technologies for 
pharmaceuticals which are not fully developed and/or accepted 
or in which the FDA laboratories lack adequate validation 
experience (e.g., NIR, Raman, imaging methods)

2

Critical analytical methods for certain drug delivery systems  
(e.g., liposomal and microemulsion parenteral drug products, 
transdermal and implanted drug products, aerosol, nasal, and 
dry powder inhalation systems, modified release oral dosage 
formulations with novel release mechanisms) 

3 Methods for biological and biochemical attributes (e.g., 
peptide mapping, enzyme-based assay, bioassay)

4
Certain methods for physical attributes critical to the 
performance of a drug (e.g., particle size distribution for drug 
substance and/or drug product)

5
Novel or complex chromatographic methods (e.g., specialized 
columns/stationary phases, new detectors/instrument set-up, 
fingerprinting method(s) for a complex drug substance, 
uncommon chromatographic method

6
Methods for which there are concerns with their adequacy 
(e.g., capability of resolving closely eluting peaks, limits of 
detection and/or quantitation) 

7 Methods that are subject to a “for cause” reason

Reference ID: 3816079
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