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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Public Health Service 

Food and Drug Administration 
Center for Drug Evaluation and Research 

METHODS VERIFICATION REPORT SUMMARY 

TO: Amit Mitra, CMC Reviewer 
 David Anderson, Process Reviewer 
 Janice Brown, CMC Lead  
 Olen Stephens, Branch Chief 
 Rabiya Laiq, MVP Manager 

ONDP
E-mail Address: amit.mitra@fda.hhs.gov; david.anderson@fda.hhs.gov; janice.brown@fda.hhs.gov
Phone:  301-796-1420, 240-402-8885, 301-796-1652 

FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, MVP Coordinator 
645 S Newstead Avenue 

 St. Louis, MO 63110 
 Phone: (314) 539-2155 

Through: David Keire, Ph.D., Lab Chief, Branch I
                 Phone: (314) 539-3850 

SUBJECT: Methods Verification Report Summary 

Application Number: 208216 

 Name of Product: Azacitidine for Injection and for Suspension, 100 mg/vial 

Applicant: Actavis LLC 

 Applicant’s Contact Person: Joann Stavole, M.S., R.A.C. 

 Address: 400 Interpace Parkway, Morris Corporate Center III, Building D, 3rd Floor, Parsippany, NJ 

 Telephone: 862-261-7735 Email: RegulatoryAffairsUS@actavis.com

Date Methods Validation Consult Request Form Received by DPA: 09/04/2015      

Date Methods Validation Package Received by DPA: 11/19/2015 

Date Samples Received by DPA:  11/19/2015 

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.

Comments:  See attached summary for analyst comments and results. 

Reference ID: 3873349
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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 #
208216

⇒   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

DEGRADATION PRODUCTS 
(

3.2.P.5.3 See below

Additional Comments:  

Methods Validation Request Criteria 

Reference ID: 3816151

3.2.S.4.1

6

Please confirm that method  can adequately resolve the drug product d

(b) (4)

(b) (4)

(b) (4)
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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: 3816151
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