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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: Sam Bain, CMC Reviewer 

Janice Brown, Quality Assessment Lead (QAL) 
Rabiya Laiq 
Office Name: OPQ/ONDP 
E-mail Address: sam.bain@fda.hhs.gov  
Phone:  240-402-8890 

 
FROM: FDA 
 Division of Pharmaceutical Analysis 

Laura C. Pogue, MVP Coordinator 
645 S Newstead Avenue 

 St. Louis, MO 63110 
 Phone: (314) 539-2155 
 
Through: Michael Trehy, Ph.D., Lab Chief, Branch II  
                 Phone: (314) 539-3815 
 
SUBJECT: Methods Verification Report Summary 
 
 

Application Number: NDA 208400      
 
 Name of Product: (methotrexate) oral solution, 2.5 mg/mL 

Applicant: Silvergate Pharmaceuticals, Inc. 

 Applicant’s Contact Person: Michael Beckloff 

 Address: 6251 Greenwood Plaza Blvd, Ste 101, Greenwood Village, CO 80111 
 
 Telephone: 913.871.1247 Email: michael.beckloff@silvergatepharma.com  
 
              
 
Date Methods Verification Consult Request Form Received by DPA: 11/11/2005      

Date Methods Verification Package Received by DPA: 1/6/2016  

Date Samples Received by DPA:  1/6/2016 

Date Analytical Completed by DPA:  3/7/2016        

 
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. 
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Date:  March 4, 2016   
 
To:   Sam Bain, CMC Reviewer 
  Janice Brown, Quality Assessment Lead (QAL) 
  Rabiya Laiq, Method Verification Requestor 
 
From:  Kimberly D. Story, Chemist, CDER/OPQ/OTR/DPA  
       
Through:   Michael Trehy, Ph.D., Lab Chief, Branch II, CDER/OPQ/OTR/DPA 
  
Subject:  Method Verification of NDA 208400:  Methotrexate Oral Solution, 2.5mg/mL 
 
 
The following method has been verified and found acceptable for quality control and regulatory 
purposes: 
 

1) Number:  14-0050.01  HPLC Method for the Identification, Assay,  and Related 
Substance of Methotrexate Oral Solution, Effective Date: APR 28, 2015 

 
 
Link to supporting data: http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f880c9bd15 
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Summary of Analysis:  
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