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METHODS VALIDATION REPORT SUMMARY 
 

TO: Hitesh Shroff, CMC Reviewer 
   

Office of New Drug Quality Assessment (ONDQA) 
E-mail Address: Hitesh.shroff@fda.hhs.gov  
Phone:  (301)-796-2116 
Fax: (301)-796-9745 
 

FROM: FDA 
 Division of Pharmaceutical Analysis 

Michael Trehy, MVP Coordinator 
645 S Newstead Avenue 

 St. Louis, MO 63110 
 Phone: (314) 539-3815 
 

Through: John Kauffman, Deputy Director  
                 Phone: (314) 539-2168 
 

SUBJECT: Methods Validation Report Summary 
 

 
Application Number: 206334       

 
 Name of Product: Orbactiv (oritavancin) for injection 

Applicant: The Medicines Company 

 Applicant’s Contact Person: Ketna Patel 

 Address: 8 Sylvan Way, Parsippany, NJ 07054 
 
 Telephone: (973) 290-6031 Fax: (862) 207-6031 
              
 
Date Methods Validation Consult Request Form Received by DPA: Jan-22-2014      

Date Methods Validation Package Received by DPA: Jan-22-2014  

Date Samples Received by DPA:  Feb-6-2014 

Date Analytical Completed by DPA:  Jun-19-2014        

 
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 analyst’s attached memo for comments and summary of results. 

Reference ID: 3528107
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      Center for Drug Evaluation and Research 

                                                                                     Division of Pharmaceutical Analysis 

St. Louis, MO 63101 

Tel. (314) 539-3815 

 

Date:  June 19, 2014 

 

To:  Hitesh Shroff, CMC Reviewer 

    

   Office of New Drug Quality Assessment 

 

              Through: John F. Kauffman, Deputy Director, Division of Pharmaceutical Analysis 

 

From:  Larry Revelle, Chemist  

 

Subject:  Methods Validation for NDA 206334 

   Orbactiv (oritavancin) for injection 

   The Medicines Company  

 

The following methods were evaluated and are acceptable for quality control and regulatory purposes with 

modification: 

 

1. RTM.0560900 Assay and Related Substances by HPLC for Oritavancin 

2. Quantification of Impurities in Oritavancin for Injection by HPLC 

 

The Division of Pharmaceutical Analysis (DPA) has the following comments pertaining to these methods. 

 

 Method 1: Addition of a table of relative retention times and an example chromatogram are necessary 

to identify and label the impurity peaks.  An example chromatogram was provided in the validation 

data but is not provided in the method.  DPA suggests that the method be modified to include a table of 

impurities with relative retention times, and an example chromatogram with identified impurities. 

 

 Method 2: The applicant provided an ID standard and instructions regarding how to prepare ID 

standard material in the methods.  The applicant’s reference ID standard material, which was provided, 

was acceptable.  However, an ID standard prepared following the instructions to  

 and was not 

acceptable.  DPA suggests that the instructions regarding preparation of the  drug 

substance be clarified with respect the specific conditions required. 

 

 

The following method was evaluated and is acceptable for quality control and regulatory purposes: 

 

3. Assay and Identification for Oritavancin for Injection by HPLC 

 

 

Analyst’s work sheets and chromatograms are available at 

http://ecmsweb.fda.gov:8080/webtop/drl/objectId/090026f88072648f  
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