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APPLICATION NUMBER: 

022572Orig1s000 
 
 
 

MICROBIOLOGY REVIEW(S) 



Product Quality Microbiology Review 
 

18 November 2011 
 

  
NDA:     22-572/N000  
 
Drug Product Name 

Proprietary:   Mitosol Kit for Ophthalmic Use (Rx Only)  
 
Non-proprietary:  Mitomycin Kit for Ophthalmic Use (RX Only)  

 
Review Number:   2 
 
Dates of Submission(s) Covered by this Review  

Submit Received Review Request Assigned to Reviewer 
08 August 2011 08 August 2011 08 August 2011 08 August 2011 

 
Submission History (for amendments only) 

Submit Date(s) Microbiology Review # Review Date(s) 
21 June 2010 1 23 November 2010 

 
Submission History (for amendments only) – NA 
 
Applicant/Sponsor 

Name:    Mobius Therapeutics LLC   
Address:   1141 South 7th Street 
    St. Louis MO 63104   
  
Representative: Ed Timm, President 
Telephone:   (314) 571-6205 

 
Name of Reviewer:  Denise A. Miller 
 
Conclusion:  Approve  
 

Reference ID: 3047838
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B. SUPPORTING/RELATED DOCUMENTS:  
 1) ANDA 64-144 is referenced for the manufacture of the mitomycin lyophilized 

drug product.  Letter of Authorization dated 26 July 2010 authorized access to 
ANDA 64-144 in support of NDA 22-572/N000.  OGD last reviewed CMC 
supplements to ANDA 64-144 on 16 March 2009 and 28 May 2010 and remained 
acceptable. 

 
2) DMF  is referenced for the manufacture of the prefilled syringe containing 
sterile water for injection with LOA dated February 2010.  DMF was reviewed on 
12 Nov 2010 and is adequate in support of NDA 22-572/N000. 

 
 
C. REMARKS:  
 1) Application is in e-CTD format. 
 
  
 
filename: N022572N000R2.doc 

Reference ID: 3047838

(b) (4)
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Executive Summary 
 

I. Recommendations 
 
A. Recommendation on Approvability - Recommend to approve 

from a quality microbiology standpoint.  
 
B. Recommendations on Phase 4 Commitments and/or 

Agreements, if Approvable - NA 
 

II. Summary of Microbiology Assessments 
 

A. Brief Description of the Manufacturing Processes that relate to 
Product Quality Microbiology –  
lyophilization of the drug product.  The vial of lyophilized drug 
product is assembled into a kit for use in ophthalmic surgery.   

 
 
B. Brief Description of Microbiology Deficiencies – None 
 
C. Assessment of Risk Due to Microbiology Deficiencies – NA  
 

III. Administrative 
 

A. Reviewer's Signature _____________________________ 
    Denise A. Miller 

Microbiologist, NDMS 
 
B. Endorsement Block ______________________________ 

   Bryan S. Riley, Ph.D. 
Senior Microbiologist, NDMS 

 
C. CC Block 

N/A 

Reference ID: 3047838

2 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page

(b) (4)

(b) (4)



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

DENISE A MILLER
11/21/2011

BRYAN S RILEY
11/21/2011
I concur.

Reference ID: 3047838



Product Quality Microbiology Review 
 

22 November 2010 
 

  
NDA:     22-572/N000  
 
Drug Product Name 

Proprietary:   Optomycin Kit for Ophthalmic Use (Rx Only)  
 
Non-proprietary:  Mitomycin Kit for Ophthalmic Use (RX Only)  

 
Review Number:    1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
21 June 2010 22 June 2010 23 June 2010 24 June 2010 

29 July 2010 (Sequence 007) 29 July 2010 NA NA 
 
Submission History (for amendments only) – NA 
 
Applicant/Sponsor 

Name:    Mobius Therapeutics LLC   
Address:   1141 South 7th Street 
    St. Louis MO 63104   
  
Representative: Ed Timm, President 
Telephone:   (314) 571-6205 

 
Name of Reviewer:  Denise A. Miller 
 
Conclusion:  Approvable  
 

Reference ID: 2867824









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

DENISE A MILLER
11/23/2010

JAMES L MCVEY
11/23/2010
I concur.

Reference ID: 2867824





Additional Comments:  
The application was in an e-CTD format. 
This drug product is supplied as a kit.  The kit contains the vial of mitomycin lyophilized powder 
in a 2 mL vial.  The kit includes a pre-filled syringe containing Water for Injection for which a 
Letter of Authorization was included to DMF  
 
 
Denise A. Miller, Microbiologist     Date 
 
 
James L. McVey, Team Leader      Date 

(b) (4)
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NDA-22572 ORIG-1 MOBIUS

THERAPEUTICS
Optomycin Kit for Ophthalmic Use

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

DENISE A MILLER
07/14/2010

JAMES L MCVEY
07/16/2010
I concur.




