
 
 
 

CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
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18 June 2013 
 

 
NDA: 203-137/N-000  
 
Drug Product Name 

Proprietary:  VIZAMYL™  
Non-proprietary:  Flutemetamol [F-18] Injection 

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

Submit Received Review Request Assigned to Reviewer 
26 October 2012 26 October 2012 26 October 2012 29 October 2012 
30 January 2013 31 January 2013 n/a n/a 

08 February 2013 11 February 2013 n/a n/a 
 

 
Submission History (for 2nd Reviews or higher): N/A 
 
Applicant/Sponsor 

Name:  GE Healthcare 
Address:  101 Carnegie Center 
 Princeton, NJ 08540 
Representative:  Kevin Darryl White, MBA, RAC 
 Sr. Dir. /Americas Head, Reg. Affairs 
Telephone:  609-228-5604 

 
Name of Reviewer:  Robert J. Mello, Ph.D. 
 
Conclusion:     Recommended for Approval  
 

Reference ID: 3328802









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

ROBERT J MELLO
06/20/2013

DAVID HUSSONG
06/20/2013
The NDA describes manufacture of the product at several sites and refers to a master file for one
of the two final containers.  The review notes that adequate controls and specifications are
described on the submission and the  was appropriately simulated.  I concur with
the recommendation for approval.

Reference ID: 3328802

(b) (4)



 

 

PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST 

NDA Number: 203-137 Applicant: GE Healthcare Submit Date:    26 October 2012 

Drug Name: VIZAMYL® 
Flutemetamol [F-18] Injection   

NDA Type: 505(b)(1) Received Date: 26 October 2012 

 
The following are necessary to initiate a review of the NDA application: 

 Content Parameter Yes No Comments 
1 Is the product quality microbiology information 

described in the NDA and organized in a manner to 
allow substantive review to begin? Is it legible, 
indexed, and/or paginated adequately?  

X  

Information is in 
eCTD format 

accessible via EDR. 
Section 3.2.P.2.5 

2 Has the applicant submitted an overall description 
of the manufacturing processes and microbiological 
controls used in the manufacture of the drug 
product? 

X  
Section 3.2.P.3.3 
(Flow charts and 

narrative) 

3 Has the applicant submitted protocols and results of 
validation studies concerning microbiological 
control processes used in the manufacture of the 
drug product? 

X  

Section 3.2.P.3.5 
validation 

plus data from 3 
batches(each site) in 

Section 3.2.P.5.4 
4 Are any study reports or published articles in a 

foreign language?  If yes, has the translated version 
been included in the submission for review? 

 X  

5 Has the applicant submitted preservative 
effectiveness studies (if applicable) and container-
closure integrity studies? X  

Product is not 
preserved. Container 

closure integrity 
studies were 

summarized for the 
10ml and 30ml vials. 

6 Has the applicant submitted microbiological 
specifications for the drug product and a 
description of the test methods? 

X  Section 3.2.P.5.1 

7 Has the applicant submitted the results of analytical 
method verification studies? 

 X 

Batch analysis data is 
provided. Section 

3.2.P.5.2.1 but 
additional information 

is needed. 
8 Has the applicant submitted all special/critical 

studies/data requested during pre-submission 
meetings and/or discussions? X - 

As requested by this 
reviewer, the 
Applicant has 

provided information 
from each of the 

manufacturing sites 
9 Is this NDA fileable?  If not, then describe why. X  The submission is 

fileable. 

Reference ID: 3215013

(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/
----------------------------------------------------

ROBERT J MELLO
11/09/2012

DAVID HUSSONG
11/09/2012
The submission appears complete enough for a microbiology review.

Reference ID: 3215013




