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MICROBIOLOGY / VIROLOGY REVIEW(S) 



Product Quality Microbiology Review 
Positron Emission Tomography (PET) Products 

 
12 August 2013 

 
 
NDA:  204677 
 
Drug Product Name 

Proprietary: Neuraceq 
Non-proprietary: Florbetaben 

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

Submit Received Review Request Assigned to Reviewer 
21 DEC 2012 21 DEC 2012 3 JAN 2012 3 JAN 2013 
01 MAR 2013 01 MAR 2013 N/A N/A 
26 APR 2013 26 APR 2013 N/A N/A 
02 JUL 2013 02 JUL 2013 N/A N/A 

 
 
Applicant/Sponsor 

Name: Piramal Imaging SA 
Address: Route de l’Ecole 13, c/o Pascale Nguyen, 1753 Matran, 
Switzerland 
Representative: Jenne M. Novak, Ph.D, Authorized US Agent 
Telephone: 720-746-1190 

 
Name of Reviewer: Erika Pfeiler, Ph.D. 
 
Conclusion:  Recommended for Approval 
 

Reference ID: 3355897







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

ERIKA A PFEILER
08/12/2013

DAVID HUSSONG
08/13/2013
The applicant has provided the necessary CMC microbiology information or addressed the
reviewer's information requests.  The review describes adequate procedures and process controls
for approval of the product.

Reference ID: 3355897



PRODUCT QUALITY MICROBIOLOGY FILING CHECKLIST 

NDA Number: 204677 Applicant: Piramal Imaging SA Letter Date: 21 DEC 2012 

Drug Name: Florbetaben NDA Type: 505(b)(1) Stamp Date: 21 DEC 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   

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

X   

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

X   

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 The submission is in 
English. 

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

X   

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

X   

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

X   

8 Has the applicant submitted all special/critical studies/data 
requested during pre-submission meetings and/or 
discussions? 

  N/A 

9 If sterile, are extended post-constitution and/or post-
dilution hold times in the draft labeling supported by 
microbiological data? 

  N/A 

10 Is this NDA fileable?  If not, then describe why. X   

 
Additional Comments:  This drug product is indicated for the detection of beta-amyloid in the 
brain, and to assist in the diagnosis of Alzheimer’s disease.  
 
Erika Pfeiler, Ph.D.       Date 
 
 
Bryan Riley, Ph.D.       Date 
Microbiology Team Leader   

Reference ID: 3252505



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

ERIKA A PFEILER
01/30/2013

BRYAN S RILEY
01/30/2013
I concur.

Reference ID: 3252505




