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III. POST MARKETING COMMITMENTS/POST MARKETING 
REQUIREMENTS
To qualify the bioburden test at the  in the drug product 
manufacturing process using a sample volume of 100 mL and to implement a 

The qualification and implementation of this bioburden test will be submitted as 
a CBE-0 supplement by June 30, 2016.  

IV. SUBMISSIONS REVIEWED

The table below shows the complete list of CMC amendments submitted and 
reviewed, including those submitted after July 10, 2015, including the outcome 
of the investigation into the shift in results for the IL5 Neutralization Bioassay 
and responses to DP micro information requests.

SUBMISSION(S) REVIEWED DOCUMENT DATE
STN 125526/0 (1) November 7, 2014
STN 125526/12 (13) March 9, 2015
STN 125526/16 (18) April 1, 2015
STN 125526/25 (28) May 14, 2015
STN 125526/30 (31) June 10, 2015
STN 124426/31 (32) June 23, 2015
STN 124426/34 (35) June 29, 2015 follow up to DS micro IRs
STN 124426/38 (39) July 17, 2015 response to IR #5
STN 124426/40 (41) July 27, 2015 Bioassay investigation
STN 124426/41 (42) August 4, 2015 response to LCM requests
STN 124426/47 (48) September 22, 2015 DP micro
STN 124426/49 (50) October 4, 2015 DP micro and PMC

VI. SIGNATURE BLOCK (BLA ONLY)

Name and Title Signature and Date
Marjorie A. Shapiro, Ph.D.
Chief, Lab 1/DBRR1/OBP

Marjorie A. 
Shapiro -S

Digitally signed by Marjorie A. 
Shapiro -S 
DN: c=US, o=U.S. Government, 
ou=HHS, ou=FDA, ou=People, 
0.9.2342.19200300.100.1.1=1300
081252, cn=Marjorie A. Shapiro -
S 
Date: 2015.10.20 17:44:16 -04'00'
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(b) (4) (b) (4)
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Jennifer Swisher, Ph.D.,   Division of Monoclonal Antibodies, Office of Biotechnology Products 

 

 

 

Maria Candau-Chacon, Ph.D., Division of Good Manufacturing Practice Assessment, Office of 
Manufacturing and Product Quality 

 

 

 

Candace Gomez-Broughton, Ph.D., Division of Good Manufacturing Practice Assessment, Office of 
Manufacturing and Product Quality 

 

 

 

Patricia Hughes, Ph.D., Team Leader, Division of Good Manufacturing Practice Assessment, Office of 
Manufacturing and Product Quality 

 

 

 

Marjorie Shapiro, Ph.D.,   ATL, Division of Monoclonal Antibodies, Office of Biotechnology Products 
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ou=People, 0.9.2342.19200300.100.1.1=2000640207, 
cn=Candace Y. Gomez-broughton -S 
Date: 2014.12.19 16:09:12 -05'00'

Maria D. 
Candauchacon -S

Digitally signed by Maria D. Candauchacon -S 
DN: c=US, o=U.S. Government, ou=HHS, ou=FDA, 
ou=People, 0.9.2342.19200300.100.1.1=2000639745, 
cn=Maria D. Candauchacon -S 
Date: 2014.12.19 17:39:07 -05'00'

Patricia F. 
Hughestroost -S

Digitally signed by Patricia F. Hughestroost -S 
DN: c=US, o=U.S. Government, ou=HHS, ou=FDA, 
ou=People, 
0.9.2342.19200300.100.1.1=1300096547, 
cn=Patricia F. Hughestroost -S 
Date: 2014.12.22 06:37:31 -05'00'
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DN: c=US, o=U.S. Government, ou=HHS, 
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Date: 2014.12.29 09:35:02 -05'00'




