
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

103792Orig1s5311 
 
 

ADMINISTRATIVE and CORRESPONDENCE  
DOCUMENTS 



From: Tilley, Amy 

Sent: Thursday, February 20, 2014 4:25 PM 

To: 'Thambipillai, Dhushy' 

Subject: sBLA 103792 5311 Herceptin Eff Suppl - FDA Revised label sent 2-20-14 

 

Importance: High 

 

Attachments: FDA revised label 2-20-14.doc 
Dhushy, 
  
Please see the attached FDA revised label with minor changes to Tables 1 and 
7. 
  
We request your response to these minor changes as soon as possible.  If you 
agree with our minor changes please officially submit the agreed upon label to 
the BLA and send me a courtesy copy via email. 
  
Thanks. 
Amy  

  

 

 
From: Thambipillai, Dhushy [mailto:dhushy.thambipillai@roche.com]  
Sent: Thursday, February 20, 2014 12:59 PM 
To: Tilley, Amy 
Subject: Re: sBLA 103792 5311 Herceptin Eff Suppl - FDA Revised label 

Dear Amy  

Genentech has reviewed the FDA revised label for Herceptin (BL103792/S-5311) and 

is in agreement with all of the Agency's proposed revisions. As such, all changes have 

been accepted. Additional editorial type changes have been made to the label as 

follows and are captured as track changes in the attached Genentech revised 

Herceptin PI. 

 Recent Major Changes - Dosage and Administration (2)                                 

                                                                               - as there are now 

changes to two subsections (2.1 and 2.3) under Dosage and Administration   

 Table 1, Table 6 and Table 7 footnotes                                                       

                                                                                  - based on Agency 

recommendations to change the sequence of footnotes in Table 1, the 

sequence of footnotes in Table 6 and Table were also re-ordered for better 

readability 
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 7 Drug Interactions                                                                                 

                                                                                    - The word 

'carboplatin' was added to align with the currently approved Herceptin label - 

this update was made per FDA request (BL103792/S-5305 approved Nov 20, 

2013) but was not captured in the USPI submitted with S-5311.  

 Other minor editorial changes on pg. 25 and 35 

Please note that the revised label will be formally submitted to BLA103792 next week. 

 

Kind regards, 

Dhushy 

 

 

 

 
Dhushy Thambipillai 
Program Manager, PDRP 
  
Hoffmann-La Roche Limited 
7070 Mississauga Road 
Mississauga, ON L5N 5M8 Canada 
  
Tel:   + 1 905 542 5882  
Fax:  + 1 905 542 5678  
e-mail: dhushy.thambipillai@roche.com 
  

Confidentiality Note: This message is intended only for the use of the named recipient(s) and may contain confidential 
and/or proprietary information. If you are not the intended recipient, please contact the sender and delete this message. 
Any unauthorized use of the information contained in this message is prohibited. 

  

 

On Tue, Feb 18, 2014 at 5:49 PM, Tilley, Amy <Amy.Tilley@fda.hhs.gov> wrote: 
Dhushy, 
  
Below is the FDA Revised label for Herceptin sBLA 103792/5311 for 
Genentech's review. 
  
We respectfully request your response no later than 4 pm on Thursday, 
February 20, 2014. 
  
Kindly confirm receipt of this email. 
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Regards. 
  
Amy Tilley 
  
____________________________________________________________________________________________________________
_____ 
Amy Tilley│Regulatory Project Manager│Division of Oncology Products 
1,  
CDER, FDA 10903 New Hampshire Avenue, Room 2177│Silver Spring, 
MD  20993 
301.796.3994 (phone) ● 301.796.9845 (fax)│ amy.tilley@fda.hhs.gov 
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36 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following this page
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02/20/2014
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