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From: Naik, Ramachandra

Sent: Tuesday, November 22, 2016 2:22 PM

To: Norris Pyle

Cc: Jody Gould; Collazo, Carmen; Smith, Michael (CBER)
Subject: STN 125614/0 IR regarding Endotoxin test

Dear Dr. Norris,

Thank you for the information. This is to confirm that those were the information that we
needed. However, we have the following request for additional information:

Please recalculate the (B) (4) for the endotoxin test in (D) (4)
drug product report (no.
9000002991 RVM 001.12) using the updated release specifications of (b) (4)
respectively. Please submit these reports as an amendment to your BLA
STN 125614/0.

Please confirm receipt of this message and let us know your estimated timeline for
providing the requested information. Please let us know if you have any questions or
need additional information.

Regards,
Ram

From: Norris Pyle [mailto:norris.h.pyle@gsk.com]

Sent: Friday, November 18, 2016 1:31 PM

To: Naik, Ramachandra

Cc: Jody Gould

Subject: Subject: STN 125614/0 IR regarding Endotoxin and Sterility test qualification reports

Hi Ram,
For the below request that you sent to Jody yesterday, the following reports are in 3.2.R
of the BLA:

e Validation Sterility Tests by (b) (4)

e Validation Sterility Tests by (b) (4) (this is final container)

e Validation Endotoxin Content by (b) (4)

e Validation Endotoxin Content by (b) (4) (this is final
container)

e Validation Sterility Tests by (b) (4)

Let me know if these are what you need, or if you are looking for additional
information. Thank you - Norris
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We have the following requests for additional information:

1. Please provide complete endotoxin test qualification reports for (D) (4)
drug product.

2. Please provide complete sterility test qualification reports for HZ/su drug product
and adjuvant ASO1g.

Please confirm receipt of this message and let us know your estimated timeline for
providing the requested information. Please let us know if you have any questions or
need additional information.

GSK monitors email communications sent to and from GSK in order to protect
GSK, our employees, customers, suppliers and business partners, from cyber
threats and loss of GSK Information. GSK monitoring is conducted with
appropriate confidentiality controls and in accordance with local laws and after
appropriate consultation.
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