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

Sent: Thursday, May 10, 2012 9:02 AM

To: Prutzman, Kirk C; Staten, David; Temenak, Joseph
Cc: Jody Gould

Subject: MenHibrix/Hiberix: Auxiliary label for combo box

Hello everyone,

Regarding the auxiliary label proposed for use on the combo box for both Hiberix and
MenHibrix, as requested, please find attached some “demo”labels to assist you in the review of
the labeling. | marked the sample labels with representative lot numbers and expiration dating
which were approved by GSK packaging group. Although these labels are for MenHibrix, the
same lot numbering/expiration dating would apply to Hiberix. My one disclaimer is that since
the labeling is under review/negotiations, the exact text of some of the labels might not be what
will be ultimately approved, but this information should suffice to give you an idea of how the
lot numbering and expiration dating would look.

There was a question as to how the initial launch supplies for Hiberix were packaged, and if they
had the auxiliary label. The initial launch supplies for Hiberix did not have the combo box. They
were distributed in individual cartons. So no auxiliary label was used for the initial launch of
Hiberix.

The auxiliary label cannot be moved from its current positioning without delays that would
extend past June 1, 2012. | am seeking input from GSK packaging as to when we could be in a

position to implement (b)(4) for Hiberix and MenHibrix in order
to eliminate the use of the ------ (b)(4)-----. I should be able to provide this information shortly.
If CBER was to allow for the use of the auxiliary label for initial BLA approval, and then have a
commitment to (b)(4) , how would CBER want this

change reported? There would be imprinting equipment installed on the packaging line, and the
----- (b)(4)----- artwork would need to be modified to include lot/exp dating. I’'m thinking CBE-0,
but want to confirm.

Thank you - Norris
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