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From: Naik, Ramachandra

Sent: Friday, September 08, 2017 8:43 AM

To: 'Norris Pyle'

Cc: Collazo, Carmen; Smith, Michael (CBER); 'Jody Gould'

Subject: STN 125614/0: CMC IR regarding calculation of gE potency ratio

Dear Mr. Pyle,

Our review of the information provided in your BLA dated October 21, 2016, for Zoster
Vaccine Recombinant, Adjuvanted, is ongoing. We have the following clarification
comment:

Section P.5.6 Justification of Specifications, subsection “Potency gE by (b) (4) (page 1
and 3), defines the gE potency as the (b) (4) , Obtained by

(b) (4)) and (b) (4) obtained by(b) (4) ). Additionally, this
section explains that the potency specification is aligned with the specification for

(b) (4)

However, according to SOP 9000037069, the gE potency for final container is
determined as a (b) (4)

Please clarify these inconsistencies and revise the relevant sections of the BLA
as appropriate.

Please confirm receipt of this message, and let us know if you have any questions or need
additional information.

Regards,

Ram

Ramachandra S. Naik, Ph.D.

Chemist (Regulatory) / Regulatory Project Manager
Center for Biologics Evaluation and Research
Office of Vaccines Research and Review

U.S. Food and Drug Administration

Tel: 301-796-2640

ramachandra.naik@fda.hhs.gov

ip2Y U.S. FOOD & DRUG

ADMINISTRATION
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THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO
WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE
UNDER LAW. If you are not the addressee, or a person authorized to deliver the
document to the addressee, you are hereby notified that any review, disclosure,
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dissemination, copying, or other action based on the content of this communication
is not authorized. If you have received this document in error, please immediately
notify the sender by e-mail or phone.
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