From: Wittig, Anja <anja.wittig@octapharma.com>
Sent: Thursday, 08 March, 2018 05.07

To: Levi, Mark

Cc: Rangetiner, Barbara

Subject: RE: FDA IR for BLA 125587/0

Sensitivity:  Confidential
Dear Mark,
I confirm receipt of your email.

Kind regards,
Anja

From: Rangetiner, Barbara

Sent: Donnerstag, 08. Marz 2018 05:35
To: Gorsche, Rita; Wittig, Anja

Subject: Fwd: FDA IR for BLA 125587/0
Sensitivity: Confidential

Anfang der weitergeleiteten Nachricht:

Von: "Levi, Mark™ <Mark.Levi@fda.hhs.gov>

Datum: 8. Marz 2018 um 02:14:37 MEZ

An: "barbara.rangetiner@octapharma.com™ <barbara.rangetiner@octapharma.com>
Kopie: "stanley.ammons@octapharma.com™ <stanley.ammons@octapharma.com>
Betreff: FDA IR for BLA 125587/0

Dear Barbara,

We are reviewing the Resubmitted BLA and have the following request for information:

Please submit an updated list of changes related to the Panzyga process since
the issuance of the CR Letter.

Please confirm receipt of this email and replay with an Amendment to the submission
by 19 March 2018.

Regards, Mark Levi

Mark Levi, PhD

Regulatory Project Management Staff

Center for Biologics Evaluation and Research

Office of Tissues and Advanced Therapies

U.S. Food and Drug Administration

Tel: +1 (240) 402-9662 Mobile +1 (301) 908-5787

mark.levi@fda.hhs.gov

"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, 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."”



