From: Joneckis, Christopher

Sent: Monday, October 13, 2014 01:01 PM

To: Mintz, Paul

Cc: Epstein, Jay; Michaud, Ginette; Golding, Basil; Chazin, Howard;
Scott, Dorothy; Fisher, Robert;

Williams, Alan; Valencia, lliana; Jain, Nisha

Subject: RE: Justification to Waive a Biologics Products Advisory
Committee Meeting for the Review of

BLA STN 125562/0, Emergent Biosolutions Anthrax Immune Globulin
Intravenous (Human).

Karen, Peter and 1 feel that there is sufficient justification provided
not to hold the Advisory

Committee Meeting for this BLA.

Thanks

Chris

From: Joneckis, Christopher

Sent: Thursday, September 25, 2014 10:25 AM

To: Mintz, Paul

Cc: Epstein, Jay; Michaud, Ginette; Golding, Basil; Chazin, Howard;
Scott, Dorothy; Fisher, Robert;

Williams, Alan; Valencia, lliana; Jain, Nisha

Subject: RE: Justification to Waive a Biologics Products Advisory
Committee Meeting for the Review of

BLA STN 125562/0, Emergent Biosolutions Anthrax Immune Globulin
Intravenous (Human).

Paul,

Thanks. Will be discussing and let you know of any comments or outcomes.
Chris

From: Mintz, Paul

Sent: Wednesday, September 24, 2014 4:04 PM

To: Joneckis, Christopher

Cc: Epstein, Jay; Michaud, Ginette; Golding, Basil; Chazin, Howard;
Mintz, Paul; Scott, Dorothy; Fisher,

Robert; Williams, Alan; Valencia, lliana; Jain, Nisha

Subject: Justification to Waive a Biologics Products Advisory Committee
Meeting for the Review of BLA

STN 12556270, Emergent Biosolutions Anthrax Immune Globulin Intravenous
(Human) .

Dear Chris,

Attached please find a memorandum from OBRR to justify waiving a
Biologics Products

Advisory Committee meeting for the review of BLA STN 125562/0, Emergent
Biosolutions

Anthrax Immune Globulin Intravenous (Human).

I have not copied others in the CBER OD and leave that matter to your
discretion.

We appreciate your consideration of OBRR’s points.

Best regards,

Paul



<< File: OBRR Memo Regarding BPAC for Anthrax 1GIV 092414 .docx >>

Paul D. Mintz, MD

Director, Division of Hematology Clinical Review
Office of Blood Research and Review

Center for Biologics Evaluation and Research
Food and Drug Administration

White Oak Building 71, Room 4044

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Office tel.: 240.402.8332
Mobile: 240.447.2308
Fax: 301.595.1126

paul _.mintz@fda.hhs.gov



