From: Evans, Jill A.

To: Jarvis, Candace

Cc: Ghosh, Joydeep; Heidaran, Mohammad; Dollins, Eric

Subject: RE: Revised Ei)u sterility validation plan for FDA second review - LifeSouth
Date: Thursday, January 03, 2013 5:37:28 PM

Attachments: emfalert.txt

Will do — thank you all!
Happy New Year

Jill Evans
Vice President of Quality
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4039 Newberry Road
Gainesville, FL 32607
Phone:1-888-795-2707 Ext: 41634
www.lifesouth.org
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From: Jarvis, Candace [mailto:Candace.Jarvis@fda.hhs.gov]

Sent: Thursday, January 03, 2013 3:25 PM

To: Evans, Jill A.

Cc: Ghosh, Joydeep; Heidaran, Mohammad; Dollins, Eric

Subject: RE: Revised sterility validation plan for FDA second review - LifeSouth
Importance: High

Hi Jill,

Thank you for your email of the revised stability protocol draft. After further review, it has
been noted that the changes are acceptable; however, the only thing that needs to be changed is
the current methods using and not [BDMof the final Buffy coat (For the current sterility
testing of cord blood samples, [IHZM culture bottles are each inoculated with Y& uL of the final
buffy coat (post DMSO addition) cord blood sample per current LifeSouth SOP [[J#].1.1 Inoculate the
Culture Bottles.).

Please update this.

(System Info - 224586 JARVIS CANDACE 01/16/2013 10:18:25 JARVISC)
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Thank you,

Candace N. Jarvis
Regulatory Project Manager
FDA/CBER/OCTGT

1401 Rockville Pike HFM-705
Rockville, MD 20852

Phone: 301-827-5357

Fax: 301-827-9796
candace. jarvis@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
immediately by e-mail or phone.

From: Evans, Jill A. [mailto:JAEvans@lifesouth.org]
Sent: Thursday, December 20, 2012 5:23 PM

To: Jarvis, Candace
Subject: Revised sterility validation plan for FDA second review - LifeSouth

Hi Candace,

Attached are the revisedI/@1 validation documents for FDA review. Changes were made to the
validation plan per our FDA conference call discussion this week. The sections that are highlighted
in yellow (in the attached documents) reflect the changes that were made to the original validation
plan.

Jill

Jill Evans
Vice President of Quality

LIFESouth

CommunityBloodCenters

4039 Newberry Road

Gainesville, FL 32607
Phone:1-888-795-2707 Ext: 41634
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