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Memo
DATE: June 2, 2014
TO: 10-CBA Study Coordinators and Regulatory Coordinators
FROM: Lexi Adams, CIBMTR Study Protocol Coordinator

SUBJECT: NMDP IRB Amendment approval, and DPSM report

STUDY 10-CBA: A multicenter access and distribution protocol for unlicensed
. cryopreserved cord blood units (CBUS) for transplantation in pediatric
TITLE: : : : ) ) =
and adult patients with hematologic malignancies and other indications

The National Marrow Donor Program (NMDP) Institutional Review Board (IRB) has
reviewed and approved our amendment application for the 10-CBA study. The NMDP
IRB Notice of Action is attached, with an approval period of 5/30/14 through 3/14/15.

Please note that changes have been made to the protocol, informed consent form and
Investigator Brochure. The approved protocol (v7.0), consent form (v4.0), and
Investigator Brochure (v5) are attached. Please submit these versions to your IRB at
your earliest convenience.

As a reminder, the informed consent form must be reviewed by the CIBMTR prior to
submission to your local IRB. When preparing for submission to your IRB, please send
your updated versions of the forms to me for review. If you have any questions about the
review process, please contact me.

Additionally, the Donor and Patient Safety Monitoring (DPSM) Advisory Group has
provided us with their report for this study for the time period of October 29, 2013
through April 30, 2014. Please find this report also attached to this communication.

Best regards,

Lexi Adams

CIBMTR Protocol Coordinator
Phone: 612-884-8735

Fax: 612-617-8306

E-mail: aadams@nmdp.org
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