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CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH

Memo — March 14" 2023

To: 10-CBA Study Site Principal Investigators, Study Coordinators, Regulatory
Personnel

From: Shannon Clark, MS, CCRP
CIBMTR Clinical Project Manager
Date: March 14™, 2023

Re: NMDP DPSM Letter August 13", 2022 through November 29", 2022 and NMDP
DPSM Letter November 29", 2022 through February 21, 2023

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

The memorandum forwards communication from the NMDP Donor and Patient
Safety Monitoring (DPSM) Advisory Group dated November 29", 2022 and
February 215t 2023.

The NMDP Donor and Patient Safety Monitoring (DPSM) Advisory Group is responsible
for reviewing adverse events and product complaints for all NMDP donors and
recipients and all NMDP products on a quarterly basis. Adverse events and product
complaints associated with the 10-CBA study are included within this broader
responsibility.

ACTION: Please add this memo to your site’s study file and submit this
documentation to your local IRB and regulatory groups as required by your
institution. Sites relying on NMDP IRB: the NMDP IRB submission will be
completed on your behalf.

We appreciate your collaboration and continued support of this study. Please feel free
to contact the study team at 10-CBA@nmdp.org with any questions or concerns
regarding the study or this communication.

Shannon Clark, MS, CCRP
Clinical Project Manager

500 N 5th St, Minneapolis, MN 55401-1206
Cell: (612) 402-3060 | sclark2@nmdp.org | www.cibmtr.org

CC:. 10-CBA Study Announcements (Internal) Distribution List
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