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File Location: | Memos and Note to File

Protocol Number: | 10-CBA

Study Title: | 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

IRB Study Number: | IRB-2011-0264-MASTER

CCN/Site Name: | All sites

Study Subject ID | N/A
Number(s):

From: | Shannon Clark, Clinical Project Manager

Cc: | Dr. John Miller, NMDP DPSM

Re: | DPSM AE Reports

Issue/Event: The NMDP’s Donor and Patient Safety Monitoring (DPSM) Advisory
Board performs the Data and Safety Monitoring Board (DSMB) function
for the 10-CBA Study. The primary responsibility for the DPSM Advisory
Group will be to oversee adverse events and product complaints
originating from this protocol. Until 2020, as part of the distribution of
the DPSM letters to inform sites of the quarterly review of these events,
an AE report was included. This report was determined to be related to
private health information (PHI) of subjects and therefore the DPSM wiill
no longer distribute AE reports as part of their communication.

Root Cause(s): The DPSM will no longer route AE reports related to their quarterly
review meetings to protect patient PHI.

Corrective Action(s): Sites will no longer receive AE reports along with the DPSM letters.
Date: July 3, 2023

Comments: Please file as part of your Investigator Site File.
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