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Date: July 30, 2021 Study Number: IRB-2011-0264

Meeting Date: July 30, 2021
Principal Investigator: John P Miller

Study Title: A multicenter access and distribution protocol for unlicensed cryopreserved cord blood
units (CBUs) for transplantation in pediatric and adult patients with hematologic malignancies and
other indications

Protocol Version: 10-CBA version 10.3

Number of participants approved: Unlimited Recipients

TYPE OF REVIEW:

Continuing Review: Open to accrual

AMENDMENT. Documents reviewed are listed below:

e 10-CBA DPSM Letter 2020Aug26-2020Nov13.pdf (Data and Safety Monitoring)
e 10-CBA DPSM letter-2021Feb02-2021May24.pdf (Data and Safety Monitoring)
e 10-CBA DPSM letter-2020Nov14-2021Feb01.pdf (Data and Safety Monitoring)

STATUS:
APPROVED

Term of Approval: July 30, 2021 through July 29, 2022

Amendment Approved as of: July 30, 2021

All projects must be reviewed for continuation of work. No modification may be made in

the protocol or in the wording of the IRB approved consent(s) without the prior approval of

the IRB.

For donors not covered by the NMDP IRB, additional IRB approval from participating
donor centers will be required.

Donor/recipient consent forms are attached, if applicable.

The Principal Investigator is responsible for reviewing the information in the email that
accompanies this Notice of Action.

Reconsent (if applicable):

The continuing review approval for the study includes the re-approval of each participating
study site currently relying on the NMDP IRB for the study.
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Authorized signature:

Electronically signed by Margaret L MacMillan MD on 08/03/2021 10:57 AM ET
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