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Notice of Action

DONOR
PROGRAM®

Date: February 21, 2014 Study Number: IRB-2011-0264
Meeting Date: February 20, 2014
Principal Investigator: John Miller, M.D., Ph.D.

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: Protocol 10-CBA Version 6.0

Number of participants approved: [Unlimited | Recipients

TYPE OF REVIEW:

(] Initial review

X Continuing review: Open for enrollment [] Closed to accrual [_] Enrollment on hold
[] Protocol amendment

[] Consent form revision

] Final report

(] Other

STATUS:

Approved.
No stipulations. Study may be initiated/continued. (see attached)
[] With stipulations — see attached.

(] Stipulations have been met. Study may be initiated/continued.

[[] Stipulations have not been met — see attached.

[] Deferred — see attached.

[] Other

Term of approval: Marl 15 |2014 through Mar ‘ 14 |2015 [ IN/A: Amendment
Month Day Year Month Day Year Approved as of:

o 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 without the prior approval of the IRB.

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

o Donor/recipient consent forms are attached, if applicable.

Authorized signatories (only one required):

=——> 223[14
Brian Lindberg, J.D. Date Paul Orchard, M.D. Date
Senior Vice President & General Counsel IRB Chair
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Date: February 21, 2014 Study Number: IRB-2011-0264
Meeting Date: February 20, 2014
Principal Investigator: John Miller, M.D., Ph.D.

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: Protocol 10-CBA Version 6.0

The IRB approved continuation of the study as submitted.

Regarding the response to question 14 of the application (participant withdrawal), the IRB requests
that at the next continuing review the investigator provide a breakdown of reasons for participant
withdrawal that were classified as “Other”. It was noted that 44 subjects were exited from the study
under this category and it would be useful for the IRB to have more data about the circumstances of
these withdrawals.
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