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DONOR
PROGRAM® o .
Notice of Action

Date: March 21,2012 Study Number: IRB-2011-0264
Meeting Date: March 15, 2012
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 pediairic and adult patients with hematologic malignancies and
other indications

Protocol Version: Protocol 10-CBA Version 4.0

Number of participants approved: Recipients

TYPE OF REVIEW:

[[] Initial review

Continuing review: [X] Open for enrollment [ ] Closed to accrual [ ] Enrollment on hold
X Protocol amendment v4.0

X Consent form revision

[C] 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: Apr | 21 | 2012 through Mar | 14 | 2013 [JN/A: Amendment
Month Day Year Month Day Year Approved as of:

e 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.

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

Authorized signatories (only one required):

At T F Yoo et
Roberta J. Killg, M.P.H. Date Paul Orchard, M.D, Date
IRB Administrator IRB Chair
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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 4.0

The IRB approved continuation of the study with the following revisions to the recipient consent form
template stipulated. These changes have been made and no further action is needed. Please be
informed that consent form revisions submitted to the IRB by the PI were reviewed/considered by the
IRB.

RECIPIENT CONSENT FORM

Section 5, paragraph 1, sentence 3.
In the United States, drugs must meet standards set by the FDA to make sure they are safe and
effective.

Section 7, paragraph 1, sentence 1:
The cord blood unit(s) will be infused into one of your veins.

Section 8, paragraph 2:

Other risks associated with the cord blood transplant itself will be discussed with you by vour
physician and you will be asked to sign a separate transplant consent form documenting that you
understand these risks. The infusion risks are the same for patients receiving any cord blood unit and
may include changes in heart rate or rhythm, changes in blood pressure, high blood pressure, fever,
chills, sweats, nausea/vomiting, diarrhea, abdominal cramping, fluid overload, headache, difficulty
breathing, allergic reaction, and acute renal failure. Any serious toxicity potentially associated with
the infusion will be reported to the CIBMTR. You may also experience slow blood count recovery,
prolonged risk of infection, and rarely, the potential for acquiring a rare or genetic disease. These are
standard risks associated with all cord blood transplants and will be discussed again in detail in the
separate transplant consent form.

Section 11, paragraph 2:

You or your insurance company will have to pay for the cord blood unit as well as all costs associated
with your cord blood transplant and medical care. You will not be responsible for any additional costs
related to study procedures.

Section 11, paragraph 2:

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by
U.S. Law. This Web site will not include information that can identify you. At most, the Web site will
include a summary of the results. You can search this Web site at any time.
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