From: Zhu. Yao-Yao

To: "Amanda Parrish, Ph.D."

Cc: Davidson, Mark; Haudenschild, Changting; lrony. llan; Gavin, Denise K
Subject: RE: BLA 125407 Question about Consent Forms

Date: Friday, June 22, 2012 2:01:29 PM

Dear Amanda,

Please see following regarding donor consent forms of your BLA. Please let me know any questions.

Carolinas Cord Blood Bank: In preparation for our large BLA amendment later this month, |
wanted to inquire keeping the section on Consent Forms (3.2.R.3) up to date. In our original BLA,
we submitted copies of all consent forms for each current collection site. Moving forward, we plan
to continue to consent each potential donor with a local, IRB-approved consent. However, we
would like to propose that this section is eventually removed from our application- if acceptable to
the Agency. If that information is not needed, the alternative of keeping that section constantly up
to date with each new, IRB-approved version of the consent (which may be modified at varying
times throughout the year) seems a bit cumbersome. However, | was hoping that you could
provide some guidance on what might be acceptable to the Agency.

FDA Response: As part of our BLA review, we have reviewed the donor consent forms in your BLA
application (3.2.R.3). You do not need to submit the revised versions for review. If the BLA is
approved, then cord blood collected after approval would no longer be an investigational product.
FDA does not require use of a consent form for donation of cord blood under a license. Federal,
state, or local authorities may have guidelines or requirements regarding donor informed consent
that you would need to take into consideration.

Yao-Yao Zhu, MD, PhD

Medical Officer, Division of Clinical Evaluation and Pharmacology/Toxicology Review
Office of Cellular, Tissue, and Gene Therapies

Center for Biologic Evaluation and Research

Food and Drug Administration

e-mail: yao-yao.zhu@fda.hhs.gov

Tel: (301) 827-9141

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notified that any review,
disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized. If you have received this document in error, please immediately notify the sender
immediately by e-mail or phone.

From: Amanda Parrish, Ph.D. [mailto:amanda.b.parrish@duke.edu]
Sent: Thursday, May 17, 2012 1:57 PM

To: Zhu, Yao-Yao

Cc: Davidson, Mark

Subject: RE: BLA 125407 Question about Consent Forms

Yao-Yao,
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Thank-you for following up internally regarding this issue.

Amanda

Amanda B. Parrish, PhD, RAC
Associate Director, Regulatory Affairs
Duke Translational Medicine Institute
phone: 919.668.8772

fax: 919.668.7868

email: amanda.b.parrish@duke.edu

From: Zhu, Yao-Yao [mailto:Yao-Yao.Zhu@fda.hhs.gov]
Sent: Thursday, May 17, 2012 1:50 PM

To: Amanda Parrish, Ph.D.

Cc: Davidson, Mark

Subject: RE: BLA 125407 Question about Consent Forms

Amanda,

| need to discuss it internally before giving you a definitive answer about exclusion of the donor consent
information.

Yao-Yao

Yao-Yao Zhu, MD, PhD

Medical Officer, Division of Clinical Evaluation and Pharmacology/Toxicology Review
Office of Cellular, Tissue, and Gene Therapies

Center for Biologic Evaluation and Research

Food and Drug Administration

e-mail: yao-yao.zhu@fda.hhs.gov
Tel: (301) 827-9141

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND
PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notified that any review,
disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized. If you have received this document in error, please immediately notify the sender
immediately by e-mail or phone.

From: Amanda Parrish, Ph.D. [mailto:amanda.b.parrish@duke.edu]
Sent: Thursday, May 17, 2012 1:43 PM

To: Zhu, Yao-Yao

Cc: Davidson, Mark

Subject: BLA 125407 Question about Consent Forms

Dr. Zhu,
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In preparation for our large BLA amendment later this month, | wanted to inquire keeping the
section on Consent Forms (3.2.R.3) up to date. In our original BLA, we submitted copies of all
consent forms for each current collection site. Moving forward, we plan to continue to consent
each potential donor with a local, IRB approved consent. However, we would like to propose that
this section is eventually removed from our application- if acceptable to the Agency. If that
information is not needed, the alternative of keeping that section constantly up to date with each
new, IRB approved version of the consent (which may be modified at varying times throughout the
year) seems a bit cumbersome. However, | was hoping that you could provide some guidance on
what might be acceptable to the Agency.

| had inquired with our primary product reviewer, Denise Gavin, about this issue, and she directed
me to you.

Thanks-
Amanda

Amanda B. Parrish, PhD, RAC
Associate Director, Regulatory Affairs
Duke Translational Medicine Institute
phone: 919.668.8772

fax: 919.668.7868

email: amanda.b.parrish@duke.edu
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