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Date:  May 16, 2014                                                           Study Number: IRB-2011-0264 

Meeting Date: May 15, 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 7.0 

The IRB noted the following discrepancies in the Record of Change. Please reply with an updated 
Record of Change. 

• Protocol v7.0, section 3.5 contains a note that wording regarding OHRP reporting is yet to be 
provided. 

• Consent, Section 8., amended v4.0 is missing the paragraph that begins, “There is a small risk 
that an unauthorized person…” although that paragraph remains in the consent form. 

Please send, fax or email your response to the issues listed above to: 

Kathleen Delaney, National Marrow Donor Program, 3001 Broadway St. N.E.,  
Minneapolis, MN 55413    Fax:  612.627.5899 Email address:  kdelane2@nmdp.org 
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