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Date: August 20, 2020 Study Number: IRB-2011-0264

Meeting Date: August 21, 2020

Principal Investigator: John Miller, MD, PhD

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 number: 10.3; Date: 14 August 2019

Number of participants approved:   Unlimited Recipients 

TYPE OF REVIEW:
 Initial review 
 Continuing review:   Open for enrollment  Closed to accrual  Enrollment on hold
 Protocol amendment
 Consent form revision: Per the revised NMDP IRB Policy on Approval of Consent 

Documents, the consent form will not have an expiration date. The consent form is approved 
until the study is closed or until amended again.

 Other: IND Annual Report June 2020                  
         
STATUS:

 Approved with clarifications- see attached 
 No stipulations. Study may be initiated/continued.
 With stipulations – see attached. 

 Stipulations have been met. Study may be initiated/continued. 
 Stipulations have not been met – see attached. 
 Deferred – see attached.                 

 Term of approval: Aug 20 2020 through Sep 18 2021 N/A:   Amendment

Month Day Year Month Day Year Approved as of: 

 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.
 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.

Authorized signatories:

Electronically signed by Margaret L MacMillan MD on 8/23/2020 5:23:24 PM
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Although not stipulations, the NMDP IRB has the following clarification:

Please clarify the Deviations Description of "the results were not negative". Does this mean the 
results were not available or were positive?

Please provide response to:

Julia Tkachenko
Sr. Human Research Protection Program Specialist
Patient Outcomes and Experience
500 N. 5th St., Minneapolis, MN 55401-1206
P: 763.406.5890 | TF: 800.526.7809 Ext. 5890 | jtkachen@nmdp.org
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