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Note to File 

File Location: Memos & Note to File 

Protocol Number: 10-CBA 

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 

IRB Study Number: IRB-2011-0264-MASTER 

CCN/Site Name: N/A 

Study Subject ID 
Number(s): 

N/A 

From: Shannon Clark 
Clinical Project Manager 

Cc: Dr. John Miller, Brent Jones, Jaclyn Bjerke, Nancy Azhari, 
Laurian Walters, Debbie Bierwerth, Stacey Andres 

Re: Good Clinical Practice (GCP) Certifications prior to 2017 

  

Issue/Event: GCP certificates were not collected for all members of site staff prior to 
2017.  These documents are now difficult for sites to provide, as site 
staff has changed. 

Root Cause(s): CIBMTR CRO Services requirements for GCP certification collection 
and SOPs on study management have changed since the inception of 
this study in 2011.  

Corrective Action(s): GCP certification for applicable current site staff members is collected.  
This note to file will suffice for any GCP certification not collected prior 
to 2017. 

Date: July 6th, 2023 

Comments: GCP certifications are filed as part of the eTMF. 

Name Study Role Signature/Date 

Shannon Clark Clinical Project Manager  
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