
 

 
1 

10-CBA 
Protocol version 10.3 (Aug 2019) 

 
10-CBA Study Record of Change  

 
Document Section Previous Version  

(v10.2 (October 2018)) 
Amended Version  
(v10.3 (August 2019)) 

Rationale 

Protocol Title page Version Number:  v10.2 
23 October 2018 

Version Number:  v10.3 
14 August 2019 

Revisions made to update document 
version and date 

General Information CIBMTR Medical Monitor 
Dennis Confer, M.D. 
Email: dconfer@NMDP.ORG   
Phone: 763-406-3425 
 
CIBMTR Protocol Coordinators  
Alisha Mussetter, BS, ACRP-CP®  
Email:  amussett@NMDP.ORG   
Phone: 763-406-4863 
 
Nicole Carlisano, MBA, CCRP® 
Email: ncarlisa@NMDP.ORG 
Phone: 763-406-8752 
 
Michael Tierney 
Email: mtierney@NMDP.ORG 
Phone : 763-406-8245 

CIBMTR Medical Monitor 
Steven Devine, M.D. 
Email: sdevine2@NMDP.ORG   
Phone: 763-406-8239 
 
CIBMTR Protocol Coordinators  
Alisha Mussetter, BS, ACRP-CP®  
Email:  amussett@NMDP.ORG   
Phone: 763-406-4863 
 
Janelle Olson, Ph. D. 
Email: jolson@NMDP.ORG 
Phone: 763-406-8147 
 
Danielle Rusnak 
Email : drusnak@NMDP.ORG 
Phone : 763-406-3400 
 

Revisions made to reflect change in 
CIBMTR medical monitor and protocol 
coordinators assigned to the study 

5.4 Study 
Monitoring 

The PI will permit study-related 
centralized monitoring visits by 
representatives of the CIBMTR or 
designees, and regulatory 
inspection(s) (e.g., FDA) to ensure 
proper conduct of the study and 
compliance with all FDA safety 
reporting requirements. 

The PI will permit study-related 
remote and/or centralized monitoring 
visits by representatives of the 
CIBMTR or designees, and regulatory 
inspection(s) (e.g., FDA) to ensure 
proper conduct of the study and 
compliance with all FDA safety 
reporting requirements. 

The types of monitoring visits have 
been further defined in recent RCI 
BMT SOP revisions. Updating 
language to clarify this change.  
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