
 
 

 

Memo 
Date: February 9, 2016 

To: 10-CBA Study Principal Investigators, Study Coordinators, Data Managers, and Study Team 

From: Lexi Adams, CIBMTR Protocol Coordinator   

Subject: Electronic Data Capture (EDC) system transition update for 10-CBA study-specific forms 

Study Title: 10-CBA: 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 

 
 
At this time, we are pleased to report the transition of 10-CBA study form data capture from FormsNet2 Clinical 
Trials to Medidata Rave® is scheduled for Monday, March 7, 2016.  Please note, the CIBMTR reporting forms 
will continue to be captured in FormsNet3. 
 
Please note: 

• Access to 10-CBA study forms in FormsNet2 Clinical Trials will be disabled on Friday, March 4 at 8:00 
PM (CT). This includes all data entry, including subject enrollments. 

 
• The data contained in the Enrollment, Protocol Deviation, Study Exit forms previously entered into 

FormsNet2 Clinical Trials will be transferred into Rave. 
 
Changes to the 10-CBA study forms are shown below: 
 
 EDC system forms  

FormsNet2 (today) Rave (future) Remarks 
Study Event 
Enrollment Enrollment form Demographics form; 

Inclusion/Exclusion 
form 

Captures information 
currently on 

Enrollment form 
Transplant 
confirmation 
 

n/a (does not exist in 
FN2 today) 

Transplant form New form: confirms 
transplant date, 

CRID, CBU IDs, and 
IND info for an 

enrolled subject 
Protocol Deviation Protocol Deviation 

form 
Deviations captured 
with Rave 
functionality 

Change in current 
process: deviations 
to be completed by 

CIBMTR, not TC 
Study Exit Study Exit Study Exit Exit reason added: 

‘substituted other cell 
source (BM, PBSC)’ 

 
 

• The AE and Product Complaint forms completed for 10-CBA will continue to be captured in the 
FormsNet3 database. 



 
• Prior to accessing the 10-CBA study in Rave, site staff who provided their information in the 10-CBA 

Rave site spreadsheet must first complete a Rave e-learning training module (approx. 25 mins). On or 
before March 7, site staff who provided their information in the 10-CBA Rave site spreadsheet will 
receive an email invitation from iMedidata (sent to the email address provided in the spreadsheet) 
enabling you to access this e-learning.  
 

• If you haven’t already done so, please use the attached spreadsheet to confirm site staff information for 
those who will be entering data on the 10-CBA study forms. Please send the completed spreadsheet to 
Charney Petroske (cpetrosk@nmdp.org) at your earliest convenience. 

 
 
Please do not hesitate to contact us with questions or concerns.  
 
Thank you in advance for your cooperation and patience during this transition. 
 
 
 
 
 
 
 
Lexi Adams, CCRP 
10-CBA Protocol Coordinator 
 
10-CBA Study Team:  
Senior Clinical Research Specialist 
Lexi Adams 
Phone: 763.406.8735 
Email: aadams@nmdp.org 

Clinical Research Specialist  
Charney Petroske 
Phone: 763.406.8752 
Email: cpetrosk@nmdp.org  

 

mailto:cpetrosk@nmdp.org
mailto:name@nmdp.org
mailto:cpetrosk@nmdp.org

