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On October 31, 2014, a meeting was held to discuss the procedures to be used by the 
CIBMTR 10-CBA study team when it is determined that a study subject has been 
consented after study enrollment. Attendees of this discussion were: John Miller, 
Roberta King, Becky Drexler, Deb Christianson, Lauren Wendland, Kari Reilly, Mandi 
Proue, and Lexi Adams. 
 
During the discussion, it was determined that there are two potential scenarios that 
would result in varying procedures: 
 

 Scenario #1: patient consent obtained after study enrollment but prior to the date 
of transplant: this is a protocol deviation that results in the subject maintaining 
his/her eligibility for the study.  

o This requires the site to complete a Protocol Deviation form in FormsNet2 
Clinical Trials to document that the eligibility criteria were not met.  

o In these instances, we would not exclude the subject’s data from any 
research reporting/publications and they would also be included in FDA 
annual reporting.  

 Scenario #2: patient consent obtained after study enrollment and after the date of 
transplant: this is a protocol deviation and the subject is considered ineligible for 
the study.  

o This requires the site to complete a Protocol Deviation form and Study 
Exit form in FormsNet2 Clinical Trials to document that the eligibility 
criteria were not met and to remove the subject from the study.  

o In these instances, we would exclude the subject’s data from any 
research reporting/publications, but they would be included in FDA annual 
reporting. 

 
 
 
 
Lexi Adams 
CIBMTR Protocol Coordinator  
E-mail: aadams@nmdp.org 

mailto:aadams@nmdp.org

