
 
Date: February 20, 2009 
 
To: NCCTG Primary Clinical Research Associates 
 
From: Linda Long 
 Protocol Development Coordinator 
  
Re: N0543, A Phase II Trial of Pharmacogenetic-Based Dosing of Irinotecan, Oxaliplatin, and 

Capecitabine as First-Line Therapy for Advanced Small Bowel Adenocarcinoma 
 
 
The purpose of this memorandum is to provide investigators with a recent report of an adverse event 
that has occurred in association with Oxaliplatin for a study where the Division of Cancer Treatment 
and Diagnosis (DCTD), National Cancer Institute (NCI) is distributing this agent.  You may have also 
received this communication directly from DCTD. 
 
AE_1118620 
 
Please note that all risks currently cited in the NCCTG consent form cannot be omitted; it is at the 
discretion of your local IRB as to whether they wish to add risks based on the enclosed information.  
(Do not use the following sentence if this involves a CTEP warning letter.)  If a determination has 
been made by the NCCTG Research Base that a protocol amendment is necessary, you will receive the 
NCI-approved protocol addendum at a later date; for purposes of cross-reference, this communication 
will cite the adverse event noted above. 
 
Please submit this adverse event to your Institutional Review Board. 
 
If you have any questions concerning this communication, please contact Linda Long at 
long.linda@mayo.edu or 507-266-3853. 
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