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Agenda

 Meeting Recap
 Goals for Today
 Open Action Items
 Review SAE Forms
 Next Steps
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Meeting Recap

 Completed initial review of 
 AE Questions

 SAE Information Form

 SAE Pre-existing Conditions

 SAE Concomitant Medication

 SAE Prior Therapy
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Goals for today

 Review the open action items for the forms that have been reviewed
 Complete review of SAE Forms
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Action Items

 Course/Cycle Data
 Use Cycle # as the question text and use the instructional text to use 

other values (visit, course, etc)
 Lab Type Question
 Validate that the definition is correct

 Unit of Measure
 Validate that the single set of values will work for all groups

 Mix of Numeric Codes and Terms
 Determine if we want a mix of terms and numeric codes 

 Reason for recommendations:
 The goal is to create a single set of forms that can be used across 

groups; the ability to customize and ‘swap out’ question text should 
therefore be contained.
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Next Steps

 Continue review of the content for the SAE forms
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Reference Information / Questions

 NCTN Co-Lead
 Tina Taylor, Health Metadata Analyst, SAIC

 TINA.M.TAYLOR@saic.com

 NCI Co-Lead
 Dianne Reeves, RN, MSN Associate Director, Biomedical Standards, 

NCIP

 dianne.reeves@nih.gov

 Project Management Support
 Neesha Desai, PMP, Project Manager, NCI CBIIT

 Neesha.Desai@nih.gov
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www.cancer.gov www.cancer.gov/espanol
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