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Objectives
• IS Application Updates

• RECIST Implementation

• CTCAE v.4 Implementation

• CRA Orientation

• QuickLinks on www.calgb.org

• E-submit 

• Data submission tips
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Specimen Tracking System

• Replaces LabTrak for tracking specimen 
submissions

• Training for beta testers taking place

• System release date is dependent on 
the results of the beta test
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caBIG Cancer Adverse Event 
Reporting System (caAERS)

• New system for reporting expedited and 
routine AEs

• Beta testing will begin soon

• Active Phase II studies

• Site selection for testing in progress
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Oncology Patient Enrollment 
Network (OPEN)

• New system for patient registration

• Beta testing to begin soon with Study 
140503

• Other studies to follow 
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RECIST Implementation
• New criteria to be discussed by Nathan 

Hall, MD, PhD

• Developing new forms to collect 
measurements

• Check protocol to determine which 
RECIST version is being used on each 
study.



4

For CALGB Participants Only Slide 7

CTCAE v.4 Implementation
• New criteria to be discussed by Dr. 

Chen and Ann Setser

• Depending on implementation schedule, 
new forms may be released

• Check protocol to determine which 
CTCAE  version is being used on each 
study.

• Until official release continue using 
appropriate CTC version.  

CRA Orientation Online Training

Now available on the training section of the 
CALGB website.
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CRA Orientation Online Training

• Provides core information about CALGB policies 
and procedures to all new CRAs and oncology 
nurses, regardless of their specialty

• Must have a CALGB Participant ID and Web 
applications password to enroll

• Certificates of completion may be submitted to 
SoCRA as proof of continuing education

• See the June CALGAB CRA Perspective article 
and the training section of the CALGB website 
for more information

Quick Links on CALGB website
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E-submit Update
• E-submit usage has increased since 

November meeting. 

• Thanks to those who completed the E-
submit User Survey. 

• See the June CALGAB Training article 
for results

• Overall, results were very positive.  

• Some issues were identified that we are 
working to resolve.  

For CALGB Participants Only Slide 12

Data Submission Tips
• Date fields

– 1-part date field (true date)
• Enter entire date in one field

• Used when entire date is required

– 3-part date field 
• Enter each part of date into three separate fields

• Used when entire date may not be known or is not 
required. 

• Print and proofread forms prior to submission.  

• Number flow sheets continuously throughout 
study.
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Summary
• Beta testing underway for new IS Applications 

(Specimen Tracking, caAERS, OPEN)

• RECIST 1.1 and CTCAE v.4 to be implemented 
soon. Updates to implementation process will 
follow. 

• Online CRA Orientation is now available. See the 
Summer CALGAB and the training section of the 
CALGB website.

• Quick Links on CALGB website provide easy access 
to helpful tools. 

• E-submit usage has increased.  We are working to 
resolve issues so E-submit is even easier. 


