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Learning Objectives  

 

State the main features of CTEP-AERS: 
– Why retire AdEERS? 
–  Updated ‘Look and Feel’ 
–  Pre-submission evaluation/rules engine 

•  Verbatim terms 
–  SAE Report Recipients 
–  SAE Report Amendments 



Why the switch to CTEP-AERS? 

•  Compliant with the FDA Final Rule 
•  Anticipated to save time and reduce workload  
•  More user-friendly and incorporates the large 

body of community input received during the 
development of caAERS  



Updated ‘look and feel’ 

AdEERS Color Scheme 

•  Color scheme  
•  Auto-complete fields 
•  Some AdEERS pages combined 

CTEP-AERS Color Scheme 



Updated ‘look and feel’ (continued) 

•  Auto-complete fields 



Pre-submission Evaluation 

–  CTEP-AERS Rules engine  
•  Protocol-specific AE reporting level (i.e., AE Table) 
•  Protocol-specific exceptions (PSEs) to expedited reporting  

–  e.g., Specific Protocol Exceptions to Expedited Reporting (SPEER), etc. 

–  Action/No Action Recommendations 
•  Feedback prior to report completion/submission  
•  Limitations  
•  Override 

–  Anticipated to reduce over-reporting 



Pre-submission Evaluation (continued) 
Step 1:  Identify the study, subject ID, treating institution,  

 treatment course 



Pre-submission Evaluation (continued) 
Step 2a: Enter the adverse event verbatim term 



Verbatim 

•  Verbatim = what the patient said to describe the adverse event 
–  Examples:  

•  I threw up a bunch.   
•  I’m very tired.   
•  My chest hurts. 
•  I went to the bathroom 10 times yesterday. 

•  What if there is no verbatim? 
–  Use the CTCAE term or your own language 
–  Examples 

•  Laboratory reports 
•  Patient unconscious 
•  Secondhand SAE report 



Pre-submission Evaluation (continued) 
Step 2b: Enter the adverse event CTCAE term, grade, hospitalization 
status, dates and outcome(s) 



Pre-submission Evaluation (continued) 
Step 3: Click Save & Report to trigger the Rules Engine 



Pre-submission Evaluation (continued) 
Action Recommendation 



Pre-submission Evaluation (continued) 
No Action Recommendation 



Pre-submission Evaluation (continued) 

Limitations 
•  ‘Late’ AEs (AE’s that occur >30 days after the administration of the 

investigational agent) 
•  Protocol uses the old AE tables 
•  Protocols uses non-CTCAE terms to describe reporting exceptions 

–  Example: Protocol states, “Do not use expedited reporting for all 
hematological AEs grade 3 or below.” 

•  Some Commercial Agent only or non-CTEP IND studies 
•  Currently only encompasses exceptions to expedited reporting 

Your protocol is always the correct source of truth for expedited 
reporting.  If CTEP-AERS differs, the protocol wins. Always double 

check your protocol to ensure you are reporting correctly. 



Pre-submission Evaluation (continued) 

‘Old’ AE Table ‘New’ AE Table 



Pre-submission Evaluation (continued) 
Override 



Recipients 

Always copied on Report Submissions: 

Contact info entered 
into CTEP-AERS during 
report creation 

Reporter 
Submitter (often the same person as the Reporter) 
Treating Physician 
Any CCs added by the Submitter (optional) 

Contact information 
housed at NCI  
(not viewed in CTEP-
AERS) 

Study PI 
Alliance Adverse Event Coordinators 
Others as added by Alliance Leadership 
NCI Adverse Event Notification System 



Amendments to Reports 

•  All AdEERS Reports created since 1/1/2008 are available in CTEP-
AERS and can be amended using CTEP-AERS 
–  To amend a report created prior to 1/1/2008, please contact the CTEP 

Help Desk: ncictephelp@ctep.nci.nih.gov 

•  Amendments to CTEP-AERS reports or old AdEERS reports are 
created via the ‘Manage Reports’ tab on the CTEP-AERS home 
page 
–  Study number, Subject ID, and Ticket number required for access 



CTEP-AERS Resources 
•  CTEP-AERS Home Page 

–  http://ctep.cancer.gov/protocolDevelopment/electronic_applications/adverse_events.htm  
•  CTEP-AERS Application:  https://eapps-ctep.nci.nih.gov/ctepaers  

•  Online resources 
–  Comprehensive Training Guide 
–  Training Presentations 
–  Recorded Training Demo 
–  FAQ Document 
–  Practice Application: https://betapps-ctep.nci.nih.gov/ctepaers/public/login 

•  CTEP personnel available via email or phone 
–  AEMD Help Desk (formerly known as the AdEERS MD Help Desk) 

•  aemd@tech-res.com  
•  (301) 897-7497  

–  Technical Help Desk for technical, application-related issues 
•  ncictephelp@ctep.nci.nih.gov 
•  1-888-283-7457 




