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CTCAE v3.0, AdEERS, MedDRA
What’s New?

Ann Setser
Cancer Therapy Evaluation Program, National Cancer Institute

setsera@ctep.nci.nih.gov

AdEERS
Commercial Agents

• All Cooperative Groups use AdEERS for 
submitting SAE reports to the FDA for 
protocols
– Utilizing commercial agents only
– With arms utilizing commerical agents only

• No change in that requirement
• Continue to use AdEERS 
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FDA Discussions with CTEP:
AdEERS + Commercial Agents

• Large volume of reports to FDA
• Only Grade 4 & 5 AEs with Attribution to Agent 

of ‘Possible’, ‘Probable’, ‘Definite’
• Do not send Additional Information
• Electronic data format differences between   

FDA AERS & CTEP, NCI AdEERS
• Minimize data elements in reports to FDA
• Do not send Additional Information

AdEERS For FDA Only
June 2006

• Reformatted report with a subset of 
AdEERS data elements

• Deactivated ‘Additional Information’
section of AdEERS (for protocols utilizing 
commercial agents only)
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What Does this Mean for
AdEERS Users?

• Protocols that utilize commercial agents only
– Continue to use AdEERS
– Additional Information section is not available
– Grade 4 & 5 AEs with Attribution to agent of 

‘Possible’, ‘Probable’, ‘Definite’
• Automatic distribution to FDA

– Any AEs other than Grade 4 & 5 with Attribution to 
agent of ‘Possible’, ‘Probable’, ‘Definite’

• ‘Send to FDA’ default flag is ‘No’
– Submit report to all recipients except FDA

• May change ‘Send to FDA’ flag to ‘Yes’
– Submit report to all recipients including FDA

What Does this Mean for
AdEERS Users?

• FDA requests 
– ONLY the AdEERS report
– Only Grade 4 & 5 AEs with Attribution to agent of 

‘Possible’, ‘Probable’, ‘Definite’
– No Additional Information is to be submitted unless 

requested by FDA
• AdEERS Users may view and print

– Simplified, reformatted report sent to FDA
– Original AdEERS report
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What Does this Mean for
AdEERS Users?

• No action required on the part of AdEERS Users
• The AdEERS system automatically distributes 

appropriate reports to FDA
• This is FYI only

AdEERS User Interface
Update

Tentative Release Date July 2006
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New look to comply with Federal Regulations
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All options/pathways on a single menu

All search functionality unchanged
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Additional
visual
indicators
regarding
mandatory
data fields
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No changes

Menu options collapse/expand
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MedDRA
Medical Dictionary for Regulatory 

Affairs Terminology

CTEP, NCI Data Systems Lists of Values
July 1, 2006

MedDRA History

Growing need for a single, globally accepted 
terminology for 

• use by regulatory and industry alike
• all communication associated with 

registering, documenting, and safety 
monitoring of medical products.
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MedDRA History
1992

International Conference on International 
Harmonization of Technical Requirements 

of Registration of Pharmaceuticals for 
Human Use

ICH

2006 - Rigorously refined, expanded, tested

MedDRA Translations

• Currently MedDRA is available in:
– Dutch
– English
– French
– German
– Italian
– Japanese
– Portuguese
– Spanish
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MedDRA Translations (cont.)

• Translations include terms and all 
documentation

• With the release of MedDRA 9.0, French 
and German LLTs will also be translated

• The Czech Republic regulator is 
developing a translation

CTEP, NCI’s Use of MedDRA

• Background of data systems
• Lists of Values in AdEERS

– Diseases
– Prior Therapies
– Pre-existing conditions
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CTEP, NCI’s Use of MedDRA

• Nothing New to Application Users
• No Changes to AdEERS Users
• No New Terminology to Learn
• Only standard language apparent to CTEP 

collaborators continues to be CTCAE

Scroll down
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