
CTEP NCI Adverse Event 
Reporting Guidelines 



Adverse Event 
(21CFR312, ICH GCP, OHRP Guidance)

• Any unfavorable or unintended:
– Sign, including abnormal laboratory findings
– Symptom

OR
– Disease

having been absent at baseline, or, if present at 
baseline, appears to worsen

• Temporal association with a medical treatment or 
procedure 

• Regardless of attribution (relationship of event to 
medical treatment or procedure)



Severity
• Assessing the severity is done by using a standard 

language/dictionary called the Common Terminology 
Criteria for Adverse Events (CTCAE v.3.0) 

• CTCAE provides a uniform method of grading adverse 
events without regard to timing or cause of the events

• Events are graded on a severity scale of 1-5
1 = Mild
2 = Moderate
3 = Severe
4 = Life-threatening
5 = Fatal



Routine Reporting

• What data is reported and frequency of 
data reporting dependent on monitoring 
method
– CTMS: Q 2 weeks
– CDUS: Quartely



Routine CTMS AE Reporting



Routine CDUS AE Reporting



EXPEDITED 
ADVERSE 

EVENT 
REPORTING



Expedited Adverse Events
• Subset of adverse events that are reported to 

regulatory/oversight groups (i.e.: IRB, Sponsor, 
FDA, OBA) in an expedited manner
– based on severity, expectedness, and seriousness

• Often referred to by many aliases including:
– Serious Adverse Event
– Serious Adverse Experience
– Expedited Adverse Event
– Adverse Drug Reaction



Serious Adverse Event  (SAE)
(21 CFR 312, ICH GCP, OHRP Guidance)….

Any adverse event occurring at any dose that 
results in any of the following outcomes:

– Death
– Life-threatening adverse drug experience
– Inpatient hospitalization or prolongation of existing 

hospitalization
– Persistent or significant disability/incapacity

OR
– Congenital anomaly/birth defect



Important medical events that may not result:
• in death, 
• be life-threatening, 
• or require hospitalization 

may be considered a serious adverse drug 
experience when, they may:

• jeopardize the patient/subject 
AND 

• may require medical or surgical intervention to 
prevent one of the outcomes above

...Serious Adverse Event  (SAE)
(21 CFR 312, ICH GCP, OHRP Guidance)



Unexpected Adverse Drug 
Experience 

21 CFR 312 & ICH GCP:
Any adverse experience that is not 
listed in the current labeling for the drug or 
product (Package Insert/Investigator’s 
Brochure)

OHRP Guidance:
Any adverse event that is not described in 
the protocol, consent, current labeling for the 
drug or product



CTEP Reporting Guidelines

• Contains information on reporting adverse 
events that are both routine and expedited

• Current version: December 15, 2004
(effective January 1, 2005)

• Protocol specific guidelines supersede CTEP 
Guidelines 



CTEP Definition - Unexpected

Any adverse event (AE) which is NOT 
listed in the Comprehensive Adverse 
Events and Potential Risks (CAEPR)  
list, formerly the Agent Specific Adverse 
Event List (ASAEL).



CAEPR
• Complete list of potentially related AEs associate with an 

agent under a CTEP IND
• Source:

– AdEERS
– IB
– Package inserts
– Literature (e.g., abstracts, publications)

• Distributed to every Investigator with an approved LOI or 
active CTEP protocol (includes updates)

• Updates may or may not require protocol amendment
• Inquires: AdEERSMD@tech-res.com

mailto:AdEERSMD@tech-res.com


CAEPR Sample #1

No frequency 
data provided



CAEPR Sample #2

Frequency 
data provided



AdEERS

• Web-based reporting system
• Used for all protocols utilizing agents 

under a CTEP IND
• Must be used for all Cooperative Group 

protocols (commercial agent, radiation, 
surgery, device, and combinations)

• http://ctep.cancer.gov/reporting/adeers.html

http://ctep.cancer.gov/reporting/adeers.html


24-hour Notification
• Early detection system for potential problems on CTEP 

sponsored studies
• Allows CTEP to be compliant with the regulations
• Preliminary Report that Does NOT replace the full 

AdEERS report
• Within 24-hours of learning of the event
• Refer to protocol for requirements
• AdEERS abbreviated report:

– Reporter info
– Patient info
– AE
– Note: All other sections of report are available and may be 

completed at the time of the “24-hour Notification”



Expedited Reporting Guidelines 
Phase 1



Expedited Reporting Guidelines 
Phase  2 and 3



AdEERS Processing
Site submits 

AdEERS
Report

CTEP IDB

TRI

FDA

Blue Folder
(Non urgent)

Gray Folder
(Uncertain)

Red Folder
(Urgent)
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