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Contact SWOG SAE Team

Contact SWOG first with all SAE questions, including 
technical support issues.

SAE Email: adr@swog.org

SAE Phone: 210-614-8808, Option 6

mailto:adr@swog.org


ATTRIBUTION DESCRIPTION

Unrelated The AE is clearly NOT Related to 
the intervention

Unlikely The AE is Doubtfully Related to the 
intervention

Possible The AE May be Related to the 
intervention

Probable The AE is Likely  Related to the 
intervention

Definite The AE is Clearly Related to the 
intervention

RELATIONSHIP

Unrelated to Investigational 
Agent / Intervention

Related to Investigation 
Agent / Intervention

Attribution



SAE Reporting Criteria Found In:

Section 8     OR     Section 16
 
 



SAE Reporting Table
Example of SAE 

Reporting Criteria for 
Investigational Agents

1

3

2
Step 1: Is the AE serious?

Step 2: If serious, how quickly does it 
need to be reported?

Step 3: If it’s been > 30 days since the 
patient last received investigational 
study drug, refer to the bottom of the 
SAE Table.



SAE Reporting Table
Example of SAE Reporting 
Criteria for Commercially 

Available Agent

Grade 4, Unexpected, and 
Possibly, Probably, Definitely 

Related
OR

Grade 5



Additional Reporting 
Requirements

A subsection that may 
contain information on 
events that are exceptions 
to expedited reporting as 
well as events that require 
expedited reporting 
regardless (AESI)



SPEER
 SPEER = Specific Protocol Exceptions to 

Expedited Reporting
 This subset of AEs (SPEER) is a list of events that 

are protocol-specific exceptions to expedited 
(SAE) reporting to NCI. 

 Report AEs on the SPEER as SAEs only if 1) they 
exceed the grade noted in parentheses next to 
the AE in the SPEER and 2) the AE is serious.

 If the protocol uses multiple investigational 
agents and has an AE listed on different SPEERs, 
use the lower of the grades to determine if 
expedited reporting is required. 



SPEER

Reminder that the 
SPEER column only 
applies to SAE reporting.

It does not apply to 
routine AE reporting.



SAEs and Audits

 SAEs Reported Late
 If no date of discovery is provided, SWOG uses the date the report was 

submitted to SWOG minus the date of event to determine late reporting.
 If the date of discovery is different from the date of the event, please enter it 

in CTEP-AERS Section 3: Describe Event.

 SAEs Reportable to Local Institutional Review Board (IRB)
 Varies due to local IRB guidelines. Check with your IRB.

 SAEs Reportable to NCI Central Institutional Review Board (CIRB)
 Use the CIRB algorithm to determine reporting.

https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem


CIRB Algorithm for 
Potential 

Unanticipated 
Problems

https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem
https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem
https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem
https://www.ncicirb.org/institutions/institution-quickguides/managing-study/algorithm-to-assess-a-potential-unanticipated-problem


Serious Adverse Events - FAQs

Rave is recommending an SAE report, but the recommendation does 
not match the SAE reporting requirements in the protocol. Should an 
SAE report be submitted based on the recommendations in Rave?

 The Rave recommendations are based on very basic rules and are 
often incorrect. SAEs should be submitted per protocol guidelines. 
adr@swog.org can be contacted anytime for guidance.

mailto:adr@swog.org


Serious Adverse Events - FAQs

What is the deadline for submitting an SAE report to SWOG?

 Reporting timeframes are found in the SAE reporting tables within the protocol. SAE 
tables are found in Section 8 or Section 16 of the protocol.

 It is important to note that the ‘submission due dates’ in Rave or in the automated CTEP-
AERS emails are not true deadlines; these dates only reflect the date after which CTEP-
AERS will automatically delete unsubmitted reports.

 SWOG makes every effort to notify sites if they have a pending report that will soon be 
deleted, but sites are responsible for reporting within protocol-specified timeframes.



Serious Adverse Events - FAQs

When a patient is on a treatment arm with both investigational and commercial 
agents, should both the investigational and commercial SAE reporting tables be used 
to determine reporting timeframes?

 No - when a commercial agent is used on the same treatment arm as an 
investigational agent, the entire combination is then considered an investigational 
intervention. In this situation, only the investigational SAE reporting table should be 
used to determine expedited reporting.

Source: National Cancer Institute. (2013). Adverse Event Reporting Requirements for DCTD (CTEP and CIP) and DCP INDs and IDEs [PDF], Section 5.4.

http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf


CTEP-AERS Home Page
Link to CTEP-AERS Home Page

https://ctepcore.nci.nih.gov/ctepaers/security/login


SAE Resources

 SWOG SAE TEAM 
 Contact first with all SAE questions, including technical support issues.

 SAE Email: adr@swog.org
 SAE Phone: 210-614-8808, Option 6

NCI Guidelines for Investigators: Adverse Event Reporting Requirements
 Information on the CTEP-AERS application
 Information on the Rave/CTEP-AERS integration
 Please contact adr@swog.org with any integration questions/issues

mailto:adr@swog.org
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/adverse_events.htm
https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/rave%20users/rave-overview.htm
mailto:adr@swog.org
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