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Disclosures: SWOG plans to offer CEU credit for participation

• This activity has been approved by the Maryland Nurses Association to award contact hours. 
Maryland Nurses Association is accredited as an approver of nursing continuing professional 
development by the American Nurses Credentialing Center’s Commission on Accreditation. 

• No one with the ability to control content of this activity has a relevant financial relationship 
with an ineligible company. 

• To receive 1 CEU contact hour for webinar attendance, participants must: 
• Enroll to the QA Webinar March 21, 2025 -Serious Adverse Event Reporting & Updates 

course prior to the start of the webinar. 
• On 3/21/2025: Individually log in to ExpertusOne via the Serious Adverse Event Reporting & 

Updates course link that will be posted on the SWOG Quality Assurance Live Webinar Series 
webpage. The “join” option will become active just prior to the start of the webinar. 

• Attend the entire educational activity and then complete and submit the post activity-
evaluation form via Survey Monkey. - The link to the post-activity evaluation will be 
provided via WebEx chat message at the conclusion of the webinar. The evaluation link will 
not be emailed. 

• CEU certificates will be batch-issued to all attendees who completed the post-activity 
evaluation approximately one week after the webinar. 

• Site staff who are not able to attend the entire webinar will be able to subsequently complete 
an online course (via a separate course link that will be published ~2 weeks after the webinar) 
to obtain 1 CEU contact hour for the same activity. 

• For questions about SWOG ExpertusOne Course access, contact training@swog.org. 

https://swog.exphosted.com/coursepage/239_enUS/ExpertusONE_27
https://www.swog.org/swog-quality-assurance-live-webinar-series
mailto:training@swog.org


 If the panel does not 
pop-up: Go to the “3 
dots” menu and then 
select “Slido (polling and 
Q&A)”

 OR, if Slido does not 
appear under the 3 dots 
menu, Go to:  Apps >> 
Slido >> Active session

Polling Questions Through Slido
 Slido Panel should pop-up 

when the poll is launched, 
where you can join the poll 
and “send” your response.



Have you reported an SAE on a SWOG trial?
A. Yes

B. No

C. I have assisted with the process 
but was not the reporter.

D. I don’t remember.

Slido Polling Question



SWOG SAE Team
 

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

SAE Email: adr@swog.org

SAE Phone: 210-614-8808, Option 6

mailto:adr@swog.org


Serious Adverse Events

 SAEs are a subset of all adverse events 
collected. 

 The reporting of SAEs is in addition to, 
and does not replace, the necessity of 
adequately reporting adverse events on 
the case report forms and in the final 
results of the clinical trial.

AEs vs SAEs

Serious Adverse Events Adverse Events



CTCAE Adverse Event Grades

 Grade 1 - Mild; asymptomatic or mild symptoms; clinical or diagnostic 
observations only; intervention not indicated. 

 Grade 2 - Moderate; minimal, local or noninvasive intervention indicated; 
limiting age-appropriate instrumental ADL. 

 Grade 3 - Severe or medically significant but not immediately life-threatening; 
hospitalization or prolongation of hospitalization indicated; disabling; limiting self 
care ADL. 

 Grade 4 - Life-threatening consequences; urgent intervention indicated. 

 Grade 5 - Death related to AE.     



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



Expectedness

 Expectedness for Investigational Drugs

 Expected = listed as a known risk in the Investigator’s 
Brochure

 Unexpected = not listed in the Investigator’s Brochure

 Expectedness for Commercial Drugs

 Expected = listed as a known toxicity in the Package Insert
 Unexpected = not listed in the Package Insert



SAE Reporting Criteria Found In:

 8/22/2024 CTEP Memo (overrides protocol for investigational treatment arms)

 Section 8 of SWOG Protocols

 Section 16 of SWOG Protocols (older protocols only)

 
 

https://www.ctsu.org/readfile.aspx?fname=whatsnew%2fMemo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf


Phase I and Early Phase II Trials



Late Phase II and Phase III Trials



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



How to Report an SAE

SAE Reporting is done electronically through CTEP-AERS.

 For older protocols, SAE reporting should be done directly in CTEP-AERS.

 For newer protocols using the Rave/CTEP-AERS integration, the report will be 
generated through Rave, then completed in CTEP-AERS.

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


Do you know how to look up protocols in CTSU?

A. Yes

B. No

C. I would need a refresher.

Slido Polling Question



How to Know if a Trial Uses Rave/CTEP-AERS Integration

www.ctsu.org



Rave/CTEP-AERS Integration

 Information on the Rave/CTEP-AERS integration
 Please contact adr@swog.org with any integration questions/issues

 When utilizing the Rave/CTEP-AERS integration, keep in mind that the 
system is only loaded with basic rules for reporting. 

https://ctepcore.nci.nih.gov/ctepaers/help/webhelp/rave%20users/rave-overview.htm
mailto:adr@swog.org
https://www.ctsu.org/readfile.aspx?sectionid=182136


Rave/CTEP-AERS Integration

 There will be times when the system recommends reporting an event 
via CTEP-AERS but per protocol, an event does not meet criteria for 
expedited reporting.
 The Rave/CTEP-AERS integration recommendation is just that - a 

recommendation; it is not a mandate to report. 
 The opposite can also be true. The system may not recommend the 

reporting of an event via expedited report, but per protocol, the 
event meets criteria for expedited reporting. The event may also be 
an adverse event of special interest (AESI) that requires reporting per 
special instructions in the protocol. 



Rave Form
Adverse Events: Report



Rave Form
Expedited Reporting Evaluation

 The Expedited Reporting Evaluation 
form must be run each time changes 
are made to the AE Report form.

 To run the evaluation, select the 
checkbox (highlighted here in green), 
then save the form.
 If the checkbox does not display, 

click the pencil icon to run the 
evaluation.

 A recommended action will display 
(highlighted here in pink). This is only 
a recommendation, follow reporting 
guidelines in the protocol or 
8/22/2024 CTEP Memo or consult 
adr@swog.org.

https://www.ctsu.org/readfile.aspx?fname=whatsnew%2fMemo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf
mailto:adr@swog.org


NONE = no SAE report is being recommended 
by the automated rules engine

CREATE = an SAE report is being 
recommended by the automated rules engine

AMEND = an amended SAE report is being 
recommended because new/updated data 
has been reported on the AE Report form

Rave Form
Expedited Reporting Evaluation



Expedited Reporting Evaluation Form Tips

 Each time the AE Report form is updated, the Expedited Reporting Evaluation form must be 
manually run by sending all AEs for evaluation.

 Pop-up blockers must be disabled for the link on the Expedited Reporting Evaluation form to 
work.

 The CREATE, AMEND, and NONE recommendations are dynamic – they will change based on the 
current submitted data.

 A link to create or amend a report in CTEP-AERS is found on the Expedited Reporting Evaluation 
form, regardless of the recommendation. This allows sites to override the recommendations at 
any time.



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

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




CTEP-AERS 
Sections



CTEP-AERS 
Sections

(continued)



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

 Reporting timeframes are found in the SAE reporting tables. SAE tables are found in the 
8/22/2024 CTEP Memo, 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 timeframes specified in the protocol 
or the 8/22/2024 CTEP Memo.

https://www.ctsu.org/readfile.aspx?fname=whatsnew%2fMemo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf
https://www.ctsu.org/readfile.aspx?fname=whatsnew%2fMemo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf


When reporting SAEs in CTEP-AERS, please add the date of discovery into 
CTEP-AERS Section 3: Describe Event.

Without this date, 
SWOG may assume 
the SAE was reported 
late, and this can lead 
to major deficiencies 
during audits.



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 start date of event to determine late reporting.
 If the date of discovery is different from the start date of the event, please enter it in 

CTEP-AERS Section 3: Describe Event (narrative).

 SAEs Reportable to Local Institutional Review Board (LIRB)
 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/algorithm-assess-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


Are you familiar with the SPEER?

A. Yes

B. No

C. Somewhat familiar

Slido Polling Question



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.



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)



Secondary Malignancies

 A secondary malignancy is a cancer caused by treatment for a previous 
malignancy (e.g., treatment with investigational agent/intervention, 
radiation, or chemotherapy). A secondary malignancy is not considered a 
metastasis of the initial neoplasm.

 SWOG requires all secondary malignancies that occur following 
treatment with an agent under an IND to be reported via CTEP-AERS. 
Three options are available to describe the event. 

• Leukemia secondary to oncology chemotherapy (e.g., Acute Myelocytic Leukemia [AML]) 
• Myelodysplastic syndrome (MDS) 
• Treatment-related secondary malignancy 



Second Malignancies

 A second malignancy is one unrelated to the treatment of a prior 
malignancy (and is not a metastasis from the initial malignancy). 

 Second malignancies require ONLY routine reporting unless 
otherwise specified in the protocol.



Pregnancy Reporting

Refer to SAE Reporting Section of the Protocol 
 Report via CTEP-AERS
 CTEP Pregnancy Reporting Form must also be completed and uploaded to SDP.

 CTEP Pregnancy Reporting Form 

CTCAE Terms:
 Pregnancy (Study Participant)
 Pregnancy Loss
 Death Neonatal

https://ctepcore.nci.nih.gov/ctepaers/security/login
https://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/CTEP_Pregnancy_Report_Form.pdf


Reporting a Death

Any death while on treatment or within 30 days of the last dose of 
study agent must be reported as a serious adverse event.

CTCAE Terms:
 Death Attributable to CTCAE Term 
 Death, NOS (Only used if the death cannot be attributed to an existing Grade 5 CTCAE term.)
 Sudden Death NOS
 Disease Progression



SAE Resources
 SWOG SAE Resource Page – additional resources here
 SWOG Expedited Reporting Submission Guide – complete guide
 SWOG SAE Reporting Flowchart
 8/22/2024 CTEP Memo re: Global Safety Update
 List of Trials Using Updated SAE Tables
 NCI Guidelines for Investigators: Adverse Event Reporting Requirements
 Information on the CTEP-AERS application
 Information on the Rave/CTEP-AERS integration
 SWOG SAE Escape Room

https://www.swog.org/clinical-trials/serious-adverse-events
https://www.swog.org/sites/default/files/docs/2024-11/Expedited%20Reporting%20Submission%20Guide.pdf
https://www.swog.org/sites/default/files/docs/2024-11/SAE%20Reporting%20-%20Complete.pdf
https://www.ctsu.org/readfile.aspx?fname=whatsnew%2fMemo-GlobalSafetyUpdate-CTEP-IND-IDE-Trials-20240822.pdf
https://www.ctsu.org/master/SimplePage.aspx?ckey=AE-TABLE
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
https://docs.google.com/forms/d/e/1FAIpQLSdV6SGTxaNPb5C8goZkKZykVRtIjEhUMWXYrKH6WCEmTiV-qg/viewform?pli=1


Prior QA Webinars Accessible for Review

CEU Courses now in CLASS:
• Disease Assessment in Solid Tumors

(1 contact hour)
• Best Practices for Informed Consent 

(1 contact hour)
• Research Protocol Deviations vs Deficiencies 

(1 contact hour)

CEU Courses in ExpertusOne:
• Workload Prioritization in Clinical Trials

(1.5 contact hours)

Non-CEU Courses posted in CLASS:
• Adverse Event Reporting 
• Serious Adverse Event Reporting
• SWOG Audits: Preparing for Success and Audit 

Process
• How to Develop a CAPA Plan

Previous Webinars and Upcoming Webinar Information is posted at: 
SWOG Quality Assurance Live Webinar Series | SWOG

https://www.ctsu.org/Public/class.aspx?courseid=2fd515c8-1244-421e-985c-22cd2914e0e7
https://www.ctsu.org/Public/class.aspx?courseid=5a464382-fee1-4bcb-af71-0caf98d079a9
https://www.ctsu.org/Public/class.aspx?courseid=fd20a65c-cce3-4e79-af3f-6dcc2bd0034a
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fswog.exphosted.com%2Fcoursepage%2F219_enUS%2FExpertusONE_27&data=05%7C02%7CRErmete%40swog.org%7C0ebdb58a1a8f46afcc4f08dce746437e%7C0ec642154ea444a3aaab33c7d473c17e%7C1%7C0%7C638639536160914711%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=27Wmi0LZgY%2FSTIqPRB6oDNp0io7HgpMrt0wCk4v4ZKc%3D&reserved=0
https://www.ctsu.org/Public/class.aspx?courseid=f52c0ce7-507e-4790-bc1f-84312e421e2e
https://www.ctsu.org/Public/class.aspx?courseid=0b47e93b-1be2-4d2e-a9a5-cd26c2544ce6
https://www.ctsu.org/Public/class.aspx?courseid=a26d7291-1a48-43cf-9d42-a7b7af5fbf0c
https://www.ctsu.org/Public/class.aspx?courseid=a26d7291-1a48-43cf-9d42-a7b7af5fbf0c
https://www.ctsu.org/Public/class.aspx?courseid=e4e65964-ffa1-4624-ae8d-2d5c7ef1fd93
https://www.swog.org/swog-quality-assurance-live-webinar-series


This activity has been submitted to the Georgia Nurses 
Association for approval to award contact hours. 
Georgia Nurses Association is accredited as an 
approver of nursing continuing professional 
development by the American Nurses Credentialing 
Center's Commission on Accreditation.

Upcoming QA Live Webinar
Cytogenetics Discussion

~Presented by: 
Kathleen Calzone, PhD, RN, AGN-BC, FAAN

Research Geneticist
National Cancer Institute

Center for Cancer Research, Genetics Branch

Friday, June 20th, 2025 
Time forthcoming

Registration information will be distributed via: 
     SWOG Broadcast Emails, 
     CTSU Broadcast Emails, and at
     SWOG’s Spring Group Meeting in San Francisco.

CEUs available

Cytogenetics

Watch for the  
Broadcast 

Announcement

Upcoming 
Webinar



Questions?
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