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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
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Serious Adverse Events AEsvs SAEs

= SAEs are a subset of all adverse
events collected.

= The reporting of SAEs is in addition to,
and does not replace, reporting
routine adverse events.

= Serious Adverse Events  m Adverse Events
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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)
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SAE Reporting Table

Example of SAE Reporting
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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
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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.

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

= The Rave/CTEP-AERS integration recommendation is just that - a
recommendation; it is not a mandate to report.
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Rave Form
Adverse Events: Report
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Rave Form
Expedited Reporting Evaluation

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

To run the evaluation, select the

Sutject
Page Expedioed Reporting Evalusaton - Cycle 83

checkbox (highlighted herein green), Form Instructions (2
then save the form. A delay is expected when the safety system is called fof
= Ifthe checkbox does notdisplay, evaluation.
click the pencil icon to run the s -AERS. If more thy
evaluation. the same ticket.

[RPreya—

A recommended action will display
(highlighted here in pink). Thisis only
a recommendation, follow reporting.
guidelines in the protocol or
8/22/2024 CTEP Memo or consult
adr@swog.org.
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Rave Form
Expedited Reporting Evaluation

NONE = no SAE reportis beingr ded e g1 8
bythe automated rulesengine =
CREATE = an SAE report s being
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AMEND = an amended SAE reportis being
r ded because P data
has been reported on the AE Report form
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Expedited Reporting Evaluation Form Tips

Each time the AE Reportformis updated, the Expedited Reporting Evaluation form mustbe
manually run by sendingall AEs for evaluation.

Pop-up blockers mustbe disabled for the link on the Expedited Reporting Evaluation formto
work.

The CREATE, AMEND, and NONE recommendations are dynamic—they will change based on the
currentsubmitted data.

Alink to create or amend a reportin CTEP-AERSis found on the Expedited Reporting Evaluation
form, regardless of the recommendation. This allows sites to override the recommendationsat
anytime.
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What is the deadline for submi

ing 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.

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

¥ Lmeponer )" ¥ 2. Adverse Events + 4. Course/Cycle

.Sy merventions ) ° /6. Subject Detalls ) 7. Other Cavses ) S.Labs ) ¥ Aurbuton

Without this date,

10. Review & Submit

SWOG may assume
the SAE was reported
late, and this can lead
to major deficiencies
during audits.

Describe Event

X SWOG
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SPEER

" . Adverse Events with Possidie specitic Protoce!
= SPEER = Specific Protocol Exceptions to Relarionship o Nivolumab, Exceptions 1o Expedned
ICTCAE 5.0 Term) Reporting (SPEER)

Expedited Reporting ! Fi) I—
This subset of AEs (SPEER) is a list of events that L me

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

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

If the protocol uses multiple investigational
agentsand hasan AE listed on different SPEERs,
use the lower of the grades to determine if
expedited reporting s required.

Wodeminai pain (Gr 2)

Dianhea (6 31

Paises (Gr 2)

SWOG

Adverse Events with Possible ‘Specific Protocol
Relationship to Nrvolumab Exceptions to Expedited
(CTCAE 5.0 Term) Reporting (SPEER}

Reminder that the
SPEER column only
applies to SAE reporting.

208
_—[_L‘m,”,m, T Lol | R emions

It does not apply to
routine AE reporting.
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Additional
Reporting
Requirements 2

Additional expedited reporting requirements

The adverse events listed below also require expedited reporting via CTEP-
AERS for this trial for all study arms:

A subsection that may . Infusion reactions > Grade 3
contain information on s g‘;‘:"""?ic’gdzdd P TT—
1 . penias > Grade 4 excluding patients randomized to =

eventsthat are exceptions (high dose and wiet ol )
to expedited reporting as during the period following stem cell infusion up to day 30 post-
well as events that require transplant.

i i . HBV Reactivation
EXPEdItEd reporting . Other malignancies

regardless (AESI)
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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 secondaryto oncology chemotherapy (e.g., Acute Myelocytic Leukemia [AML])

* Myelodysplastic syndrome (MDS)

+ Treatment-related secondary malignancy

X SWOG
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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 adverse event reporting
unless otherwise specified in the protocol.
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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.
= CTEPPregnancy Reporting Form

CTCAE Terms:
= Pregnancy (Study Participant)

= Pregnancy Loss

= Death Neonatal

X SWOG ©
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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 cannotbe attributed to an existing Grade 5 CTCAE term.)
= Sudden Death NOS

= Disease Progression
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Serious Adverse Events - FAQ

I’'m not sure if this AE requires SAE reporting, should | submit a
report just in case?

If unsure, the SWOG SAE Team would prefer that you contact
us by email at adr@swog.org or phone at 210-614-8808 to
confirm the need to report before spending time submitting
an unnecessary report.

X SWOG
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Serious Adverse Events - FAQ

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 treatmentarm 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. (2024). TD (CTEP and CIP) and DCP INDs and IDEs [PDF],Section 5.5

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
= |nformation on the Rave/CTEP-AERS integration
= SWOG SAE Escape Room

K SWOG % =) [ve K SWOG %
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Questions?
il ad .
Email adr@swo.org 10:25 AM - 10:40 AM
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