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Definition of Adverse Event \

An adverse event is any unfavorable and unintended change in

a patient’s condition from the day protocol reatment began,

regardless of cause.

An Adverse Eventmay be...

= A new eventwhich wasnotpre-existing prior to inftiation of study treatmeant

= A pre-existing event which recurswith increased severity (grade) or
incraased frequency following study drug administration

= An eventpresent at the time of study drug administrationwhichis
exacerbated following initial study drug administration
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Adverse Event (AE) Reporting: \

QOutline \

= Definitions and Background

= SWOG Protocols and adverse events

= NCI Common Terminology Criteria for Adverse Events (CTCAE)
= CTCAE grade (severity)
= Attribution
= Status code

= Online Data Submission: Adverse Events
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Adverse Event versus Toxicity \

A toxcity is an adverse event considered related or possibly reloted to the study
drug or intervention.

Both terms may be used in SWOG protocols
depending on the context; however,
patient assessmentsand reporting
should encompassthe broader
category of adverse events.

Adverse Events
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Definitions and Background
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What are some of the Examples of Adverse Events? \

L] Nausea or vomiting caused by study treatment

- Worsening of allergic rhinitis from seasonal allergies
. Wrist fracture due to fall

L] Abnormal lab result that was not present at baseline
- Increasing tumor pain

- COVID-19 infection and related symptoms

Unless othenwise specifiad, all grades of adverse events(1-5), including abnormal
laboratory findings, must be reported on the study’s Adverse Events Form (AE
Form) regardless of clinical significance or attribution to protocol treatmeant.
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Serious Adverse Events (SAEs) \

A Serious Adverse Event {SAE) is an unexpected or severe reaction ta protocal
treatment.

Example of Dose Modifications \

Cezs Madifications — Talazopart [EMN 673,

Cese modifications should be made based on the observed taxicity, as summarized in
he tables below
CRUG DOSE LEVEL DOSE
Telazoparila Full 1000 maog'day
SMN 573 -1 Lavel 750 meg'day
-2 Lewvel 500 mey
-3 Level 250 mey

=4 Level Discontinue

Table 1: Renal Impairment Dose Modifications

Toxicity Dose Modification

Grads 2 Mo hold on treatment requirsd, freatment may confinue
at next lower dose

Grads 4 Hold protocal trestment until resclution to = Grade Z,

treatmant may then resume at the nest lovsr dose
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AE Informationin SWOG Protocols

a6 STUDY SALENDAR:

Protocol Section 9.0 — Study Calendar \
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= Assessments required where X is present
= Refer to study calendar footnotes for additional details
= Report all AEs through the end-of-cycle assessment

= “Late Adverse Fvents” may be captured during follow-up
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Relevant Protocol Sections \ Master Forms Set (All CRFs) \
Home  Funding Lnfornation|  Decaments  |Uruq Safoty Netification  Study Agent I'retocol Nl:wqu
| section# | SectionName ___| 51929 s g AVEIAOlE VA CTSU
Document Type =
3 Drug Information £ 5 eraus a3 In Carn ] ( e
e S e Case Report Forms)
8 Toxicities to be Monitored and Dosage
Modificatiens - [ — X
= Containsall case
9 Study Calendar [ o st s inforwtin, 127 i Ve Gl g e st oo s S i s report forms for a
14 Data Submission Schedule Y . particular protocol,
16 Ethical and Regulatory Considerations “" PR Ineluding those used

..and don’t forgetthe Master Forms Set in CTSU!
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Master Forms Set (All CRFs) \
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Reporting Adverse Events

Common Terminology Criteria for Adverse Events (CTCAE)

Reporting Adverse Events: CTCAE Terms \

* CTCAE terms might not always be listed the way that you
expect. Below are some examples of common AEs and their
appropriate CTCAE v5.0 term:

Pneumonia = | ng infection
Thrombocytopenia e Platelet count decreased
Shortness of breath === Dyspnea

* Each system category includes an “Other, specify” option in the
rare case there is no term is available for an adverse event.
Please use “other” sparingly!
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NCI Common Terminology Criteria for \ Reporting Adverse Events: COVID-19 \
Adverse Events (CTCAE) \ \

= CTCAE versions and other AE reporting resources are found at
ctep.cancer.gov
| = “ersion 5.0 published in Movember 2017 |

= Used for all SAE reporting [April 2018 to present)
= Used for routine AE reporting for newer SWOG protocols

=Some studies may use a different CTCAF version for routine AFE
reporting vs. SAE reporting.
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=Document COVID-19 infection as an adverse event as follows:
= CTCAE Term = Infections and infestations - Other, specify
= Specify = COVID-19

= Report any other AEs that the patient experiences

= |fapplicable, report via CTEP-AERS

Additionally, the following trials also require the first positive COVID-
19 test to he reported on the COVID-19 Diagnosis form in RAVE:

$1418, 51501, 51826, $1918, ond $1925
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Additional AE Data Collection Items \

\

Some additional data items may be collected for AE
reporting purposes:

* Serious?

+ Hospitalization?

+ |s the AE immune-related?

* Onset date

* Resolution date

* Ongoing?

+ Action taken with study drug
« Qutcome of AE

* Treatment received for AE?
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The attribution code describes, in the opinion of the \
investigator, how likely it is that the adverse event is due to
protocoltreatment:

Reporting Adverse Events: Attribution

Unrelated to Investigational 1- Unrelated The AE is clearlynat related to the
Agentintervention intervention
2- Unlikely The AE is doubtfuly related to the
intervention
Related tolnvestigational 3- Possible The AE may berelated to the
Agenyintervention intervention
4- Probable The AE islikely 1o be related to the
intervention
5 Definite The AE isdeavly related to the
intervention

Online Data Submission

Adverse Events
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Reporting Adverse Events: Status Code \

Some SWOG studies will collect status in addition to grade
and attribution. The status code describes the state of the
adverse event at various points throughoutthe study.

StatusCodes rangefrom 1to 3:
1=New
2 = Continues at same or lower grade
3 =Increased grade OR improved then worsened
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Online Data Submission: Adverse Events \

SWOG has two EDC systems in use:
= CRA Workbench {legacy trials only)
= Medidata RAVE
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Online Data Submission: Adverse Events \

Online Data Submission: Adverse Events \
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Online Data Submission: Adverse Events \
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Online Data Submission: Adverse Events \
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Cnline Data Submission: Adverse Events \ Online Data Submission: Adverse Events \
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Online Data Submission: Adverse Events

Use the arow toselectthe
attribution fromthe drop-dovn
T menu
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Online Data Submission: Adverse Events \
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\ Online Data Submission: Adverse Events \
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o Manually entering aterm
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Online Data Submission: Adverse Events
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Online Data Submission: Adverse Events \
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Online Data Submission: Adverse Events \
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Online Data Submission: Adverse Events \ Online Data Submission: Adverse Events \
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Reporting Evahiation forms
to fill the SAE Report
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Online Data Submission: Adverse Events \ \
\ Adverse Event Escape Room Assessment

Designed to coverthe various aspects
of adverse event in a fun, interactive
learning environment.

= You arelockedin a room and needto solve
various clues relatedto adverse events,

= Eachclueleadsto anumber in thecodeto
escapethe room.

" = Resourcesareavailableon the bookshelf in

: the room. =

N = Usethe OR codeto access

o = Click on the question mark
:

tostart.
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Still have questions? \
Please email us:

BreastQuestion @crab.org LungQuestion @crab.org
CancerControlQuestion@crab.org LungMAPQuestion@crab.org
GlQuestion @crab.org LymphomaQuestion @crab.org
GUQuestion @crab.org MelanomaQuestion@crab.org
GYNQuestion@crab.org MyelomaQuestion@crab.org
LeukemiaQuestion@crab.org RareTumors@crab.org

¥ Alsorefer to the CRA Manual {for Oncology Research Professionals),
available on the CRA Workbench!

#SWOG == NC\E ve e

Adverse Event Reporting 8



