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Key Terms

YOU KEEP USING THAT WORD

\

Definition of Adverse Event \

An adverse event is any unfavorable and unintended change in
a patient’s condition from the day protocol treatment began,
regardless of cause.

An Adverse Event may be...
= A new event which was not pre-existing prior to initiation of study treatment

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

= An event present at the time of study drug administration which is
exacerbated following initial study drug administration

HSWOG & HSWOG &2
Adverse Event versus Toxicity Examples of Adverse Events
\ - Nausea or vomiting caused by study treatment \

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

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

Adverse Events

Toxicities

XSW0G =

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

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

- COVID-19 infection and related symptoms

Unless otherwise specified, 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 treatment.

XSW0G =
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Serious Adverse Events (SAEs) \ Types of Adverse Event Reporting \

Routine reporting: reporting of ALL adverse events,
regardless of attribution or grade, unless otherwise

specified
A Serious Adverse Event (SAE) is an unexpected or severe reaction to protocol i "
treatment. = Captured via Adverse Events eCRF at protocol-specified
timepoints

Expedited reporting: reporting of adverse events
meeting certain criteria (e.g. Serious Adverse Events
and Adverse Events of Special Interest)

= Captured via Adverse Events eCRF and CTEP-AERS

ASWOG ASWOG

\ \

\ Relevant Protocol Sections \

S e Seioname |
AE Information in SWOG Protocols - I

Toxicities to be Monitored and
Dose Modifications

9 Study Calendar

14 Data Submission Schedule

...and don’t forget the Master Forms Set in CTSU!

KSWOG ASWOG =

\ \

Protocol Section 8.0 — Toxicities to be Protocol Section 8.0 — Toxicities to be
Monitored and Dose Modifications \ Monitored and Dose Modifications \

. PR sy De Modifie - Tal: ib (BMN 673
= Lists Toxicities that may be seen on treatment and drugs to aid in ose Moditcatons = Talazopary ( )
Dose modifications should be made based on the observed toxicity, as summarized in
symptom management the tables belov. = Questions about
DRUG DOSE LEVEL DOSE
= Provides Adverse Event Reporting Requirements dose mods
Talazoparib Full 1000 mcg/day
Indicates the C Terminol Criteria for Ad Event BN 673 Lo TE0megiay should always be
[] -2 Level meg/day .
nCTl:c:Ees e ommgr} ermlc;'no ogy Criteria for Adverse Events it Bras directed to the
L leve jscontinue
( ) version used for study reporting Study Chairs
= Lists Dosage changes required during treatment in response to AEs
Table 1: Renal i Dose Modifications
. . . . ablo & Hcdncatens
= Provides names and contact information of physicians to reach for Toxety B o aqad Teatant ey Conius
H it next d
assistance Sraded ol profoco! reatmant unfl r3saion T < Grads 2
treatment may then resume at the next lower dose

KSWOG ASWOG =
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\

Protocol Section 9.0 — Study Calendar \

S0 STUDY CALENDAR

o
Post.
Befors
Randomizaton N [
e Treament Tolowup.
| == gy
g oot | omez | omes | cmes | “hmr
PRVSIGAL 5
Fistory & Physcal Exam g % X % x 3 X X= x©
Weghta Zubrod Feromance | & % . X . " X
O Amsezamant S—= % pSd %=
i
i 4 X X 3 X 3 X© X

© Toxicity assessment must continue untl 30 days after the last dose of protocol treatment or unil resolution of all acute adverse evenfs,
whichever & fater.

= 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 Events” may be captured during follow-up

XSWO0G
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\

Master Forms Set (All CRFs) \

PR ) S ——— .E
National Clinical L
frodivial 51929

insttute program

Available via CTSU
(Document Type =
Case Report Forms)

® IRBManager | Remove from My Protocols

Phase II Randomized Study of Maintenance Atezolizumab Versus Atezolizumab in Combination with
Talazoparib in Patients with SLFN11 Positive Extensive Stage Small Cell Lung Cancer (ES-SCLC)

Protocol Related Documents

information, refer to th T licy to

= Contains all case
report forms (CRFs)
for a particular

= protocol, including

Q those used to report

adverse events

[ Foresie

T

Document Title

All Document Types

Supplemental Documents

Ed

nd promotion

Miscellaneous

ASWO
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Master Forms Set (All CRFs) \

ADVERSE EVENTS
[N — RS ——
Paricpunt tse W Cyteomier
“Adwerssewnttenmn  CTCAE | Russnssio Dinabiyer Congraial BATSeRoUL WA Mitce wt
(CTeAEvSR) | Geade e it e e oty PR U sty
Optoen o) Gropint] B e T e B e
Oves Oves  Oves  Ove Oves Oves.
— Om O Ok ON O  OW  OM
SWOG
ADVERSE EVENTS (FDA)
[RT—— Sty idvmtor | S) Aocietaton stop ||
Sarcount o wrw cycethaneer [ |

Page: Adverse Events: o

=
Emp
x;-.:l e || = o |
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Reporting Adverse Events

CTCAE Terms and Grades
Attribution
Status Codes

16

\

NCI Common Terminology Criteria for
Adverse Events (CTCAE) \

= CTCAE versions and other AE reporting resources are found at
ctep.cancer.gov

= Current SWOG trials use Version 5.0, which was published in NOV 2017

= Coming soon! Version 6.0 was published in JUL 2025

= Expected to be implemented in new SWOG trials starting later this year

= Some studies may use a different CTCAE version for routine AE
reporting vs. SAE reporting.

**Reminder: Protocol section 8 lists the CTCAE version used in the trial**

17

Adverse Event Reporting
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XSWO

18

2026



Clinical Trials Training Course

Selecting 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 =) Lung infection
Thrombocytopenia === Platelet count decreased
Shortness of breath ======= Dyspnea

rare case there is no term is available for an adverse event.
Please use “other” sparingly!

\

A

* Each system category includes an “Other, specify” option in the

CTRL+F is your BFF!

Biood and dorders
CTCAE Term Grade 1 Grade 2 Grade 3 I Graded Grade’s
‘Anemi Hemaglobin (WGE] <LLN - 10.0 | Wgh<10.0- 0 g/dt; <62~ | Hgh ch.0g/dL; <49 mmoyl; | Lie-threatening Beath

/0L N - 6.2 mmol/l; AL | 8.9 memol/L; <100 - AL
1001

<80 g/ transhusion indicated. | consequences; urgent
intervention indicated
b mucous
and tatgabitny.
uhar Severely Pypoceiiar or 250 | AR o
than

from nammal for sge.

T+0ihand >Bascline

> £ C (1004
Gegrees ) for more than ane.
hour

3 degrees {101 degrees ) of a sustained temperature of 238 egreds C (1004

Death

+ | comequences; urgent

steroids) indereention indicated

KSWOG =2
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Reporting Adverse Events: Attribution \ Reporting Adverse Events: Status Code \
The attribution code describes, in the opinion of the . . . "
investigator, how likely it is that the adverse event is due to Some SWOG studies will collect status in addition to grade
protocol treatment: and attribution. The status code describes the state of the
adverse event at various points throughout the study.
Unrelatedto \nv.estigational 1- Unrelated The AEis F!early not related to the
Agent/Intervention . |ntervenjmon Status Codes range from 1 tO 3:
2- Unlikely The AE is doubtfully relatedtothe
intervention 1 = New
i;l:r:(e/n‘int(oe:\’\;ens((iif:tional 3-Possible ;Ir"r:::’irr‘vzi?;berelatedto(he 2 = COntinUeS at same or IOWer grade
4-Probable The AE is likely to be related o the 3 = Increased grade OR improved then worsened
intervention
5- Definite The AE is clearly related to the
intervention
KSWOG = KSWOG =
21 22
\ Online Data Submission: Adverse Events \
H fecl SWOG has two EDC systems in use:
Online Data Submission Y
Adverse Events = CRA Workbench (legacy trials only)
=Medidata Rave
KSWOG = KSWOG =
23 24

Adverse Event Reporting
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Online Data Submission: Adverse Events

I - o7 crocroror & 9] 5 0o 1] v Evrs e

PatiantID. 283430 Envollmant Dat. 09 Doc 2020 Patintnils (LEM) AAA

‘Subject 283430

[B Adverse Events Page: Adverse Events: Assessment - Cycle 01 B
Assessment
Instructions: form after sach cycle.
CRF History. Reporting period start datel?] B Dec v (2020 [CFa "]
263430 - Adverse Events
fasssemion Reporting period end date ] B JDev2 ] @8
263430 - Treatment W

re adverse events assessed during this time — .
283430 - On T Vital Status. period? Answer “Yes” to generate ®ves ONo @ 7 B
2021-01-31 ; the AE Report form

Yo

i yes, did N N
during this reporting period? ©Yes ONo @ 7 W

Date of most recent adverse even! assessment

31 |[Decv [CNA "]
Should always be at the end
Comments) of the reporting period QrE
p

Ifyou're not done completing this form, but want to save your work for later, check the box below and click the Save button.
Note that edit checks will stil fire.

Save his form, butdon't submit to SWOG yet 0 @rE
Printabe Version View PDF_lcon Key
CRF Varson 2751 Page G 14t 223 145424 Pacc Digh Tme E=

ASWOG
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Online Data Submission: Adverse Events

I3 & [0 Aaverse even -

EnvolmantDate: 09 Dec 2020

T
3 Treatment

Patnt el (LFH) AAA

Subjoct 283430
Page.

&7
Assessment
) strctons: cach cyce
& Expadited Reporting Reporting period start dat 9Dec2020 G ¢ W
Evaaton
2 31Dec2020 & ¢ W
G Hstory Were adverae events sssessed during this time
, v @R
283430 - Adverse Events: period o
hssessmon

Ifyes, dd the palient experience any adverse evenls.

duning this reporting period?

] Prease complete AE Reporting form. Yes @B
Opansd To St from Sysem (11 Apr 2023) (] cknowtecge

283430 - On Tx Vil Status
2021-01-31

Date of most recent adverse event assessment 31Dec2020 @ ¢ B

Comments 98
; ¥

Note that edit checks will stil fire.

‘Save this form, but don' submitto SWOG yet. @8

Printable Version View PDF _lcon Ky
(CRF Verson 2751 - Page Generats: 11 Apr 2123 150009 Pacil Daligh Tme

Cancel

ASWOG
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Online Data Submission: Adverse Events

[ s2007] 5 ersutston [ 2 283430 5 eycke 1] 1) Averso Everts: Rogor]

Patent 0 200430 Ervimen a0 Dec 2020 Patent sl L0} AR
2 Subject 263430 .
) erse Events Page: Adverse Events: Report - Cycle 01 B

(B Adverse Events. Report|  Form Instructions (1

2 Expodicd Reportng .
Evaluation
o Jbecv® | ©¢H
CRF History

* Start date of frst courseleyce (cerivec) 9062020 @ ¢ B

23450 Ao B
oot -
50 Ao | agvrse “svet .
s = e Congeitt| | ant et | A | e
o e | o e iy e M o 10 e
209030 - on v St | | GIE 1 (VOO 2 m D i) )
oo
1_ - - = = - Qr
I T TR

 AERS for s aypffation

Click the pencilicon to enter
data on the first line. ©s8

Note th

by saving tha Expedited Reporting Evaluation CRF in Rave.

Comments ?)

edit checks wilstilfire.
Sava tis form, but don' submi o SWOG yet. )

Printblo Vorsion View PDF Icon Koy
CRF Versin 2751 Page Genasied 11 Apr 202 1501 40 Pacs Dy Tine

KSWOG
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Online Data Submission: Adverse Events

SET e )

[ — 2

This banner tells you which
logline you are editing

000000 0 0

oxm

osm

KSWOG

nol FEETE
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Online Data Submission: Adverse Events

rom the drop-

KSWOG
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Adverse Event Reporting

Online Data Submission: Adverse Events

PR B P e R
FET] et mcn e -

X

KSWOG

nol FEETE

30

2026



Clinical Trials Training Course

Online Data Submission: Adverse Events \

Use the arrow to select the
n from the drop-down
menu

ASWOG

31

Online Data Submission: Adverse Events

ASWOG
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Online Data Submission: Adverse Events \

- G- = EEE e

Pt ) AR

Subjct 283430 .

Pane: Adverse Events: Report - Cycle 01 B/
Form Instructions 7

[ Adverse Frerts: Report

Bt
Evluaton

St dof o s cowselele: 9pec2020 @ ¢ W

R Hsiory St e offst coursaiycla dorvec)
2834530 - Acworse Events:
epart

9ps2020 @1 W

283000 - Acarss Evarts.

o Congenital e
ovent Atibuton Lie- n “Time
Assossment | Setn L oy DS B Y | e
283430- Treamen (cTcAe interventon i} B eried) derivec)
120 [ uived)
283000 n TV Stetos || Y50) | ity 2
20210151 T .
 fmpens e Easarn
1Govah | nonproscrptan Unlkey | L 2255 Sanderd @
ntenenvon 1o4 | Time
i
INSTRUCTIONS Afer enierng
Saving s Expecited Roportng Evaluaton CRF 1 R
Comments ) o8
checks wil st fire.
S hs o but cont submit o SWOG yet Y]
e et 16154 P it T e

XSWO0G
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Online Data Submission: Adverse Events

It you choose “Other, specity,
‘specify further in the text box

o
M

000000000 0 O

34

Online Data Submission: Adverse Events \

* Adverse oventform (GTGAE v5.0)

‘ TE Gk hers torsum fo "Carmplels View

soum @18
o @18

Manually entering a term
results ina nonconformant
data error

Advare AN ST ppcn e — saewpert AL rme
R A et oy S oy R

XSWO0G
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Online Data Submission: Adverse Events
[ B \2;:;\,; Crsursol] 3zam\?c,d. O] 1 v Bt ]

=Ty

Susect 28340 0
et Advrss vant:Rapor - Cycla 01 3
L Romes s | Form nstuctions 1
= s o o s cousgigs S0 G ¢ R
iy * ot o s cousicyl ) sowan @5 B
. “Aaherse eventgrade Congentat 5
s pwrso v ¢ | Advrne ton PN, naton, U ocanDisabity snomayin o | SAETE | ooy TIT0
o oo o et .TMVF B T oo T ot
¢ : o) ntarvertion i = |
Il st 20 s i o
o )i sy T Essim
T TN | Con oo |Uskey (v - 02300 S G ¢
vt e ot 150 oo
Pee—
% oo Waer st
SO o e || 202300 S @ ¢
I i son ot o1 T
O R
Tt tasiom
3 pncumonn ey - 5300 Sewana 4k ¢
S ime
AcdanewLogline acivse
STRUCTION:
Evsustion R 1 e,
[ o8
Save s o, b it st S0G y. R

S [ o |

P

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

ASWOG
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Online Data Submission: Adverse Events \ Online Data Submission: Adverse Events \
\ | AEmemeenmememm \

St amasz0 -
[ ——) ®¢
Fom nstructions
* o e s corsi oo @ ¢ R
Gt oy ETeR——— e G ¢ R
28000 s Evnt
Ropor " .
. Advrse svent race o Congeia S
1203430 - Adverse Cvenls. # Adverse Gescription | Atbution Hospitaaation, L SA repor oty
Rescssiront R, P A s ] e P “detect e N =)
oasreo. et it 120 chrctr) o)
: . 1o spmptons e s
200020 0n T VRASBAE | 1 Cougn = B B =R
20210131 1544 P Trme
it oo Coon
& Gnar o v 2230 Sindas @
s 0P T
] & ot
% S st Waor st
o et icres | Uity | 22300 Sanaa @ ¢
. [ P Ten
’ gl or i)
s st og e e
] sy
Evsston GAF 1 e
s
® comments?) @8
s
o Sov s frm, bt ot i o SWOG 7. o8
2 P Vosion Vi PO e Koy ]
S LIL) CRI Verslan 271 - P o 11 Ap 2521 1610005 Pachc Dayhght s Save | Canc
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Online Data Submission: Adverse Events \

S —— \ Adverse Event Escape Room Assessment
: - = \df\j

a0 20 [ pey
Designed to cover the various aspects
of adverse event in a fun, interactive
learning environment.

Susict 200430 .
Page Adverss vants:Repart-Cycle 01 @

Form nstructions 1

- s @1 W .
—_— . ¢ * Youarelocked in a roomand need to solve
oy ET———— o @ ¢ R
a0 s B p— oo - various clues related to adverse events.
“Adverse. frerse. 920° auribution to Ute- ongenit B “Time.
Pye—— oscion osptatzation eatDisabity anombyits ey .
Aesessvrt G ] " S e i « Eachclue leadsto anumberin the codeto
e — charcts
o onvdes o pespion Uy (@ 205t Soma @ ¢ escape the room.
22103 irerenton ndcotsd 5447 T . .
infecions s 2 M, o, tapr |t * Resources areavailable on the bookshelfin
o T o et | U | 2230 S @ ¢ the room
o1 e . "
Run the Expedited Reporting A0}
Evaluation formto fill the SAE [T g oo | o * Usethe QR codeto access ! &
Report Recommended = e N N
column H il « Click on the question mark
oo to start. ;
Evaston CRF .
p— ora
Sove I form, ot it S0 . 1R
[Seve) [ct]

XSWO0G

Please send feedback to rermete@swog.org
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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

» Also refer to the CRA Manual (for Oncology Research Professionals),
available on the CRA Workbench!

XSWOG =
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