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D i SC I O S u re S . SWOG plans to offer CEU credit for participation
[ ]

e 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.

* Toreceive 1 CEU contact hour for webinar attendance, participants must:

e Enroll to the QA Webinar March 21, 2025 -Serious Adverse Event Reporting & Updates
course prior to the start of the webinar.

e 0On3/21/2025: 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.

e 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.

e 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.
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all Polling Questions Through Slido .

= Slido Panel should pop-up
when the poll is launched,
where you can join the poll
and “send” your response.
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= |f the panel does not
pop-up: Go to the “3
dots” menu and then
select “Slido (polling and
Q&A)”
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Have you reported an SAE on a SWOG trial?

A. Yes

B. NO

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

D. | don't remember.




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

N Community Oncology
lals Network [NCI Research Program



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

m Serious Adverse Events

m Adverse Events




CTCAE Adverse Event Grades

- Mild; asymptomatic or mild symptomes; clinical or diagnostic
observations only; intervention not indicated.

- 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.

- Death related to AE.

work [NCI Resoareh rogram




Attribution

RELATIONSHIP ATTRIBUTION DESCRIPTION

Unrelated The AE is clearly NOT Related to
Unrelated to Investigational the intervention
Agent / Intervention

Unlikely The AE is Doubtfully Related to the

intervention

Possible The AE May be Related to the
Related to Investigation intervention
Agent / Intervention

Probable The AE is Likely Related to the

intervention

Definite The AE is Clearly Related to the
intervention

A SWOG

CANCER

National Clinical Community Oncology
RESEARCH m Trials Network Researc! h Program
NETWORK




CCCCCC
RRRRRRRR
NETWORK

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

el NC1 P




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 | and Early Phase Il Trials

Current Table for Phase 1 and Early Phase 2 IND/IDE Studies

REVISED Table for Phase 1 and Early Phase 2 IND/IDE Studies

FDA REFORTING REQUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)
NOTE: Invesligators MU ST mmediately repart bo the sponsor (NG ANY SAEs, whather ar nol they ane
considered retated to the inveshgational agent(s)intervention (21 CFR 312 64)

An AE is consadened sarious il il resulls in ANY of the following oulcomes.

1) Death

2)  Alife-threatening AE

3} An AE thal resulls in inpalient hospilalization of prolongation of axisling hospilalizabon for 2 24 hours

4) A persstent or significant incapacily or subslantial dismplion of the ability 1o conduct nomal life funcions

5) A congenital anomaly/birth defact

G)  Impoant Medical Events (IME) thal may nod resull in death, be life hrealening, of requing hosgilalization
rmay be considernad senous when, based wpon medical judgment, they may jeopardize the patient or subject
and may require madical or surgical intersention to prevent ane of the outcomes listed in this definition. (FOA&,
21 CFR 312 32; ICH E2A and ICH E&).

FDA REPORTING REGUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)
NOTE: Investigators MUST immadiataly repod o the sponsor (NCI) ANY SAEs, whether or nol they are
considered relatad Lo the mvasligational agent(syintarvention (21 CFR 312.64)

An AE s considarad sanous if it rasulls m ANY of the following oulcomss

1} Death

2} Alife-threalening AE

3} An AE thatl results m inpatient hospitalization or prolengation of exisling hospitalization for 2 24 hours

4) A persistent or significant incapacity or subsiantial desruption of the ability o conducl normal lifa funclions

5) A congenital anomahybirth defect.

6)  Important Medical Events (IME) thal may nol resull in death, be e threatening, or require hospilalization may
be considerad sanows when, based upon medical judgmaent, they may jeopardize the patient or subject and
may redguire meadical or sungical intervantion 1o prevent ona of the oulcomss listed n this definiion. (FDA, 21
CFR 31232, ICH E2A and ICH EG)

ALL SAEs thal rmeel the above criteria MUST be immediately reported 1o the NCI via CTEP-AERS wilhin he
lirmeframes detailed in The laike bebow,

ALL SAEs thal meel the abowe criteria MUST be immedialely reponed 1o the NCIvia CTEP-AERS willvin thi
timfrannes ditaded in the table below.

NOTE: Protocol-specific axceplions to expedited reporting of SAEs are found in the Specific Protocol Exceplions
o Expedited Reportng (SPEER) portion of the CAEPR.

ARSIl TE Al Aoy ELS 1 WITIETIFE S SIS UETINFEL 3

o “24-Hour, 5 Calendar Days” - The SAE must initially be reported wia CTEP-AERS within 24 hours of keaming of
the SAE, folliowed by a complaie expedited report within 5 calendar days of the inibial 24-hour regpaort

o "0 Calendar Days” - A complete expedited repon on the AE must be submitted within 10 calendar days of

leaming of the AF

rade Grade 1-2 Timeframe: Grade 3-5 Timeframe
Hospitalization Grade 1 and 2 Timeframes 115 ” :;:' * r *
24-Hour notification, 10 calendar days 24-Hour notificaton, 5 calendar days
Resulting in Hospitalization = 24 hrs 10 Calendar Days 24-Hour 5 Calendar Days NOTE: Protocol-specilic excephons fo expedited reporting of SAES are found in the Specilic Pretocol
Med ressiilting  Hospalalizalion 2 24 hes Ml fesguinad

Exceptions o Expedited Reporing (SPEER) portion of the CAEPR.

r .

o "24-Hour notification, 5 Calendar Days” - Thi SAE rmust mdially be repoed via CTEP-AERS within 24 hours
of learning of the SAE, Tollowed Dy a complete expedied report within 5 calendar days of the inilial 24-hoer
report

o "24-Hour notification, 10 Calendar Days” - The SAE must inifially be reporied via CTEP-AERS within 24 hours
of learning of tha SAE, followed by a complete expedied report within 10 calendar days of the initial 24-howr
report.

'SAFs that occur more than 30 days after the last administration of investigational agentintervention and hawe
an attribution of possible, probable, or definite require reporting as follows:

Expedited 24-hour notification followed by complete report within & calendar days for:

Al Grade 3, 4, and Grade 5 AES

Expedited 10 calendar day reports for:

oot Grade 2 AES resulling in hospilalization of prolongation of hospitalization

* For sludias using nuchear medicing or molecular imaging IND agents (MM, SPECT, or PET), the AE reparting
periad is limited to 10 redioactve hatf-ives, rounded UP to the nearest whole day, after the agent/intervention
was last administered. Footnote "1 abowe applies after this reporting penod.

Emeciive Date: May 5, 2011

'SAEs that occur more than 30 days after the last adminisiration of awesligational agentintervention and hawve an
atiribution of possible, probable, or definite require reporting as follows:
Expedited 24-hour notifications are required for all SAEs followed by a complete report

+ \Within 5 calendar days for Grade 3-5 SAEs

+ Within 10 calendar days for Grade 1-2 SAEs

“For studies using nuclear medicing or malecular imagang IND agents (NM, SPECT, or PET), the SAE reporting
parniad is limilad to 10 radioactve half-ives, rounded UP to the nearest whole day, after the agent/intervention was
last admanistered. Footnote “1° above applies after this reporting penod.

Effectivie Date: August 30, 2024
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Late Phase Il and Phase Il Trials

Current Table for Late Phase 2 and Phase 3 IND/IDE Studies

REVISED Table for Late Phase 2 and Phase 3 IND/IDE Studies

FDA REPORTING REQUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)

NOTE: Inwestigators MUST mmediatety report to the sponsor (NCI) ANY SAEs, whather or not they are considenad
related te the mvestigational agentis)intensention (21 CFR 312 64)

An AE & considerad senous if i results in ANY of the folieeing cutcomes

1) Dealh

2) A life-threatening AE

3) An AE that results in mpatient hospitalizabon or prolongation of existing hospitalization for 24 hours

4) A persistent or signdficant incapacity or substantial disruption of the ability bo conduct nommal Ide funclions

5) A congenital anomaly'barth defect.

8) Important Madical Events (IME) that meay nol resull in death, be life threalening, or requine hospitalizabion may be
considared serious when, basad upon madical pdgmant, they may jeopardize the patient or subject and may require
madical or sungical infarvantion ko prevent one of the owlcomas listed in this definilion. (FOA, 21 CFR 312,32, ICH
E2A and ICH EG).

ALL SAEs thal maal the abdve criteria MUST be immedsaley rapofted Lo the NC| via CTEP-AERS wilhin the limeframes
chetiailed in the Labile below.

FDA REPORTING REQUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)
NOTE: Investigators MUST immadiately repor lo the sponsor (MCI) ANY SAEs, whathar or nat thay ara
considensd related to the investigational agent(sVintervention (21 CFR 312 64)

An AE is considersd serious if it results in ANY of the following outcomes:

1) Dexath

2} Alife-threatening AE

3) An AE that results in inpatient hospitalization or prolongabion of existing hospitalization for = 24 hours

4} A persistent or significant ncapacity or substantial disruplion of the ability to conduct normal life
funchons

5) A congenital anomaly’birth defect

) Important Medical Events {IME) that may not result in death, be life threatening, or require
nospilalization may be considered senous when, based upon medical judgment, they may jeopardize
the patient or subgect and may require medical or surgical mtervention to prevent one of the outcomes
listed in this definition. (FDW, 21 CFR 312.32; ICH E2A and ICH EB).

ALL SAEs that mest the above criteria MUST be immediately reported to the NCI via CTEP-AERS within
the timeframes detailed in the table behow.

Grade 4 & 5
Grade 1 Grade 2 Grade 3
Hospitalization Timeframes Timeframes Timeframes Timeframes
Resulling in Hospilalization = 24 hes 10 Calendar Days 2d4-Hour &
Mot resulting in Mol soquired 10 Calendar Cadandar Days
Hospialization 2 24 has Days

Grade 1-3 Timeframes Grade 4-5 Timeframes

Z4-Hour notification, 10 calendar days 24-Hour notification, 5 calendar days

HOTE' Prolocol-specific excegdions to expediled raporing of SAES ar found in the Speciic Protocal Exceplions ko
Expodited Reponing (SPEER) portion of the CAEPR

Expedited AE reporting timelines are defined as:

& “24-Hour; 5 Calendar Days" - Tha AE musl nitially be raporied via CTEP-AERS within 24 hours of lsaming of the AE,
foliowed by a complete expeadited report within 5 calendar days of the inatial 24-hour repor

o 10 Calendar Days” - A complete expedited repart on the AE must be submitled wilhin 10 calendar deys of kearming of
the AE

HOTE: Protocol-specific exceptions to expedited reporting of SAEs are found in the Spaecific Protocol

a “24-Hour notification, 5 Calendar Days” - The SAE must initially be reported via CTEP-AERS wathin
24 hours of lsaming of the SAE, followed by a complete expedited report within 5 calendar days of
v inidiasl 24-howr report.

o "24-Hour notification, 10 Calendar Days® - The SAE must inifially be reported via CTEP-AERS within
24 hours of leaming of the SAE, followed by a complete expedited report withan 10 calendar days of
tha initiaal 24-hour report.

"SAFs that eccur more than 30 devs after the last administration of nvestigational apentintervention and have an
atinbution of possible, probable, or dedinile require reportng as follows:

Expedited 24-hour notification followed by complete report within & calendar days for:
= A Girgede 4, and Grache 5 AEs

Expedited 10 calendar day reports for:
= (Grade 2 adverse events resulbng m hospialization or prolongation of hosptalzation

. *Grade 3 adverse avents

" For studies using nuckear redicing of molecular imaging IND agents (MM, SPECT, or PET), the AE reporting perod is
leruted b 10 radioactivia half-ees, rounded UP fo the nearest wholé day, after the agentintemneanton wes Bst
admmnistersd. Foolnale “17 above applies after this reporting pariod.

Effectve Date: May 5, 2011

'SAES thal ooour mone than 30 days afler the last administration of investigational agentinlervention and
have an attribution of possible, probable, or definite reqguine reporting as follows:

Expedited 24-hour notifications are required for all SAEs followed by a complete report
= Within 5 calendar days for Grade 3-5 SAEs
= Within 10 calendar days for Grade 1-2 SAEs

“For sludies uging nuechzar medicing or mokacular imaging IND agents (WM, SPECT, or PET), tha SAE
reporting penod i limited 1o 10 radicactve hall-lves, rounded UP 1o the nearest whole day, after the
agentiintervention was last administered. Fooinote *1” above applies after this reporting period.

Effective Dabte: August 30, 2024
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° FDA REPORTING REQUIREMENTS FOR SERIOUS ADVERSE EVENTS (21 CFR Part 312)
NOTE: Investigators MUST immediately report to the sponsor (NCI) ANY Serious Adverse Events,
e p 0 r I n g a e whether or not they are considered related to the investigational agent(s)/intervention (21 CFR 312.64)

An adverse event is considered serious if it results in ANY of the following outcomes:
1) Death
2) Alife-threatening adverse event
3) An adverse event that results in inpatient hospitalization or prolongation of existing

EXa m p I e Of SA E 1 hospitalization for 24 hours
4) A persistent or significant incapacity or substantial disruption of the ability to conduct normal
life functions
M M M 5) A congenital anomaly/birth defect.
Re p O rt I n g C r I te rl a fo r 6) Important Medical Events (IME) that may not result in death, be life threatening, or require
hospitalization may be considered serious when, based upon medical judgment, they may
jeopardize the participant or subject and may require medical or surgical intervention to

I N Ve St | ga t | O N a I A g e N t S prevent one of the outcomes listed in this definition. (FDA, 21 CFR 312.32; ICH E2A and ICH

ES).

ALL SERIOUS adverse events that meet the above criteria MUST be immediately reported to the NCI via

Step 1: |S th e A E se ri ous ? CTEP-AERS within the timeframes detailed in the table below.
Grade 1-3 Timeframes Grade 4-5 Timeframes
Step 2: If se r'IOUS, h ow q u |Ck|y d oes |t 24-Hour notification, 10 Calendar Days 24-Hour notification, 5 Calendar Days
o) NOTE® Protocol specific exceptions to expedited reporting of serious adverse evenls are found in the
N eed tO be re pO rted 4 z Specific Protocol Exceptions to Expedited Reporting (SPEER) portion of the CAEPR or Section 8.8b.2.
Expedited AE reporting timelines are defined as:

o “24-Hour notification, 5 Calendar Days" - The SAE must initially be reported via CTEP-AERS within 24
hours of learning of the SAE, followed by a complete expedited report within 5 calendar days of the

. , .

Step 3: If it’s been > 30 days since the initial 24-hour report
pat|e nt |a St rece |Ved | nve St|gat|o na I a “24-Hour notification, 10 Calendar Days" - The SAE must initially be reported via CTEP-AERS within

24 hours of lzarning of the SAE, followed by a complete expedited report within 10 calendar days

f the initial 24-h .
study drug, refer to the bottom of the of the Inial 24-hour repo
Serious adverse events that ocour more than 30 days after the last administration of investigational
SA E Ta b | e. agentfintervention and have an attribution of possible, probable, or definite reguire reporting as follows:
3 Expedited 24-hour notification are required for all SAEs followed by a complete report
# Within 5 calendar days for Grade 4-5 SAEs

* Within 10 calendar days for Grade 1-3 SAEs

Effective Date: August 30, 2024
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SAE Reporting Table

Example of SAE Reporting
Criteria for Commercially
Available Agent

Grade 4, Unexpected, and
Possibly, Probably, Definitely
Related

A SWOG

CAMCER
RESEARCH
NETWORK

ATTRIBUTION Grade 4 Grade 53
Unexpected Expected Unexpected Expected

Unrelated
nreated or CTEP-AERS CTEP-AERS
Unlikely
FPossible,
Probable, CTEP-AERS CTEP-AERS CTEP-AERS
Definite

Grade 5

CTEP-AERS: Indicates an expedited report is to be submitted via CTEP-AERS within 10 calendar days
of leaming of the event™.

4 This includes all deaths within 30 days of the last dose of treatment with a commercial agent(s),
regardless of attribution. Any death that occurs more than 30 days after the last dose of
treatment with a commercial agent{s) and is attributed {possibly, probably, or definitely) to the
agent(s) and is not due to cancer recurrence must be reported according to the instructions

above.

b Submission of the on-ine CTEP-AERS report plus any necessary amendments generally
completes the reporting requirements. You may, however, be asked to submit supporting clinical
data to the Operations Office in order to complete the evaluation of the event. If requested, the
specified data should be sent within 5 calendar days by fax to 210-614-0006.

National Clinical
Trials Network

NCI Community Oncology
Research Program



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.

Community Oncology
Is wark [ NCI Research Program



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

Do you know how to look up protocols in CTSU?

A. Yes

B. NO

C. | would need a refresher.




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

Home Funding Information Documents Drug Safety Notification Study Agent Protocol Requirements

National Clinical
Trials Network S 2 3 O 2 @ IREManager Add to My Prot

a Mational Cancer Institute pregram

Pragmatica - Lung: A Prospective Randomized Study of Ramucirumab (LY3009806; NSC 749128) Plus Pembrolizumab (MK-3475; NSC 776864) Versus Standard of Care for Participants Previously
Treated with Immunotherapy for Stage IV or Recurrent Non-Small Cell Lung Cancer

Protocol Status: CLOSED TO ACCRUAL

Protocol Status Date: 20-Dec-2024 Patient Intervention Accrual by site

Activation Date: 06-Mar-2023

Lead Organization: SWOG

NCI Program: NCTN WWW. cts u. O rg

Phase: III

Country Participation:

iy}

ClinicalTrials.gov Link: NCT05633602

Patient Accrual: As of 18-Mar-2025 12:30:18 PM 5G4 /
Step Type Step(s) Planned Actual
Intervention 1 800 838

== FLO&5 SC003 ILO36 == AL002 == CA189 == NY167 == NH012 = VA0D9

. . . . = MALTT QK003 == TNOODB KY 010 NC042 == TNO29 == [L352 == [L413
Study Champions: Henick, S Brian [[)/[:{s Khalil, Maya J=elelegf el e MD028 = SDO0E == WVO4E 274 Sites (Accrual = &)

Supported By: DCP-001 NINT REG/LIC

% SWOG
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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.

= ity O s
INC1



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

“What is
. the S .
“Adverse . e Disability Congenital Other What
# Ag:::fte ent desoc;rl!ﬁgun Start End RelatinnshipHD?iI:I'i‘t?glzgtrmn Life _ Death or f-‘hnumalv Serious |action was SAE report “Date/Time
(Verbatim toxicity? Date Date ON90ing  to Study rolonged) Threatenlng Permanent or Birth (Important taken with *AE Number recommended of
X (CTCAE LA Treatment 5" 0 09 Damage = Defect = Medical study Collection
erm) 5.0 , Events) treatment?
v30) | st 120 - )
characters)
. 20 26 Oct
Back Back {1) Mild Dose Not | AEDB- a
Pain | pain | pain fE s el e No iz L No B Changed | 3D42262B58D84ETDBEYAF2E673BDF834 NO 2EUL
2021 44 31 PM
(3)
Shortness
Drug 24 Jan
D'_I,I'SPFIEEI of breath at N & & o o o AE11- &
2 |dyspnea | o rest, Jan | IYes~ |Unrelated | Yes No No | No No No Interrupted) pgF DATF92CFC4ES882D38F 8607685653 Yes 2022 02
limiting self | 2022 18 36 PM
care ADL”

NCI Community Oncology
Research Program
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A SWOG

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.

= |f 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.

CAMCER
RESEARCH
NETWORK

Rave Form

a1 |()S1803 £ Cycle 1]3[ [] Expedited Reporting Evaluation

patient ID | Enroliment Date | Patient Initials (LFN)
Subjeu:t:- |
Page: Expedited Reporting Evaluation - Cycle 03 & ¢

Form Instructions

A delay is expected when the safety system is called f

evaluation.

Note: Do not open more than one ticket per course/cycle in CTEP-AERS. If more t
serious adverse event occurs this course/cycle, amend the report so both events
the same ticket.

Send all AEs for evaluation a a w @

Recommended action for report {derived)

[] An expedited report is NOT recommended. If
the Investigator believes an expeadited report is
warranted, use the link below to move to CTEP-
AERS to complete the expedited report. NONE &% &

[QC019]
Opened To Site from System (20 Jul 2021)

(] Click this link to complete the safety report

Report ID (derived) REP0003871° ¢ & &

National Clinical NCI Community Oncology
Trials Network Research Program


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

Rave Form
Expedited Reporting Evaluation

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

Recommended action for report {dernved)

[] An expedited report is NOT recommendead. If
the Investigator beliaves an expedited report is
warranted, use the link below to move to CTEP-
AERS to complete the expedited report.
[QC019]

Cpened To Site from Sysiem (16 Feb 2021)

(J Click this link to complete the safety report _

NONE % & &

Recommendead action for report {derived)

[ An expedited report is RECOMMENDED. If the
Investigator believes an expedited report is not
warranted, (e.g., per protocol, commercial
agent’arm, medical judgement, etc), edit the
‘Recommended action for report’ field to
indicate ‘'NONE".[QC018]

Cpened To Site from System (24 Mar 2023)

(0 Click this link to complete the safety report —

CREATE &G v @

Recommended action for report

(] Click this link to complete the safety report _

AMEND* ¢ ¥ &

A SWOG
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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.

= Alink 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.
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CTEP-AERS Home Page

Link to CTEP-AERS Home Page
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Announcements

March 25, 2020:

Document COVID-19 related adverse events as follows:
Infections and infestations - Other, specify
Specify = COVID-19

Click here for additional details.

September 20, 2021:

Rave/CTEP-AERS Integrated Studies: CTEP-AERS direct
reporting (bypassing Rave and starting a report directly in CTEP-
AERS) is no longer allowed. Please log into Rave, proceed with your
AE reporting and use the hyperlink to access CTEP-AERS for SAE
reporting. If you experience any technical issues while initiating the
SAE report, please contact the CTSU Helpdesk at
ctsucontact@westat.com or by phone at 1-888-823-5923
immediately.

Click here for additional details.
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Forgot Password? | Reset Password? | Annual Registration | Reguest Mew Account | Help Center

Wwarning Notice:

For public facing web pages to which the public has privileged access, e.g.. clinical trial or adverse effects systems
viherz users/patients zre logging in to enter PIL/PHI: Read Mora...
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https://ctepcore.nci.nih.gov/ctepaers/security/login

CTEP-AERS

Completing the Report

- * o 2 AdverseEvents " 3. DescribeEvent > ° ' 4 Course/Cycle > ° 5. Study Interventigns

= Outlined and colored tabs represent the page currently accessed.
= Tabs marked with "** are mandatory and the section must be completely entered prior to report submission.
» Tabs marked with naf s indicate that the section is completed.

Mote that the Reporter page (Tab 1) must be completed and saved to generate the report ticket number.
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Enter the contact information for both the reporter and the
01 Reporter Physician. If the treating physician is reporting the event, click
in the box next to If the Physician is the same as the Reporter.

Enter the verbatim term for those events to be included on the
02 Adverse Events report. Deselect any events that should not be included in the
report,

Enter detailed information to evaluate the event(s). Include
- infarmation for all of the events included on the report.
: Detailed information can include presentation of the event,
03 Describe Event treatment of the event, clinical findings, and timing of the

)
Se Ct I O n S event in relation to study interventions. Be as complete as

possible.

Enter the treatment information on the course the patient
received at the time of the adverse event.

04 Course/Cycle

Add any intervention used on the study that may have caused
StUd";" the adverse event. *In the event the patient does not receive
Interventions the intended treatment, “0" can be entered for the Total Dose
Administered.

05
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Enter the following information;

General - General information about the patient needed for the
report

Disease Information -disease information about the patient's
primary, initial disease site

Metastatic Disease Site - The location where the disease

06 Subject Details spread

Pre-Existing Conditions - Medical conditions present in the
patient prior to participating in the study

Concomitant Medications - Prescription and over-the-counter

drugs that are relevant to the SAE.

CT E P-A E RS Prior Therapies - Relevant prior therapies for the underlying
cancer.

]
S e Ct I O n S Enter information regarding any other circumstances possibly
07 Other Causes related to the event or other situations that may have
]
(continued

contributed to the event.
08 Labs Enter any labs pertinent to the adverse event(s).

: . Enter the cause (attribution) of the adverse event. *There must
09 Attribution be a minimum of one attribution of at least possibly related*

Review the report for accuracy. If the SAE has been assessed
10 Review & Submit by the Investigator, you may check the Physician Signoff box
and submit the report.
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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.

" |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.

ol N1 JEr



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.

. My Submissions \h Report Adverse Events . Manage Reports

“ o 1.Reporter " # 2. AdverseEvents ) QREM) i d:ud > « 4 Course/Cycle )

" &5, sStudy Interventions > © ' 6. Subject Details  » 7. Other Causes > 8.labs " & 9. Attribution

"

Without this date,
SWOG may assume
the SAE was reported

10. Review & Submit

Describe Event

Instructions  This is one of the most critical sections of the report. Provide detailed information within the Description & treatment of Iate’ and this Can Iead
event(s) field, including the presentation of the event, the treatment of the event, clinical findings, and the timing of the o o o o
event in relation to study interventions. Be as complete as possible. DO NOT INCLUDE Personally identifiable information to major dEflClenCIES
(PIl). PIl includes information that directly identifies an individual {e.g., name, address, social security number, or other . .
identifying number such as medical record number or hospital ID.) d u rl ng a Ud Its.

* Description & treatment of event(s) _ 7
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SAEs and Audits

= SAEs Reported Late

" |f no date of discovery is provided, SWOG uses the
minus the to determine late reporting.

" |f 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

WAS THE PROTOCOL FOLLOWED AS WRITTEN? — N0 —>

I
YES

v

IS THE INCIDENT, EXPERIENCE OR OUTCOME
UNEXPECTED (IN NATURE, SEVERITY OR
FREQUENCY) PER THE CIRB'S DEFINITION?

CIRB Algorithm s

\
for Potential Ll
Unanticipated n
\

Problems

IS THERE ANY INDICATION THAT THE
EXPERIENCE, INCIDENT OR OUTCOME PLACES
PARTICIPANTS OR OTHERS AT GREATER RISK OF
HARM THAN PREVIOUSLY RECOGNIZED?

I
YES

\

THIS IS A POTENTIAL UNANTICIPATED PROBLEM
AND SHOULD BE REPORTED TO THE CIRB
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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




SPEER

Adverse Events with Possible Specific Protocol

[ = ifi i Relationship to Nivolumab Exceptions to Expedited

SPEER. Specific P.rotocol Exceptions to ] S e

Expedited Reporting [n= 2069] _

. . . Likely (>20%) Less Likely | Rare but Serious
= This subset of AEs (SPEER) is a list of events that (<=20%) (<3%)
. . . Eve disorders - Other
are protocol-specific exceptions to expedited (optic neuritis
. retrobulbar)?
(SAE) reportlng to NCI. Eye disorders - Other
. (Vogt-Koyanagi-
= Report AEs on the SPEER as SAEs only if 1) they Harada)
. Uveiti

exceed the grade noted in parentheses next to SASTROTNTES INAL DISORDERS

the AE in the SPEER and 2) the AE is serious. ’;:iff"’”‘”a' Abdominal pain (Gr 2)
= |f the protocol uses multiple investigational Colitis®

] . Colonic perforation®
agents and has an AE listed on different SPEERs, Diarrhea Diarrhea (Gr 3)
. . Dry mouth Dry mouth (Gr 2)
use the lower of the grades to determine if Enterocolitis
. . . . Gastritis
expedited reporting is required. T —"
Nausea Nausea (Gr 2)
Pancreatitis*
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Reminder that the

S
a

PEER column only

oplies to SAE reporting.

It does not apply to
routine AE reporting.
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SPEER

[n= 2069]

Adverse Events with Possible
Relationship to Nivolumab
(CTCAE 5.0 Term)

Less Likely

Rare but Serious
(<3%)

Specific Protocol

Exceptions to Expedited
Reporting (SPEER)

Eve disorders - Other
(optic neuritis
retrobulbar)?

Eve disorders - Other
(Vogt-Koyanagi-

Harada)

Uveitis

GASTROINTESTINAL DISORDERS

Pancreatitis*

Abdominal Abdominal pain (Gr 2)
pain
Colitis®
Colonic perforation®
Diarrhea Diarrhea (Gr 3)
Dry mouth Dry mouth (Gr 2)
Enterocolitis
Gastritis
Mucositis oral
Nausea Nausea (Gr 2)

National Clinical




Additional

16.1  Adverse Event Reporting Requirements |

[ ]
Re po rtl ng f Additional Instructions or Exceptions to CTEP-AERS Expedited Reporting

Requirements for Phase 1 and Early Phase 2 Studies Utilizing an Agent

Req Uirements under a CTEP-IND:

1)

A subsection that may
contain information on
events that are exceptions
to expedited reporting as
well as events that require
expedited reporting | >
regardless (AESI) >
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Group-specific instructions.

Submission of the on-ine CTEP-AERS report plus any necessary
amendments generally completes the reporting requirements. In
addition, you may be asked to submit supporting clinical data to the
SWOG Operations Offices in order to complete the evaluation of the
event. If requested, the supporting data should be sent within 5
calendar days by fax to 210-614-0006. Supporting clinical data
submitted should include:
« Prnted copy of the first page of the CTEP-AERS Report.
« Copies of clinical sourced documentation of the event.
« |f applicable, and they have not yet been submitted to the
SWOG Data Operations Center copies of Off Treatment
Motice and/or Motice of Death.

The adverse events listed below also require expedited monitoring for
this tnal:
»  Thromboembelic events, any Grade regardless of attribution

For study arm(s)[applicable study arm(s)], the adverse events listed
below do not require expedited reporting via CTEP-AERS:

» = Grade 4 myelosunpression
¢ = Grade 4 Infection

NC I National Clinical
Trials Network

NCI Community Oncology
Research Program



Secondary Malighancies

= 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.

e Leukemia secondary to oncology chemotherapy (e.g., Acute Myelocytic Leukemia [AML])
* Myelodysplastic syndrome (MDS)

e Treatment-related secondary malignancy
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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 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

ol N1 JEr



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
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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

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

CEU Courses now in CLASS: Non-CEU Courses posted in CLASS:

* Disease Assessment in Solid Tumors « Adverse Event Reporting
(1 contact hour)

e Best Practices for Informed Consent
(1 contact hour) e SWOG Audits: Preparing for Success and Audit

Process

e Serious Adverse Event Reporting

* Research Protocol Deviations vs Deficiencies
(1 contact hour) e How to Develop a CAPA Plan

CEU Courses in ExpertusOne:

 Workload Prioritization in Clinical Trials
(1.5 contact hours)
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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

CEUs available

Watch for the
Broadcast
Announcement

Upcoming
Webinar

Cytogenetics

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 20", 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.
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Questions?
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