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(1928 — 2020)

and

Jeri Oishi, RN




Although there are no
rmal CE credits for this
meeting,
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COPY

f the agenda to reflect
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For use with certification)

Join us 1o celebrate the Hanvest Season; i season of plenty, showcasing the "Bounly of SWOGT This Fall the Oishi Syrpodiurm
will have something for everyone who attends. Sessions include gathering knowledge on an impartant clinical trialin
women disgnoded with prémenopausal breast cancer (52010}, collecting ideas on surmounting challenges Sites face in this
féw éra podt-pandernic, & focus on Quality Assurance yielding knowledge from SWOGR' outstan ding QA Team, and managing
the crop of digital plathorrmd promating communication, infarmnation, and accrual through the SWOG Digital Engagement

Committes. Open to all SWOG attendess!

Welcome & Announcements Connie S2czepanek, ORF Chair

Joyce Nancarrow Tull, ORF Executive Commitlee

SWOG OA Lauras Gonzales, 3A Manager, SWOG Operations Office

Site Succedsed in the Post-Pandemic Erg Anny Koffarnus, Resarch Adrminidtrator, CROWN Consortium
Connie Saczepanek, Director, Cancer Redeanch Consortivm of
West Michigan

Michelle Marcum, Director, Clinical Trials Office, University of
Cincinnati Cancer Center

Kira Pavlik, Senior Adgistant Director, Clinical Trials Offece, Valke
University

Kamara Mertz-Rivera, Director of Clinical Reseanch, Upatate
Canolina NOORP

Break (10
Disease Response Assessment Nichole Mahaffey, Assistant Director of PRMS, UC Davis
Cornpre hensive Cancer Center

Lessons Learned from Front Line in Community and Ashley Tydon, Deputy Director, UC Davis Cancer Caré Network
Academic Medical Centers: 51826 and 52010 Catherine Poggio, Clinical Ressarch Coordinatos, UC Davis
Cancer Care Network

Brandon Labadie, OHSU Knight Cancer Institule

Break (10
Digital Engagement Mark Lewis, MD, SW0G Digital Engagement Committes
Jonathan Sommers, SWOG Patient Advocate

Frank DeSanta, SWOG Communications and Public Relations
Manager, SWOG Group Chairs Dffice

Cloding Remarks Joyce Mancarrow Tull, ORF Executive Commitlee

Connie S2czepanek, ORF Chair

I eertify that | sttended hours of this meeting. The topics of the meeting contribute to the education and professional
advancement in clinical reseanch.

Signatur Duate.

Education Sub-committes Chairs:
Deb Bargeswin, BS and boyce Nancarrow Tull, MSN, BN
For questions. email: jniull@ecdavis sdu
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YOU are The ORP Committee!

"SWOG holds a fundamental conviction that
the Oncology Research Professionals
(ORP) play a crucial role in the successful
development, implementation, and analysis
of any SWOG clinical trial.”




Much can be

Agenda
 Welcome, Opening Remarks, and pL Y

Nno one is

Announcements concerned about
who gets credit.
« CTSU Updates )
. -John Wooden, UCLA &
* SWOG Quality Assurance
e SWOG Communications: Plain Language
and Patient Summaries iy
. o Originally: Harry S. Truman
e Cancer Research in the Communities We Serve: 33« President of The
‘. . . . ) United States of America
Life, liberty and the pursuit of happiness”:
Implementing Equitable Access to Clinical Trials

* Panel Presentation: Community Engagement
With Our Sites
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Linking practice to progress

Cancer Trials Support
Unit (CTSU) Updates

Krishna Chothwani, BS, ACRP-CP
CTSU Protocol Team Manager



Agenda

CTSU Public Website - Overview and New Staff Resources

Data Quality Portal (DQP) — Overview, Tips, Reminders, Frequently
Asked Questions (FAQs), and Resources

Oncology Patient Enrollment Network (OPEN) - Slot Reservation for
MYELOMATCH: Introduction, Process, and Resources

https://ctsu.cancer.gov/
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CTSU Public Website



New Public Website: ctsu.cancer.gov

Moved to a .gov domain

Streamlined content,

modern aesthetic

Complies with

government standards

NATIONAL CANCER INSTITUTE
N[H Cancer Trials Support Unit

About CTSU  Registration Overview  Protocol List

About CTSU

The CTSU is an NCl service established in 1990 to
facilitate participation in cancer clinical trials. The
CTSU streamlines and harmonizes support
services for NCl-sponsored trials in cancer
treatment, cancer prevention and control, cancer
care delivery research, advanced imaging, and
correlative science studies.

Contact & Help

Registration Overview

The CTSU Registration Page provides information
for Investigators and other research staff to
acress the CT5U member website and includes
external links to create accounts and register in

NCl systems.

Protocol List

The protacol list contains information on NCI
clinical trials, including accrual information and
links to study abstracts and clinical sites that have
the trial open.

https://ctsu.cancer.gov/ 9




Log In Point for Member Side

NATIONAL CANCER INSTITUTE h
Cancer Trials Support Unit

About CTSU  Registration Overview  Protocol List ~ Contact & Help

|

Use your ID.me
credentials to log in

CTEP-IAM ID.me NIH

sign in with [D.me

Not onboarded to ID.me? click here

Can't remember the ID.me account linked to your CTEP profile? click here

ID.me Help Center | Manage ID.me Email | Manage ID.me Password | Contact CTEP Registration Help

Warning Notice:

For public facing web pages fo which the public has privileged access, eg., clinical trial or adverse effects systems where
usersipatients are logging in to enter PIPHI: Read More._.

NIH Web Policies and Notices

https://ctsu.cancer.gov/ 10



About CTSU

Serves as an introduction to CTSU

Starting point for new staff/onboarding
Not meant to be comprehensive for new member education
More in-depth information is on the member side in Resources

NATIONAL CANCER INSTITUTE
Cancer Trials Support Unit

About CTSU | Registration Overview  Protocollist Contact & Help

Home » About CTSU

About CTSU About the CTSU
Research Networks & Other Services
Associated with CTSU WhCIt iS the CTSU

CTSU Support Services

NCI launched the CTSU in 1999 to streamline and harmonize support services for phase three
Cooperative Group cancer clinical trials funded by the NCI. The scope of the CTSU has since
expanded to include support of multiple NCI-funded networks and clinical trials of all phases and

11
https://ctsu.cancer.gov/



Registration Overview

Who can register

Explains the five registration types in
Cancer Therapy Evaluation Program (CTEP)
Registration and Credential Repository
(RCR) system that can access CTSU

Describes rosters

Shows roles needed for access to some
CTSU applications and systems

How to register
Explains registration is not through CTSU

Links to the new CTEP User Registration
Page with all instructions and resources in
one place

https://ctsu.cancer.gov/ 12



Public Protocol List

> Lists studies open for cross-network
participation

> Links to ClinicalTrials.gov when available
> Current accrual

> Contains search filters

https://ctsu.cancer.gov/ 13



Contact & Help Page

Contains CTSU Help Desk
information

Also includes other Help
Desks frequently contacted

Explains where to go for
specific issues

BE  An official website of the United States government

NATIONAL CANCER INSTITUTE
Cancer Trials Support Unit

About CTSU  Registration Overview  Protocollist  Contact & Help

Home » Contact & Help

Contact & Help

Several resources and government-supported help desks are available to assist with various issues.
To ensure the fastest resolution, please getin touch with the appropriate help desk for your specific
situation.

CTSU resources are intended for clinical site staff; the CTSU cannot answer questions from the
public, prospective clinical trial participants, or caregivers. If you are a member of one of these
groups, you should contact the NCI Cancer Information Service Help Desk.

CTSU Help Desks

The CTSU has two help desks available by phone or email to answer questions related to CTSU
operations and regulatory concerns; they are staffed Monday through Friday, :00 am - 6:00 PM ET,
except for major U.S. holidays.

https://ctsu.cancer.gov/ 14




New Staff Education

4 Home Protocols Dashboard Regulatory= OPEM  Data Management=  Auditing & Monitoring= RUMS~=  Delegation |
recormmenc the = o * | I
About CTSU and |
. . . Search by Document Title ¥ General Procedures & Training > Basic Processes

Registration sections | -

Enter search term o!

1* Access Rules
for new staff ., © *
: + E3 My Protoco 2*_?_ New Site Staff and the CTSU: Tips for Onboarding

education F31 My Favorites [6 docs] N

4+ I Experimental Therapeutics Clinical Trials Network 3* Participation and Crediting Rules

Comprised of

. . Bs CTSU Operations Information 4 & Regulatory: Introduction and Overview /i

|nf0rmat|0n that — B General Procedures & Training

was previously in + Mm Basic Processes * General Procedures & Training > Site Staff Orientation Slides
4 M Site Staff Crientation Slides )

posted PDFs + M Topic Specific Guidance & Education 1 & Module 01: Introduction 4

+4 B8 Application Education & Reference
<+ | CTSU Forms
<+ BB User Guides & Help Topics

2 & Module 02: Person Registration g

3 & Module 03: Roster Maintenance and Roles i

Additional materials + = Eduliunal Hulia 4 & Module 04: CTSU Website

are in Resources > M site Advisory Panel
CTS U O peratio ns ’ Translated Short Form Consents 5 & Module 05: Protocols
[

Disease Portfolios
<+ I Protocol Specific Materials 6

+ E3 Frequently Asked Questions (FAQs) 7 & Module 07: Delegation of Tasks Log g
I Glossary and Acronyms

& Module 06: Regulatory

https://ctsu.cancer.gov/ 15



Feedback

Email ctsucontact@westat.com or via
the Feedback link on the member site
&< O | @ hittps://www.ctsu.org/pp_default.aspx?nodeKey=3 QA 7)) B s
V=S Cancer Trials Support Unit M"M'E”m'
CTSU A SERVICE OF THE NATIONAL CANCER INSTITUTE §
\.\\\___// A2 Welcome Search for...
A Home QRUGIGE Dashboard Regulatory~ OPEN Data Management~  Auditing & Monitoring RUMS~  Delegation Log>  Resourcesv Collaboration CLASS~ Reports~
Search protocol titles or numbers Gol Protocol Updates CIRB Updates LPO Updates Broadcast/Newsletter Document Search DSN Search DSN File Bucket
All Protocols v e -

https://ctsu.cancer.gov/ 16
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DQP

Overview/Tips/Reminders/FAQs/Resources



DQP Benefits

One Stop Shopping

. Rave Home Patients DQP Queries DQP Delinquent Forms DQP Form Status DQP Reports ~
Access all Rave studies

Direct-link into Rave URLs and directly
manage queries/delinquencies

Monitor data quality and timeliness
Review metrics and performance

Standardized Experience

Consistent experience across Lead

Protocol Organizations (LPOs) and Rave
studies

Reports and Other Tools

https://ctsu.cancer.gov/




DQP Access

CTSU member website > Data Management

Cancer Trials Support Unit
INSTITUTE

A SERVICE OF THE NATIONAL CANCER

Five Rave/DQP tab dropdown
O pti O n S \\\\._y User Access Update: CTEP-IAM & ID.me  Welcome

4 Home Protocols Dashboard Regulatory~ OPEN WEICRUELELECLIAME Auditing & Monitoring

Four DQP subtabs plus a
Rave Home subtab

Delegation Log~  Resources™ Collaboration CLASS~ Re Rave Home

y . . Patients
Rave Home Patients DQP Queries DQP Delinquent

CTEP-IAM and ID.me accounts . e oo o
are required to access n medidata 05 Form Status

: g it b bl 86
Access to iMedidata: 5GP Sapois ; i

e Click here to access iMedidata directly using _

=

DQP Reports ~

https://ctsu.cancer.gov/ 19



DQP Modules

| The DQP Queries Module
displays query details for
Queries Rave queries that require
Module Site User review and
response (in Rave).

The DQP Delinquent Forms
module displays form Delinquent
delinquency details, per LPO Forms
requirements specified in Rave. Module

\/

The DQP Form Status Module
includes three statuses:
Expected, Delinquent, and
Received.

The DQP Form Timeliness and
Query Timeliness Reports are
generated and posted to the Reports
DQP Reports Module on a Module
guarterly basis by the CTSU.

https://ctsu.cancer.gov/

20



CTSU Data Delinquency Notifications

Bi-Monthly notifications sent via email to site staff assigned a Primary Contact role on
one or more LPO rosters

Numeric A-M NCI site codes issued the 1st and 15th of each month
NCI site codes N-Z issued the 8th and 22nd of each month

Notifications contain a summary of delinquent forms and outstanding queries specified
on the DQP

Recipients can unsubscribe and resubscribe to these notifications via the CTSU Report
and Information Subscription Portal (CRISP) on the CTSU website

Site staff who would like to receive these notifications can also subscribe via CRISP

https://ctsu.cancer.gov/ 21



Recommended Process

CTSU recommends the following process flow:

1. Review the DQP to identify delinquent forms and queries

2. Manage delinquent forms and queries in Rave at the form and field levels

Rave Considerations

The Rave Task Summary and Rave folders do not always correctly reflect
delinquent forms and queries that need to be managed by site staff in Rave

Delinquent forms and queries that require site management are always displayed
at the Rave form/field level

https://ctsu.cancer.gov/ 22



Differences Between the DQP and Rave

A few scenarios may yield differences between the DQP and Rave
DQP Delinquent Forms and Unanswered Rave Queries

A form is delinquent on the DQP until data entry is completed and initial “Site
from System” and “"Non-Conformant” queries are answered for the form in
Rave. Site staff must manage these forms and queries in Rave.

Display of Overdue Forms and Queries in Rave

Overdue Forms and Queries may not always be displayed in the Rave Task
Summary or at the Rave folder level. Site staff should review delinquent forms
and queries in Rave at the form/field level.

https://ctsu.cancer.gov/ 23



Enhancements and System Refresh

DQP Fixes/Enhancements: DQP delinquent Forms and Queries that are related to
released or pending DQP enhancements may still be displayed on the DQP. These
forms and queries are removed from the DQP by CTSU or LPO staff as they are
identified and verified.

REMEMBER... the DQP system refresh runs on a nightly basis.

Delinquent forms will be removed from the DQP if data entry and cleaning
activities have been completed by the site in Rave

Queries are removed from the DQP if answered by the site in Rave

https://ctsu.cancer.gov/ 24



Reminders

Available
Reports

Exporting
Reports

FAQs

Help Topics

*DQP Summary Table [Provides total delinquent form/total delinquent query counts for each protocol]

OAging Report Summary [Provides delinquent form/query counts for each protocol]

® DeIinquencies/Queries by Form [Provides delinquent form/query counts for all sites and all forms for a protocol]
eRave DeIinquencies/Queries [Provides delinquent form/query details for a site and patient]

*DQP Form Status Reports [Provides ‘Expected’, ‘Delinquent’, Received’ form details for a site for protocols/sites]
*DQP Timeliness Reports [Provides quarterly metrics of expected and received forms/queries for all protocols]
DQP Excel Reports [Provides a listing of form or query delinquencies]

— —
*DQP Reports can be exported via the More Commands icon ‘II or the Excel icon .

*The DQP FAQs provide information on common user-reported questions and are available
via the CTSU Website > Resources > Frequently Asked Questions (FAQs) > Data Quality
Portal (DQP).

eThe DQP Help Topics aid in using the DQP and are accessible via the Help Topics icon [HF

elp | °

https://ctsu.cancer.gov/ ‘ 25



FAQS 1) Why is my form still specified as delinquent on the DQP after | entered it

in Rave?

e To be considered as received, 1) data entry must be complete, and 2) all initial “Site from
System” and “Non-Conformant” queries on a form must be answered.

e Allow for 24 hours after entry, because DQP system refresh runs on a nightly basis to remove
forms from the DQP.

e |If a form is still listed as delinquent, contact the LPO-designated study data manager.

2) Why does the DQP say | have delinquent forms/queries, but none are

specified in the Rave Task Summary?

e Delinqguent (or Overdue, as per Rave) forms and queries may not always be displayed in the
Site or Patient Rave Task Summary or at the Rave folder level.

e Always review your delinquent forms and queries in Rave at the form/field level, because
delinquent forms and queries requiring site management are always displayed at this level.

https://ctsu.cancer.gov/ 26



FAQS 3) Why did | receive a DQP delinquency report from the CTSU?
e The CTSU does not send out DQP delinquency reports; LPO staff may export a delinquency
(2) report from the DQP or generate a report from their own system and send it to site staff for
management.

e The CTSU sends out a Delinquent Data Notification email twice a month to a site’s primary
contacts. These provide a summary count of delinquent forms and queries for each Rave
study in which your site is participating; no specific details are provided for any delinquent
forms or queries.

e Contact the LPO-designated study data manager for questions regarding delinquency reports.

4) Why does a DQP delinquency report list forms as delinquent that | previously

entered and verified to have no unanswered queries in Rave?

e DQP delinquency reports age quickly, beginning approximately 24 hours from when they are
created.

e Review the Delinquency Aging Report Summary on the DQP (may export data to Excel for
review); if no delinquencies are specified on the DQP or in the DQP reports, you have no
delinquent forms or queries to manage.

e Contact the LPO-designated study Data Manager for questions regarding delinquency reports.

https://ctsu.cancer.gov/ 27



FAQS 5) Who receives data delinquency notification emails, how can | receive them?

e The Primary Contact(s) at a site; additional site staff can subscribe via CRISP notification on
(3) the CTSU website.

6) Where can I find refresh information on the DQP?

e DQP refresh date and time stamp are in the Query/Delinquency Aging Report Summary
screens under the Last Refresh column.

e |f updates are identified in Rave during the nightly DQP system refresh, the DQP is updated to
reflect the changes in delinquent forms and/or queries for a study and the Last Refresh
date/time is updated; DQP will always reflect the last time delinquent form and/or query
details were updated.

7) Can date and time stamp information be specified in an exported DQP report?

e Date stamp information is included in every report exported from the DQP along with the
username of the person who exported the report. Time stamp is not included in exported DQP
reports. User and Date information can be deleted from exported Excel files.

e No CTSU restrictions on deleting date stamp information; a decision can be made by the LPO
Data Management team to include/exclude this information.

https://ctsu.cancer.gov/ 28



Resources (Login to CTSU Member Website Required)

DQP Help Topics (https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP)
are available on Data Management > Help Topics

Rave Home  Patients DQP Queries DQP Delinquent Forms DQP Form Status DQP Reports ~

n me d i d ata DQP Summary Table

Access to iMedidata: B2 i b
« Click here to access iMedidata directly using

Single Sign On (no login necessary). DQP Introduction
! o Protocol :
« If you are having trouble accessing iMedidata Bl 0op Queries
using the Single Sign On link above, try
accessing the iMedidata login page directly, 1 10005 DQP Delinguent Forms

using your CTEP-IAM credentials. ]
2 10010 DOP Form Status

Medidata Rave is a clinical data management
system being used across the NCI Cancer Therapy 3 10020
Evaluation Program (CTEP) for the entry and

— =

DQP Reports

DOP Respurces & Reminders

https://ctsu.cancer.gov/ 29


https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP
https://www.ctsu.org/master/simplepage.aspx?ckey=HELP-DQP

Resources (2)

DQP FAQs
(https://www.ctsu.org/pet main.aspx?ascx=FAQListing&category=Data+Quality+Port
al+(DQP)) are available on Resources > FAQs

RUMS~ Delegation Log~ ilShllliv:--A 8 Collaboration CLASS~ Reports=

I Protocol Specific Materials A - . = -
£3 Frequently Asked Questions (FAQs) 1 Why is my form still specified as delinquent on the

B Show All IDQP after I already entered it in Rave?
B Audit To be considered as received, data entry must be complete
and all initial Site from System and Non Conformant queries
on a form must be answered. Allow for 24 hours after entry,
as a DQP system refresh runs on a nightly basis to remaove
forms from the DQP. If your form is still listed as delinquent
on the DQP after the nightly refresh, and all initial Site from
System and Non Confarmant queries have been answered,
contact the LPO designated study data manager.

B8 Awareness, Education & Training

Im CTEP-AERS Integration

B CTSU Electronic Medical Record (EMR)
Templates

I CTSU Members Website

| CTSU Membership

Im CTSU Mational Coverage Analysis (NCA)
Initiative
Data Quality Portal (DQP)

| Data Submission

hy does the DQP say I have delinquent
2.forms/queries but there are no delinquent
orms/queries specified in the Rave Task Summa

https://ctsu.cancer.gov/ 30
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OPEN

Slot Reservation for MYELOMATCH:
Introduction, Process, and Resources



Introduction

As of March 17, 2025, slot reservation is
required prior to enrolling a patient onto
step 1 of MYELOMATCH

Available slots are released daily at 8:00 AM
PST

Up to 3 slots will be released each day

Sites must be approved to participate on the
study and have the appropriate user roles to
reserve a slot

https://ctsu.cancer.gov/




Previously, sites were required to create a
patient number in OPEN prior to reserving a
slot

Patient numbers were created by entering
patient demographic information

Sites no longer need to create a patient
number when reserving a slot for
MYELOMATCH

Patient demographic data will only be
required at the time of enrollment

https://ctsu.cancer.gov/




Resources - Slot Report

Sites can refer to the OPEN Slot
Reservation report to check on slot
availability

Available on OPEN > Slot Reservation >
Report

Provides real time updates

Includes
Max slots 77 et sppr
Available slots W= sk sactics o progress
Issued slots

Comtact | Members Site | Log off
_ ‘ \ PEN Oncology Patient

Enrollment Network

£ - CTSU: Cancer Trials Support Unit ~v IREES CTSU_REG_ADMIN v

abrahaml@ctsutest|

Slot Reservations - Report

[441p bl [25v Search || Clear

[MYELOMATCH I || Il I I I I

Available Slots Issued Slots Max Slots

= © MYELOMATCH 1 Active PROTOCOL DEFAULT N/A Screening ACTIVE 42 58 100

Results 1 - 1 of 1. Add additional criteria to refine the list of results.

https://ctsu.cancer.gov/ 34



Thank you! ' Questions:

Contact
krishnachothwani@westat.com

https://ctsu.cancer.gov/ 35
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Thank you Krishna for the CTSU \
Updates!

Next up, Laura Gonzales, RN, SWOG QA
Manager who comes in the spirit of ‘love
and education’. Welcome Laura!




Oishi Symposium
SWOG QA Update:

CTMB Audit Guidelines
(v.15AUG2025)

Updates

Speaker
Laura Gonzales, BSN, MA, RN, OCN
SWOG Quality Assurance Manager




Updates to CTMB Auditing Guidelines\
by Audit Component \

* Regulatory Documentation
* Pharmacy
* Participant Case

Note: This presentation is adapted from 8/8/25 ‘Upcoming Revisions to the Next Update of the CTMB Auditing Guidelines’ webinar
presented by Clinical Trials Monitoring Branch (CTMB) and Pharmaceutical Management Branch (PMB)




A SWOG

CAMNCER
RESEARCH
METHDRE

Regulatory
Documentation

Component

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Prograrm

A program of the National Cancer Institute
of the National Institutes of Healt



Revision under Delegation of Tasks Log (DTL)\

A\

Major deficiency currently reads as:

Performing study-related activities without an approved DTL

Revised to:

unapproved greater than 30 calendars days

> Individual performing study-related activities with DTL

unapproved 30 calendar days or less

> Individual performing study-related activities with DTL

o CANCER N CI National Clinical
. w | RESEARTH Trials Network
HETHORE
a National Cancer Institute progral




A SWOG

CAMNCER
RESEARCH
METHDRE

Pharmacy Component

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Prograrn

A program of the National Cancer Institute
of the National Institutes of Healt



General Revisions under Pharmacy Component\

 Description of types of DARFs available for use for NCI
sponsored-studies

« Clarification with use of DARF for ‘participant returns’ of
study agents

* Introduction of AURORA — NCI electronic accountability
system




Types of NC| DARFs

* NCI DARF: Paper or non-NCI eDARF that prints to match NCI DARF

* NCI Oral DARF: Paper or non-NCI eDARF that prints to match NCI Oral DARF
* eDARF: AURORA accountability log

Site may choose which DARF type to use:

CTEP IND study - NCI supplied study agent

NCI| DARF - Required

CTEP IND study — Study agent not directly (see above)
supplied by NCI repository (including
radiopharmaceuticals)

Study utilizing non-CTEP IND agent and

study agent not supplied by NCI *NCI paper DARF

(AURORA eDARF not available)

Study utilizing non-CTEP IND agent and
study agent is supplied by NCI

* The NCI DARF is not required to be the form used for drug accountability. Refer to protocol for specific
drug accountability instructions.

A National Clinical Community Oncology
= CHMCER
\z_.\ SWOG RESEARCH N C Trials Network NCI Research Prograrn

METHDRE

a National Cancer Institute program

A progra
of th

m of the National Cancer Institute
e National Institutes of Health
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A

The following revisions apply to dispensed Study Agent

National Clinical
g_ CAMCER
\ SWOG | RESEARTH NCI Trials Network
METWORE
a National Canc te progra




Revisions to Pharmacy Category

Non-Compliance - NC| DARFs Completely and Correctly Filled
Out

6rrent wording: \ / \

* Patient/study participant returns of oral study

supplied agents not documented on the Oral * Study participant return of oral agents
DARF are documented as part of ‘current

* Patient/study participant returns of non-oral, Inventory” section on DARF
non-patient-specific agent supplies are

e Study participant returns of non-oral

study agent are documented on the
* Patient/study participant returns of non-oral, DARF

patient-specific agent supplies are not
Kdocumented on the DARF / K /

I [Above is abbreviated listing of non-compliance items by category] Por | Ntional Cinical PO ——
RESEARTH N I Trials Network NCI Research Program

METHDRE

documented on the DARF

A SWOG

a National Cancer Institute program program of the National C
e National

ancer Institute
of th | Institutes of Health



What does Current Inventory section

mean?

\
A

DARF is an inventory

accountability log,

not a participant

compliance document.

. : 4 Matonal Insbiutes of Healh PAGE NG

Investigational Agent Accountability Record Hasonal Cancer Instinde o

Division of Cancer Treatment and Diagnosis CONTROL RECORD

Oral agents ONLY Cancer Therapy Evaitation Frogram
SATELLITE RECORD =
Mame of Instiuton: Irreerstigalon Nams: CTEP Irmeestigatior i0x
Protocal Titke: N1 Protocol Mot Local Prodocol Mot Despensing Area:
Agent MName: Diosa Form and Strength: Bome size (2.0, # tabistshote )
Lirwe Patint's Quanity Braiance Forwand Marutacturer Rascorder's § Expiration Dby Chgntity Riscorcer's
Mo, Date TIPS Patient's 10 No. D d o and Lt Mo Initias Dane (il Patient Patient [
Received Balance avaianie) | Retumed
1
2
5 = 4 N
: 7 N~ L _
u'

A SWOG

Current In\;entory Section
For Drug Accountability Purposes

CAMNCER
RESEARCH
METHDRE

Only

I

For use by site per

Institutional Policy,
if applicable

N CI National Clinical
Trials Network

a National Cancer Institute program

NCI Community Oncology
Research Prograr
A

program of the National Cancer Institute
of the National Institutes of Health
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The following revisions apply to undispensed Study Agent




Revisions to Pharmacy Category

Non-Compliance - Return of Undispensed Study Agent
INCI sponsored studies]

Current wording:

Study agent is transferred to investigator or protocol
without NCI written approval

Study agent returned to PMB that should have been
destroyed on-site or study agent returned to PMB
that was not supplied by PMB

Return Form or documentation of local destruction
not maintained

Unused/un-dispensed NCl-supplied study agents not
returned, transferred or locally destroyed within 90
calendar days when requested by the NCI, or when
patients/study participants are in follow-up, study is
closed to enrollment and no NCI supplied study agent
is being administered

ASWOG

/

N

Study agent is transferred to another site, \
investigator or protocol without NCI written
approval

Undispensed study-provided agent returned to NCI
when supplied by another source

Return Form or documentation of local destruction
for undispensed inventory is not maintained

Undispensed NCl-supplied study agent not
returned, transferred or locally destroyed within 90
calendar days when requested by the NCI

Undispensed NCl-supplied study agent remains on
inventory greater than 90 days after all study
participants are in follow-up, or study is closed to

enrollment and no NCl-supplied study agent is
being administered

. .. . . Trials Network Research Prograrn
[Above is completed listing of non-compliance items by category]

a National Cancer Institute program Aprogram of the National Cancer Institute
of the National Institutes of Health



Revisions to Pharmacy Category \

A\

Non-compliance - Agent Inventory and Accountability Documentation
4 N 4 N

‘NCI DARFs Kept as Primary Transaction Record’ title revised to:

Current Wording * No documentation on Control DARF of
* No documentation on Control DARF of study-supplied agent transactions
study-supplied agent transactions and including local destruction of
local destruction undispensed inventory

[Above is abbreviated listing of non-compliance items]




Next Steps: Future Drug Accountability Changes
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Participant Case Component
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General Revisions under Participant Case Component \

« Patient changed to Participant

 Hybrid approach no longer an option in CTMB-AIS; option will
only be On-site or Off-site*

* If audit is currently schedule as Hybrid in AlS for an upcoming audit, it will revert to ‘No’ — decide if
needs updating




General Revisions under Participant Case Component\

Statements revised/added related to review of cases: \

o A case may be counted towards the 10% rule if all categories are not reviewed
but must have reason summarized where ‘Not Reviewed’ is selected in the
audit report (by participant ID and by category)

o A case selected for audit that does not get reviewed (i.e., no categories
reviewed) must be removed from the audit report, so it is not counted

o A case evaluated only under a ‘screening step’ of a study should not counted as
part of the minimum 10% rule

o A case designated as ‘unannounced’ must have at least Informed Consent and
Eligibility reviewed but cannot be counted towards the 10% rule unless it is
reviewed in full (i.e., all categories reviewed) — Not new information




Revisions by Categories

» Informed Consentv”

» Eligibility v"

* Treatment

» Disease Outcome/Response

» Adverse Event

« Correlatives, Tests, and Procedure
* General Data Management Quality

J No changes, if any, were minor
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Revisions by Category \

Deficiency descriptions under these categories revised
to capture deficiencies related to ‘not documented’ or
‘not reported’, rather than potentially placing deficiency
under GDMQ:

* Treatment
» Disease Outcome/Response

 Adverse Event




Revisions by Category (cont...)

Treatment/intervention not documented in source documentation; or not

documented correctly

Treatment , _
Treatment/intervention not reported; or not reported correctly on Case Report
Forms
Tumor measurements/evaluation of ‘status of disease’ not documented in
Disease source documentation; or not documented correctly
Outcome/Response Tumor measurements/evaluation of ‘status of disease’ not reported; or not

reported correctly on Case Report Forms

Adverse Event

Routine adverse events not documented in source documentation
documented correctly

Adverse events not reported:; or not reported correctly on Case Re

; or not

port Forms

A SWOG i

N C National Clinical
Trials Network

a National Cancer Institute program

N CI Community Oncology
Research Program

A progra
of th

m of the National Cancer Institute
e National Institutes of Health



Revisions by Category (cont...) \

A\

Major versus Lesser

| esser defined as:

Finding does not have a significant impact on the outcome
or interpretation of the study

Example of footnotes added under Treatment category

« Assigning a major or lesser is based on the extent of treatment data not documented; or not
documented correctly

« Assigning a major or lesser is based on the extent of not reporting treatment data; or not reporting
correctly

National Clinical
= CAMCER
\Z SWOG | RRRRRR NCI Trials Network
b} METWORE
a National Cancer In a




Revisions by Category (cont...) \

A\

General Data Management Quality category modified to only list
deficiencies related to general data errors, missing documentation,
delinquent data, etc.

Resulted in creating new category:

Correlative Studies, Tests, and Procedures

This category encompasses:

 Deficiencies related to integrated and exploratory studies
Including diagnostic studies, labs and related procedures

 Three deficiencies ‘word for word’ were moved from GDMQ to the
new category




Revisions by Category (cont...)

Listing of Major Deficiencies

Correlative Studies, Tests, and General Data Management Quality (GDMQ)
Procedures (CTP)

e Recurring missing documentation in the study

ifi ticipant record
« Protocol-specified laboratory tests or other participant records

parameters not done, not reported, or not

documented o Frequent data inaccuracies in primary source

documentation’; unredacted data®

» Protocol-specified diagnostic studies including e : : 7
baseline assessments not done, not reported or o Significant number of errors in submitted data’; data
not documented cannot be verified

« Protocol-specified research (Quality of Life forms, »  Delinquent data submission®
collection of research samples, etc.)/advanced
imaging studies not done or submitted
appropriately

Footnotes 7, 8, and 9 above — intended to assist with assigning major vs lesser.

Z SWOG et [Above is complete listing of major deficiencies by category] [\ [ofJ) community Oncoloay

METHDRE

)
5
o
&

a National Cancer Institute program

A program of the National
n

Cancer Institu
of the National Institutes of Health



General Inquiries \

CTMB Resources \
CTMB Website: https://dctd.cancer.gov/programs/ctep/organization/ctmb

General Questions for CTMB: GeneralQuestionsforCTMB@nih.gov

Questions Related to CTMB Guidelines:
QuestionsRelatedtoCTMBGuidelines@nih.gov

Reporting Research Misconduct: ReportingResearchMisconductConcerns@nih.gov

PMB Resources

PMB Website: https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management



https://dctd.cancer.gov/programs/ctep/organization/ctmb
mailto:GeneralQuestionsforCTMB@nih.gov
mailto:QuestionsRelatedtoCTMBGuidelines@nih.gov
mailto:ReportingResearchMisconductConcerns@nih.gov
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management
https://dctd.cancer.gov/research/ctep-trials/for-sites/agent-management

A SWOG

CAMNCER
RESEARCH
METHDRE

Questions?

* QAmail@swog.org

National Clinical
Trials Network

NC

a National Cancer Institute program

Community Oncology
Research Program

A program of the National Cancer Institute
of the National Institutes of Health


mailto:QAmail@swog.org
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Thank you Laura for the SWOG QA
updates!

Welcome to Andrea Mongler, MPH
Plain Language Medical Writer,
SWOG Cancer Research Network




Putting It Plainly

Tips and tools for helping patients
understand clinical trials

Andrea Mongler, MPH
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Poll Everywhere Instructions

Join by text
Text swog2025 to 22333

Join by web
PollEv.com/swo0g2025

Join by QR code
Scan with your camera app




About me

* SWOG’s plain language medical writer

* Expertise in health communication and
plain language writing

* Goal: Help you help patients understand
clinical trial info




Objectives

* Know what patient-friendly trial summaries are

e Use patient-friendly summaries with patients

* Understand key plain language best practices

* Apply those best practices in patient communications




What is plain language?

¥ \\\
\
&
LBU%:P X)

image credit: CommunicateHealth

Communication that people can understand
the first time they read or hear it




Importance of plain language

* More than 1 in 3 adults have basic or below basic health literacy
skills?

* People with cancer are often stressed, anxious, and overwhelmed—
and that affects their ability to process information?

* Everyone benefits from plain language — even experts prefer it3

National Assessment of Adult Literacy: https://nces.ed.gov/pubs2006/2006483 1.pdf

National Cancer Institute: https://www.cancer.gov/about-cancer/treatment/side-
effects/memory/cognitive-impairment-hp-pdq

Neilsen Norman Group: https://www.nngroup.com/articles/plain-language-experts/

X SWOG
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https://nces.ed.gov/pubs2006/2006483_1.pdf
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.cancer.gov/about-cancer/treatment/side-effects/memory/cognitive-impairment-hp-pdq
https://www.nngroup.com/articles/plain-language-experts/
https://www.nngroup.com/articles/plain-language-experts/
https://www.nngroup.com/articles/plain-language-experts/
https://www.nngroup.com/articles/plain-language-experts/
https://www.nngroup.com/articles/plain-language-experts/

Plain language in action

Protocol: Primary Objective: To compare OS in participants randomized
to nivolumab + paclitaxel + ramucirumab versus those randomized to

paclitaxel + ramucirumab.

Informed Consent: The study is testing if patients taking nivolumab plus the
usual treatment will live longer, live the same amount of time, or live a
shorter amount of time than patients taking the standard treatment alone.

Patient-friendly summary: This trial is set up to find out if adding
nivolumab to the usual treatment helps people with advanced stomach

or esophageal cancer live longer.




@ Who can be in this frial?

This frialis for adults age 18 or older who have cutaneous squamous cel carcinoma,
This trial is for people who:

rial

notfor people who:
« Have aweakened

* Received cetuximab or another EGFR inhibitor in the:

immune system lastyear
R + Have had intersftial lung disease o preumoritis
cancer (cancer that [conditions that cause scaring or sweling of the lungs)
has spread or can't be * Have had alung transplant
freated with surgery) * Are pregnant or breastfeeding
at treatments will | get?

e

cicd M

ot o

k2 parts in this study. Your doctor will tellyou which part you're in.

5 10 people wil eceive amivantamab. (See the Group 1 box below for deais,) The

orswilwaich this aroup carefuly. I the drug dossn't cause serious side effects and
k. the study wil move on fo Pa

o™

2, a computerwill randomly assign you to one of these study groups. o)
ot o) s o™ antamab (study freatment) Group 2: cetuximab g
e oo g e ” = the ciug once aweek (usual freatment] =
j\\za“”m] ek xe? o " onth, + You'll receive the diug I3
o . o e u'llreceive the drug
oot et
w108 et o™
ek V‘w‘ s r.scﬂ; o an c® o Pt
et adind 4 100 e
e 0O e e
R L
s e
L
ects

every 2weeks

« You'll get the drug through
anV [aneedle place

into @ vein in your arm)

ions to amivantamab or cefuximab. These reactions are more
b, and they 're more likely to happen the first time you get the
\clude chilk, shortness of breath, fever, and reddened skin.

you're in, you'l receive 1 or more medicines fo help prevent

about what to expect. Let them know if you have questions
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7 sy
Protocol version July 10, 2025
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Are you familiar with SWOG's patient-friendly summaries for trials?

No! | haven't heard of them.

I've heard of them, but | don't know much about them.

0%
I've used them on occasion.

0%
Yes! | use patient-friendly summaries regularly.

0%

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app




What is a patient-friendly summary?

A short, plain language material you can use to help
patients understand a clinical trial

Clinical frial summary (51931)

This trial is for adults age 18 or older who have renal cell carcinoma, the most commeon type of Ifyou move on to Step 2. you'll be in the study for 7 years total. You'll keep receiving treatment
1 until the cancer gets worse or the side effects get so bad that you decide to stop.
omparing the Outcome of Immunotherapy-Base: Kdney cancer
: i Wi wi . § At first. you'll have visits with your study doctor every 3 months so they can see how you're doing
Drug Combina “C?n Theropy ith Or' ”'hOUT Surgery '.“:c';‘:‘r'w‘g':’;;’:::'::ﬂz: I"ZE:L’V’ E;L":Lrﬁg:‘mz"‘“- and if the cancer has gotten warse. You'll have these visits less offen over fime
to Remove the Kidney in Metastatic Kidney Cancer « Hove not roceived any immunofherapy dugs e e
'yet— or dlready received the treatment * Have had a kidney fransplant

described in Step 1 below for  fo 18 weeks

_ Are there cosis? WIll | get pald?
B alk with your doctor to leam more about who can join this study.
This frial is for people who have m ncer that's spread to other place: _ B
the body). The study asks if addin o atment with a combination of drugs can o learn what costs will and won't be covered, talk fo your healt
help patients live longer. = provider.

& What treatments will 1 get? Youwillnot be paid for jeining the study.

@
G

re provider and insurance

The study wil compare 2 different freatment of

Step 1
Everyone in the study will get standard freatment with a combination of drugs. Ifyou've already
diug comb

recaived reatment for 6 0 18 weeks (dspending onwhi nafionyou're gatiing)
you'ltart he stuc at Step 2. Where can | find more Information about this frial?
You and your doctorwil decide which drug combinafion you'l get.

= Talkwith your health care provider

Usual Treatment

standard systemic
therapy (ST) using a
combination of drugs +

ove the kidney fumor

After you've received the drugs for about 12 weeks. you'll get an MRl or CT scan to check the

" and allor part of the kidney cancer: + Call the Notional Cancer Insftute o 1.800-4-CANCER
I the cancer has gotten worse, your part in the study wil be over. Talkwith your doctor about  Go to www.ClinicalTrials gov and search he nafional cincal ficl number: NCTOS10597
other possible freatment opfions. « For alist of ral locations, visit swog.org/NCL-§1831
The drug combinafion you'll gef i munofherapy drug * If the cancer s stable or has shrunk, you'll move on o Step 2.
Immunotherapy helps your immune
Step 2

This frial is set up fo find out:
« If adding surgery to a standard combination of drugs con help people with metastatic kidney M

cancer g\\-e longer Group 1: standard drug Group 2: standard drug combination / ),'\ @ Key Information

combinafion +kidney removal surgery

« If adding surgery to @ standard combina ot T or [ ———_— Protocol number: 51931 Full ol fifle: Phase Il Trial of Immunotherapy-
L com « You'llkeep getfing . e y

What surgery compl e g rontmeats fom Step 1 A NCT number: NCTO£510597 Iémsed gcmunaﬂcrlvjh?vcpy vth orwithout

freatments from - e lrmmaremyimEme i Trial sponsor: SWOG Cancer Research Netwark R*'ﬂ"ec J‘C’C‘VE lepl ET!;EQE?M‘EMMC
(DS’ED I fumor and allor parf of @ kidney. Publishing date: July 23, 2025 enal Cell Carcinoma i)

Most people with metastatic ki
newer immunotherapy drugs. Tr
drug combinations helps patient

Your doctor will not have control overwhich group you're assigned to. This helps make sure the ~
study resuls are fair and relicble When you join a clinieal friol \
you're moving cancer medicine and patient care forward. )

Al the drugs you'll recelve during the study are approved by the FDA.

Ters §1931 | swog.org/S193 .
51931 /519: Profocol version Apri 11, 2025 20f3 1931 Protocol version Apri 11. 2025

National Clinical
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Key facts about patient-friendly summaries

e Created for each new SWOG trial and

SWOG CTP trial

* Reviewed by the study team, including
the patient advocate

* Approved by the CIRB (or the WCG

IRB!)

* Available online and as a printable PDF
* Usually 2 to 4 pages
* Translated into Spanish

Clinical trial summary ($1931)

Comparing the Outcome of Immunotherapy-Based
Drug Combination Therapy with or without Surgery
to Remove the Kidney in Metastatic Kidney Cancer

=% What is the purpose of this clinical frial?
metastatic kidney cancer [can

This frial is for people who ha
the body). The study asks if
help patients live longer.

[cancer that's spread to other places in
treatment with a combination of drugs can

The study will compare 2 different freatment approaches:

Usual Treatment Study Treatment

standard systemic Vs
therapy (SST) using a -
combinafion of drugs

The drug combination you'll get in the study will include ot least 1 immunotherapy drug.
Immunotherapy helps your immune system fight cancer.
This trial is set up o find out:

» If adding surgery fo a standard combinafion of drugs can help people with metastatfic kidney
cccccc

» If adding surgery fo a standard combinafion of drugs can help shrink the cancer
* What surgery complicafions and drug side effects people might have

-

Why is this trial important?

Most people with metastafic kidr
newer immunotherapy drugs. Th
drug combinations helps patients live

combination of drugs that includes
n whether adding surgery to these
em with the drugs alone.

§1931 | swog.org/51931 Protocol version April 11, 2025
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NCI
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Summary contents

* Trial purpose
* Importance of the trial
 Key inclusion/exclusion criteria

e Study groups and study
treatment/intervention

* Length of study participation
* Costs/compensation
* How to learn more

AN y
B What freatments will | get?

i) Who can be In this trial?

This trial is for adults age 18 or older who have renal cell carcinoma, the most common type of
kidney cancer.

This trial Is for people who: This trial Is not for people who:
* Hove metastatic cancer * Already had surgery to
* Have not received any immunotherapy drugs remove the kidney
yet — or aready received the treatment * Have had a kidney transplant

described in Step 1 below for & to 18 weeks

Talk with your doctor to learn more about who can jein this study.

Step 1

Everyone in the study will get standard freatment with a combination of drugs. If you've already
received treatment for & to 18 weeks ([depending on which drug combination you're getting).
you'll start the study at Step 2.

You and your doctor will decide which drug combination you'll get.

Afteryou've received the drugs for about 12 weeks, you'll get an MRl or CT scan to check the
cancer:

+ If the cancer has gotten worse, your part in the study will be over. Talk with your doctor about
other possible freatment options.

« If the cancer Is stable or has shrunk, you'll move on fo Step 2.

Step 2
Group 1:standard drug Group 2: standard drug combination
combination + kidney removal surgery I
* You'll keep getling or * You'll keep getting one of the
one of the standard standard treatments from Step 1. 1
Tsrecmtrenfs from * You'll have surgery to remove the
® tep 1. tumor and all or part of a kidney.

Your doctor will not have control over which group you're assigned to. This helps make sure the
study results are fair and reliable.

All the drugs you'll recelve during the study are approved by the FDA.

. S

$1931 | swog.org/$193 Protocol version April 11, 2025 20f3
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When do you use patient-friendly summaries?

To introduce a patient to a trial

Alongside the informed consent document

At another time

| don’t use patient-friendly summaries

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app

0%

0%

0%

0%
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How do you use patient-friendly summaries?

| talk through the summary with the patient

| hand the summary to the patient to review on their own

| send the patient an electronic version or link to the summary

| don’t use patient-friendly summaries

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app

0%

0%

0%

0%




How to use patient-friendly summaries

How long will | be In the frial?

If you move on to Step 2, you'll be in the study for 7 years total. You'll keep receiving treatment
until the cancer gets worse or the side effects get so bad that you decide to stop.

. .
. I I l t rO u C e a t I e l l t S to a t r I a At first, you'll have visits with your study doctor every 3 menths so they can see how you're doing
and if the cancer has gotten worse. You'll have these visits less often over time

e Supplement the informed consent

To learn what costs will and won't be covered, talk to your health care provider and insurance
provider.

d O C u I I | e nt You will not be paid for jeining the study.

* Give to patients to re-review on

« Call the MNaticnal Cancer Institute af 1-800-4-CANCER
Go to www.ClinicalTrials.gov and search the national clinical trial number: NCTO4510597

their own — or to share with
caregivers and supporters

Protocol number: 51931 Full trial title: Phase Il Trial of Immunotherapy-
NCT number: NCT04510597 Based Combination Therapy with or without
Cytoreductive Nephrectomy for Metastatic
Renal Cell Carcinoma (PROBE Trial)

Trlal sponsor: SWOG Cancer Research Network
Publishing date: July 23, 2025

When you join a clinical irial, \
Thank Yﬂl.ll you're moving cancer medicine and patient care forward. /

$1931 | swog.org/5193 Protocol version April 11, 2025 3of 3
\ CANCER National Clinical Community Oncology
ational Clinica
RESEARCH als Network N CI Research Program
NETWORK




Fasiest way tO access a summary
swog.org/S1234 (this is publicly accessible)

printable PDF ——p> @

Clinical Trial Summary (51900J)

Targeted Treatment for Advanced Non-Small Cell
Lung Cancer that has Extra Copies of the MET Gene

Q What is the purpose of this clinical trial?

This study tests treatment for non-small cell .
lung cancer (NSCLC) that has extra copies of the Resumen del ensayo clinico {51 90{”}
Tratamiento dirigido para el cancer de pulman no

microcitico avanzodo que fiene copias adicionales
gene is called MET amplification. It can cause del gen MET Spanish

cancer to grow and spread faster. Lea la versién en espanol.

MET gene. Having too many copies of the MET

version




Alternate way {O access a summary
swog.org/clinical-trials/S1234

SWOG / Clinical Trials / $1900J

$1900J SWOG clinical trial number

A Phase II Study of Amivantamab SC
(subcutaneous) in Participants Previously Treated
with High MET-Amplification for Stage IV or
Recurrent Non-Small-Cell Lung Cancer (Lung-MAP
Sub-Study)

Open Phase Abbreviated Title Targeted Treatment for Advanced NSCLC with High MET-
[-_\ Amplification
o Status Notes $1900J will open to accrual September 27, 2024,
effective 3:00 p.m. EST.
I
Activated 09/27/2024
2% Participants USINS™ TUTIONS ONLY
Accrual
Research committees Treatment
LungMAP Amivantamab SC (subcutaneous)
Patient Study Materials Other Study Materials
Patient Clinical Trial Summary $1900J Social Media Toolkit
Download PDF of Patient Clinical Trial $1900)J Social Media Toolkit Graphics-JPGs in
Summary ZIP file

Resumen del ensayo clinico (51900J)

CANCER

\? National Clinical Community Oncology
A SWO G ZE?’&VAORRCKH




One more way 10 access a summary

ctsu.org: Documents tab; type “summary” in “Document Title” filter

Home Funding Information Documents Drug Safety Notification Study Agent Protocol Reguirements

-l:rli;ilzr;.a;fﬁ:rl:al M M 1 OA_ S 0 3 ) IRBEManager | Add to My Prot

a MNational Cancer Institute program

A Randomized Phase II Trial of ASTX727 and Venetoclax Compared with ASTX727, Venetoclax, and Enasidenib for Newly Diagnosed Older Adults with IDH2 Mutant Acute
Myeloid Leukemia: A MyeloMATCH Substudy

= CIRB Approved Documents

# Current CIRB-approved Protocol and Consent Post Date
1 2 Consent Form (PVD 02/28/25): Spanish 16-Apr-2025
2 A Consent Form (PVD 02/28/25) 01-Apr-2025
3 & Protocol Version Date 02/28/25: Reposted 05/20/25 21-May-2025

CIRB Approved Documents Protocol Related Documents

For assistance accessing information, refer to the Accessibility Policy to request reasonable accommodations.

A ¢ summary All Document Revi... ¥ || All Document Types ¥ || All Events ¥ || All Files Post Date v

Lot O Clear Filters & Download All Documents (ZIP),
# Document Title Post Date

Patient-Friendly Summary and Social Media Toolkit

Support Documents

1 X Patient-Friendly Summary dated 05/14/24 13-Jun-2025

X SWOG

CANCER
RESEARCH
NETWORK

NC

National Clinical
Trials Network

NCI

Community Oncology
Research Program



Collection of patient-friendly summaries

* Find printed copies at the

SWOG / ForPatients / Trials Open to Patients

registration table Trials Open to Patients

d ACCGSS a | | S U m m a I"I e S O n I i n e at Thank you for your interest i.n .clinicgl trials! Ever\f '{mprovement in cancer
SWOg . O rg/p at | e ntS/t rl a | S_O p e n _ :c;iac"circ?re]g:c;?":‘;erzlout of a clinical trial. Your participation moves cancer

patients

Bladder
Cancer
Breast Cancer
Breast Cancer
Breast Cancer
Breast Cancer
Breast Cancer
Colorectal

Cancer

Colorectal
Cancer

Learn More About Our Trials

Adding the New Drug Eribulin to Gemcitabine Chemotherapy for Urothelial Bladder Cancer
That Has Spread

Testing Shorter Chemo-Immunotherapy Without Anthracycline Drugs for Early-Stage Triple
Negative Breast Cancer

Understanding Which Patients Are More Likely to Have Heart Problems From Treatment for
HER2-Positive Breast Cancer That Has Spread

Adding Durvalumab to Usual Chemotherapy for People with Early-Stage Breast Cancer and
MammaPrint High 2 Test Results

Testing a New Approach to Monitoring Hormone-Positive, HER2-Negative Breast Cancer That
Has Spread

Monitoring Symptoms to Help Women Keep Taking Hormone Therapy for Early-5tage Breast
Cancer

Adding the Drug Nivolumab to Usual Treatment for Colorectal Cancer That Has a BRAF Gene
Change

Treatment Options for People with Advanced Small Bowel Cancer
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Other resources

Social media toolkits, wit
posts for patients and
providers

Patient fliers (e.g.,
Pragmatica-Lung)

* Participation guides
(e.g., S2414)

* Videos (e.g., myeloMATC

Welcome to the INSIGHT study -

The INSIGHT study is trying to get a better understanding, or insight, about
how best to care for people who were treated for non-small cell lung cancer

— Participation Guide —
This participation guide describes what you can expect during the study,
provides tips to help you have a smooth experience, and includes space at the end
for you to take notes aboutimportant information.

Your Care Team
ﬂ Your care team is here to help. If you have questions or need something to make the

trial easier, ask them.

Use the space below to write down contact i ion for the care b
you might need to contact during the trial. You can also save this information in
your phone

Name Role Phone or Email

You can find the study dactor’s contact information on page 12 of yeur informed consent form.

Your Treatment Plan
You've been randomly assigned to one of 2 groups

‘Group 1: New Approach Group 2: Usual Approach
Treatment with durvalumab Close monitoring

e or %

You'll receive treatment once
amonth, for about 1 year.

Your docter will carefully monitor
your health for about 1 year.

I’'min Group .
A SWOG i :
C.k.‘.CLP..
A SWOG

Study S2408

Can the drug lanreotide lower the
chance of a serious complication
of pancreas surgery?

Call 1-800-4-CANCER.

Or visit swog.org/52408.

AML | MDS
Precision Medicine in Myeloid Cancer

Watch on 3 Youlube

The Pragmatica-Lung Study:
A simpler, more inclusive

clinical trial for people living with
non-small cell lung cancer

Why join this clinical trial?

About 1in 7 people with advanced non-small cell lung cancer in the LS. is Black. When Black men and women
take part in trials like this one, it helps improve treatment for future Black patients living with lung cancer.

You may be able to join if you are living with non-small cell lung cancer that has come back or grown after
chemotherapy and immunotherapy

Ask your care team about other requirements to find out F this trial is right for you

lanrectide What treatment will you receive?

If you are eligible and choose to take part, you will receive one of

+ Standard of care chemotherapy (the usual cancer treatmer
or

+ Anew combination of 2 non-chemotherapy cancer drugs: KEYTRUDA (pembrolizumab) and CYRAMZA
(ramucirumab)

f the following:

would receive outside of a trial)

This drug combination is being tested. It is not opproved by the Food and Drug Administration (FA) for treating
ung cancer.

atica-Lung For more information:

Doert whostron s www.Pragmatica-Lung.org
lung cancer has rtumed e

chemo-and mmune-haragy
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Plain language best practices




“u

Do you create educational materials for patients?

Yes!

No, but this is something I'd like to start doing.

| don’t, but someone else on my team does.

No one on my team is doing this, and we probably won’t start.

Start the presentation to see live content. For screen share software, share the entire screen. Get help at pollev.com/app

0%

0%

0%

0%




Choose simple terms

Pick words that people (who don’t work in your field!) hear and use in
everyday conversation.

Plain language

administer give
hypertension high blood pressure
progression when the cancer

grows or spreads




Define technical terms people need to know

People in Group 1 will get a placebo. A placebo is
something that looks like the study drug but doesn’t

contain any medicine.




Use a friendly, conversational tone

e Use “you”
* Use contractions
* Use exclamation points strategically

e Avoid directives, like “should” or “must”




Formal tone

The study team will ask patients whether
they are interested in participating in an
interview about their experience in the
study. This is an optional interview. It is
acceptable to choose not to participate.
Patients may still participate in the study
regardless of whether they agree to be
interviewed.

Patients should discuss any questions
about the interview with their doctor.

Friendly, conversational tone

The study team will ask you if you’d like
to take part in an interview about your

experience in the study. It’s okay to say
no! You can still take part in the study if
you don’t do the interview.

If you have any questions about the
interview, talk to your doctor.

CANCER
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Include a clear main message at the beginning

Help people understand right away what the material is about!

ﬂ%‘i What is the purpose of this clinical trial?

This trial is for people who have head and neck cancer that came back after earlier
treatment or has spread to other places in the body. The purpose of the trial is to

see if adding a medicine called amivantamab (sometimes called amivantamab
hyaluronidase) to the usual chemotherapy can improve treatment for these patients.




Break information up

* Keep sections short

e Use clear,
informative headers

e Use bulleted lists

* Visually emphasize
key points

How often should | get screened for colorectal
cancer?
How often you need to get screened will depend on:

* Your risk for colorectal cancer
* Which screening test you choose

How do | decide which type of screening test to get?

There are different ways to screen for colorectal cancer. Your doctor can help you decide
which type of screening test is right for you.

Before you talk with your doctor about which screening to get, it can be helpful to think
about your preferences. Answer these questions to find out which screening test you would
preferiz — then share the results with your doctor.

X SWOG
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Keep it short

Aim for no more than 20 words in a sentence, 3 sentences in a

paragraph, 250 words on a page

Long sentence

It’s especially important that the
study is for people who have a
weakened immune system
because they have fewer
treatment options than people
without a weakened immune
system and they’re more likely to
have aggressive disease (cancer
that spreads or grows quickly).

Short sentences

It’s especially important that the
study is for people who have a
weakened immune system. That'’s
because they have fewer
treatment options than people
without a weakened immune
system. And they’re more likely to
have aggressive disease (cancer
that spreads or grows quickly).




Use active voice

E3 You may be asked by the study team to wear
loose-fitting clothes to your appointment.

Q The study team may ask you to wear loose-fitting
clothes to your appointment.




Make numbers easy to understand

* Use numerals E3 the tumor is about two centimeters.
* Use whole numbers

* Provide context Q The tumor is about 2 centimeters —
e Do the math about the size of a small grape. That

means the tumor has shrunk.
* Help people visualize numbers




Wrap-up

X SWOG
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Key takeaways

* Clear communication is key to making sure patients understand

important information about trials

Applying plain language best practices helps make complicated trial
information understandable

Patient-friendly summaries can help you communicate about trials in
plain language




Come to the Open Forum!

e Share ideas for improving patient-
friendly summaries

* Get a sneak peek at tools and
resources SWOG is creating to help
with patient communications

e Tell us what other resources/materials
would be helpful for you




Questions?

* Contact me at amongler@swog.org —
I’'m happy to help!

e Or email communications@swog.org



mailto:amongler@swog.org
mailto:communications@swog.org

Thank you Andrea for this great information!

Next Up:
Dr. Raymond Osarogiagbon




‘Life, liberty and the pursuit of happiness':

Implementing Equitable Access to Clinical

Trials
Dr. Raymond Osarogiagbon

Chief Scientist, Baptist Memorial Healthcare
Director of the Multidisciplinary Thoracic Oncology Program, Baptist Cancer Center

Principal Investigator of the Baptist Health System/Mid-South Minority-Underserved
Consortium NCORP

Research Professor at Vanderbilt Univeréity and member of Vanderbilt Ingram Cancer
enter.

\ CCCCCC
RRRRRRRR
A\ @ WY WA | nerwork




Thank you Dr. O for your outstanding presentation!

Would our panelists please join us on the
stage?




Welcome to the Community Interest Panel!

* Dr. Raymond Osarogiagbon, Chief Scientist, Baptist Memorial
Healthcare; Director of the Multidisciplinary Thoracic Oncology
Program, Baptist Cancer Center; Principal Investigator of the Baptist
Health System/Mid-South Minority-Underserved Consortium NCORP;
Research Professor at Vanderbilt University and member of
Vanderbilt Ingram Cancer Center.

* Christina Wiess, Senior Assistant Director of Clinical Trial Operations,
Yale Cancer Center

* Amy Koffernus, Research Administrator, CROWN Consortium at HSHS
St. Vincent Hospital Green Bay, WI

 Joyce Nancarrow Tull, MSN, RN; Senior Administrative Director, UC
San Diego Moores Cancer Center




We have several questions we’d like the panelists
to answer for the SWOG Audience:

Tell us about you, your role, and your site: the
structure, organization, and details. Share with us
what is special about your site?




What do you think has been your most successful
effort in fueling enrollment?

What do you think has been your most successful
effort in fueling outreach in the community?




Let’s talk about Outreach and Survivorship.

* What efforts are you pursuing in relation to
survivorship?

* What efforts and actions does your research
office participate in which fuel outreach?




Finally:

Within your site(s), what are the 2-3 experiences or
strategies you would share as recommendations to
other sites looking for increased success in outreach,
research engagement, and enrollment?

Thank you so much for your participation in this
panel!




Thank you for your attendance at the
SWOG Fall Meeting 2025
Oishi Symposium

We look forward to seeing you at the
SWOG Spring Meeting 2026
April 30-May 2, 2026
San Francisco, CA
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