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Logistics Detalls \

* Please keep your phone on mute to help with sound quality.

e Questions can be submitted all throughout the meeting via the
CHAT icon. We will present them to the speakers during the
meeting.

* The presentations will be posted on the SWOG website within a
few weeks.
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Although there are no formal
CE credits for this meeting, you
may print a copy of the agenda

to reflect your attendance

(e.q.: for use with SOCRA or ACRP).
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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.”
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The SWOG Oncology Research Professionals
(ORP) Committee & Sub-Committees

Serving >10,000 ORPs

SWOG ORP Executive Committee
Chair: Connie Szczepanek
Vice-Chair: Dana Little

Site Operations
ORP Liaison Membership Education Co-Chairs:
Nursing Research Co-Chairs: Co-Chairs: Co-Chairs: Connie Szczepanek
Chair: Jamie Myers Sandy Annis Anthony Hicks Joyce Tull Caitlin Hutchinson
Erin Cebula Lisa Stoppenhagen Kira Pavlik Nikki Stover
Liz Edwards

SWOG Cancer Research Network’s Mission
» To significantly improve lives through cancer clinical trials and translational research.

ORP Committee Mission
* To support SWOG activities through promotion of integrity and excellence in clinical research
through education, guidance, & collaborative contributions.
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Quick Reference

See the ORP page on the SWOG Website:

Member Resources > Oncology Research Professionals

Quick Access to:

e Contact info of Committee Leaders
 Lead ORP (Head CRA) Training Modules
 APP Workshop
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Miember Resources +

Oncology Research Professionals

The Oncology Research Professionals (ORP) committee is the largest in the SWOG Cancer
Research Network. Members are a diverse mix of nurses, clinical research professionals,
pharmacists, quality managers, and other front-line site staff, They play critical accrual and
accountability roles at SWOG, as they consent patients to trials, ensure protocols are followed,

and oversee data and safety monitoring functions at hospitals, cancer centers, and clinics.
Comemittes marnbers promote integrity and excellence in dinsal research thraugh education, training, networking and

colabiorative contrbutions At each grous masting, ey seganize the Jori & Noboru Oizhi Sympasium - SWOGH signature

wwent far oncoloqy resessch profestionals, as well a: th site operations, nurging ressarch
sassions, They also serve as lisisons on each protocal-produc tee and provids their fmat-line parspective to
friaks as they ase conceived and managed.

nd ORF open farurn

To get more involved plexse complete the ORP Membershlp Applcaton.

Executive Committee Leadership

Chair: Connie Srorepanek, RN, D54, CORF 0onnie soCoe panekRorosmmorg
WVico Chair: Diana Little, B4, CCRP dalinthesducdavis ody

Hursing Research Lead: famie Myers, PhL, FrL ADCHS |mverssiumoedy
ORP Liaksens Leads:

Sancy Annis, BA, CCRP sannk2 skumc.edy

Erin Cebula, MPH, CORP eein_cebula@ueme rochestaredy

Membarship Leads:

Anthony Hicks, B5, CORP anthooyhicks@oronmuong
Lisa . BS. CCRF, RHT stoppeci@sthiong

Education Leads:
Deb Bergevin, B5 dbergevinesaaieca.on
Joyee Narmcaron-Tull, MSM, RN, CCRP jatull@ucdovis s

Sita Dparations Leads:

Connké Srerenanek, AN, BSA, CTRP connis srerepanel@crwmaonm
caitin Hutchinson, MS Catlinbuichinson 2o

Elizabuth K. Echvards, BS, COFP gl suhuedy

New Resources

Chack oat the mesources shared at the SWOG Speing. 2023 Group Mestiog and the SY0G Fal 2023 Group Meeting
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Application on the ORP Member Resources | =
page: -

Business Addrass.

To get more involved please complete the ORP Membership Application. e

Key Involvement Opportunities e b e o
- Disease Specific Liaisons g gem g

e | jalsons at Large om0
= Bo a Momber of SWOG for at least 1 year
- +  Aendance of al least 4 mestings
P d «  Submission of application form gnd CV (resume or biasketch)
Education Team [
T attiem willingness fa [l &ls)

ORP Subcom Applicant Sigeah
ignature of Site P
1 hanew rerviwwed the above sppdcation for membarship in the Oncology Resesrch Professionms Commifes md mcommen
approvar for this applicant. My signafure affims my commiment fo suppor participalion in commiltes activities and fo provide
It | t 5 - t t I | oppovtunities for attendance & SWOG meetings in order fo mainfain membership sfalus
only akes 5 minutes O apply: S T —S——T

PLEASE SEND COMPLETED FORM AND CV or BIOSKETCH TO THE ORP COMMITTEE MEMBERSHIP TEAM:
L]
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Upcoming Funding Opportunities

All program information available at thehopefoundation.org/funding-opportunities

Apply or nominate by the noted deadlines below.

APP Mentorship Program November 1 CRA/Nurse Travel Support January 15

Meyskens Lectureship November 1 Vogelzang Scholars January 15
SEED Fund Grants December 1 Career Engagement Award March 15
Impact Award January 15 Coltman Fellowship Award March 15

THE HOPE FOUNDATION

FOR CANCER RESEARCH


https://www.thehopefoundation.org/funding-opportunities/

Complete Your SWOG Member Profile

Help your committee, win a prize! Visit swogdei.crab.org

Engage in a bit of friendly competition to help us
paint a richer picture of our membership. Check the
leaderboard to see how your committee compares!




THE HOPE = .
FOUNDATION Apply by November 1

FOR CANCER RESEARCH

THE NCTN MAPP PROGRAM

A year-long mentoring program for Advanced

Practice Providers including:
 Online APP training workshop
* Focused mentoring sessions
* Travel to professional meetings

This program is made

[(J G | LEAD possible with generous

support from Gilead




CIRB Updates and Worksheet
Submission

SWOG Fall Meeting
October 16, 2024

Renee Green, BA, RN
Local Context Administrator, NCl CIRB

CPRB




INFORMATION ABOUT THE CIRB

CPRB
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CIRB WEBSITE

C) I ) R) B Search Q IRBManager CTSU

FOR THE NATIONAL CANCER INSTITUTE

HOME ABOUT ~ FOR NEW USERS ~ FOR INSTITUTIONS ~ FOR NETWORKS ~ FOR BOARD MEMBERS ~ CONTACT US

HOW TO: HOME > INSTITUTIONS

QOverview of the Study Review
Process

Become A Signatory
Institution

Navigate the CIRB For NCI
Division of Cancer Prevention

Consortia Sites And Cancer If you work for — or would like to become — one of our Signatory Institutions, here’s where to

Prevention Clinical Trial get started.
Network (CP-CTNET) N . : “ 1o :
Organizations Located on the left navigation bar, you will see a collection of “how-ta’s,” which we call

Quickguides, that will provide directions on how to begin a particular process, as well as
Create and Update the

useful tips. Other resources include:
Signatory Institution P

Worksheet ¥ ) CIRB Standard Operating Procedures
Create and Update the )} List of Institutions
Annual Principal Investigator
Workshest v
IMPORTANT:

Open a Study
Do you work for an institution that's part of NCI's Division of Cancer Prevention Phase O/1/11

Change the Pl on a Study  ~ ) o ) ) ) )
Cancer Prevention Clinical Trials Program? These consortia have different processes to gain

Submit a Study Closure access to IRBManager and CIRB-approved documents. You'll want to review the how-to

Report A Potential guickguide on navigating the CIRB as a consortia site.

Unanticipated Problem Or A
Serious Or Continuing
Noncompliance

CIRB FOR THE NATIONAL CANCER INSTITUTE 16



CIRB WEBSITE

C) I ) R) B Search Q IREManager CTSU

FOR THE NATIONAL CANCER INSTITUTE

HOME ABOUT ~ FOR NEW USERS ~ FOR INSTITUTIONS ~ FOR NETWORKS ~ FOR BOARD MEMBERS - CONTACT US

NEW USERS HOME > NEW USERS

Overview of the Study Review
Process

Frequently Asked Questions

about Navigating IRBManager

When To Usse NCI CIRE,

IRBManager, and CTSU GETTING STARTED

Websites
Here is an at-a-glance guide to help you get acquainted with the three websites you’ll use

on a regular basis. You can find more information on these websites in the When to use
CIRB, IRBManager and CTSU websites Quickguide.

Helpful Hints
}» You'll find the audiences served by the CIRB on the top navigation bar.

» Each of these will take you to a new page, with “How-to” Quickguides listed on the left

navigation bar.

) These Quickguides contain the information you’ll need to complete the related task.

CIRB FOR THE NATIONAL CANCER INSTITUTE



CIRB WEBSITE

CIRB WEBSITE CTSU WEBSITE IRBMANAGER

What You’ll Find Here

}» General information
about the CIRB

» How to use the CTSU
and IRBManager
websites

} “How-to” guides (called
Quickguides) on filling
out worksheets
in IRBManager

CIRB FOR THE NATIONAL CANCER INSTITUTE

)} Study-related and
enrollment information

) CIRB-related study
documents

} Roster Update
Management System
(RUMS)

}» Make changes to your
Signatory Institution’s
CIRB roster

} Worksheets required by
the CIRB

} User Dashboard
)} Studies open at your
institution

)} Pl responsible for each
open study at your
institution

) Worksheets submitted
by you, or by anyone at
your institution

18



UPDATES:

* PRINCIPAL INVESTIGATOR
WORKSHEET

e SIGNATORY INSTITUTION

WORKSHEET
« STUDY CLOSURE OR TRANSFER OF

STUDY WORKSHEET

CPRB
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PRINCIPAL INVESTIGATOR WORKSHEET REVISIONS

The Annual Principal Investigator Worksheet has been revised to clarify questions 15a, 15b, and
20c:

June 2024 - Revisions

> Questions 15a and 15b - Reordered and provided choices for assessing potential study participant’s
mental capacity and understanding of the consent document and how the study is assessed.

> Question 20c - Removed. This information will now be captured in the revised question 8e on the Annual
Signatory Institution Worksheet.

Completion of Principal Investigator Worksheet:

> Information for fields that stayed the same will be copied over. Those fields that changed from text to a
list of options will need to be completed.

> If you select ‘Copy to Amend’ when making a copy of the Principal Investigator Worksheet, the changes
will be highlighted.

CIRB FOR THE NATIONAL CANCER INSTITUTE 7] 20



SIGNATORY INSTITUTION WORKSHEET REVISIONS

The Annual Signatory Institution Worksheet has been revised as follows (*These changes may require additional
information to supplement what was provided in the previously approved submission):

October 2023 - Revisions

>

>
>
>

A\

>

Questions 4 and 5 - Clarified text regarding State and Local Laws
Questions 7, 8, and 9 - Adding a field for Person Title
Questions 8a - 8e - Clarified questions regarding Local Oversight

Question 9 - Added and revised questions regarding notification, investigation, and reporting of potential unanticipated
problems and/or serious or continuing noncompliance

Question 10 - Clarified text regarding Financial Conflict of Interest

Questions 11, 11a, 12, and 12a - Updated question text regarding institutional policies and guidelines that govern the
informed consent document

Question 14 and 14a - Updated question text regarding how assent and age of majority are documented (formerly Question
20)

June 2024 - Revisions

>

Question 8e - Modified text to include receiving and resolving complaints or concerns regarding the investigators and/or
research study team.

CIRB FOR THE NATIONAL CANCER INSTITUTE ] 21



STUDY CLOSURE AND TRANSFER OF STUDY WORKSHEET

Study Closure Submission (Complete in IRBManager. Up to 10 studies can be entered for the same Pl.)

All Requirements must be met prior to closure with the CIRB:

> The study is closed to accrual at the Signatory Institution and all Component and/or Affiliate Institutions
relying on the Signhatory Institution for this study.

> All study participants have completed study intervention(s) and follow-up activities OR no study participants
were enrolled.

> There will be no further research activity for this study (this includes recruitment, enrollment, data collection,
data analysis, data submission, etc.).

Each study closure requires an Early Study Closure Confirmation form (ECF). Criteria for ECF completion:
> Required for all studies, even those where no participants have been enrolled.

> Signature from Lead Protocol Organization’s (LPO) required for documenting review and approval of early
study closure regardless of the accrual status of the site. Approval is not guaranteed (e.g., registration
trials).

**Exception for unsighed ECF: Memo from LPO also attached with the status of ‘participant follow-up is complete’ OR
‘study is complete’.

CIRB FOR THE NATIONAL CANCER INSTITUTE

22


https://ncicirb.org/system/files/CTSU-EarlyClosureForm.pdf

COMMON SUBMISSION
MISUNDERSTANDINGS

CPRB
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TRANSLATED DOCUMENTS

> Spanish short forms cannot be used when a Spanish version of the consent form is approved and posted on
CTSU. Additionally, the Signatory Institution is required to insert CIRB-approved translated boilerplate
language into the Spanish version of the consent form. (Updated March 2022)

> Approval of documents translated by the institution need the following:
1) An approved English version (can be submitted with translation),
2) A translated version of the English document, and

3) Certificate of accuracy that the translation reflects the English version. A three-way match is
needed. This means the English version, the Translation, and the Certificate of Accuracy are all
connected by “SOMETHING THAT MATCHES” which is a version humber, local version date or
protocol version date (for CIRB-approved English documents).

> Quality of Life (QOL) and Patient Reported Outcomes (PRO) are validated instruments which cannot be
translated by the institutions. PROs are any documents being used to collect data for the protocol/study.

CIRB FOR THE NATIONAL CANCER INSTITUTE



WORHKSHEET SUBMISSIONS

Pl Worksheets
> Use the selection provided for the questions. The selection of “Other” should not repeat the selections provided.

> The addition of the use of remote consent informs use of how the consent discussion will occur. The remote
consent policy is not approved on this worksheet. This policy should be attached to Q11a of the Institution
Worksheet.

> For Q16, the selection of “Translators or translation services are available for use during the consent process
and throughout the study” cannot be entered as a single selection. It needs to be accompanied by either the
short form or fully translated consent form selection as well.

Institution Worksheets

> For Q7, the responsible person to be entered should not be the IRB Chair. The responsible person should
supervise or manage the entire IRB which includes the IRB chair.

> For Q8, all five parts have been revised to get more clarity for the oversight structure. Each part needs to be
addressed to include this updated information being requested. The institution might need to revise their
previously approved responses accordingly.

> For Q12, boilerplate language cannot contain and HIPAA language. HIPAA language needs to be in a separate
standalone document, but it is not reviewed or approved by the CIRB.

CIRB FOR THE NATIONAL CANCER INSTITUTE 7] 25



WORHKSHEET SUBMISSIONS

Study-Specific Worksheets

> Changes to the CIRB-approved consent document should be tracked to show the changes to be reviewed.
Boilerplate language should not be tracked.

> Documents to be reviewed for approval need to be attached to the appropriate question: Q13 - Recruitment
materials, Q14 - Assent forms and/or Age of Majority Consent, Q15 - translated documents.

> Documents which do not apply Q13 - Q15 should be attached to Q12.

Assent Waiver Worksheets
» Confirm the ages of assent before submitting the worksheet.

> Minors who reach the age of majority but are considered an impaired adult (i.e. has an ailment which impairs

mental capacity) does not need an assent waiver. The institution’s local policy for using a legally authorized
representative would apply in this situation.

CIRB FOR THE NATIONAL CANCER INSTITUTE



CIRB HELPDESK CONTACT

PHONE: 888.657.3711
SUPPORT@NCICIRBCONTACT.ZENDESK.COM
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Linking practice to progress

Cancer Trials Support
Unit (CTSU) Compliance,
Learning, and SOP
Solutions (CLASS) Jo g
Updates = 0/

Krishna Chothwani

CTSU Protocol Team Manager



CLASS-related Updates

Expanded course options

New training report on CTSU website

CLAss® Q = @ =
LU /Ly =g |
i Compliance, 'll..au:n‘mg , !! Sidiin -_l
| F a OPﬁ i " . - = — -

Welcome,

e . o g L]
Theradex Specimen Tracking... My Courses Inbox Getting Started «Catalug
Resume b SRR A S o T AR c .

ctsu.org 29




Courses Available In CLASS

Longstanding CLASS trainings:
Clinical Trials Monitoring Branch (CTMB) auditor training

Theradex Specimen Tracking System (STS) training for ETCTN, NCICOVID, and
Moonshot studies

Protocol-specific trainings

More recent expansion to include more general research training
Separate folder in the CLASS catalog

CATALOG

?-i- Alphaketica

- General Sne Training

. Soedy and Aszessment-Specific Training

ctsu.org ‘ 30




General Site Training

Wide range of topics

Generally provided by an NCTN Group (e.g., Alliance, SWOG)

Most are open to everybody via self-enrolilment, although a few are limited to roster

members*

NRG: An Overview of NRG*

Alliance: Data Management Tips & Tricks

Alliance: RECIST Basics

Alliance: Regulatory 101 and 102

SWOG: Clinical Trials Training Course (CTTC)

SWOG Audits: Serious Adverse Event Reporting Training

NRG Bundle: Clinical Lifecycle*

Alliance: Hematologic Malignancy Overview

SWOG Audits: Preparing for Success and Audit Process

ctsu.org 31



General Site Training (cont.)

i-i- Catalog » General Site Training Alphabetica = | Alliance: Radiation Therapy Credentialing Online Course m :
Course Name T b ) Alliance: RECIST and iRECIST Training D . m :
B | Alliance: AE Assessment in Dose Modifications Online Course m i ' Alliance: RECIST Basics Online Course m :
e e ErraEmres m : b | Alliance: Registration Trials - What You Need to Know Online Course m :
Alli; : BioMS Online C: e H ) N - .
b | Alliance: Cancer: Let's Start at the Beginning Online Courss m H - ~ o .
b | Alliance: Regulatory 201 Online Course m :
b | Alliance: Checking Eligibility Online Courss m H . . . X o )
I | Alliance: Routine AE Reporting Qnline Course m :
b | Alliance: Data Management Basics Online Courss m H -
= | Alliance: SAE / CTEP-AERS Online Course m »
b | Alliance: Data Management Tips & Tricks Online Courss m H .
b | Alliance: SAE Reporting Online Course m :
b | Alliance: Data Management Tips to Avoid Commaon Errors Online Courss m H )
| Alliance: The Why of Regulatory Qnline Course m :
P | Alliance: GU Studies Using iRECIST Online Courss m H i
= | MNRG BUMDLE: Clinical Lifecycle (2 Courses) Course Eundle m :
b | Alliance: Hematologic Malignancy Overview Online Courss m H
= | NRG BUNDLE: Patient Advocate Training (3 Courses) Course BEundle m :
B | Alliance: ICF and Short Forms Online Course m H
B | NRG: An Overview of NRG Online Course m >
B | Alliance: Imaging and Radiation Oncology Core (IROC) Online Courss m H
b | SWO0G Audits: Preparing for Success and Audit Process Online Course m :
B | Alliance: IPEC Overview Online Course m H
) - | SWOG: Adverse Event Assessment and Reporting Training Qnline Course m :
b | Alliance: Lung Cancer Overview Online Courss m H
; = | SWOa: Clinical Trials Training Course (CTTC) Online Course m :
b | Alliance: Multiple Myeloma Overview Online Courss m H
. b= | SWODG: How to Develop a Corrective and Preventive Action (CAPA) Plan Online Course m H
b | Alliance: Navigating Alliance Protocols Online Courss m H
- ) B | SWOG: Overview of National Coverage Analysis in MCTM Trials - Consideration Online Course m :
| Alliance: New CRP Welcome Online Courss m .
- N ~ . ) o . | SWOG: Patient Reported Outcome Questionnaires Online Course m H
P Alliance: Orientation to Alliance & NCTN Onlire Course m : -
‘ Alliance: Pathology for the CRR Online Course m - b | SWOG: Serious Adverse Event Reporting Training Online Course m H
: = Course H

ctsu.org 32



New CLASS Training Report

4 Home Protocols Dashboard Regulatory~ OPEN  Data Management-=  Auditing & Monitoring= RUMS~  Delegation Log=  Resourcesw Cnllaboraticiullepnrtsv

My Courses Training Report

Roster Site CTEP ID Course Name Status Help
T All v All hd All v All v All v Apply filters 'D Clear Filters

Users with a primary role on at least one roster can view the Training Report; they can view information on site staff members rostered to the organization(s) for which they hold a primary role. If you hold a
primary role, filter for at least a site or a person CTEP ID cr a course name to populate the table.

Requires primary role on at least one roster/site

Must set at least one of the following filters:
Site
CTEP ID
Course Name

“Who at my site has taken the
MyeloMATCH Site Initiation
Training course?”

Export to Excel

Help Topics available

ctsu.org 33



CLASS Training Report - Example

# Home Protocols Dashboard Regulatory~ OPEN Data Management~  Auditing & Monitoring= RUMS~  Delegation Log~ Resources~  Collaboration JeFAAdE Reports~

My Courses Training Report

2]

Roster Site CTEP ID Course Name Status HIE||.'.'

Y all - all z All X SWOG: MYELOMATCH ... X ¥ All . Apply filters D Clear Filters

Users with a primary role on at least one roster can view the Training Report; they can view information on site staff members rostered to the organization(s) for which they hold a primary role. If you hold
a primary role, filter for at least a site or a person CTEP ID or a course name to populate the table.

%' & Training Report
Person Name CTEP ID Course Name Completion Date

1 0 staff#l Haa SWOG: MYELOMATCH Site Initiation Training Complete 100.00 31-May-2024
2 0 staff#2 s SWOG: MYELOMATCH Site Initiation Training Complete 100,00 10-Jun-2024
3 0 staff#3 Hit SWOG: MYELOMATCH Site Initiation Training Complete 100.00 19-Junm-2024
4 0 staff#d HEEE SWOG: MYELOMATCH Site Initiation Training Complete 100.00 17-Jun-2024
5 ) Staff#5 HiHH SWOG: MYELOMATCH Site Initiation Training In Progress 66.66

6 @ Staff#t Hi SWOG: MYELOMATCH Site Initiation Training Complete 100.00 01-lun-2024

ctsu.org 34



Reminder: Checking Your Own Training Status

L1

= @

Fou are .-"'_E_E"‘ d AN a5

Dashboard
My Courses
Catalog
Resources

Calendar

=alll

Transcript

©

Profile

]

You can check your training status in CLASS...

...or on the CTSU website.

& Home  Protocols Dashbeard Regulatery~ OPEN  Data Management~  Auditing & Monitoring= RUMS~  Delegation Log=

My Courses ITraining Report

Resources~  Collaboratiory eFis:3g

%' & MyLMS Courses

Reporis+

Help

Completion Date

1 1 - Introduction to Auditor Training_and NCI CTMB Audit Program Complete 100.00 23-Jan-2018
2 2 - Clinical Trials Monitoring Branch (CTMB) Auditor Training - Regulatory Documentation Review Complete 100.00 23-Jan-2018
3 3 - Clinical Trials Monitoring Branch (CTME) Auditor Training - Fharmacy Review Complete 100.00 23-Jan-2018
4 4 - Clinical Trials Monitoring Branch (CTMB) Auditor Training_ - Patient Case Review Complete 100.00 23-Jan-2018
5 5 - Clinical Trials Monitoring Branch (CTMB) Auditor Training - The Site Audit Portal & Targeted Source Data Verification in Rave Complete 100.00 23-Jan-2018
b 51 Mandatory Site Auditor Training Courses (with TSDV) Not Applicable 0.00

7 MNCI/CTEP AURORA - Document Access Complete 100.00 11-Jun-2024
8 NCI/CTEP AURCRA Training_Series 1 Version 1 Complete 100.00 20-Jul-2022

9 SWOG: 518000 Site Initiation Training Complete 100.00 25-Oct-2022
10  Theradex Specimen Tracking_System (STS) Training Complete 100.00 22-May-2020

ctsu.org 35




Thank Youl!

Questions? Contact: krishnachothwani@westat.com

Please note that this information will be re-presented as part of the

CTSU updates during the Oishi Symposium session. CTSU also has a
table at the ORP Open Forum session. Stop by with questions about
these or other CTSU-related topics!

c1-su Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

ctsu.org 36
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M) NATIONAL CANCER INSTITUTE

NCI Updates
SWOG Fall Meeting

Andrea Denicoff, MS, RN
Head, NCTN Clinical Trials Operations
Cancer Therapy Evaluation Program, NCI

October 16, 2024




M) NATIONAL CANCER INSTITUTE

1.
2.
3.

Brief Updates
Streamlining Clinical Trials

Decentralized Clinical Trials Activities

38



@) NATIONAL CANCER INSTITUTE

Brief Updates
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NCI Director: Committed to Hearing from the Community

Visiting with trainees,
advocates, NCORP sites

@) NATIONAL CANCER INSTITUTE

40



National
Cancer Plan

Everyone has a role.

8 goals:
Prevent Cancer
Detect Cancers Early
Develop Effective Treatments
Deliver Optimal Care
Maximize Data Utility
Eliminate Inequities
Optimize the Workforce
Engage Every Person

nationalcancerplan.cancer.gov

: t_..d'gnt [‘g,l. :

gt ‘II Ce.
i E ||b'
\ '

Changing how we
know cancer today.
Reducing cancer
mortality.
Improving lives of
people with cancer.
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NCI Strategic Vision for Clinical Trials: 2030 and Beyond

Develop flexible, faster, simpler, less expensive, high-impact
clinical trials that seamlessly integrate with clinical practice

Streamline processes Focus on essential
for trial design and endpoints
execution

Decrease regulatory Increase efficiency of
hurdles and broaden data collection
trial access




New NCI Virtual Clinical Trials Office pilot program

NCl Media Advisory

NIH to address dwindling clinical trial
patient enrollment with centralized
staffing support

February 29, 2024
"

M) NATIONAL CANCER INSTITUTE

What:

« (Centralized, remote staff support for NCI-supported
clinical trials activities

Aims:
« Improve accrual and retention rate to trials — by
addressing staffing challenges and burdens of
clinical research

Status:
* 6 sites selected for initial pilot phase

Contributes to National Cancer Plan goals:
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Update from the
Streamlining Clinical
Trials Implementation
Committee (SCTIC)
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SCTIC Members from the NCTN Groups

Co-Chairs: Sumithra Mandrekar and Andrea Denicoff
ECOG-ACRIN: Erica Casella

ALLIANCE:

CCTG:

COG:

IROC:

M) NATIONAL CANCER INSTITUTE

Olwen Hahn
Colleen Watt
John Taylor
Shauna Hillman
Kristina Laumann
Jessica Sleeth

Dora Nomikos
Roger Leung
Thalia Beeles
Mary Beth Sullivan
Todd Alonzo
Lindsay Renfro
Michael Knopp
Stephen Kry

NRG:

SWOG:

Sarah Zinn
Yu-Hui Chen
Kerry Higgins
Carol Aghajanian
Sara McCartney
Elaina Harper
Mei Polley
Primo Lara
Dana Sparks
Cathy Rankin
Melissa Plets
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Update from Streamlining Clinical Trials
Implementation Committee (SCTIC)

= March 13, 2024: CTAC Acceptance of Standard Practices for

Reduced Data Collection in NCTN IND-exempt protocols
= https://deainfo.nci.nih.gov/advisory/ctac/0324/Mandrekar2.pdf

= Target Effective Date: Protocols activating after January 1, 2025

= SCTIC developed implementation plans for integrating streamlined
data collection into NCTN Group and CTEP processes

https://ctep.cancer.gov/protocolDevelopment/docs/NCTN Streamlined Data Standard Practices.docx

M) NATIONAL CANCER INSTITUTE
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https://deainfo.nci.nih.gov/advisory/ctac/0324/Mandrekar2.pdf
https://ctep.cancer.gov/protocolDevelopment/docs/NCTN_Streamlined_Data_Standard_Practices.docx

Data Categories for Streamlined Data Standard Practices

e Routine adverse events (grade 3 or higher, no start/stop dates or attribution)
e Maedical history

e Concomitant medications

e Physical exam

e Laboratory tests

e |maging and other assessment procedures

e Patient-reported data

Focused on data needed for protocol specified endpoints, eligibility,
stratification, treatment assighment and describing key patient
characteristics in IND-exempt treatment trials

m) NATIONAL CANCER INSTITUTE
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Scope: NCTN IND-Exempt Trials

NCTN TX Trial IND Exempt Study Activations by Year

Actlvatlon ECOG- Grand

2024 0 2 2 1 0

IND Status/Holder % of Total 2023 5 0 0 5 4 3 17
IND Exempt o . 2022 3 1 4 2 3 1 14

Study ° 2021 0 0 2 0 4 1 7
IND Study 214 64% 2020 2 g 2 > £ £ LS
2019 1 0 1 3 5 1 11

CTEPIND 152 45% 2018 1 2 2 5 0 2 12

2017 1 0 3 4 7 0 15

1 0,

Group/Site IND 64 18% 2016 4 0 0 2 1 0 -
Grand Total 337 100% 2015 2 0 2 3 2 1 10
2014 3 0 2 1 9 1 16
Grand ., 5 20 36 39 13 135

Total
Average 2 0 2 3 4 1 13

Current (April 2024) NCTN TX Trial Portfolio

Studies with a status of Approved, Active, Closed to Accrual

m NATIONAL CANCER INSTITUTE



Implementation of Streamlined Data in NCTN Trials

= NCTN Groups will hold informational sessions at meetings and
communicate the new streamlined data standard practices for IND-
exempt cancer treatment trials.

= CTEP will comment on concepts and protocols that IND-exempt trials
will be expected to follow streamlined data standard practices.

= |nvestigators who identify a scientific or medical rationale in an IND-
exempt trial to request more data to be collected must request an
exception to the data standards from within their Group leadership.

= If Group leadership allows an exception, the investigator must then
request exception to CTEP PRC with sufficient scientific rationale,
which may or may not be approved.
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Next Steps

= SCTIC planning to meet next with plans to:

= Form a small group of SCTIC members to monitor progress on
Implementation and provide updates to larger group

= Form a small group to develop metrics for evaluating the impact of the
Implementation of streamlined data collection standard practices.

= Engage the trans-NCTN Clinical Research Professionals (CRP) Working
Group to gather their input on metrics and avoid creating burden.

m) NATIONAL CANCER INSTITUTE
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Clinical Trials With
Decentralized Elements
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Clinical Trials with Decentralized Elements

= FDA Guidance Sept. 2024: The FDA! defines decentralized elements
as trial-related activities that occur remotely at locations convenient for
participants, such as telehealth or visits with a local HCP.

= Background: Many flexibilities used during the COVID-19 pandemic
were found to be extremely beneficial to patients and NCTN/NCORP
sites asked to have these continue beyond the pandemic.

= NCTN Groups and NCORP Research Bases worked collaboratively
with CTEP and DCP to develop a checklist and protocol language,
where needed, to use In future trials.

1 https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements

m) NATIONAL CANCER INSTITUTE

52


https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements

Checklist and Sample Protocol
Decentralized Clinical Trial (DC

_anguage for

) Activities

= Checklist — helps NCTN/NCORP protocol authors and study teams
think through what DCT activities to include in a study

= Sample Protocol Language — encouraged to use so that DCT
activities are implemented consistently across studies

= Additional Resources — links to other relevant resources and

guidance

m) NATIONAL CANCER INSTITUTE
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Checklist Topics — Considerations for DCT Activities in
NCTN Protocols

= Remote Consent = Administration of Injectable/IV SOC

= Care by a Local Health Care Provider agents by a Local HCP

(HCP) for a Study Visit = Administration of Radiation Therapy by

= Telehealth Visits with Study Team a Local HCP

= Shipment of Oral CTEP-IND Agent

= Local Performance of Laboratory Test, Directly to Participants

Imaging, or Other Assessment

I Local Performance of Laboratory Test, Imaging, or Other Assessment:

If the answer to any of these
Is the test/assessment investigational guestions is “Yes,” then local
Example T\Sn::or onl\:.r Ellvailable .at tl'll-le stdL:.dy site? performénce IS NQT
y special processing, handling, or appropriate for this
training required from study site staff? laboratory test or imaging
assessment,

m) NATIONAL CANCER INSTITUTE 54



Thank you!
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CTEP and SWOG Decentralized
Trial Implementation Plans




e Decentralized Clinical Trial (DCT) activities in the United States are \
allowed per FDA guidance and are encouraged in NCTN trials. \

e The FDA defines DCTs as a clinical trial where all or some of the
trial-related activities occur at locations other than traditional
clinical trials sites, and has established guidance to support these
trials.

* Trials without an Investigational New Drug application (IND) or
Investigational Device Exemption (IDE) may be more amenable to
DCT activities.

e Institutional policy or local/state laws may apply to certain DCT
activities, such as remote consent and telehealth.

* For non-US sites participating in NCTN trials, the Lead and
Crediting Groups must establish a policy for international NCTN
sites.




 NCI CTEP created a working group on decentralized trials in the \
NCTN setting comprised of representatives from each NCTN
group and from a variety of practice settings including NCORP -
representation.

e The stated intent of this working group and these activities was
to allow sites as much flexibility as possible relating to site
implementation of decentralized trial activities as well as tailoring
appropriate decentralized trial activities to the specific trial and
including specific language in protocols to provide guidance and
also to provide sites with support for local implementation.

* The product of this working group was a trial checklist to allow
protocol staff to assess the appropriateness of specific
decentralization elements on a protocol specific basis and to
provide a basis for protocol specific language.




Elements of the checklist:

e Remote consent

Does the study require:
A mandatory research-related, in-person assessment for eligibility check prior to If the answer to this question is “Yes,” then

registration? remote consent MAY NOT be appropriate
for this study.

e Care by a Local Health Care Provider (HCP) for a Study Visit

e A Local HCP is not registered as an investigator for a clinical trial. When using a local
HCP, the FDA recommends that quality control measures should be put in place to help
reduce variability and assess consistency and completeness of required procedures.
The activities provided by the Local HCP must be conducted under the oversight of the

Responsible Investigator (RI), who is the investigator responsible for the patient’s care
at the clinical trial site.

e Telehealth Visits

Does the visit require:
Specimen collections requiring specialized processing to be done at a registered clinical
trials site? If the answer to any of these questions is
Performance of an in-person physical exam or assessment requiring detailed “Yes,” then this visit IS NOT appropriate to

knowledge of the investigational product/therapy or assessing a protocol objective, be conducted by telehealth.
such as neurocognitive tests?

R SWOG i
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Elements of the checklist:

e Local Performance of Laboratory Test, Imaging, or Other Assessment

If the answer to any of these questions is
“Yes,” then local performance IS NOT

Is the test/assessment investigational and/or only available at the study site?
Is any processing, handling, or training outside the scope of regular practice required

. appropriate for this laboratory test or
from site staff? pprop y

imaging assessment.

e Administration of Injectable/IV Investigational Products by a Local HCP

Is the injectable/1V agent under an IND?
e e If the answer is “Yes,” then this visit IS NOT

appropriate to be conducted by local

Note: IND oral agents are self-administered under the direction of the Responsible health care provider (HCP).

Investigator.

e Administration of Radiation Therapy by a Local HCP

If the answer is “Yes,” then this visit IS NOT
appropriate to be conducted by local
health care provider (HCP).

Is the radiation therapy considered investigational and/or must adhere to the protocol-

specified radiation therapy treatment administration?

e Shipment of Oral CTEP-IND Agent Directly to Participants by the Site

k CHMZER
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 NCI-CTEP has provided suggested approved protocol language and
potential placement of this information in protocols for each of these
elements

* The NCORP program staff have reviewed these elements and the
suggested language and have signed on to the use of the checklist
and language for NCORP studies.

 SWOG has implemented the decentralized checklist and elements in
one activated study and is actively deploying the use of the checklist
for developing protocols.




$2312 Appendix 18.3
Guidance for Decentralized Clinical Trial Activities and Streamlining Data Collection

NOTE: These standard practices for submission of data to Medidata Rave do not override or otherwise affect clinical practice
standards for data collected in the local medical record. Participating investigators and clinical staff at trial sites should adhere
to all applicable standards for recording clinical information in the local medical record.

Some of the following clinical trial activities refer to care provided by Local Health Care Professionals (HCPs) (Non-Research Staff). Local HCPs
are defined as HCPs who are not registered as an investigator for this clinical trial. Local HCPs must perform trial activities under the oversight
of the Responsible Investigator (RI), who is the investigator responsible for the participant’s care at the clinical trial site.

The Rl must ensure that the data is entered into Medidata Rave and is responsible for making any decisions regarding study objectives.

a. Remote Consent
Remote consent, eSignature, and eConsent are permitted for this study as per the NCI’s CIRB Remote Consenting Procedures
found in NCI Central Institutional Review Board Standard Operating Procedures (https://www.ncicirb.org/about-cirb/sops).

b. Telehealth Visits with Study Team
The off treatment post progression study visits may be conducted by phone or videoconferencing technology (i.e., “virtual visits”),
including adverse event assessments, in accordance with local laws and regulations. This only applies to participants who have not
consented to optional blood for banking.

C. Local Performance of Laboratory Tests
Laboratory tests outlined in Section 9.0 Study Calendar may be performed by a local laboratory. The RI should submit laboratory
test results to Medidata Rave.
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https://www.ncicirb.org/about-cirb/sops

d. Local Performance of Imaging Tests
Not allowable for this study.
Scans outlined in Section 9.0 Study Calendar must be performed at the registered clinical trial site.

Scans may be performed at a sub-affiliate site as long as the images and reports are available within the EMR system to the
registering investigator for review within protocol-defined timelines/windows.

e. Administration of Commercial Agents by a Local HCP

The standard of care protocol-specified therapy may be administered by a local healthcare professional (HCP) with
appropriate reporting of therapy administration data and adverse event information to the Responsible Investigator (RI).

All decisions on care within the clinical trial are made by the RI.

The Rl is still required to report any protocol deviations and unanticipated problems that occur (e.g., non-compliance with
protocol therapy) per standard procedures.

All requirements necessary to document agreement for provision of data from a local HCP to the Rl are left to the discretion of the
registered clinical trial site.

f.  Streamlining Data Collection - Adverse Event Reporting

Because this study is IND exempt, the principles of the Streamlining Clinical Trials Working Group are being followed as
outlined in the report located at https://deainfo.nci.nih.gov/advisory/ctac/0324/Mandrekar2.pdf. Consequently, sites are
requested to submit only AEs of Grade 3 through Grade 5 to Medidata Rave as outlined in Section 8.7 and 8.8.
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https://deainfo.nci.nih.gov/advisory/ctac/0324/Mandrekar2.pdf

Resources:

NCI Central Institutional Review Board Standard Operating Procedures: https://www.ncicirb.org/about-cirb/sops

NCI CTEP Pharmaceutical Management Branch: https://ctep.cancer.gov/branches/pmb/agent management.htm

A Handbook for Clinical Investigators Conducting Therapeutic Clinical Trials Supported by CTEP, DCTD, NCI:
https://ctep.cancer.gov/investigatorresources/investigators handbook.htm

4. NCI Guidelines for Auditing Clinical Trials for the NCI National Clinical Trials Network (NCTN) Program Including NCI Community
Oncology Research Program (NCORP) and NCORP Research Bases [April 2023]:
https://gctep.cancer.gov/branches/ctmb/cIinicaITriaIs/monitoring.htm

5. Office of Human Research Protections, Guidance on EngaFement of Institutions- Institutions Not Engaged in Human Subjects
Research: https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html

6. SACHRP Recommendations on “Decentralized Clinical Trials for Drugs, Biological Products, and Devices - Guidance for Industry,
Investigators, and Other Stakeholders” [July 20, 2023]: https://www.hhs.gov/ohrp/sachrp-
committee/recommendations/sachrp-recommendations-decentralized-clinical-trials-drugs-biological-products-devices-
guidance-industry-investigators-stakeholders.html

7. FDA Draft Guidance Document: Decentralized Clinical Trials for Drugs, Biological Products, and Devices: o
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-
products-and-devices
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https://www.ncicirb.org/about-cirb/sops
https://ctep.cancer.gov/branches/pmb/agent_management.htm
https://ctep.cancer.gov/investigatorresources/investigators_handbook.htm
https://ctep.cancer.gov/branches/ctmb/clinicalTrials/monitoring.htm
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/guidance-on-engagement-of-institutions/index.html
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/sachrp-recommendations-decentralized-clinical-trials-drugs-biological-products-devices-guidance-industry-investigators-stakeholders.html
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/sachrp-recommendations-decentralized-clinical-trials-drugs-biological-products-devices-guidance-industry-investigators-stakeholders.html
https://www.hhs.gov/ohrp/sachrp-committee/recommendations/sachrp-recommendations-decentralized-clinical-trials-drugs-biological-products-devices-guidance-industry-investigators-stakeholders.html
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
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SWOG has already streamlined much of our data collection \
for IND exempt studies, so we do not require significant \
changes in our processes.

e For the remaining updates, ideally, CTEP has posted information about
implementation of SCTIC principles and will update their review forms (as many
of our procedures are designed to piggyback from and reference CTEP/grant
documentation).
https://ctep.cancer.gov/protocolDevelopment/docs/NCTN Streamlined Data St
andard Practices.docx

 We believe that CTEP requirements for Serious Adverse Event reporting and for
Data Mapping Utility (DMU) reporting may first need to be aligned with SCTIC
principles prior to the individual groups having the latitude to make changes
related to those elements.

KX SWOG =

NCI )
esearch P
ra A program
afthe N

NCI National Clinical
Trials Network
Mational Cancer Institute prog



https://ctep.cancer.gov/protocolDevelopment/docs/NCTN_Streamlined_Data_Standard_Practices.docx
https://ctep.cancer.gov/protocolDevelopment/docs/NCTN_Streamlined_Data_Standard_Practices.docx

e Operations SOPs and Protocol Templates - Dana Sparks and Crystal Miwa

SWOG Operations procedures build from CTEP/grant instructions and (in relation
to data collection language) from SDMC SOPs.

SOPs are also imbedded in our protocol template document instructions, so are
not a separate process for updating.

Protocol template updates are always ongoin%. There are very few (or possibly
no) spelcific protocol template updates that will need to be made based on SCTIC
principles.

The majority of the changes we will need to make are related to data collection
SOPs (addressed on the next slide), but we are continuing to discuss whether
templated language for eligibility criteria for HIV/HBV/HCV will require alteration
in the template for eligibility criteria.

Data collection language will be driven from SDMC SOPs, but will include
collection of fewer baseline source documents (pathology/operative/radiology).
We do not expect any obstacles in implementation.
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e SDMC SOPs and CRF Templates ( to include processes for review and approval\
of protocols and CRFs) — Cathy Rankin and Melissa Plets \

We will update Study Build Guidance documents to include a section on IND-
exempt streamlining data collection.

This will involve input and review from SDMC leaders and study reviewers.

Updates to the guidance documents will be accompanied by creation of CRF
template versions that align with SCTIC recommendations.

We are able to implement this as soon as the recommendations are finalized
and do not expect any obstacles in implementation.
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e Data Systems

We do not anticipate any systemic changes at our level will be necessary as the
data collection processes and content are individualized by protocol. However,
centralized system changes may be needed at CTEP.
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e Training materials \

SOP updates in Operations and SDMC will be accompanied by training of current
and future staff members — this process is routine. Our leadership has been
participating in this effort and we will provide a summary of all activities to a
wider leadership audience when the discussions have been completed. We do
not expect any obstacles in implementation.

We would appreciate centralized reference documents (URL posting or similar)
from CTEP to address investigator information/training.
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Broadening Eligibility Criteria
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e https://ctep.cancer.gov/protocolDevelopment/docs/CTEP Broadened Eligibility Crite
a Guidance.pdf

Based on 2017/2021 Joint Recommendations from the American Society of Clinical Oncology (ASCO)
and Friends of Cancer Research (Friends)ASCO/Friends published recommendations in October 2017 to
broaden clinical trial eligibility relating to brain metastases, minimum age, HIV infection, organ
dysfunction, and prior and concurrent malignancies (Kim, ES, et al. J Clin Oncol 2017, PMID: 28968170),
CTEP developed protocol template language for eligibility and announced to all CTEP-funded lead
protocol organizations and investigators that future protocols submitted to CTEP as of September 2018
Include the protocol inclusion criteria text found in this guidance document to broaden eligibility
criteria, unless clinical or scientific rationale supported some type of modification.

In May 2021, ASCO/Friends published additional recommendations to broaden eligibility criteria
relevant to washout periods, concomitant medications, f)rior therapies, laboratory reference ranges and
test intervals, and performance status (Kim, ES, et al. Clin Cancer Res. 2021, PMID:33563632), and this
additional guidance from 2021 is included as a part of the CTEP template and guidance.

NCI has proposed to remove the exclusion criteria seen in some protocols relating to psychiatric illness.

NCI’s National Clinical Trials Network (NCTN) will utilize these modernized eligibility criteria in clinical
trialsfgoing forward. These guidelines may be modified based on protocol-specific or drug development-
specific needs under the condition that a scientific or clinically based rationale is provided specifically.

Since eligibility criteria must be as broad as safely possible to achieve diverse and representative
populations in future clinical trials, CTEP will continue to collaborate with investigators and industry
partners in a shared responsibility to expand eligibility and access to trials.
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https://ctep.cancer.gov/protocolDevelopment/docs/CTEP_Broadened_Eligibility_Criteria_Guidance.pdf
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SWOG Protocol template update
— Biospecimen submissions

« SWOG has updated the SWOG protocol template (Section 15) to more clearly communicate
biospecimen submission requirements.

» Going forward all newly developed SWOG protocols with biospecimen submission requirements will
iInclude a simple summary table at the beginning of the biospecimen submission section of the
protocol (Section 15).

* The table will include the following information: Specimen Type/Amount, Timepoint, whether it is
a required submission, and whether a collection kit is being provided.

» For additional views, sites can refer to sortable tables that will soon be accessible via the SWOG
specimen tracking system.
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SWOG Clinical Trials Training Course (CTTC) —
Now Posted in CTSU (CLASS)

* The online version of the CTTC has been transitioned to the CTSU CLASS learning management system.

« Anyone with credentials to access NCI systems can access the course in the CLASS Catalog under the
“General Site Training” folder or via the direct link to the course:
https://www.ctsu.org/Public/class.aspx?courseid=0b0190ea-b489-4505-b4a3-b8c7a368cObd
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* Please update any local site onboarding materials to reflect the new CTTC link.

» Effective 10/21/24: Learners will no longer be able to enroll to the CTTC in the SWOG ExpertusOne
Learning Management System.

» Learners who previously enrolled in, but have not yet completed, the CTTC in ExpertusOne will have until
April 2025 (at time of next online CTTC course updates) to complete the course in ExpertusOne.
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https://classlms.org/
https://nam11.safelinks.protection.outlook.com/?url=https%3A%2F%2Fsecure-web.cisco.com%2F1t9mRvSDoJY-jHAovYtHCD37TQg-tGsFf-YB4AK2pLI1ymBvxIXBPHgYihxRN8ZbHI-fWdkCs3f36Y4AV1MRbWH7IqHZuW1pNIz0c-fjGD6zcJHok7LyKT6daeNHk2bFB7RaKG10MbkOhQbN1hLhXG00IgjnYTENoWGR1I8uL2y4OBgxqCjRUbkiGbJuBUzgbkesoJ_7WRsZpK6-maDXnhcoSEe3B_Nmx7kIwzNWpI3uzhsURHOi6Y4KtK7q1Ovfu%2Fhttps%253A%252F%252Fwww.ctsu.org%252FPublic%252Fclass.aspx%253Fcourseid%253D0b0190ea-b489-4505-b4a3-b8c7a368c0bd&data=05%7C02%7Ctraining%40swog.org%7C818840d8f668468ed27308dccc2e3d1e%7C0ec642154ea444a3aaab33c7d473c17e%7C1%7C0%7C638609746248983375%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=nPVQrn3pkTWdOk1g%2FfZI%2BKaYoXxVu0jSUklncCCv%2F1k%3D&reserved=0

Prior SWOG Quality Assurance Webinars
Posted as Enduring Courses

Links to Previous Webinars and Upcoming Webinar Announcements are
posted at: SWOG Quality Assurance Live Webinar Series | SWOG

CEU Courses in ExpertusOne: Non-CEU Courses now in CLASS:
 Workload Prioritization in Clinical  Adverse Event Reporting
Trials (1.5 contact hours) « Serious Adverse Event Reporting
« Research Protocol Deviations vs . SWOG Audits: Preparing for
Deficiencies (1 contact hour) Success and Audit Process

 Best Practices for Informed Consent How to Develop a CAPA Plan
(1 contact hour)



https://swog.exphosted.com/coursepage/219_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/219_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/211_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/211_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/193_enUS/ExpertusONE_27
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

Website Resources — SWOG.org

* Frequently Asked Questions | SWOG Webpages

e Training Resources | SWOG includes direct links to
SWOG training workshops.

* The Announcements / Current Training
Opportunities | SWOG section of the webpages
announces newly published individual training
courses that are not part of a complete SWOG
training workshop.

* Includes links to prior Group Meeting
presentations (such as SWOG QA Audits - Top 10
Deficiencies, Improving Specimen Submissions to

the SWOG Biospecimen Bank, or Biospecimen
Quality, Compliance, Tips and Tricks), links to
training for SWOG ORPSs, such as: the SWOG
and NCI Systems Overview Training or NCTN
and NCORP Study Funding and Payment
Distribution, and links to training materials in
Spanish.

About The SWOG Network News & Events  Clinical Trials F

Biospedmen Submission

SWOG / ClinicalTrials / Clinical Research Resources

Clinical Trials Clinical Trials Search

Biospeciman Submission g
k& Clinical Research Resources

Clinical Re SearCh Frequently Asked Questions

Publications

Biospecimen Access

+

Clinical Trials Search

Clinical Research Resources 4 » ANNOUNCEMENTS / CURRENT TRAINING O

Institutions

Overview. The Clinical Research Resources webpages are col R J— ghou
the SWOG website and within the FDA, OHRP, OCR, NIH, NC|,| uality Assurance & Audits t to
conduct of dinical trials within the NCTN. Serious Adverse Events

* Public Access: Training Resources

Data Submission = Clinical Research and Human Subjects Resea

Frequently Asked Questions

Adverse Events, Serious
Adverse Events, and External
Safety Reports

CRA Workbench
= Clinical Investigator Resources

Funding, Fi ial .
uncing. Financia = Resources for Oncology Research Profession 2 Gl RUGHGTN )
Agreements and Study

= Regulatory and Ethical Research Conduct References
Diversity, Equity, and Inclusion Resources

Payments v
Membership

Current Training Opportunities

Quality Assurance

Topic area Audience NCI or NIH provided Training

Systems Access and

Rostering Maintenance

* Biospecimen Submission » Site Principal Investigators * |D.me Implementation

* NCTN Navigator and * Advanced Practice * NIH Clinical Research
Correlative Science Providers Training
Proposals * Lead Oncology Research * NIH Clinical Pharmacelogy
* Quality Assurance Professionals Training
* Regulatory * Oncology Research
* Diversity, Equity and Professional (ORP)
Inclusion = Spanish-language

presentations for general

CAMCER
RESEARCH
NETWORK

A SWOG

orientation to SWOG, NCI,
and CTSU.



https://www.swog.org/clinical-trials/clinical-research-resources/frequently-asked-questions
https://www.swog.org/clinical-trials/training-resources
https://www.swog.org/clinical-trials/clinical-research-resources/current-training-opportunities
https://www.swog.org/clinical-trials/clinical-research-resources/current-training-opportunities
https://swog.exphosted.com/coursepage/205_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/205_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/202_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/202_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/201_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/201_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/115_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/115_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/83_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/83_enUS/ExpertusONE_27
https://swog.exphosted.com/coursepage/83_enUS/ExpertusONE_27

Tools -

BSA Calculator
Clinical Trial Review Guide

COVID Protocol Deviation
Log (Word})

COVID Protocol Deviation
Log (PDF)

Creatinine Clearance
Calculator

Date Counter

Ideal Body Weight Calculator

I CRA Workbench

Popular Resources —

OPEN Patient Registration

Rave Data Submission

Specimen Tracking *

SWOG QA / Audits /

Monitoring

Patient Reports / Data Quality =
Expectations

Institution Performance
Review (IPR)

Queries (both Rave and pre-
Rave SWOG studies)

Ineligible Patients
Patients in Follow-up

Data Quality Portal (DQP) for
Rave studies

SWOG Best Practices *

New CRA Training
Tools e
Resources

CRA Manual (for Oncology
Research Professionals)

Study Reports

Patient Management (Non-Rave 4

Contact the Statistics and
Data Management Center
(SDMC)

Contact Reference Sheet *

Studies)

Training +

Contact Us

About

Home / Member Resources / CRA Workbench

Find ORP Resources on the

CRA Workbench

Your resource headquarters for SWOG clinical trial patient management.

Announcements

* “Studies with no
required follow-up” is a
report of studies that
can be terminated with
the IRB of record.

The SWOG Network

Training -

SWOG Clinical Trials Training
Course (CTTC)

Your First Group Meeting

*E\,fery CRA Should Know..*

Study Reports -

Studies with no required *
follow-up

Studies in Long Term Follow-
up

SAEs for a Study

50820 Potential Patients
Study-wide Unblinding
Accrual by Site

Accrual by Race and Sex

Accrual by Disease
Committee

BMT Facilities

RT Facilities

News & Events

o —

o SRS

—

Latest CRA Newsletter

Join the CRA Mailing list

SWOG CRA
Workbench

* Login with credentials
required to access
NCI systems

* CRA Manual for ORP

» Expectation, IPR and
Query Reports

* Recent updates:
“Announcements”
and the Quarterly
“CRA Newsletter”

* Helpful SWOG and
CTSU Contact
Information



https://txwb.crab.org/TXWB/Default.aspx
https://txwb.crab.org/TXWB/Default.aspx

SWOG Training Resources List for Oncology Research
Professionals — Transitioned to CTSU.org

* ORP onboarding and training resource list (previously under the Clinical Research Resources section of the
SWOG website at: SWOG Training Resources List for Oncology Research Professionals).

 Includes links to federal and Lead Group training and clinical research resources for oncology research
professionals.

* These resources have been transitioned to CTSU.org: thAAQAaaaNaank

Resources >> Researcher Resources.

e Thank you to NCI, CTSU!
and Lead Group WG members.

» Please update any local site bookmarks / documents to
reflect the NEW compiled researcher resources
(downloadable) spreadsheet link (below):

 https://www.ctsu.org/readfile.aspx?EDocld=1937857&CTSUCreated=Y

\ CANCER
RESEARCH
\ NETWORK


https://www.swog.org/clinical-trials/clinical-research-resources
https://www.ctsu.org/readfile.aspx?EDocId=1937857&CTSUCreated=Y

CTSU Researcher Resources

» Additional resource links are now accessible on CTSU.org under Resources >> Researcher Resources.

TN Cancer Trials Support Unit
c.'su A SERVICE OF THE NATIONAL CANCER INSTITUTE

\.\\______y My Account CRISP User Access Update: CTEP-IAM & ID.me  Welcome Cara Laubach. Your password will expire in 103 days.

Home Protocols @ Dashboard Regulatory> OPEN  Data Management~  Auditing & Monitoring RUMS~  Delegation Log' GEELIN LA NN Collaboration CLASS -

Resources Browser X |

Researcher Resources

Search by Document Title M This section provides links to a broad assortment of resources that sh

For a downloadable and sortable list of most of the items within thess
category (i.e., sub-folder(s) within Researcher Resources), target au

+ E3 My Protocolsfg) the list itself will be updated quarterly.

3 My Favorites [0 docs]
+ BB Experimental Therapeutics Clinical Trials Network
(ETCTN) Program

= Researcher Resources

— B Researcher Resources
4 BB [NCI Program and General LPO Resources
4+ B8 2rudit and Monitoring
4+ BB Investigational Agent Management including AURORA
4+ I participant Coordination and Data Management

CI Prcgram and General LPO Resources > NIH and NCI Resources
Cancer Information Service (CIS)

Cancer Therapy Evaluation Program (CTEP)

Checklist and Language for NCTN Decentralized Clinical Trial|

Feports =

Experimental Therapeutics Clinical Trials Network (ETCTN) Program

CTSU Operations Information
Protocol Specific Materjals

R aco [Ty Tes
Educational Multimedia

Site Advisory Panel

Translated Short Form Consents
Disease Portfolios

FAQsS

Glossary and Acronyms

LPO Resources

+ Educational Multimedia

B T S -

Researcher Resources

eful to those working in the clinical trials environment. For more information, click on the Help Topics icon. e

Compiled Researcher Resources Lj

=18

category (i.e., sub-folder(s) within Researcher Resources), target audience, and inform3
the list itself will be updated gquarterly.

\T CANCER
RESEARCH
\ NETWORK

This list includes celumns for the topic area, the posting
1at while new items may be posted to these folders at any timd

I more info

des columt
items ma»

Help

NCI Community Oncology
Research Program



Reminder: SAE Reporting Requirements updates

\ CANCER
RESEARCH
\ NETWORK

Effective August 30, 2024 NCI implemented a global safety update to the notification procedures for
serious adverse events (expedited reporting requirements).

The primary change is to require 24-hour notification to IND/IDE sponsors for ALL SAES, irrespective
of grade/severity, if the AEs meet any of the SAE criterion defined in FDA regulations, followed by a
completed expedited report in 5 or 10 calendar days.

Affected trials include: All CTEP-supported Clinical Trials Networks and Consortia IND/IDE trials (and
any trials supported by another organization under CTEP IND) that:

1. Use the current CTEP expedited reporting tables (effective date of May 5, 2011) and

2. Still have patients on treatment as of August 30, 2024 (i.e., trials that have a status of
“Active”, “Closed to Accrual”, or “Temporarily Closed to Accrual” as of that date).

For more information, refer to the Memorandum and list of Protocols with Updated Adverse Event
(AE) Tables posted on CTSU.org.

For questions on reporting requirements for SWOG-led studies: Email adr@swoqg.org.



https://www.ctsu.org/master/SimplePage.aspx?ckey=AE-TABLE
https://www.ctsu.org/master/SimplePage.aspx?ckey=AE-TABLE
mailto:adr@swog.org

Quality Assurance
Updates

Laura Gonzales, BSN, MA, RN, OCN
QA Manager
Network Operations Office — San Antonio




S5WOG / Cdlinical Trials / Training Resources

= Quarterly Quality Assurance Live Webinar Series (registration information and links to post-meeting
recordings)

SWOG Quality Assurance Live
Webinar Series

National Clinical
CHNCER
\3 SWOG| HHHHHH NCI Trials Network
HETHORE
a Mational Cancer In: a




Disease Assessment in Solid Tumors (December 6, 2024)
SHVE We hope you can join us for the Disease Assessment in Solid Tumors Webinar.

Save the Date: 12/6/2024 from 11:00 a.m.- 12:00 p.m. CT.
THE m TE ’ Presenter: Rose Ermete RN, BSN, OCN, CRN-BC, CCRP.
@

Registration Required: Prior to the start of the webinar: Enroll to the SWOG ExpertusOne Course via the following
link: Disease Assessment in Solid Tumors Webinar. (Login with NCI credentials).

We recommend enrolling by December 5, 2024. After enrolling, participants will receive a system-generated

calendar invite with a link to the course.

This activity will be submitted to the Maryland Nurses Association for approval to award 1.0 CEU contact hour.
Maryland Nurses Association is accredited as an approver of nursing continuing professional development by the
American Nurses Credentialing Center’s Commission on Accreditation. To obtain 1 CEU contact hour participants
must attend the entire webinar (via the above SWOG ExpertusOne course link) and complete the post-course
evaluation in Survey Monkey. No one with the ability to control content of this activity has a relevant financial
relationship with an ineligible company.

National Clinical Community Oncology
CHNCER
NC NCI Research Program

A SWOG

RESEARCH
METHDRE

Trials Network

a MNational Cancer Institute program A pregram of the National Cancer Institute

of the National Institutes of Health



Previous QA Webinars

ADVERSE AND SERIOUS ADVERSE EVENT REPORTING

SWOG AUDITS HOW TO DEVELOP A CAPA PLAN

BEST PRACTICES FOR INFORMED CONSENT

RESEARCH PROTOCOL DEVIATIONS VS DEFICIENCIES

WORKLOAD PRIORITIZATION IN CLINICAL TRIALS

o National Clinical Community Oncology
CHMCER

RESEARCH NCI Trials Network Research Program
HETWORK

a MNational Cancer Institute program

A SWOG

A program of the Mational Ci

“ancer Institute
of the Natienal Institutes of Health
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On 8/30/24, NCl implemented some changes to SAE reporting for all
protocols using an IND. This was in response to a finding that NCI was
not in compliance with the FDA. The FDA stated that all SAEs (on IND
trials) must be reported within 24 hours, regardless of grade/severity. A
global change to CTEP-AERS was made to implement the new reporting
timeframes.

Questions?
adr@swog.orqg



mailto:adr@swog.org

\:

LUNGMAP Audit Changes \

The following changes to auditing will occur when Revision #9 is
approved:

1. LungMAP substudies that do not have potential FDA
registration intent will be audited on a regular audit schedule
(every three years).

2. SWOG will no longer audit all LungMAP registrations.
LungMAP substudies that do not have potential FDA
registration intent will be audited by the group to whom the
registration is credited.




\
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SWOG Network Group Operations Center
Administration & Funding Updates

Presenter:
Casey Dawson, SWOG Assistant Director of Administration
Pat Mize, SWOG Grants & Contracts Manager




New Staff

Welcome Denisel
SWOG Grants & Contracts Coordinator




NCTN Competitive Renewal \Z\

NCTN Competitive Renewal RFAS
have arrived!




SWOG NCTN/NCORP Renewal Timelin

2025 2026
Funding Opportunity
Announcement New Grant Cycle Begins
October 10, 2024 March 1, 2026
@ ~ 4.5months () @

NCTN

NCORP

Proposal Due
End of February 2025

Funding Opportunity
Announcement

Early to Mid-2025

Grant Moves to
UC Davis
March 1, 2026

3-5 months

Proposal Due
Mid to Late 2025

New Grant Cycle Begins
August 1, 2026

Grant Moves to
Columbia University
August 1, 2026

CAMNCER
RESEARCH
METHDRE

A SWOG

NC National Clinical NCI Community Oncology
Trials Network Research Program

a MNational Cancer Institute program

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



NCTN Competitive Renewal \
Member Site Requirements \

Member Site Emaills sent!

Membership Cateqgories:
= Main Member

= Affiliate of Main Member
= VA Storefront Sites




NCTN Competitive Renewal \
Member Site Requirements \

v'Letter of Intent/Support
« Signed by institutional signing official (OS)
* Include required language

v'Performance Site Form, including UEI number

v'Key Personnel Form for Member Site Pl
* Biosketch

e eRA Commons ID *new requirement*
v'Letter of Support from Member Site Pl (Optional)

Please send any questions to FedGrants@swog.org



mailto:FedGrants@swog.org

\

NCTN/NCORP Grant Extensions \

« SWOG NCTN/NCORP grants end in 2025 (technically)
« SWOG will receive 1-year extensions for NCTN/NCORP

SWOG will be issuing amendments to Fixed Rate
Subawards in early to mid-2025 to extend term

Please send any questions to FedGrants@swoqg.org



mailto:FedGrants@swog.org

\

Funding Team at ORP Open Forum \

Thursday, October 17t at 12:30pm — 2:00pm
Crystal B, Lobby Level, West Tower
In Person Only




\

Site Funding Contacts

A\

Federal Funding FedSitePayments@swog.org

Non-federal Funding Finance@thehopefoundation.org

National Coverage Analysis (NCA)

: : Funding@swog.or
or General Funding Questions g@swog.org



mailto:FedSitePayments@swog.org
mailto:Finance@thehopefoundation.org
mailto:funding@swog.org

SWOG Clinical Trials
Partnerships (CTP)

OCT 2024 Site Operations Update

A




Getting Started with SWOG CTP...

e SWOG Member sites will be notified about CTP studies
via email

e Study Synopsis

e Study Feasibility Questionnaire

e Study Calendar and Specimen Collection
e Study Funding

* Interested sites will complete a short study feasibility
guestionnaire

* Once selected, sites will complete contract for the
study

AN LLC OF THE HOPE FOUNDATION FOR CANCER RESEARCH

LLLLLLLLLLLLLLLLLLLLL

A SWOG =5

ommunity Oncology
esearch Program




21CTP.LEUKO1 — ONGOING SITE SELECTION \

A\

Study info and feasibility survey will be oo e
sent to SWOG Site Pl's and Head CRA’s SWOG CLINICAL

TRIALS PARTNERSHIPS

AN LLT OF THE HOPE FOUNDATION FOR CAMCER REFJEARCH

Estimated activation Q4 2024! e o ey e s

Learn more at www.swogctp.org o T ey et e

Informiation 1o help s assess sach sHe's sulahiity for the shudy We expoot o seoot
approsimale by 35 shes o opan the 21CTP.LEUKO iral

i oy hawe gueesiions aboul EWESE CTTP or any of our frials, widohs inclode: no: Sedenal Tunding,
ploase reach: ol 1o us al prolconks JEswogoip oeg .

Sincernety,
Anjall 5. Adeani, MO

Beliohaais Lbedke, LD

O ] mpa—



http://www.swogctp.org/

21CTP.HNO1 PROTOCOL IN DEVELOPMENT!

\

HNO1: Phase I/Il Study in Recurrent I —

Metastatic Head and Neck Cancer TRIALS PARTNERSHIPS
Anticipated Site Selection and Activation- =mEmmmm s
Q3 2025 e

comoieie i linksd fes bl gue cHomnairs o sder $han Apell Sith H oodiecis essorial
Imomation o help s assecs each she's sukabiity For the shaly WWe eapool o -Seleol
approssmalely 35 shes. 4o open The 21CTR.LELKO al

Learn more at www.swogctp.org m“cﬁffmm.mm mmmmm —

ml.lum canoer chnical rials and tanslatonal resaarmh

I v hasse quaesTions aboul EMHCESE S TP ar any of our trals, which includs no federal funding,
plaase reach oul o us al perolconk: JBowogotpaoeg.

Siroa ety
Anjall 5. Scvani, MO

Pelichaizha | beeciih, WD

TR | EH BT e e 7 e



http://www.swogctp.org/

Active Industry Collaborations* Pending CoIIaborations\

Acute lymphocytic leukemia e CNS Working Group \
Breast cancer triple negative - adjuvant * Digital Engagement
Breast cancer ER+ HER2 - metastatic e Immunotherapeutics
Bladder cancer - neoadjuvant e Colorectal — metastatic
Head/neck squamous cell - advanced e Anal-locally advanced
*pipeline, platform, subtype e Several company pipelines

e SWOG VA Committee

ommunity Oncology
esearch Program

NCI )5
R
ra A program
of the

NCI National Clinical
Trials Network
Mational Cancer Institute prog




\

Learn more at the ORP Open Forum! \

Thursday, October 17t at 12:30pm — 2:00pm
Crystal B, Lobby Level (West Tower)
In Person Only




SDMC Updates

Phyllis Goodman, M.S.

SWOG Statistics and Data Management Center
Seattle, WA




S1826 — Data to FDA

Retrofitting the trial for post-marketing FDA submission

Data Cleaning process is ongoing
e Queries from BMS re: clinical, PRO-CTCAEs and imaging
o Currently reports are sent twice a week but will be reduced to weekly

 Avance has been engaged to assist in:

* Image submission (PET/CT scans) and guery resolution

« BMS anticipates submitting data to FDA by the end of May 2025

« Remember - Patients are to be followed for 10 years so continue submitting

follow-up and survival data

 Thank you for your efforts!




Institution Performance Review

e Change in source of information for Pl and Lead ORP
from SWOG roster to CTSU roster

 There were some differences in (1) how affiliates were
associated with Tier 1 sites, and (2) Registration status

e Allows addition of Co-Lead ORP to the distribution list

A\




Institution Performance Review

* Metric for Timeliness of Query Resolution
e Policy #33 updated in April 2024 to include as a formal IPR measure.
* Included for the first time in July 2024 report

|(l

e Overall “Site Score”

e Weighted measure of IPR categories
e |FS, Vital Status Updates, Forms and Specimen Submission
e Query responsiveness will be added in 2025
e Categories: Excellent, Very Good, Good, Adequate, Poor

e Excellent sites with at least 10 registrations in the last 13 months will be
recognized at Plenary Session and in Group Meeting agenda book

s Network NCI :::ﬁm'l:ﬂi SR




Tier 1 Site Score Distribution —
Six Month Average (Oct 2024)

___Category | __Points_|___Number of Sites (n=99)

\
A\

Excellent 10.0-12.0 19 (19.2%)
Very Good 8.0-9.9 43 (43.4%)
Good 6.0-7.9 14 (14.1%)
Adequate 3.0-5.9 20 (20.2%)
Poor <3.0 3 (3.0%)

 Must have registered > 5 patients in the last 13 months to have a Site Score calculated
* Must have registered >10 patients in the last 13 months to be acknowledged at Plenary

Z’ SWOG =



Site Score Report

e Aggregate at the Tier 1 level

* To calculate a meaningful score, site must have at least 5
registrations in previous 13 months

* Average Score at the top of the report

 Monthly metrics for each category and overall monthly score for
prior 6 months (newest on the left, oldest on the right)

* Measures that are out of compliance are highlighted in red

e Scoring metric with point assignment and overall Site Score
Categories provided at the bottom of the report




Site Score Report - Example

Tierl Institution:
@h Average @

AUG2024 JUL2024 JUN2024 MAY?2024 APR2024 MAR2024
10 Points 10 Points 10 Points 10 Points 9 Points
Score (max.12)
IFS 0M2= 0.0% @ 0/13= 0.0% 3 0/16= 0.0% 3 0/18= 0.0% 3 0/19= 0.0% 3 0/21= 0.0% 3
IFS13 0 0 0 0 0 0
Forms 8r51= 1.1% 2 17761 = 22% 2 10871= 1.1% 2 9/869= 10% 2 10924 = 1.1% 2 26/933= 2.8% 1
Vital Status 1133= 3.0% 3 234= 59% 2 334 = 88% 2 I3IT= 8.1% 2 2/38= 53% 2 4/42= 95% 2
Specimens 01M19= 0.0% 3 0/20= 0.0% 3 025= 0.0% 3 0/31= 0.0% 3 0/43= 0.0% 3 0/47= 0.0% 3
Specimens 13 0 0 0 0 0
Query 0 330 = 10.0% 535 = 14.3%" 0 2 <na <na>
Cuery 13 0 0 <na> <naz
Point Assignment Site Score Categories
Measure 3 Points 2 Points 1 Points 0 Points Category Point T':'m_l
IFS 0% > 0% - 5% > 5% - 10% > 10% or IFS13 > 0 Excellent 100120 points
Forms <1% | 1%-25% >2.5% - 5% > 5% Very Good 8093 points
Vital Status < 5% 5% - 10% > 10% - 15% > 15% Good 6.0 - 7.9 points
Specimens 0% > 0% - 5% > 5% - 10% > 10% or SPEC13> 0 Adequate 3.0-5.9 points
Poor < 3.0 points

\> CANCER
National Clinical Community Oncology
ASWOG = [0S e JSTRT) commcpcoe|




What Does 15/30/60 Mean?

| Expectations | Rave/DQP
Grace

- Period CountsinIPR Overdue
Due Date (days) (days) Target Date in DQP

Registration > 30 past Registration

(IFS) Date +15 30 due date  Date > 15

S

- Date of per- >60 past Date of per-

On treatment protocol visit + 30 60 due date  protocol visit > 30

- Date of per- >60 past Date of per-

Off treatment protocol visit + 60 60 due date protocol visit > 60
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SWOG 2024 Trial Activations

Opened in 02-03 \

S2303: Advanced Gastric and Esophageal adenocarcinoma \

MYELOMATCH: Master Screening and Reassessment Protocol- Leukemia/AML
MM1YA-S01: AML High Risk, Age < 60

S2308: Low tumor burden follicular Lymphoma

S2312: Metastatic castrate-resistant Prostate Cancer

S1900J: MET Amplification-Positive Stage IV or Recurrent NSC Lung Cancer

“Expected” Q4

S2414: Early-Stage Non-Small Cell Lung Cancer

MM1OA-S03: Newly Diagnosed Older Adults with IDH2 Mutant A ML
21CTP.LEUKO1: Newly Diagnosed Philadelphia Chromosome Positive (Ph+) ALL

INCI
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nCartes

Presented by:
Chris Cook

CANCER
RESEARCH
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SWOG-nCartes
EHR-to-EDC

Agenda

e Results

e |nstallation Considerations
e Updates

CANCER
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Results: Adoption

e SWOG sites live or going live: 11

e Additional SWOG sites in pre-onboarding: 3
e Patients supported/processed: 140+

e Studies in production: 7

e (Case report forms processed: 3,000+

CAMCER
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Results: Time Savings

e Varies by study, source data, and study personnel
 |n general, substantial time savings; not just incremental

e Pilot test

e 100 case report forms completed in an average of 2 minutes
and 20 second per form by an experienced study coordinator

e Sijte estimated time savings of 5 to 15 minutes per form, with
the range depending on form size/complexity, for a typical
coordinator

 Similar results noted in production at multiple sites




Results: Time Savings (cont.)

e Medical Informatics Europe August 2024 peer-
reviewed conference article: “Comparing the
Accuracy of Traditional vs. FHIR®-Based Extraction of
Electronic Health Record Data for Two Clinical Trials”
— Maryam Garza, PhD, MPH, MMC(i, et al.

e Sijte staff noted “up to 50% time savings in MRA, data
entry, and QC”
e https://ebooks.iospress.nl/volumearticle/68949

\ CANCER Na
RRRRRRRR NCI Ry rch Program
\ NETWORK


https://ebooks.iospress.nl/volumearticle/68949

Results: Time Savings (cont.)

“nCartes has been invaluable in streamlining our hematology trials, which
often involve extensive structured data and complex lab results. For most
clinical research coordinators, data entry has become approximately
60% faster thanks to nCartes. Even in trials with simpler data sets, we’ve
seen improvements of 75-85% in efficiency, as nCartes seamlessly pulls in
the majority of the data. This allows us to focus on reviewing
unstructured data, such as treatment details and adverse events, all
accessible within the platform. I'm excited about the prospect of
launching more trials at UC Davis through nCartes.”

Leslie Garcia
Senior Clinical Research Coordinator
UC Davis Comprehensive Cancer Center




Significant Error Rate Improvement

Site Error Rate Check — Traditional vs. nCartes Assisted

Total Total Total Format Data
Errors Fields Error Errors Entry
Checked Rate Errors
Unassisted (Manual) 47 232 20% 20 (9%) 27 (12%)
Automated (nCartes) 0 232 0.0000

* Format errors all due to decimal length

« Data entry errors included transposed data, unit conversions, incorrect and
missed data

« SWOG article in peer review at the Journal of the Society for Clinical Data
Management (jscdm.org)
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Installation Considerations

HL7 FHIR is the preferred interface standard
although nCartes also supports HL7 V2

One site reported additional Epic fees to support
aspects of the interface --- check with your IT staff

Data from Epic Care Everywhere is generally not
available — legal issue among healthcare providers,
not a technical issue

Otherwise, installations are relatively
straightforward and leverage out-of-the-box Epic
and nCartes APIs




Updates
I

S1802 (prostate cancer) 51925 (leukemia)
S$1803 (myeloma) 51931 (renal cancer)
51826 (lymphoma) S2013 I-CHECKIT
51827 (lung cancer) 52200 (renal cancer)
51918 (lymphoma)

e Adding S2207 (lymphoma), S2308 (lymphoma), 2206 (breast),
2212 (breast)




SWOG-nCartes 2024 Leap Day Webinar:

° “it,S

° "it,S
com

e “Our

SWOG Site Comments

peen a huge time saver for us”
neen very easy for us to quickly submit lab values and

nlete study data entry”
data managers and staff are very excited to add more

of our studies to the system”

 "very happy that SWOG was able to partner with this
company to make this happen for us”

e “the

error rate on data extraction was zero”




THANK YOU

To learn more, you can stop by the
SWOG-nCartes booth or email SWOG at:

SWOG-EHR-EDC@CRAB.ORG



mailto:SWOG-EHR-EDC@CRAB.ORG
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2022

PHS Research Staff
Appreciation Award

Phyllis Goodman, a 31-year veteran of Fred Hutch’s
Public Health Sciences Division, has won the 2022
PHS Research Staff Appreciation Award.”

Phyllis Goodman (left)
Dr. Garnet Anderson (right)
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will tell!



Special Thanks

 All of our Speakers
e Tech Support team
e Courtney Wille




Reminders

Tomorrow, Thursday, October 17t
e Jeri & Noboru Oishi Symposium, 8:00 AM — 11:00 AM CST
« ORP Open Forum, 12:30 PM - 2:00 PM CST

Spring 2025 SWOG Group Meeting

April 30 - May 3, 2025
Hyatt Regency San Francisco
San Francisco, California
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