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WELCOME!
In honor of Dr. Noboru Oishi, who was a great 

supported of Oncology Research, the Oishi 
symposium focuses on key issues related to Oncology 

Research Professionals (ORP).

As always, our gratitude and thanks to the Oishi’s for their 
generous support of the Symposium.

Thank you, Jeri and Noboru Oishi!



Announcement and Updates
Oncology Research Professionals 

(ORP) Committee

Connie Szczepanek, RN, BSN, CCRP
Chair, SWOG ORP Committee



Logistics Details
• Please keep your phone on mute to help with sound quality.
• 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.



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.”



ORP Executive Committee Members
Deb Bergevin Erin Cebula Joyce Nancarrow-Tull

Lisa Stoppenhagen Sandy Annis Dana Little
Connie Szczepanek Liz Edwards Anthony Hicks

Annette Betley Caitlin Hutchinson Jamie Myers
Kira Pavlik 



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. 

Serving >10,000 ORPs 

The SWOG Oncology Research Professionals 
(ORP) Committee & Sub-Committees

SWOG ORP Executive Committee
Chair: Connie Szczepanek

Vice-Chair: Dana Little

Nursing Research
Chair: Jamie Myers

ORP Liaison
Co-Chairs: 

 Sandy Annis
Erin Cebula  

Membership
Co-Chairs: 

Anthony Hicks 
Lisa Stoppenhagen

Education
Co-Chairs: 
Joyce Tull
Kira Pavlik 

Site Operations
Co-Chairs: 

Connie Szczepanek 
Caitlin Hutchinson

Nikki Stover
Liz Edwards



Quick Reference

See the ORP page on the SWOG Website: 
Member Resources > Oncology Research Professionals 

Quick Access to:
• Contact info of Committee Leaders
• Lead ORP (Head CRA) Training Modules
• APP Workshop 



Get Involved with ORP

Follow the link to the ORP Membership 
Application on the ORP Member Resources 
page: 

Key Involvement Opportunities
• Disease Specific Liaisons
• Liaisons at Large
• Education Team

It only takes 5 minutes to apply!



Upcoming Funding Opportunities

APP Mentorship Program November 1

Meyskens Lectureship November 1

SEED Fund Grants December 1

Impact Award January 15

CRA/Nurse Travel Support January 15

Vogelzang Scholars  January 15

Career Engagement Award  March 15

Coltman Fellowship Award  March 15

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

Apply or nominate by the noted deadlines below.

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 NCTN MAPP PROGRAM
A Mentoring Intervention for 
Advanced Practice Providers

Apply by November 1

This program is made 
possible with generous 
support from Gilead

A year-long mentoring program for Advanced 
Practice Providers including:

• Online APP training workshop
• Focused mentoring sessions
• Travel to professional meetings



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 
include 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.



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-b8c7a368c0bd

• 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.

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


Background/Overview (1)
• Jaccard et al NEJM 2007: Only 

randomized trial evaluating high dose 
melphalan v “conventional therapy”

• Outdated and flawed: 
24% 100 Day TRM

• Medians OS only 22.2m in high 
dose melphalan arm

PMID: 17855669

• TRM now consistently in the 2-5% 
range at “experienced” centers 

PMID: 29558277
PMID: 29933072

Slide 15Version Date: 11/5/2024

PMID: 33208916



Prior SWOG Quality Assurance Webinars 
Posted as Enduring Courses

CEU Courses in ExpertusOne:
• Workload Prioritization in Clinical 

Trials (1.5 contact hours)
• Research Protocol Deviations vs 

Deficiencies (1 contact hour)
• Best Practices for Informed Consent 

(1 contact hour)

Non-CEU Courses now in CLASS:
• Adverse Event Reporting 
• Serious Adverse Event Reporting
• SWOG Audits: Preparing for 

Success and Audit Process
• How to Develop a CAPA Plan

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

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

• 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 ORPs, 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. 

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


Find ORP Resources on the 

0

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

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

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

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

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

• 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: 
Resources >> Researcher Resources.

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

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


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



Reminder: SAE Reporting Requirements updates
• 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@swog.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


A successful Oishi Symposium and Open 
Forum are only possible with your 
valued feedback! Please use the link 
below or QR Code to fill in the simple 
Qualtrics Survey and tell us what you 
liked, didn’t like, or want to see in future 
meetings! We value and use your 
feedback every time! Thanks!

And Before We Proceed - Feedback is Needed!

https://yalesurvey.ca1.qualtrics.com/jfe/form/SV_2gbZXcJy2jI2ERM

https://urldefense.com/v3/__https:/yalesurvey.ca1.qualtrics.com/jfe/form/SV_2gbZXcJy2jI2ERM__;!!LLK065n_VXAQ!i2Iy2q9ojKpodcxKdVzQBklYkL6CWAcgdAtMfT9yt0fb1x8G7VSeBNqpmFfKcQkw94Zj_hotdeQu1A2EeSTa698$


Cancer Trials Support Unit 
(CTSU) Updates

Krishna Chothwani
CTSU Protocol Team Manager



Topics
• Oncology Patient Enrollment Network (OPEN) 

Modernization
• Institutional Review Board (IRB)-Exempt 

Studies
• Protocol Deviation (PD) Form
• Roster Update Management System (RUMS)
• Source Document Portal (SDP) and Auto-

Redaction of Personally Identifiable 
Information/Protected Health Information 
(PII/PHI)

• Researcher Resources & Compliance, Learning, 
and SOP Solutions (CLASS)

ctsu.org 2
Slide 2



OPEN Modernization

ctsu.org Slide 3



CTSU Updates: OPEN Modernization

• In February 2024, the CTSU started work on 
improving the look, feel, and functionality of the 
OPEN application

• CTSU is taking a phased approach to the 
modernization:

• Phase 1: Form setup screens used by the Lead 
Protocol Organizations (LPOs) to configure their 
OPEN enrollment forms

• Phase 2: Enrollment screens which include the 
History and Funding screens as well as Slot 
Reservation

• Phase 3: Transfer and Update Module and the 
COG Registry

• Phase 4: Administrative screens and reports

*Phases and timelines are subject to change

ctsu.org
Slide 4



• Stakeholder interviews were conducted to get 
feedback regarding the current OPEN application:

• Stakeholders consisted of LPO and CTSU staff 
users

• Feedback was used to identify areas in need of 
improvement with OPEN

• An LPO Working Group was formed to receive 
feedback on proposed mockups and workflows 
for Phase 1

ctsu.org

5

CTSU Updates: OPEN Modernization (Cont.)

Slide 5



OPEN Modernization: Coming Soon
• Phase 2 is targeted to start in 2025

• CTSU will be seeking feedback from LPO and site 
users as part of the requirements gathering activities

• A Site Advisory Group will be created to get feedback 
for proposed mockups and workflows

ctsu.org
Slide 6



IRB Exempt Studies

ctsu.org Slide 7



IRB Exempt Studies

❯ CTSU worked with the Division of Cancer Prevention (DCP) to update CTSU 
Applications to accommodate the management of IRB Exempt studies 

• CTSU Application updates were released to production at the end of July 2024

❯ An LPO Approval requirement will be used to manage site registration statuses for IRB 
Exempt studies

• Sites will work with the LPO to obtain approval to participate in the IRB Exempt study 
o Sites will submit the LPO Approval document to the CTSU via the Regulatory Submission Portal on 

the CTSU members’ website
• Additional requirements may be set up for collection as well, per the LPOs request, but the LPO 

Approval will replace the IRB Approval as the mandatory requirement for IRB Exempt studies

❯ Sites with an Approved site registration status after submitting their LPO Approval to 
the CTSU will be able to complete patient and non-patient (if applicable) enrollments 
in OPEN 

ctsu.org
Slide 8



CTSU Members’ Website Changes – Protocol 
> Protocol Requirements
❯ The Description of the mandatory requirement in the Protocol Requirements section of 

the Protocol page for IRB Exempt studies shows as LPO Approval rather than IRB 
Approval

ctsu.org
Slide 9



CTSU Members’ Website Changes –
Regulatory > Protocol Requirements
❯ The Description of the mandatory requirement in the Protocol Requirements 

section of the Regulatory page for IRB Exempt studies shows as LPO Approval 
rather than IRB Approval as well

ctsu.org
Slide 10



CTSU Members’ Website Changes – 
Regulatory > Site Registration

ctsu.org.org

❯ The IRB Type field in the Site Registration section of the Regulatory page 
shows as EXEMPT for IRB Exempt studies

Slide 11



PD Form

ctsu.org Slide 12



PD Form Updates

❯ The CTSU and NCI are revisiting the PD Form (currently in pilot for SWOG S2012) to 
streamline the reporting process as much as possible

❯ Specific changes include, but are not limited to:
• Reducing required fields for each deviation
• Consolidating deviation reporting with medication error reporting 
• Expanding available help text

❯ The CTSU is planning to host online real-time training events to review form updates 
with site staff

❯ Additional information about this form update and relevant training sessions will be 
announced in the CTSU Newsletter and Bi-monthly Broadcast

ctsu.org
Slide 13



RUMS

ctsu.org Slide 14



RUMS Update
• Allow bulk addition of person roles during:

• Add Role Action
• Add Person Action

• Changes to Summary Page layout

• There are no rule changes for this update

ctsu.org

15
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Adding Bulk Roles: Step 1 – Select Sites and 
Rosters

ctsu.org

No Change

Slide 16



Adding Bulk Roles: Step 2 – Assign Roles 

ctsu.org

Change - Now allows multiple roles 
to be selected

Filter for the desired roles - All available roles will display until 
the filters are applied

Slide 17



Adding Bulk Roles: Step 2a – Select Roles 
from Filtered List 

ctsu.org
Slide 18



Adding Bulk Roles: Step 3 – Review and 
Submit

ctsu.org

Display Change

Slide 19



Add Person/Role Summary

ctsu.org
Slide 20



Hints
• Contact the Cancer Therapy Evaluation Program 

(CTEP) Identity Access Management (IAM) Help 
Desk to remove people:

• This will set the person to inactive and 
withdraw/inactivate all their roster affiliations, 
roles, and task assignments 

• Only assign roles that are needed

• The system will allow 500 requests per submission, 
but do you need that many roles?

• The system functions best when no more than 20 
sites are selected – a future update will allow for 
additional sites to be selected

ctsu.org

21
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SDP and Auto-Redaction of 
PII/PHI

Slide 22ctsu.org



Redaction: Current Method
• CTSU’s SDP provides a mechanism for reviewing a patient’s 

chart against data sources such as a clinical database or 
adverse event report

• When patient documents are uploaded to the SDP, sites are 
required to remove/redact information that could violate a 
person’s privacy per the Health Insurance Portability and 
Accountability Act (HIPAA)

• Source documents are manually redacted either:
• Before uploading documents (use of Sharpie)
• During upload of documents using a tool within SDP

• Documents which are not fully redacted will be 
rejected/removed from the SDP

ctsu.org
Slide 23



Redaction: Current Pain Points

❯ The current process can be:
• Time Consuming:

o While some source documents are only a few pages, others can be 50+ pages
o Site staff can spend many hours redacting documents (indicated in 2021 Site Survey & Group 

Meetings)
o If LPO Triage staff rejects the document to sites, the process starts over

❯ Error Prone:
• Site staff can miss PII/PHI
• LPO Triage staff can miss PII/PHI

❯ Distracting:
• Time spent redacting could be used instead to treat patients

ctsu.org
Slide 24



Auto-Redaction: Why should I use this tool?

❯ The CTSU is planning to launch an auto-redaction tool in the SDP in the next release

❯ The auto redaction tool uses advances in Artificial Intelligence and Machine Learning 
(AI/ML) to ‘read’ and redact PII/PHI when the document is uploaded

❯ CTSU is planning the next SDP release to be a pilot phase of the auto-redaction tool to 
determine usefulness for sites

❯ The goals of the auto-redaction tool are to:
• Accurately and consistently redact PII/PHI
• Auto-redact both computer-generated and handwritten text
• Significantly reduce the time sites are spending manually redacting documents
• Reduce the time LPOs spend triaging documents after sites upload source documents for review 

because of more consistent redaction
• Reduce document rejection by LPO Triage staff for unredacted PII

ctsu.org
Slide 25



Auto Redaction: Can I make changes?

• The auto-redaction tool will by default be enabled 
and will immediately run when uploading a document

• The auto-redaction tool can be easily disabled by the 
site prior to uploading a document

• The auto-redaction tool will display redacted terms 
prior to saving thus allowing for corrections:

• Over redaction: terms redacted in error can be 
unredacted

• Under redaction: terms which were not redacted 
can be manually selected for redaction

ctsu.org

26
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Researcher Resources & CLASS

Slide 27ctsu.org



Cross-Network Training Working Group
• The CTSU has been working with the Cross-Network 

Training Working Group to improve and expand 
access to staff training resources. Membership 
includes staff from:

• CTSU
• CTEP
• DCP
• NCTN Groups
• NCORP Research Bases

• Intent is not necessarily to always create new 
resources, but to also collect those that are already 
out there and make them more easily accessible

ctsu.org
Slide 28



Expanded 
Researcher Resources

❯ Reworked and expanded the Researcher 
Resources folders on the CTSU members’ 
website

❯ Improved categorization

❯ Links to resources from CLASS, CTSU, NCI, 
Office for Human Research Protections, etc. 

ctsu.org
Slide 29



Compiled Researcher Resources List
❯ Now available: Downloadable, sortable list of the resources

❯ Currently > 200 items; will be updated quarterly

ctsu.org

30
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CLASS-related Updates
• Expanded course options
• New training report on CTSU website

ctsu.org 31
Slide 31



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

ctsu.org
Slide 32



General Site Training
❯ Wide range of topics
❯ Generally provided by an NCTN Group (e.g., Alliance, SWOG)
❯ Most are open to everybody via self-enrollment, although a few are limited to roster 

members*

ctsu.org

Alliance: Data Management Tips & Tricks

SWOG: Clinical Trials Training Course (CTTC)

NRG: An Overview of NRG*

Alliance: Regulatory 101 and 102

NRG Bundle: Clinical Lifecycle*

Alliance: Hematologic Malignancy Overview
SWOG Audits: Preparing for Success and Audit Process

Alliance: RECIST Basics

SWOG Audits: Serious Adverse Event Reporting Training

Slide 33



General Site Training (cont.)

ctsu.org
Slide 34



New CLASS Training Report

❯ Requires primary role on at least one roster/site

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

❯ Export to Excel 

❯ Help Topics available

ctsu.org

35

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

Slide 35



CLASS Training Report - Example

ctsu.org

36
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 Reminder: Checking Your Own Training 
Status

You can check your training status in CLASS...

ctsu.org

...or on the CTSU website.

Slide 37



Thank 
You!

• Questions? Contact: 
krishnachothwani@westat.com 

• Please note that the CTSU has a table at the ORP 
Open Forum session. Stop by with questions about 
these or other CTSU-related topics!

ctsu.org 38
Slide 38
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Oishi Symposium
Welcome to SWOG!

Preparing for an Audit
Thursday, October 17, 2024

Speaker
Laura Gonzales, BSN, MA, RN, OCN
SWOG Quality Assurance Manager
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SWOG QUALITY ASSURANCE AUDIT 
AUGUSTA UNIVERSITY MEDICAL CENTER 

AUGUSTA, GA 
SEPTEMBER 23-24, 2024 

 
 

PATIENT CASE REVIEW        NCI CODE: GA020 
         
 
Case # Study # Disease Site Patient # Registered Treatment  
 
1.  S1826 LYMPH 291010       15JUL22 Nivolumab + AVD               
          
2.  S1912CD CCD 299367       12FEB24 Financial Navigation         
           
3.  S1918 LYMPH 295643       12MAY23 CC-486 + R-miniCHOP           
      
4.  S2013 OTHER 294826       14MAR23 Toxicity Assessment 
           
UNANNOUNCED CASE           
         
 
Case # Study # Disease Site Patient # Registered Treatment  
 
5.  S1912CD CCD 297977 06NOV23 Financial Counseling 
          
          
IRB REVIEW 
 
A review of regulatory documents will be conducted for all the protocols listed above.  The IRB records required to be 
available for review include:  

• CIRB: Initial CIRB Approval of the Study-Specific Worksheet About Local Context giving approval to conduct 
the study, documentation of date of local activation or implementation of protocol updates/consent versions 
and reports of serious non-compliance or reportable SAEs 

• Informed consent forms: Copies or a comprehensive list of all approved/implemented consent forms  
 
 
The following information must be submitted to the Network Operations Center for review by September 9, 
2024:  
 
CONSENT FORM REVIEW 
 
An unsigned copy of the most current IRB approved version of the consent form for the following protocols: 
 
S1826 
S1912CD 
S1918 
S2013 
 
*Submit a copy of the CIRB approved Annual Signatory Institution Worksheet with local context (boilerplate language). 
 
   
DRUG ACCOUNTABILITY REVIEW 
 
Copies of the drug accountability records (including shipping receipts, return forms, and transfer forms) for the 
protocols listed below.  This includes records utilized from June 14, 2022 to the present for both the control and 
satellite pharmacies.  
 
GA020: S1826, S1918 
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SWOG IRB Review Form     -     Protocol: MYELOMATCH 
Institution:   Click or tap here to enter text. Inst. Code:    Click or tap here to enter text. 
Audit Date: Click or tap to enter a date. Previous Audit Date: Click or tap to 

enter a date. 
Study Activation Date: 5/16/24 
Version: 5/10/24  

Modification Version Distributed  Implemented Modification Version Distributed Implemented 
R1 6/12/24 9/22/24      
        
        
        
        
        
        
        
        
        

Initial CIRB Approval: Legend: 
 
£ Patients must be informed 
C Consent content updated 
Ӿ Comment below 

Comments:  

☐ DTL 

☒ TMF 
IRB Approved Consent Form Versions 

Version / Implementation Date Coincides with which protocol revision 
  
  
  
  
  
  
  
  
  
  
Update Information:     

 

Reviewed by: _________________________________ Date: _____________________ 
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O ll Ph  A t   A dit  Si t  

SWOG QUALITY ASSURANCE DRUG ACCOUNTABILITY and PHARMACY REVIEW 
Institution:  Audit Date:  

 
Protocol #: 

Corresponding Case#: 
NCI Code: 

      
      
      

 NCI Drug Accountability Forms  
• Completely & correctly filled out 
• Satellite records accounted for 
• Patient treatment records cross-checked  

      
      
      

 Tracking and Disposition  
• Drug shipping receipts kept 
• Return & transfer forms kept 
• Drugs ret’d/transferred in timely manner 
• Expired drugs returned or destroyed 

      
      
      
      

 Storage Conditions 
• Identified by protocol number  _____________ 
• Secure/limited access area _____________ 
• Temperature monitoring ___________ 

 

Destruction Policy _____________ 
 
Verification of current CTEP registration of prescribing provider at time IND is ordered ____________________ 
 

Physical Inventory 
Protocol # Drug/Dose/Lot # DARF Balance/Date Actual Balance/Expired 

    

    

    

    

    

    

    

    

 
Comments:  
_________________________________________________________________________________________________
_________________________________________________________________________________________________
_________________________________________________________________________________________________
_________________________________________________________________________________________________ 
_________________________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________

_________________________________________________________________________________________________ 
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Institution:    Audit Date:  
 

SWOG QUALITY ASSURANCE CASE REVIEW FORM 
 

Case #:  Protocol #:   Disease Site:  

SWOG Patient #:   Registration Date:   Investigator:  
        
ELIGIBILITY OK Major Lesser NA 
Review of documentation available confirms patient did not meet all eligibility criteria.     
Documentation missing; unable to confirm eligibility.     
Eligibility affirmation signed by investigator (lesser in data quality if not signed/dated)     
 
TREATMENT:    
Incorrect agent/treatment/intervention used.     
Additional agent/treatment/intervention used which is not permitted by protocol.     
Dose deviations or incorrect calculations (> ± 10% is a major).     
Dose modification/treatment interventions not per protocol; incorrectly calculated.     
Treatment incorrect, not administered correctly, or not adequately documented.      
Timing and sequencing of treatment/intervention not per protocol.     
Unjustified delays in treatment.     
     
DISEASE OUTCOME/RESPONSE     
Inaccurate documentation of initial sites of involvement.     
Tumor measurements/evaluation of disease not performed/reported per protocol.     
Protocol-directed response criteria not followed.     
Claimed response (PR, CR, stable) cannot be verified.      
Failure to detect cancer (prevention study) or failure to identify cancer progression.     
     
ADVERSE EVENTS     
Failure to report or delayed reporting of a Serious Adverse Event (SAE).     
Adverse events not assessed by the investigator in a timely manner per protocol.     
Grades, types, or dates/duration of serious adverse events inaccurately recorded.     
Adverse events cannot be substantiated.     
Follow-up studies necessary to assess adverse events not performed.     
Recurrent under- or over-reporting of adverse events.     
     
DATA QUALITY       Last contact reported: ______________ Off treatment:________      
Recurrent missing documentation in the patient/study participant records.     
Protocol-specified laboratory tests or other parameters not done/reported/documented.     
Protocol-specified diagnostic studies including baseline assessments not done/reported.     
Protocol-specified research (QOL/PRO, specimens) or advanced imaging not done.     
Frequent data inaccuracies (to include use of white out/poor clinical documentation).     
Errors in submitted data; data cannot be verified.     
Delinquent data submission.     

 
 

       Auditor Signature:       
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Questions?

qamail@swog.org
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PI: SWOG myeloMATCH

Fall 2024 Oishi Symposium
Thursday, October 17, 2024

Chicago, IL

Jerry Radich, MD



myeloMATCH

Myeloid Malignancies Molecular Analysis for Therapy Choice
NCI National Clinical Trials Network

October 17, 2024
Jeri and Noboru Oishi Symposium Presentation

Presenter:
Jerald Radich, MD myeloMATCH Chair, Professor, Translational Science and Therapeutics Division, 

Fred Hutch, and Kurt Enslein Endowed Chair, Fred Hutch Cancer Center



AML 2024: “Precision” medicine, MRD, and beyond
Jerry Radich, MD  
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Pathophysiology of MDS and AML for poets

MDS

Increase blasts
Decrease WBC, 
PLTs, RBC

Death =
Infection
Bleeding

Decrease WBC, 
PLTs, RBC

Death =
Infection 
Bleeding

NL

AML

2o  A
M

L

G
en

et
ic
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ha

ng
es

 C

Treatment options

Supportive care
     Low risk MDS
     Elder AML

Chemotherapy
     Intense v. less

“Targeted” agents
     e.g., FLT3 inhibitors, IDH
      
Transplant
     More or less intense
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Diagnosis defining gene mutations in AML
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ELN 2024 risk stratification by cyto and mutations
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2022 International Consensus Classification of MDS/AML and AML 

Arber DA, et al. Blood 2022; 140: 1200-1228. 
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ELN
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Common “intensive” chemotherapy for AML
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Newer intensive regimens for AML
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Regimens for patients “unfit” for intensive regimens
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The many subgroups of MDS
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The cottage industry of MDS classification
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IPSS-M: adding mutations to the scorecard
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Distribution of risk groups and outcomes
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Chronic myeloid leukemia is the poster child of 
“precision medicine”
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A tale of two (myeloid) leukemias

CML

AML

17
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Background: The Mutational Heterogeneity of AML
Metzeler KH, et al. Blood. 2016; 128: 686-696.Patient Clusters
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Metzeler KH et al.  Blood. 2016; 128 (5): 686-696

AML outcomes by cytogenetic and molecular clusters
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What I used to think of “Precision Medicine”
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NIH/NCI/FDA MRD in AML

AML Precision Medicine 
• Rapid diagnostics (3d)
• Trials based on targets
• MRD as endpoint
• MRD eraser trials

fNIH MRD in AML
• Reagents for testing
• “Sandbox” for testing new 

analyses
• Winner of bake off goes into 

next trials
• NIH and partners fund 

(pharma and biotech)

“I’d rather be vaguely right than precisely wrong.”
(John Maynard Keyes)
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NCI Myeloid Malignancies Molecular Analysis for 
Therapy Choice
“myeloMATCH”

1. Genetic driven protocol assignment (cyto, mutations)

2. Predominately phase 2 trials

3. Predominately MRD driven endpoints (flow cytometry)



• To create a portfolio of rationally designed treatment substudies 
onto which patients sequentially enroll over their entire treatment 
journey. As increasingly lower remaining tumor burden is achieved, 
the focus will be to target residual disease more effectively.  

• Create an efficient operational model attractive to industry partners 
and NCTN sites to accelerate therapeutic advances  for myeloid 
malignancies.

• Develop the careers of young investigators by promoting leadership 
throughout the clinical trial portfolio and laboratory program.

23

myeloMATCH Aims
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Essential components
• Informational technology-touches everything

• Enrollment from local sites, follows patients throughout trials
• Tracks samples to labs and from labs
• Integrates clinical info and lab data
• Oversees treatment assignment algorithms and trial assignment

• Agents
• Links new targets with new agents
• Finds pharma partners
• Develops contracts

• Testing
• Cyto, FISH, flow, NGS-have validated, CLIA assays
• Work with FDA for IDE  

• Trials
• Integrate agents and testing 
• Work with pharma for acceptable design
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• Meeting timeline
• Internal NCI meeting vetting company and agent
• myeloMATCH Agents and Genes Working Group meeting
• Typically, several follow-up meetings with regulatory affairs or 

myeloMATCH leadership
• CRADA negotiation process can take up to 6 months

• NCI and the myeloMATCH Agents and Genes Working Group have 
reviewed over 30 agents.

Overview of myeloMATCH Agents and Genes 
Working Group 

208-228 hours required for each agent brought into program
35-60 hours for agents not brought into program
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Molecular Diagnostics Laboratory Network (MDNet)
Integral Assays Under NCI IDE
72 Hours for Initial Patient Assignment

• Cytogenetics and FISH
• NCI Myeloid Assay version 2 (Genexus platform)
• Error-corrected Sequencing (Duplex Sequencing)
• Flow Cytometric Analysis
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Methodologies

What?
• Cytogenetics
• Flow cytometry
• Rapid NGS

• Duplex Seq
• Single cell “omics
• RNA seq

Who and where?
• Min Fang (Fred Hutch)
• Brent Wood (Children’s LA)
• MOCHA (NIH), JR (Fred Hutch)

• TS (Seattle) (JR backup?)
• JR (Fred Hutch)
• JR (Fred Hutch)

In
te

gr
al

In
te

gr
at

ed
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NCI Myeloid Assay = Genexus Ion Torrent NGS

• Automated library preparation using Ion AmpliSeq 
technology 

• Template preparation via isothermal amplification
• Rapid semiconductor pH sensor-based sequencing
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Ion Torrent GeneStudio and Genexus 
Complementary Systems for Infectious Disease and Oncology

Ion GeneStudio S5 Series Genexus System

Scalable, targeted NGS to support small 
and large projects

Specimen to report in a single day with a hands 
off, automated workflow*
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NCI Myeloid Assay targets in V2: RNA and DNA

• ~1600 DNA hotspots
• ~800 RNA fusion 

isoforms and exon splice 
variants

• RNA input of 14.25ng 
and DNA of 27.75ng per 
sample

• Avg 1.5 -2 mil DNA reads 
and 300-500k RNA 
reads/sample

• Targets: AML, 
MDS, MPN, and other 
myeloid neoplasms

AML: 93.3% of variants at >=3% frequency and 72% 
of variants at >1% frequency in AML
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Validation summary (FHCC/MoCha NCI Frederick’s)
• 163 unique samples 

• Patient samples (PB/BM)
• Healthy donor (PB/BM)
• Cells lines (Cancer and normal), and contrived 

materials
• DNA = covered 45 genes, 1661 hotspots, 1052 

SNP, 609 indel
• RNA = 35 driver genes, 779 fusions

• Sensitivity of 98.62% /98.97%
• Specificity of 100%/100%
• Accuracy of >99.99%/>99.99%

• Reproducibility 
• positive percent agreement (PPA) = 

100%/99%
• negative percent agreement (NPA) 

=100%/100% 
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61 studies, >9,000 patients
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Duplex seq and ABL TKD mutation detection

• Compare Sanger seq of 
mRNA to Duplex Seq of 
DNA

• 1/26 cDNA molecules have 
artifact error

• Most errors are transition 
mutations (e.g. C->T)

• Most mutations are artifact

• Most true mutations that 
happen during therapy 
were pre-existent

• Pre-existent mutations 
CML cp< CML bc < Ph+ ALL

Schmitt CCR 2019



Outcomes of residual disease  

Dillon et al, Haematologica 2024



• SWOG S0106 (Randomized 7&3 v. 
7&3 + GO)  

• N=62 with paired dx and CR samples 
with flow

• 29 gene panel 

• At diagnosis
• 172 potential deleterious 

variants detected
• Most common FLT3
• Average VAF 31% 
• 90% had at least one variant 

(med. 2, range 0-9)

• At remission
• Average VAF 0.2% (41-0.0036%)
• Most common DMNT3A, TET2, 

ASXL1
• All patients had at least one 

variant detected
• 68% had a diagnostic variant 

found in remission sample
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myeloMATCH protocol development
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Updates on myeloMATCH prospective trials

1) IND, IDE approved; 2) MSRP approved; 3) three protocols approved; 4) >100 sites
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Life history of a myeloMATCH sample

• Wednesday 9/25 11am: Sample collection/shipment by site AND Pathology report uploaded in MatchBox

• Thursday 9/26 10am-12:30 pm: Sample receipt by MDNet labs

• Saturday 9/28 8:30pm: Cyto/FISH report uploaded into MatchBox  

• Sunday 9/29 12:20am:  Flow report uploaded into MatchBox. 

• Sunday 9/29 1:20am: NGS official report signed out

• Sunday 9/29 6:00am: NGS official report uploaded into MatchBox 

• Sunday 9/29 8:00 am: ELN risk assigned in MatchBox

• Sunday 9/29 8:27am: Bioinformatics team reviewed results and emailed Assignment Report 

< 72 hrs!!!, including assignment!
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relapse

remission

C
el

l n
um

be
r

Time

Molecular diagnostics, clinical care, and trials

Clinically 
detectable 
level

At diagnosis
Mutations drive
    1. Prognosis
    2. Drug choice

At “CR”: MRD
    1. Change therapy?
    2. Drug development
    3. MRD eraser trials

Fast, cheap, and 
good… pick two. 
If it’s fast and 
cheap it won’t be 
good. If it’s 
cheap and good 
it won’t be fast. If 
it’s fast and good 
it won’t be 
cheap. Fast, 
cheap and 
good… pick two 
words to live by. 
(Jim Jarmucsh, as 
told to Tom 
Waits)

Wish list for assays
1. Fast
2. Reliable
3. Sensitive
4. Flexible
5. Cheap 
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JER’S GENETICS



We welcome our panelists to the myeloMATCH Discussion:

• Jerald Radich, M.D.; Fred Hutchinson CCC
• Jazelle Sugay, MSN, RN, OCN; Robert H. Lurie CCC
• Patrick McNamara; Robert H. Lurie CCC
• Tricia Drews, BSN, OCN; Michigan Cancer Research Consortium
• Sewan Gurung; Fred Hutchinson CCC
• Margaret Corkrin, RN, BSN, VCU Massey CCC
• Jessie Lamphier; University of Kansas CCC
• Alexis M. Cruz-Chacon, MD, FACP; Puerto Rico NCORP
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Panel Discussion: myeloMATCH
Jazel Sugay, MSN, RN, OCN 

• Senior Clinical Research Nurse
• Leukemia Disease team lead overseeing patient                                                            

and trial coordination
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Panel Discussion: myeloMATCH
Patrick McNamara

• Clinical Operations Manager
• Manages staff and caseload administration for
      Leukemia Disease Team  
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Study Timeline by Site: Robert H. Lurie CCC

myeloMATCH Timeline

myeloMATCH Activation 7/22/2024

My Site's IRB Approval 7/15/2024

My Site's Internal SIV 7/31/2024

My Site's Open to Enrollment Date 7/31/2024

My Site's First Enrollment 8/23/2024
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Panel Discussion: myeloMATCH
Tricia Drews, RN, BSN, OCN

• Oncology Research Nurse
• Screen and recruit eligible patients for the 100+ trials 

available at our site
• Collaborate with oncology providers to coordinate patient’s 

care throughout treatment and follow up on study

SITE PICTURE HERE
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Study Timeline by Site: Michigan Cancer Research Consortium

myeloMATCH Timeline

myeloMATCH Activation 6/10/2024

My Site's IRB Approval 6/5/2024

My Site's Internal SIV
NA; CLASS Site Initiation Training 

Completed 5/29/2024
My Site's Open to Enrollment 
Date 6/10/2024

My Site's First Enrollment 8/8/2024
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Panel Discussion: myeloMATCH
Sewan Gurung
• Clinical Research Coordinator

• For all things MyeloMATCH 

YOUR 
PICTURE(s)

 HERE
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Study Timeline by Site: Fred Hutchinson Cancer Center, Clinical 
Cancer Genomics Lab

myeloMATCH Timeline

myeloMATCH Activation 16 May 2024

My Site's IRB Approval NA

My Site's Internal SIV 21 March 2024

My Site's Open to Enrollment Date 16 May 2024

My Site's First Enrollment 18 June 2024
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Panel Discussion: myeloMATCH
Margaret Corkrin RN, BSN
• Clinical Research Nurse 
• Provide direct care to candidates for and participants in VCU 

Massey Comprehensive cancer center clinical trial research 
protocols in collaboration with treating, principal and sub 
investigators. Coordinate research study needs through 
recognizing and responding appropriately to deviations from 
normal, identifying, interpreting, analyzing and evaluating 
patient’s condition and making alterations in treatment and 
diagnostic regiments in collaboration with treating principal 
and sub investigators.
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Study Timeline: VCU Massey Comprehensive Cancer Center

myeloMATCH Timeline

myeloMATCH Activation 06/26/2024

My Site's IRB Approval 06/25/2024

My Site's Internal SIV 06/25/2024

My Site's Open to Enrollment Date 06/26/2024

My Site's First Enrollment 06/26/2024
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Panel Discussion: MYELOMATCH
Jessie Lamphier, BS, CCRP
• Clinical Operations Manager BMT and Cellular Therapeutics 
• Responsible for overseeing clinical trial operations from start to 

finish, ensuring project deliverables are met and leading cross-
functional teams to support the Cancer Center's mission. 
Responsible for monitoring compliance with departmental 
policies, serving as the primary contact for disease working 
groups, performing functional management duties, mentoring 
team members, and training staff. Additionally, I carry a 25% 
patient workload and am involved in resource planning and 
addressing any barriers that arise.
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Study Timeline by Site: University of Kansas CCC

MyeloMATCH Timeline

MyeloMATCH Activation 8/5/2024

My Site's IRB Approval 7/29/2024

My Site's Internal SIV 8/2/2024

My Site's Open to Enrollment Date 8/5/2024

My Site's First Enrollment 9/5/2024
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Panel Discussion: MYELOMATCH
Alexis M. Cruz Chacon, MD FACP 
• PI Puerto Rico NCORP

• Malignant Hematology Studies

YOUR 
PICTURE(s)

 HERE

SITE PICTURE HERE
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Study Timeline by Site: Puerto Rico NCORP

MyeloMATCH Timeline

MyeloMATCH Activation 5-16-2024

My Site's IRB Approval 5-23-2024

My Site's Internal SIV 6-02-2024

My Site's Open to Enrollment Date 6-11-2024

My Site's First Enrollment 6-18-2024
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Challenges and Opportunities

Would each panelist please discuss the following challenges and opportunities with 
Myelomatch:

1. What do you and your site PI appreciate about this protocol?
2. Could you please remark on the time-to-activation process at your site noted in 

the previous slide?
3. What considerations in feasibility, logistics, and operations are important to know 

and address?
4. Have you experienced any enrollment or registration challenges?
5. What challenges or opportunities have you experienced in collaborating with 

ancillary departments to make the protocol successful?
6. Could you share any operational tips and tricks for Myelomatch?
7. If you were in charge of this study, what changes you would make to the protocol?
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Myeloid Malignancies Molecular Analysis for Therapy Choice
NCI National Clinical Trials Network

October 17, 2024 Post-Activation 
Jeri and Noboru Oishi Symposium Presentation

Presenter:
Jerald Radich, MD

Clinical Research Nurse and Team Lead, Robert H Lurie Comprehensive Cancer Center

Clinical Operations Manager, Robert H Lurie Comprehensive Cancer Center

Oncology Research Nurse, Michigan Cancer Research Consortium

Clinical Research Coordinator, Fred Hutchinson CCC

Clinical Research Nurse, VCU Massey CCC

Clinical Operations Manager BMT and Cellular Therapeutics, University of Kansas CCC

PI, Puerto Rico NCORP

Jazel Sugay, MSN, RN, OCN

Patrick McNamara

Tricia Drews, RN, BSN, OCN

Sewan Gurung

Margaret Corkrin RN, BSN

Jessie Lamphier

Alexis M. Cruz-Chacon, MD, FACP

Discussion Panel:

myeloMATCH Chair, Professor, Translational Science and Therapeutics Division, Fred Hutch, and 
Kurt Enslein Endowed Chair, Fred Hutch Cancer Center



Questions for Panel Exploration/Discussion

Are there any questions either from the panel or 
the virtual and in-person audience they would like 
to address with the SWOG PI, Dr. Jerald Radich, for 
this study?

Thank you, Panelists, for your participation!

Slide 62



Building
Patient Partnerships:
A Roadmap for 
Meaningful
Collaboration

Anne Marie Mercurio

Oishi Symposium

October 17, 2024



“When you’ve seen one 
cancer center, you’ve 
seen one cancer center”

Dr. Joseph Simone
(via Skip Trump; via Eric 
Rosenthal)

(Spoiler alert – also 
applies to advocate 
interactions)



a (very) brief background …

HIV/AIDS Activists
80’s

NCI Office of Advocacy 
Relations

FDA

Congressionally Directed 
Medical Research Programs

Explosion of social media

AND MUCH MORE!

Breast Cancer 
Movement

90’s

... of patient advocacy



Patient Advocacy – One Term, Many Hats!

Awareness

Policy

Support Education

RESEARCH!



•to make sure your 
studies and ideas 
are strong and are 
important for 
patient impact

•engage us early, 
engage us often!

•provide a patient 
perspective on the 
proposed ideas

•patients, caregivers 
(within SWOG, 
official members are 
appointed by Group 
Chair)

who what

why
when 
and 
how



SWOG Advocates: In A Nutshell

Generally, more experience on 
the technical aspects of 
protocol development

RESEARCH 
ADVOCATES

Deep ties to communities 
serving and representing 
specific groups of people

COMMUNITY 
ADVOCATES

ALL 
ADVOCATES

PROVIDE the 
patient 

perspective on 
the proposed 

research



SWOG Patient Advocates

Lived experience across many 
cancer types

Diverse backgrounds

Ties to many communities

27 members



NCTN Committees
Primary Committee Member (Top/Bold*)

Personal History/Expertise

Breast

Ginny*

Roberta*

Plus 7 (Barbara, 
AM, Cheryl, 

Desiree, Valerie, 
Judy, Eileen)

AND 2 in 
caregiving role

GI

Carole* 
(pancreas)

Marielle* (CRC)

Allison (CRC)

Lee (CRC)

JJ (CRC)

Plus 4 in 
caregiving roles

GU

Darrell* (bladder)

Laura* (kidney)

Lee* (prostate)

Bruce (prostate)

Joël (prostate)

Plus 2 in 
caregiving roles

Leukemia

Gail*

Bruce (CLL)

Lung

Judy*

Plus 2 in 
caregiving roles

Lymphoma

Tricia*

Lauren

Plus 1 in 
caregiving role

Melanoma

Sam*

Plus 2 in 
caregiving roles

Myeloma

Paul*

Plus 2 in 
caregiving roles

Rare

Marcia*

Plus 1 in 
caregiving role

Other

Brain (Amy)

Endometrial 
(Ginny)

Testicular 
(Jonathan)

Cervical 

HPV Tonsil 

Fallopian

Uterine



NCORP COMMITTEES
Primary Committee Member 

Cancer Care 
Delivery

Barbara

Palliative Care 
(Advanced 

Cancer)

Valerie

Prevention, 
Screening and 
Surveillance

Cheryl

Symptom 
Management and 

Survivorship

Lee J

Amy (term 
concludes after 

this meeting)

Merged from 5 committees into 4 as of August 2024



SUPPORT AND ADMINISTRATIVE COMMITTEES
Primary Committee Member (Top/Bold*)

AYA

Allison*

Lauren

Jonathan

Laura

Digital 
Engagement

Jonathan*

Anne 
Marie*

Ginny

Allison

Recruitment 
and 

Retention

Desiree*

VA 
Committee

Bruce

Conflict Mgt

Cheryl*

Lee J*

DEI 
Leadership

Joël*

Barbara*

Jonathan 
(ChEER)

Publications

Amy*

DSMB

Elda 
(former 

PAC 
member)

AT NCI:
CIRB, Steering Committees, Accrual Core Team



PAC COMMUNITY FOCUS
NAMED COMMUNITY ADVOCATE * IN TOP BOX

BLANK TOP BOX INDICATES NO “ASSIGNED” ADVOCATE

AAPI

Darrell

AYA

Lauren*

Allison

Jonathan

Laura

Tricia

Desiree

Eileen

Marielle

JJ

Advanced 
Cancer

JJ*

Lee J

Laura

Cheryl

Joël

Amy

Ginny

AM

Black & 
African 

American

Desiree

Roberta

Lee M

Eileen

Caregiver

Carole

Cheryl

AM

Laura

Desiree

Eileen

Roberta

Amy

Ginny

Latino 
and 

Hispanic

Eileen*

Barbara

Tricia

Desiree

Marielle

Older >70

Lee J

Bruce

Judy

Cheryl

Joël

Carole

Ginny

Amy

AM

Rural

JJ

Cheryl

Ginny

SGM 
(LGBTQ+)

Joël*

Darrell

Tricia

Cheryl

VA

Bruce*

Lee M



Gender

8 Male

19 Female

Cancer Type

Breast
•9 survivors
•2 caregivers

CRC
• 4

Prostate
• 3

Lung
•Very busy and 

just one active 
advocate

Age

AYA
• 9

Older adults
• 9

Race or 
Ethnic Group

Black/AA
• 4

Latino/
Hispanic
• 5

Asian American
• 1

SGM

4

Rural

3

VA

2

Currently: 27 Advocates Total (soon to be 26)
Goal is 30 – Fill Black/AA, Asian, Rural, ?? (where needed)
Funded through February 28, 2026: 30 (20 RA's/10 CA's)

PAC ANALYSIS: Where are the gaps?



Gender

• 29.6% Male underrepresented
• Population 50/50

Breast 
Cancer

• 33.3% (overrepresented)
• Survivors (not incl. Caregivers)

Age

• 33.3% AYA
• 33.3% Older Adults

Black/AA

15.4%

14.8%

Hispanic/Latino

19.1%

18.5%

Asian American
UNDERREPRESENTE

D

7%

3.7%

SGM

7%

14.8%

Rural 
Populations

UNDERREPRESENTE
D

17.9%

11.1%

Veterans

6%

7.4%

US Population ESTIMATES

PAC Percentage



Additional Steps Toward Collaboration

We encourage 
you to engage 

with your 
“assigned” 
advocate.

• Don’t hesitate 
to contact PAC 
co-chairs

• Ask your 
assigned 
advocate if 
other PAC 
members might 
be able to help, 
too

Consider a 
“Pitch the PAC” 

session.



PITCH THE PAC
Your ideas, our insights

PAC chairs set it up at your request

One-hour informal meeting

Study team presents the concept

Open discussion with PAC

It’s never too 
soon.

Indeed, earlier 
is better.

And earliest is 
best!

Email: barbarasegarra@swog.org or mercurio.annemarie@gmail.com 

mailto:barbarasegarra@swog.org
mailto:mercurio.annemarie@gmail.com


BY THE NUMBERS

10 to 20+
•Number of PAC members per session

7
•Number of sessions held to date

10+

•PAC is represented in many communities 
and across many cancer types 



NEW INITIATIVE AFTER FALL 2023 GROUP MEETING
• Cancer Care Delivery
• Changed study aims, expanded eligibility criteria11/23
• Symptom Management/Quality of Life
• Feedback on PRO collection, how will you measure success (reduce fatigue after radiation)2/24
• GU Committee (Bladder Cancer Study)
• Recommended by “triage” to discuss with PAC/bladder preservation is a big motivator for this study3/24
• Lung Committee
• How to present study to patient as an alternative to standard of care, study schema was clarified4/24
• Cancer Care Delivery
• Metastatic breast cancer study, how to approach patients, appropriate compensation amounts5/24
• Lung Committee
• Need for patient friendly study materials, support of use of PRO to accurately  assess tolerability7/24
• Early Therapeutic/Rare Cancer
• Protocol coordinators joined, asked to be invited to all future sessions because of the depth of the insights!8/24
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