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NRG NCTN Grant Submission

» Six-year competitive renewal application submitted February 2025
= Requested ~ $20M / Year

Scientific Review Group Score

A Perfect 10!

From the review group Summary Statement (Pink Sheets)
“. .. the NRG has enjoyed a scientifically productive 6-year project period,
is an exceptional NCTN, and major contributor to the national cancer
research agenda. The group is well positioned for continued success over
the next award period.”

= Final approval this Fall. Funding awarded in Spring 2026. &
N g
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Thank you to the entire
NRG Oncology Community!
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Funding for International Sites

= New NIH requirements for funding case accrual for international sites,
including Canada, are in effect beginning with our current grant year.

» NClissuing Type 3 awards for limited number of international sites.
= Sites with little or no recent accrual may not be able to receive awards.

» Federal funding allocated to each site will be capped and cannot be
redistributed to another site with more accrual.

= NRG will not be able to fund sites that do not have awards.

= NCl is still working through the details of this program and funding after
the start of our new grant award (3/1/2026) may have a different process.

= All sites will be notified of their status after approval by NCI ~ 3 - 4 weeks.

#NRG2024




Semiannual Meeting Funding

= NCI funding has not kept pace with increased costs for AV, travel,
and hotel costs.

» NRG has been running budget deficits for the semiannual meetings
for the last several years.

= |nitiatives were instituted to reduce costs / improve revenue
= Eliminated video recording and streaming for most in person
sessions
= Required working groups and some committees to meet virtually
» Scaled back food and beverage offerings
» Increased efforts to solicit more corporate support via exhibitors
and education grants

#NRG2024



Semiannual Meeting Funding

= These measures did reduce the amount of the deficits, but NRG
continued to incur losses averaging $200k per meeting

NRG Meetings
Loss by Meeting
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Semiannual Meeting Funding

» Recommendations to the NRG Board of Directors and Voting
Member Pls:

= Charge a meeting registration fee ~ $190 to established
investigators (not fellows, residents, CRAs, etc.)

» Consider streamlining the Summer meeting to core
committees and members

#NRG2024



NRG Oncology — Flatiron Collaboration

= Flatiron Clinical Pipe, an EHR-to-EDC connector, will be used on
NRG-GYO035, to streamline data capture and reduce manual entry
burden.

» Flatiron Clinical Pipe will be available at no cost to participating sites.

» Contact the Flatiron partnerships team to learn how
to participate. Scan the QR code to email
crsupport@flatiron.com.

" flatiron
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NRG Communications Update

Harry Bear, MD, PhD
Deputy Group Chair for Communications & Publications

Thomas Julian, MD
Communications Committee Chair
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2025 Highlights at a Glance

NRG newsletter and broadcast contact list has grown by over 1,000 since January 2025.
Currently the list stands at 29,545 contacts.

The NRG website has been viewed 407,136 times since January 2025.

Our top viewed NRG Patient Study Webpage is the NRG-BR009 OFSET study webpage with
5,956 views since January 2025.

We’ve seen an uptick in followers on ALL NRG social media platforms since January 2025. Most
notably, Linkedin followers increased 19% and YouTube subscribers increased by 27%.

NRG Oncology Podcast Received 2025 ACRO Media Award, approximately 500
listens/downloads per episode.

We've added Bluesky to our social media portfolio!

We hosted the virtual NRG 2025 Communications & Digital Engagement Workshop. This
recording will be available following the NRG Meeting.

#NRG2024




What’s next?

NRG Communications is moving NRG’s website to a new platform.
Subtle changes will occur to improve the overall navigation and structure
of our website. Stay tuned!

The NRG Oncology Podcast continues to produce approximately 2
episodes a month with a wide array of engaging topics. Be sure to follow
us on Spotify, Apple, Youtube, or Amazon. Playable episodes are also
available on www.NRGOncology.org/Podcast.

Promotions surrounding our research at ASTRO 2025 are coming soon.

#NRG2024


http://www.nrgoncology.org/Podcast

The NRG Oncology Podcast

Quick Facts Year 1 in Review
— Started in July 2024

— 18t podcast by an NCTN Lead Protocol Organization
— Bi-weekly releases - 20 episodes aired to-date
Listenership
— More than 500 average listeners/downloads per episode
— Over 600 follower/subscribers
— Biggest international audience — Canada and Philippines
Top Episodes
— ASTRO 2024 Plenary — LUOOS (Kristin Higgins) HNOO5 (Sue Yom)
— ASCO 2024 — LUOO2 (Puneeth lyengar)
— NSABP-B51 in NEJM (Terry Mamounas and Julia White)
2025 American College of Radiation Oncology Social Media Award

#NRG2024



Get the Latest NRG News

Do you want to receive NRG broadcasts or have
questions?

Email Communications@NRGOncology.org

#NRG2024
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NRG Publications Committee Update

Harry Bear, MD, PhD
Deputy Group Chair for Communications & Publications

David Mutch, MD
Publications Committee Chair
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NIH Public Access Policy
effective 7/1/2025

= Key Changes

Immediate public access & submission to PubMed Central
(PMC) mandatory on the publication date

» Author-Accepted Manuscripts [AAM] must be deposited in PMC upon
acceptance

= No embargo allowed.
= Open access publishing is not required
» NRG cannot pay Article Processing Charges (APCs)

= Journals are still in flux about the new policy; we are requesting
information from journals as we prepare to submit.

#NRG2024



NIH Public Access Policy
Next Steps

Statement to be added to all submissions:

“This research was supported by the NIH. In accordance with the NIH
Public Access Policy, the final peer-reviewed manuscript will be
submitted to PubMed Central upon acceptance for publication and
made publicly available immediately upon publication.”

Prioritize journals that will deposit manuscript with no embargo — NRG is
maintaining a list of compliant journals.

As more information is available Publications Committee will alert investigators.

Work with the other NCTN Lead Protocol Organizations to develop unified
approach across the groups.

#NRG2024




Collaborative Author Implementation

Primary Endpoint Manuscripts

= Collaborative Author Group on Author Line of Primary Endpoint
Manuscripts. This is in addition to normally listed accrual authors.

= Approximately 25 of the highest accruing sites not included on the
author line will be invited to nominate an investigator representative.

= Collaborating Authors will be listed alphabetically by author.

= Only authors that complete the COI disclosure (if required by the
journal) will be included.

= The Publications Chairs will review and approve the list of
Collaborating Authors on a case-by-case basis.

» Process will be refined as experience warrants.

#NRG2024



NRG Publications Volume Report

Jan 1, 2014-Jul 15, 2025
Abstracts and Manuscripts

Published/Presented 1/1/14-7/15/25 1/1/25-7/2025
Abstracts Presented

Manuscripts-
Miscellaneous Published 929 o1
Total Publications 1765 77

30% High Impact

#NRG2024



NRG Publications Report
Abstracts and Manuscripts

in process

Abstracts 31

Manuscripts-Miscellaneous publications 130
Total Publications 161

#NRG2024



NRG Membership Update

David Scott Miller, M.D., FA.C.0.G,, F.A.C.S.
Deputy Group Chair for Membership and Research Integrity

#NRG2024



NRG Grant Metrics: NRG Accrual Enhancement Efforts

For the period March 1, 2019, through August 31, 2024, NRG members
entered 15,310 patients onto NRG led trials, 5,014 patients into trials led by
other NCTN Network Groups, and an additional 1,015 patients into NCTN
Precision Medicine Trials for a total of 21,339 entries.

For the period March 1, 2024, through August 31, 2024, NRG accrued 2,295
patients onto NRG led trials, 441 patients onto NCTN studies led by other
Network Groups, and an additional 58 patients onto NCTN Precision Medicine
Trials.

Accrual for the current grant year was projected to end up at 4,117 to NRG led
trials, 811 to NCTN studies led by other Network Groups and 89 to Precision
Medicine studies.

#NRG2024




NRG Accruals: Grant Period 3/2019 — 2/2025 (projected)

NRG Member Network Accrual
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Top Accruing Main Members
NRG Oncology Trials
January 1 — June 30, 2025

1

2,
3.
4,

~N o o

Indiana University/Melvin and Bren Simon Cancer Center

CHU de Quebec-L'Hotel-Dieu de Quebec (HDQ)

Kaiser Permanente-Gaithersburg Medical Center

Laura and Isaac Perimutter Cancer Center at NYU Langone

University of Miami Miller School of Medicine-Sylvester Cancer Center

. Women's Cancer Center of Nevada

Mount Sinai Hospital

. Bay Pines VA Healthcare System

Odette Cancer Centre- Sunnybrook Health Sciences Centre
Rutgers Cancer Institute of New Jersey

UC San Diego Moores Cancer Center

Women and Infants Hospital




Top Accruing NCI Community Oncology Research Program (NCORP)
NRG Oncology Trials
January 1 — June 30, 2025

. Kaiser Permanente NCl Community Oncology Research Program
Cancer Research of Wisconsin and Northern Michigan Consortium
Metro Minnesota Community Oncology Research Consortium
Pacific Cancer Research Consortium NCORP

Northwell Health NCORP

New Mexico Minority Underserved NCORP

Puerto Rico Minority Underserved NCORP

Gulf South Minority Underserved NCORP

. Southeast Clinical Oncology Research Consortium NCORP

10. University of Kansas Cancer Center - MCA Rural MU NCORP

-_—
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Top Accruing Lead Academic Participating Sites (LAPS)
NRG Oncology Trials
January 1 — June 30, 2025

1. UPMC Hillman Cancer Center LAPS
2. Ohio State University Comprehensive Cancer Center LAPS
3. CWRU Case Comprehensive Cancer Center LAPS
4. Washington University - Siteman Cancer Center LAPS
5. University of Colorado Cancer Center LAPS
6. University of Texas MD Anderson Cancer Center LAPS
7. University of Oklahoma Health Sciences Center LAPS
8. Froedtert and the Medical College of Wisconsin LAPS
9. University of Wisconsin Carbone Cancer Center LAPS
10. Emory University - Winship Cancer Institute LAPS
Mayo Clinic LAPS
Yale University - Yale Cancer Center LAPS

#NRG2024



Committee Updates

#NRG2024



Investigator & Career Development
Committee

Previous Committee Structure New Committee Structure

Early Career & New
Investigator Committee
Chairs: Gondi, Rastogi,
Secord

DEI Committee
Chairs: Moxley,
Hitchcock, Walker

Investigator & Career
Development Committee
Chairs: Gondi, Rastogi, Secord

Investigator Development Early Career Mentorship
Subcommittee Subcommittee
Chairs: Moxley, Hitchcock, Walker Chairs: Gondi, Rastogi, Secord

#NRG2024



Leadership Transition as of 8/1/2025
Lung Cancer Committee Chair

NRG

ONCOLOGY

i /

Jeff Bradley, MD

Chair istin Hiaai
Kristin Higgins, MD
2014-2025 City of Hope
Chair

#NRG2025



New NCORP
Deputy Principal Investigator

\.n.' BN
Julie Bauman, MD, MPH
George Washington University

#NRG2025



New Cancer Control Chair & Vice Chair
Cancer Prevention & Control Committee

Lisa Kachnic, MD
2015-2025

Tracey Crane, PhD, RDN Mylin Torres, MD
University of Miami Emory University
Chair Vice Chair

#NRG2025



New Chair & Vice Chair
Imaging Committee

,l\ ; 3

Danial Pryma
Chair
2017 - 2025 Karthik Sundaram, MD, PhD  Clifton Fuller, MD, PhD
Univ. of Pennsylvania MD Anderson Cancer Center
Chair Vice Chair

#NRG2025



New Subcommittee
Sarcoma Subcommittee

Dian Wang, MD, PhD Brian A. Van Tine, MD, PhD William Tseng, MD
Rush University Med Center Washington University City of Hope
Chair Vice Chair Vice Chair

#NRG2025



New Chair
Patient Advocate Committee

Dorothy Erlanger

Chair A v
2020 - 2025 Yow S A
Tambre Leighn

Chair

#NRG2025



New Leadership
Protocol Support Committee

Theresa Thomas

Chair
2020 - 2025 _ _
Cynthia Licavoli Marissa Weiss
Missouri Baptist MC University of Wisconsin
Chair Vice Chair

#NRG2025



New Leadership - Protocol Support Committee
CRA Subcommittee CTN Subcommittee

Tiffany Elsea Marissa Weiss Pamela Mason
Vice Chair Vice Chair Vice Chair

Quality Control & Comms
Subcommittee

Protocol Review Subcommittee

Christipa Ches_nakov Mar;( Gulzow
Vice Chair Vice Chair

#NRG2025



New Vice Chair
Head & Neck Cancer Committee

Erich Sturgis, MD, MPH

Vice Chair >
2014-2025 Chris Holsinger, MD

Stanford University
Vice Chair

#NRG2025



NRG Committee Chair Term Limits

» NRG committee chairs & vice chairs appointed to a maximum of
two six-year terms per NRG Bylaws and Committee Chair
Appointment Policy

» Founding chairs whose terms started in 2013 were awarded an
additional year due to the grant submission extension and expire
in February 2026

» 16 Chair & Vice Chair positions transitioning by February 2026

= All positions will be posted in late summer via NRG email
broadcasts and on the website

https://Iwww.nrgoncology.org/Current-Openings

#NRG2025



Committee Chairs/Vice Chairs Transitioning

Committee

Brain Tumor

Breast Cancer

Genitourinary Cancer

Head and Neck Cancer

Chair/VC

Minesh Mehta, Chair
Arnab Chakravarti, VC
Mark Gilbert, VC
Michael Vogelbaum, VC

Terry Mamounas, Chair
Julia White, VC

Oliver Sartor, VC

Stuart Wong, VC

#NRG2025



Committee Chairs/Vice Chairs Transitioning

Committee

Lung Cancer

Medical Oncology

Medical Physics

Patient Centered Outcomes Research
Publications

Surgical Oncology

Translational Science

Chair/VC

Martin Edelman, VC
Corey Langer, Chair
Ying Xiao, Chair
Benjamin Movsas, Chair
Thomas Julian, VC
Thomas Julian, VC

Michael Birrer, Chair
Adam Dicker, VC

#NRG2025




Committee Membership Applications & Rotations

=  Membership on all NRG Oncology committees is through the Committee Membership
Rotation process.

= Call for applications is issued yearly
— Early Fall for Disease Site & Scientific Committees
— Spring for Administrative Committees

=  Committee members must be on the roster of an NRG member institution to obtain and
maintain membership status.

— Exceptions: Patient Advocates and Data Monitoring Committees
= All applicants must have an active NCI CTEP ID number.

= All positions will be posted via NRG email broadcasts and on the website
https:/lwww.nrgoncology.org/Current-Openings

#NRG2025



Travel Award Recipients

Early Career Investigator Mitchell Machtay Young
Travel Awardees Investigator Travel Awardee

S ‘
o 1 3 \
o ] N
o R i .

Fauzia Riaz, MD, MHS Soumon Rudra, MD Jason Chan, MD
Stanford University Emory University University of CA — San Francisco
Rad Onc — H&N, Gl Rad Onc — H&N

#NRG2025



Travel Award Recipients
Clinical Research Professional Awardees

Rebecca Baca, University of New Mexico Comprehensive Cancer Center
Edward Bleta, Michigan Cancer Research Consortium

Anne Brooks, Southeast Clinical Oncology Research Consortium
Chasity Cupp, University of Kansas Cancer Center

Cynthia Dwight, Medical College of Wisconsin

Timothy Guinn, Jr., University of Florida Health Cancer Center

Nedra Johnson, Medical College of Wisconsin

Haley Kelly, University of Arkansas for Medical Sciences

Sarah Lewis, Beebe Healthcare Delaware NCORP

Elena Nelson, University of Florida Health Cancer Center

#NRG2025



Future NRG Meeting

January 22-24, 2026
San Francisco, CA

#NRG2025



NRG

ONCOLOGY

Advancing Research. Improving Lives.™

NRG Research Center Update
July 2025

Mitch Machtay, M.D.,
NRG Deputy Chair for Research/Chief Scientific Officer

Penn State Cancer Institute Professor and Associate Dean, Clinical Oncology Research

NCI 2
Trials
a National Cancer |
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Reminder: Calls for Application for Membership to Committees Coming!

NRG Research Center i

Sci-Core Cte’s
- Rad Onc
- Med Onc
- Surg Onc

- Imaging

-HCA Note: GYN, GI and DT have
- CA control formal subcommittees.
Other disease sitecommittees have
‘working groups’

- Pt Outcomes

- Nursing/cRA’s
- Translational Sci.

- Pathology

Center for Innovations
Radiation Oncology

GYN

Ovary

Corpus

&
2.
»

Rare GYN

—‘ DT-GYN‘ Colorecta
Non-CRC
non / T\

i

Sarcoma|

Ancillary

Projects




Selected NRG
Research Result
Highlights 2025

Please come to the
exciting NRG
Scientific Session
later today (3 p.m.) !

4 4 4
gwm"»& §&S;§sw 4l N I%OG
Best of NRG Oncology Friday, July 25, 2025 Yneo
“Present-o-fama” 3-4:30 pm ET R e T

Practice Changing Evidence Across the Spectrum of Cancer Care

#NRG2025

Session 1: Phase Ill Trials That Shape Clinical Practice

NRG-BROO3 GCOG-0264 RTOG 1112

X

A»

Moderated by 3
Robert Mannel, MD \
Stephenson Cancer Center 2 o
Vicente Valero, MD Jubilee Brown, MD Laura Dawson, MD
MD Anderson Cancer Center Atrium Health University of Toronto

" a2 . Session 2: Less is More: Surgical De-escalation
& Patient-Centered Outcomes

NSABP B-35 GOG-0278

Moderated by |
Angeles Alvarez Secord, MD, MHSc
Duke Cancer Institute

Irene Wapnir, MD Allen Covens, MD
Stanford University Sunnybrook Research Institute

Session 3: Innovation & Insights from NRG Trials

| “9 = !1 RTOG 1308 RTOG 0126
& S
- =
o
Moderated by L J
A \ .
Mitchell Machtay, MD David Qian, MD Alan Dal Pra, MD
Penn State Cancer Institute MD Anderson Cancer Center University of Miami
RTOG 9512 RTOG 9202 NRG-GYO17
= P =
|
qﬁ el >
Neil Hayes, MD Paul Nguyeﬁ, MD Jyoti Mayadev, MD

University of Tennessee Dana-FarberCancer Institute  University of California, San Diego




NRG Protocol Development

Since birth of NRG (3/1/2014): 96 CTEP; 15 NCORP; + 7 Intergroup co-led (Grand Total = 118)

14 16 14
11 10
9 9 10
8 8
2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 YTD
B NRG-CTEP  m Other-Group but with NRG Co-led ®NCORP
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New (2025) NRG Trials and their Themes:

Study Title/Theme Gender MO Novel | Novel QoL/ Rare
Based (or Bio- RT/ PRO Tumor
limited M1) | marker Surg

GY036 Phase lll Trial of One vs. Two Years of
Maintenance Olaparib (+/-Bevacizumab), for
BRCA1/2 Mutated or HR Deficient (HRD+) \/ \/ \/
Ovarian CA s/p chemo

GUO014 Phase IR trial of Pembrolizumab and RT vs. \/ \/ \/
ChemoRT for recurrent/high-grade T1
bladderCA

CC014 Pragmatic Phase Il Trial: RT for high-risk \/ \/

asymptomatic bone metastases (vs. systemic
therapy alone)

Gl 011  Phase Ill Trial of Dose Escalated Radiation in \/ \/
Locally Advanced Pancreas CA

CC015 Harnessing E-Mindfulness Approaches for \/ \/
Living-After Breast Cancer -HEAL-ABC

NRG

ONCOLOGY




NRG Developing Trials — Currently N=31

 Brain: 2 r e
¢ Breast: 1 ‘ . 7_:. ORAL CAVI

« Gl: 7 (2 NCIl approved)
 GU: 2 (1 NCl-approved) B

- Lune

GYN (incl DT-GYN): 7 (3 NCl-approved)
H&N: 4 (2 NCl-approved)

Lung: 3

NCORP: 4 (2 NCI approved) y |
DT-non-GYN: 1 L ) sonTis




New Protocol Activations

NRG-GUO014 — PARRC Trial
Cystectomy-Recommended

High Risk T1 Urothelial Carcinoma

STRATIFY
» Disease history (de novo vs. recurrent)
» Histology (urothelial/mixed vs. non-urothelial)

Arm 1 Arm 2
Bladder RT + Bladder RT +
Concurrent Pembrolizumab
Chemotherapy* x 9 cycles

**Chemotherapy is physician’s choice

NRG PI: Brian Baumann, MD

ONCOLOGY

NRG-GI011 - LAP100

Locally advanced/inoperable Pancreatic CA

STRATIFY
Type of chemo: FOLFIRINOX vs. Gem/Tax
Amount of Chemo: 4 vs. 6 mo.

Dose-escalated RT
10 Gy x 5 fractions
(BED,, =100)

-- or XRT (50 Gy/6 wk) or
-- or Observe 3 Gy x 25 fractions
(BED,, = 97)

Pragmatic SOC:
-- Continue chemo

Pl: Nina Sanford, MD



Coming Attraction Protocols

NRG-GUO015: Bladder CA NRG GY035: Endometrial CA
Muscle invasive Bladder CA suitable for organ Stage III/IV Endometrial CA: pMMR , p53
preservation (T2-3NOMO0) : ’ mut
STRATIFY 1

+ T-stage
* Neoadjuvant therapy (Y/N)
* Type of concurrent chemo

Arm 1 Arm 2 Arm 3

Carbo/Paclitaxel | Carbo/Paclitaxel | Carbo/Paclitaxel
+ + +

Pembrolizumab |  Beyacizumab Pembro + Bev
(& Pembro

maintenance

Arm 1 Arm 2
Moderate HypoFx Ultra-Hypo-Fx RT

Bladder RT
(55 GY/20 fx) + (32.5 Gy/5 fx) +
Chemo*

Chemo*

(& Bev maintenance) (& Pembro/Bev
maintenance)

**Chemotherapy is physician’s choice (cddP, 5-FU, Gem)

PI: Scott Delacroix, MD Pl: Amanda Nickles Fader, MD



Ancillary Projects (AP’s) Update — 2025 YTD

Thank you to our top APC
‘Peer Reviewers’ 2025

» Jordan Kharofa, MD, University of Cincinnati -

» Henry Park, MD, Yale School of Medicine [l

= Michael Samuels, MD, Banner Health ,;.‘1‘

» Sandra Swain, MD, Georgetown University Bridget Kotz M Suzanne Baldwin
= Alexandra Thomas, MD, Duke Cancer Institute APC Chair APC Vice Chair APC Admin Manager
= Melin Khandekar, MD, PhD, MGH Cleveland Clinic Advent Health FI NRG HQ

« APC Committee meets quarterly

« Typically reviews 8 to 10 proposed projects
» Approval rate 33-50%

» APC/NRG does not provide funding

Your GU Review Team (YoGURT):

= Alan DalPra, MD, University of Miami Miller

= Shalini Moningi, MD, Dana-Farber Cancer Institute
= Krishnan Patel, MD, National Cancer Institute

= Daniel Spratt, MD, Case Western University - A Working Group is developing new

ideas to streamline the process.

apc@nrgoncology.org
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Thank you for Joining our NRG Meeting!

Questions:

- Including VPI requests to attend RSC zoom meeting (Wed. 7/30; 6:30 p.m. ET)
« Mitch Machtay: mmachtay@pennstatehealth.psu.edu

* Ronald Alvarez: Ronald.Alvarez@vumc.org

« Jame Abraham: abrahaj5@ccf.org

« Nancy Soto: soton@nrgoncology.org

Nancy Soto, NRG
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Thank you to the 3 PD Offices
in Pennsylvania, Led by:

* Nancy Soto (Philly West)
« Kia Neff (Philly East)
* Francy Fonzi (Pittsburgh)

National Clinical Community Oncology
X @ L] N I E ( i N CI Trials Network NCI Research Program
u I n ONCOLOGY a National Cancer Institute program A program of the National Cancer Institute
: of the National Institutes of Health
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NRG Oncology
Statistics and Data Management Center

General Session
NRG Oncology Semi-Annual Meeting
July 25, 2025



NRG SDMC Activities 2025
NRG SDMC renewal application — priority score 20

Going forward into 2026-2032 NCTN program!

Thank you to our Writing/Preparation Group:

Greg Yothers Mei Polley Kathryn Winter
Austin Miller Angela Kuras Mary Jo Antonelli
Elaina Harper Aaron Johnson Nika Agrawal
Josh Killion Regis Leonard Stephanie Pugh

and many others who contributed!

NRG

ONCOLOGY™



Trial Activity 2025

Accrual:

Grant Year (Mar 1 to Feb 28) Totals (enrolled to
intervention, NRG-led CTEP/NCOREP trials):

o 2022-23: 3,713

o 2023-24: 4,622

o 2024-25: 6,335
Conduct:

37 trials currently accruing

NRG Da(tjla Monitoring Committees met July 2025 — 47 trials
reviewe

Development:

5 activations so far in 2025, 5 more slated

~30 post-RSC studies in development stages

NRG

ONCOLOGY™



NRG Ops/SDMC Activities 2025

Clinical Trial Streamlining Initiative practices now in place

NRG trials meeting the streamlining criteria (now 5):

Trial Title Current Status OEW.G
Deadline

A Phase lll Trial of One vs. Two Years of Maintenance Olaparib, with or
Without Bevacizumab, in Patients with BRCA1/2 Mutated or Homologous
Recombination Deficient (HRD+) Ovarian Cancer Following Response to
First Line Platinum Based Chemotherapy
A Phase Il Randomized Clinical Trial of Proton Craniospinal Irradiation
[} Versus Involved-Field Radiotherapy for Patients with Breast Cancer or Non-  Activated! -
Small Cell Lung Cancer Leptomeningeal Metastasis (Radiate-LM)
A Phase Il Randomized Trial of Dose Escalated Radiation in Locally )
i Advanced Pancreas Cancer (LAPC) Patients Activated! -

n Activated! -

Phase Il Randomized Trial of Systemic Treatment
i (Atezolizumab/Bevacizumab or Durvalumab/ Tremelimumab) +/- Liver SBRT  Protocol Under

. . \ 10/7/2025
in BCLC Class C Hepatocellular Cancer with Macrovascular Invasion Development

Adaptive Radiation and Chemotherapy for Muscle Invasive Bladder Cancer

(ARCHER) Protocol Under g/ 49025

i Development

NRG

ONCOLOGY™




NRG Ops/SDMC Activities 2025
Additional initiatives to help sites save

time and effort

- NRG Data Management Efficiency Working Group-
apply streamlining principles broadly in trials. Ex/ NRG-
GY035 (pragmatic trial)

- EHR data capture pilot program—  ## flation. g
Move data elements directly from electronic health records
into trial forms

- Trial close-out/termination - Free trials from further follow-
up, management requirements at sites — Look for ‘final data
call’ and closure broadcasts from HQ :

NRG

ONCOLOGY™




Appreciation for Greg Yothers, PhD

- Sr Deputy Director & Deputy Group Statistician, Co-Pl, NRG
Oncology SDMC

- Senior Director, Pittsburgh SDMC office

- Research Professor of Biostatistics, University of Pittsburgh

- Sr Statistician, NRG Gl Committee
Member of NSABP/NRG ~1999 to present

NRG

ONCOLOGY™



Greg Yothers, PhD

In addition to critical leadership
roles, Greg has led landmark
research contributions in:

colorectal cancer - Oxaliplatin,
Bevacizumab trials, many others

breast cancer - HERA (B-31),
Olympia trials

Development of novel
endpoints, biomarkers

NRG

ONCOLOGY™
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Thank you, Greg!

e

Best wishes for more fun, relaxation, and adventure!



Thank you for your attention!

General Session
NRG Oncology Semi-Annual Meeting
July 25, 2025
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NRG Oncology General Session

Deborah Bruner, RN, PhD, FAAN, NCORP Contact PI

NRG 2025 Summer Meeting
July 25, 2025
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NRG NCORP Leadership Transitions
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Lisa Kachnic, MD, NCORP PI
Chair, Radiation Oncology
Associate Director, Columbia University,
Herbert Irving Comprehensive Cancer
Center

‘. ;\‘ // . J
Julie Bauman, MD, MPH, Deputy NCORP PI

Director, George Washington U Cancer Canter

Associate Dean of Cancer and Professor of Medicine
George Washington School of Medicine and Health

#NRG2025



CPC Leadership

Mylin A Torres, MD
Radiation Oncology ,

Tracy Crane, PhD Mylin Torres, MD
Cancer Control Committee Chair Cancer Control Committee Vice-Chair
Co-Leader, Cancer Prevention and Control
Co-Leader, Cancer Control Research . . )
: Research Program, Winship Cancer Institute of
Program, Sylvester Comprehensive

Cancer Center Emory University




NCORP Grant Update

v Forecasts to publish Notice of Funding Opportunities for NCI NCORP
Research Bases and Community Sites

 RFAs are going through the approval process

* Important Dates
— Estimated Post Date: August 29, 2025
— Estimated Application Due Date: November 14, 2025
— Estimated Award Date: August 1, 2026
— Estimated Project Start Date: August 1, 2026

NRG central administration will provide letters of support to NCORP member sites for
your renewals




9 Open NRG NCORP Trials

Study #
m

FORTE - Five- or Ten-Year Colonoscopy for 1-2 Non-advanced 3144 /9000
NRG-CCO005 Adenomatous Polyps (R. Schoen, J. Dueker)
Non-randomized Prospective Trial Comparing Non-inferiority of 839/ 2262
NRG-CC008 Salpingectomy to salpingo-Oophorectomy to Reduce the risk of Ovarian Ca
) among BRCA1 carriers (SOROCK) (K. Pennington, W. Huh)
Phase Il Trial of Stereotactic Radiosurgery (SRS) versus Hippocampal- 133/200
NRG-CC009 Avoidant Whole Brain Radiotherapy (HA-WBRT) for Brain Metastases from
i Small Cell Lung Cancer (V. Gondi, C. Rusthoven)
Ph 1l Trial of the Impact of Sentinel Lymph Node Mapping On Patient 228/ 428
NRG-CC010 Reported Lower Extremity Limb Dysfunctlon in Endometrial Cancer (E.
Tanner, B. Erickson)
Cognitive Training for Cancer-related Cognitive Impairment in Breast Cancer 280/ 386
Survivors: A Multi-Center Randomized Double-Blind Controlled Trial (D. Von Temporarily
NRG-CC011
Ah, P. Ganz) closed to accrual

*Accrual as of 7/23/25

#NRG2025



9 Open NRG NCORP Trials
mM“m

anaging Symptoms and Psychological Distress During Practices =13
NRG-  [Oral Anti-Cancer Treatment Participants = 150

CcCo012CD Personnel = 48

A Randomized, Masked, Placebo Controlled, Ph Il Trial of 3/98
Concurrent ChemoRT with BMX-001 in Patients with
NRG-CC013 | HNSCC Receiving Concurrent ChemoRT (D. Brizel, S.
Yom)

Radiation Therapy for High-risk Asymptomatic Bone 16 / 280
NRG-CCO014 | Metastases: A Pragmatic Multicenter Randomized Phase 3
Clinical Trial (E. Gillespie, J. Yang)

Harnessing E-Mindfulness Approaches for Living-After Activation June
NRG-CC015 Breast Cancer — HEAL-ABC (J. Bower, P. Ganz) 2(!255
11 participants
consented

*Accrual as of 7/23/25

#NRG2025



DCP Approved NRG NCORP Trials

Study #/ Title Status

NRG-CCO016: PH |ll Randomized Trial: Assessment of
Biosignature Classification for DCIS RadioTherapy Benefit
Post Lumpectomy (ABCD RT) (R. Rabinovitch)

7/21/25: Consensus
review received
5/28/25: Protocol
submitted to DCP

NRG-CCO017: Randomized Ph Ill Study Comparing Temporally
Modulated Pulsed Radiation Therapy (TMPRT) vs Standard
Radiation Therapy with Temozolomide for Adults with Newly
Diagnosed MGMT-Unmethylated Glioblastoma (J. Huang)

Protocol submitted to
DCP 6/9/25

#NRG2025



32 NRG Oncology Trials with PROs

HVLT-R, TMT (A&B), COWA, MDASI-BT EQ-5D-5L, CES-D, Fatigue SF, Sleep disturbance SF, BCPT
MDASI-BT NRG-CC015 symptom checklist/vasomotor scale, MHC-SF, QOL among
MDASI-BT, Montreal Cognitive Assessment (MoCA) cancer survivors scale, self compassion scale, rumination and
MDAS|-BT, MDASI-SP reflection scale

[\ [3{eB:=1:0[irA BCTOS, Breast cancer worry, PROMIS Global, Global Cosmesis m PROMIS fatigue short form, FACT-Hep, EQ-5D-5L

Score, PROMIS-Fatigue, B39 breast symptom checklist, BCPT MDASI-GI+,EQ-5D-5L, PROMIS-Fatigue

symptom checklist, QLACS, Extent of Nonadherence m FACT-Hep

L OICE BN BCTOS, Breast cancer worry, Global Cosmesis Score, PROMIS-  BNT=YeWeTI[iTiT:) EPIC-26, EQ-5D-5L, Brief Pain Inventory, PROMIS-Fatigue SF

Fatigue, B39 Breast Symptom Checklist, PROMISGlobal, QLACS -
NRG-GU009 EPIC-26, FACT-Cog, PROMIS-Fatigue Short Form, PROMIS-
N[NeB:=R0NEMM FACT G-GP5, PROMIS-29, PROMIS Cognitive Function short Depression, PRO-CTCAE

f FACT-ES E PRO-CTCAE, E f N h .
STy HACTE S0 Se, RO PN S, 26 ST G NG IEs NEEES EPIC-26, FACT-Cog, EQ-5D-5L, PROMIS-Fatigue Short Form
(\[NeZ oo ILI PROMIS Questionnaire, Lifestyle Questionnaire, Family History

(FORTE) Questionnaire, Dietary Questionnaire, Health Questionnaire, EPIC-Hormonal domain, EPIC-sexual domain, EQSD-5L,
Participant History Questionnaire, Stool Sample Questionnaire EORTC QLQ-30, PROMIS Fatigue, PRO-CTCAE

\[;{cHo{o i FACT-ES, EQ-5D-5L, FSFI, MSCL, PROMIS screener and . . .
C1e): (s s cxternal sexual function items, IES, SDM-Q-9, RR-MDMb EPIC-26 urinary, bowel and sexual domains, PROMIS-Fatigue

hort form, EQ5D-5L, FACIT-Cost
I HVLT-R, TMT, COWA, MDASI- BT, EQ-5D-5L, PROMIS cognitive it i, o o8

function Bladder cancer index, EORTC QLQ-C30, EQ-5D-5L, PROMIS
\[{eEeo K[| EQ-5D-5L, Gynecologic Cancer Lymphedema Questionnaire fatigue :
(GCLG), Patient Questionnaire for Lymphedema-Associated Costs JALICEER {1713 FACT-En, PROMIS-Fatigue, PRO-CTCAE

[;IFIiEEBl CEQ, Client Satisfaction Survey, FACT-Cog, MOS-SSS, PROMIS- B\3{eB (N1l NDII, QuickDASH, FACT-H&N, EQ-5D-5L

Global, PROMIS-SF Meaning and Purpose, PSS, Work Ability 3 FACT-H&N. HHIA-S

Index, WPAI:GH, TBANS Battery Assessment, PROMIS-SF AR ’

scales: Depression, Anxiety, Fatigue, Sleep Disturbance, Pain PRO-CTCAE

Interference, & Neuropathic Pain EORTC QLQ-C30, PROMIS Fatigue SF7a, PROMIS Anxiety
Bayliss Comorbid Conditions, COST-FACIT, PRO-CTCAE, SF4a, EQ-5D-5L, CSCC Specific Supplemental, PGIS
Ccco012CD

Unscheduled Health Services Use NRG-LU00S EACT-L, EQ-5D-5L, PRO-CTCAE

N IEM OMWQ-HN, PRO-CTCAE
Xl LBl BPI-short, EQ-5D-5L MDASI-HN, FACT-H&N TOI



Quality Improvements in PRO Compliance

Improvements at NCORP sites can be used in grant renewals
«  PRO compliance discussed at monthly NCORP leadership meetings
+  PRO quarterly delinquency reports and review by PCOR and NCORP
+ PRO NRG staff champions Kandie Dempsey and Marcie Ritter
* PRO education at research associates meetings
« NRG NCORP worked with DCP to get QOL forms more easily accessible on CTSU
 ePROs have increased compliance in some disease sites
Example of Success, Dr. Movsas, PCOR chair completed QOL analysis of two lung studies that used

the same primary QOL endpoint, the FACT TOIl. One 0617, started before quality improvement
measures were fully implemented. and the other, LUOQ5 after quality improvement measures:

RTOG 0617

PRO compliance 87% at baseline, 70% at 3 months, 57% at 1 year after baseline and were alive.

LUO005

PRO compliance exceeded 85% at baseline and stabilized at 60-68% of those who completed baseline
AND were alive through 21 months after completion of chemo/RT or 2 years after baseline.




New Process for NCORP Pilot Project Applications

Goal: to prepare investigators to develop NCORP pilot concepts that are aligned with the aims of
NCORP committees including CPC, CCDR and HDR. Pilot projects are funded specifically to lead to
full NCORP concepts.

« Application requires investigators to submit a two-page LOI form.

NCORP committee chairs will review LOIs and select those best aligned with the committee goals,
NCORRP priorities, and deemed most feasible for future Phase Il — Il NCORP concepts.

« Selected investigators will be invited to attend a 1-hour workshop during an NRG meeting and
paired with a mentor.

The LOI process is a prerequisite for pilot grant application submission in 2025.
« The request for funding application (RFA) for NCORRP pilot projects will be released in Spring 2025.
« This year we selected 11 LOI applications for the workshop

» While workshop selection and enroliment does not guarantee pilot funding, the activities are
designed to facilitate successful submissions.

The next LOl announcement will be coming SOON summer

#NRG2025



NRG Oncology NCORP Boot Camp

Mandatory for anyone submitting for NCORP pilot grants
Important for NRG new investigators
Encouraged for all APPs new to NRG

All NRG Members WELCOME!!

Workshop goal: to provide an overview of NRG Oncology NCORP and prepare investigators
to develop committee aim-aligned NCORP concepts

Topics will include:

* Overview of NRG Oncology NCORP

» Introduction to Cancer Prevention and Control (CPC), Cancer Care Delivery Research
(CCDR) and Health Disparities (HD) committee aims

« Statistical considerations

* Running an R01 via NRG NCORP

Next Session: January 2026 at the NRG Winter Meeting in San Francisco

#NRG2025
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Alexandre Chan, PharmD, MPH
Department Chair & Professor of Clinical
Pharmacy Practice,

School of Pharmacy & Pharmaceutical Sciences
University of California, Irvine

RiluzolE FOr Preventing Cognitive

Y / d

7

dysfUnction in Cancer PatientS receiving

chemotherapy (REFOCUS)

The proposed study will evaluate the
neuroprotective role of riluzole to mitigate cancer-
related cognitive impairment (CRCI).

The aim is to repurpose riluzole, a drug that has
been shown in preclinical studies to augment BDNF
levels in preclinical models, for managing CRCI in
cancer patients and survivors.

#NRG2025



NRG Health Care Access Fellowship Program

The Health Care Access Fellowship Program outlines three strategic, high-level goals to
provide a broader perspective in clinical trials research:

1. Increase young researchers' involvement with NRG, with an emphasis recruitment of
researchers with a passion for improving health care access.

2. Mentor selected early-stage NRG Oncology investigators in clinical trials education
and training. The program provides networking opportunities and pathways to
leadership.

3. Develop successful clinical trials scientists who can compete in grant writing
opportunities.

Announcement: July 18, 2025
Application deadline: September 19, 2025

Read more about this opportunity at:
https://www.nrgoncology.org/HealthCareAccessFellowship

#NRG2025


https://www.nrgoncology.org/HealthCareAccessFellowship

NRG Oncology NCORP Resources

STUDY SPECIFIC VIDEOS
0 NRG NCORP - Who We Are and How to Get Involved NRG ONCOLOGY'S
NRG-CCO008

e “SOROCK"
SOROCk “RG
: i NRG ONCOLOGY'S
Clizical Pouspactive’ v NRG"CCOOQ

Just published! ONCOLOGY

Optimization of Timing
e ! PODCAST TRIAL

Salpingectomy and
@FORTEStudy Oophorectomg

© ¥ NRG el

. NRG ONCOLOGY'S
@NRGONnc @NRGOnNCc.bsky.social NRG-CCO11

& YouTube ('}'NCBQ TRIAL

Importance of Patient-Reported . . .
hitps://www.youtube.com/@NRGOnc Outcomes in Clinical Trials Learning Modules Available in CLASS

NRG ONCOLOGY'S

https://www.nrgoncology.org/Committees-Programs/NRG-NCORP-Research-Base
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Membership & Quality

Mary Jo Antonelli, MBA, MHA
Director of Quality Assurance and Operational Support

Karan Boparai
Director of Member Services

David Scott Miller, M.D., FA.C.0.G,, F.A.C.S.
Deputy Group Chair for Membership and Research Integrity

X[@ @ £ lin Friday, July 25, 2025




NRG Network Requirements

Required to credit 10 patient cases per year to NRG

10 cases from the entire NRG portfolio or trials offered by the
NRG Oncology foundations*

* Foundation trial accrual may account for a maximum of 3 of the required 10
enroliments.

Affiliate accrual will count toward the 10 case requirement

NCTN accrual credited to NRG will also count

Maintain satisfactory data quality and audit performance




2025 New Networks Approved

« DCO014 - George Washington University Medical Center

« ORO010 - Oregon Health and Science University




NRG Network Site Locations

« 47 states in the U.S. plus Puerto Rico

« 5 Canadian provinces

10 additional international Main Member sites located in 7
countries




NRG Oncology Main Members, LAPS, and NCORP Institutions as of June 2025
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NRG Networks

 Lead Academic Performance Sites (LAPS)

« National Community Oncology
Research (NCORP) Sites

* Minority/Underserved NCORP Sites
« Other Centers

Total

32

28
11
131

202




NRG Grant Metrics: NRG Accrual Enhancement Efforts

For the period March 1, 2019, through August 31, 2024, NRG members
entered 15,310 patients onto NRG led trials, 5,014 patients into trials led by
other NCTN Network Groups, and an additional 1,015 patients into NCTN
Precision Medicine Trials for a total of 21,339 entries.

For the period March 1, 2024, through August 31, 2024, NRG accrued 2,295
patients onto NRG led trials, 441 patients onto NCTN studies led by other
Network Groups, and an additional 58 patients onto NCTN Precision Medicine
Trials.

Accrual for the current grant year was projected to end up at 4,117 to NRG led
trials, 811 to NCTN studies led by other Network Groups and 89 to Precision
Medicine studies.




NRG Accruals: Grant Period 3/2019 — 2/2025 (projected)

NRG Member Network Accrual
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NRG Accruals: January 1, 2018 — June 30, 2025
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NRG Oncology Accrual by Network Category
January 1 — June 30, 2025

Main Members
& others
35%




Top Accruing NCI Community Oncology Research Program (NCORP)
NRG Oncology Trials
January 1 — June 30, 2025

. Kaiser Permanente NCl Community Oncology Research Program
Cancer Research of Wisconsin and Northern Michigan Consortium
Metro Minnesota Community Oncology Research Consortium
Pacific Cancer Research Consortium NCORP

Northwell Health NCORP

New Mexico Minority Underserved NCORP

Puerto Rico Minority Underserved NCORP

Gulf South Minority Underserved NCORP

. Southeast Clinical Oncology Research Consortium NCORP

10. University of Kansas Cancer Center - MCA Rural MU NCORP

-_—
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Top Accruing Main Members
NRG Oncology Trials
January 1 — June 30, 2025

1

2,
3.
4,

~N o o

Indiana University/Melvin and Bren Simon Cancer Center

CHU de Quebec-L'Hotel-Dieu de Quebec (HDQ)

Kaiser Permanente-Gaithersburg Medical Center

Laura and Isaac Perimutter Cancer Center at NYU Langone

University of Miami Miller School of Medicine-Sylvester Cancer Center

. Women's Cancer Center of Nevada

Mount Sinai Hospital

. Bay Pines VA Healthcare System

Odette Cancer Centre- Sunnybrook Health Sciences Centre
Rutgers Cancer Institute of New Jersey

UC San Diego Moores Cancer Center

Women and Infants Hospital




Top Accruing Lead Academic Participating Sites (LAPS)
NRG Oncology Trials
January 1 — June 30, 2025

1. UPMC Hillman Cancer Center LAPS
2. Ohio State University Comprehensive Cancer Center LAPS
3. CWRU Case Comprehensive Cancer Center LAPS
4. Washington University - Siteman Cancer Center LAPS
5. University of Colorado Cancer Center LAPS
6. University of Texas MD Anderson Cancer Center LAPS
7. University of Oklahoma Health Sciences Center LAPS
8. Froedtert and the Medical College of Wisconsin LAPS
9. University of Wisconsin Carbone Cancer Center LAPS
10. Emory University - Winship Cancer Institute LAPS
Mayo Clinic LAPS
Yale University - Yale Cancer Center LAPS




Top Accruing Non-US Sites
NRG Oncology Trials
January 1 — June 30, 2025

1.
. Odette Cancer Centre- Sunnybrook Health Sciences Centre

O uhAWN

oo ~

CHU de Quebec-L'Hotel-Dieu de Quebec (HDQ)

University Health Network-Princess Margaret Hospital
BCCA-Vancouver Cancer Centre

. CHUM - Centre Hospitalier de I'Universite de Montreal
. Saskatoon Cancer Centre

The Research Institute of the McGill University Health Centre (MUHC)

. CHU de Quebec-Hopital du Saint-Sacrement (HSS)
. Arthur J E Child Comprehensive Cancer Centre

Centre Hospitalier Universitaire de Sherbrooke-Fleurimont
Tata Memorial Hospital




Voting Members

* Voting Members shall be those member networks that accrue
at least 25 patients per year either as an average over (3)
years or in the most recently completed calendar year and
meet data timeliness and quality requirements.

« N=115




New Voting Members

Network CTEPID
Centre Hospitalier Universitaire de Sherbrooke-Fleurimont 11065
CHU de Quebec-L'Hotel-Dieu de Quebec (HDQ) 11073
Columbia University Minority Underserved NCORP COLUMBIA
Columbus NCI Community Oncology Research Program COLUMBUS
CommonSpirit Health Research Institute CORA
Geisinger Cancer Institute NCI Community Oncology Research Program | GEISINGER
Henry Ford Hospital MI026
Intermountain Medical Center UT056




New Voting Members

Network CTEPID
Montefiore Minority Underserved NCORP MONTEFIORE
Sanford NClI Community Oncology Research Program of the North Central
Plains SANFORD
The James Graham Brown Cancer Center at University of Louisville KY002
UC San Diego Moores Cancer Center CA249
University of lllinois 1L040
University of lowa/Holden Comprehensive Cancer Center IA018
University of Miami Miller School of Medicine-Sylvester Cancer Center FL028

Universiti of Nebraska Medical Center NE003



New Voting Members

Network CTEPID
University of South Alabama Mitchell Cancer Institute AL06S
Upstate Carolina Consortium Community Oncology Research Program UPSTATE
USC Norris Comprehensive Cancer Center LAPS LAPS-CA011
Veterans Administration Hospital FL051
WellSpan Health-York Hospital PA047
West Virginia University Healthcare WV025

Women's Cancer Center of Nevada

NV049




Excellent Performance Reports
All Quarters in 2025: Networks Achieving NRG Membership
Accrual Goal

1. Centre Hospitalier Universitaire de Sherbrooke-Fleurimont
2. MU Health - University Hospital/Ellis Fischel Cancer Center
3. University of Arkansas for Medical Sciences

4. University of Alabama at Birmingham / Deep South Research
Consortium LAPS

5. Reading Hospital

6. Cancer Research for the Ozarks NCORP

7. Memorial Sloan-Kettering Cancer Center LAPS

8. Oklahoma Cancer Specialists and Research Institute-Tulsa
9. Cancer Research Consortium of West Michigan NCORP
10. State University of New York Upstate Medical University




Audit Program Updates

* In 2025, NRG conducted 32 on-site audits out of 62 audits conducted.
(52%)

2024: NRG conducted 50 on-site audits out of 88 audits
conducted. (57%)

2023: NRG conducted 58 on-site audits out of 95 audits
conducted. (61%)

2022: NRG conducted 39 on-site audits out of 89 audits
conducted. (44%)

2021: NRG conducted 9 on-site audits out of 99 audits
conducted. (9%)




NRG Networks with Commendable Routine Audits in
2025

« WINCORP - Wisconsin NCI Community Oncology Research Program
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