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Timeline of APP Involvement in NCI-Sponsored Research

2019 - 2020 ‘ Survey of APP’s
NCI revised CTEP and NCORP policies
2021 @

Cross NCORP/NCTN Group APP Working Group

2022 ‘ APP Symposium (Spring) and Educational Workshop (Fall)

SWOG APP Taskforce
2023 @ ECOG-ACRIN APP Committee
Recognition awards at NCORP Annual Meeting and Research Base Meetings

2024 ‘ APP Clinical Trial Research Manual published by ECOG-ACRIN
Publication in JCO Oncology Practice

NCI hosts APP’s and Team Science webinars

NRG begins work to form APP working group

2025 ‘ COACH-APP protocol in NCORP
MAPP protocol in NCTN
NRG hosts first APP session at July meeting



Oncology APPs Role in Clinical Trials
= 2020 survey of oncology APPs'

35% academia and 62% community practice setting

70% reported their practice participated in NCl-sponsored clinical trials
90% felt APPs should play a role in clinical research

37% routinely explore if a clinical trial is available for the patient

73% want to be more involved in clinical research

Barriers to participation: 12

= Clinical trial related education

= NCI CTEP Policies requiring qualified physician investigators to co-sign APP’s order for
study agents on NClI trials

= NCI Policies limiting APP’s roles in NCI trials

1Braun-Inglis et al Role of oncology advanced practitioners to enhance clinical research. 2022 J Adv Practice Onc., 107-119.
2Braun-Inglis et al Better late than never: Fully incorporating oncology advanced practice providers into cancer clinical trials. 2022 JCO Practice., 1-4.
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2021 NCI Policy Updates on APPs Writing Orders

Before September 7, 2021:

CTEP’s Investigator Handbook, (2014 version 1.2) Section 14.2, Writing Patient-Specific Orders stated:

= Patient-specific orders for study agents should be written by NCI-registered investigators participating on the specific trial.
If other licensed prescribers write orders, the registered physician investigator who is officially participating on the trial

must cosign the order.
Fall 2021 Revisions:

= Patient orders for study agents, including IND agents and standard of care agents, may be written by
qualified APPs without a physician co-signature.

= Qualified APPs must:
= Register in NCI’'s Registration and Credentialing System

= Renew and maintain their registration and qualifications annually. RCR verifies professional licenses, including APPs,
during the annual registration process

NIH NATIONAL CANCER INSTITUTE



2021 NCORP APP Guideline Updated

= NCORRP protocols funded by NCI DCP and DCCPS
v" APPs with PhD, DNP, PharmD or Master’s* will be qualified to:

= serve as chairs (PhD only),
= serve as co-chairs (PhD, DNP, PharmD, or Master’s* level)
= serve as a local investigator to consent and enroll patients

= prescribe/write orders

v" Writing orders — same policy as CTEP

*Masters level co-chair requirements: prior clinical trial research experience within NCTN/NCORP preferred; experience in the conduct of
research as PI, Co-l, or Research Coordinator for investigator initiated, pharmaceutically sponsored, or quality assurance/improvement
projects

NATIONAL CANCER INSTITUTE



APP Participation in NCORP

NCI/DCP/DCCPS Guidelines permitting APPs to enroll participants to NCORRP trials/studies were released 10/14/2020

NCORRP Trial Enroliments by NPIVRs (APPs)

Clinical CCDR Total
Trials Studies

8/1/19 - 7/31/20

8/1/20 —

8/1/21

8/1/22 —

8/1/23 -

8/1/24 —

7/31/21

—7/31/22

7/31/23

7/31/24

7/20/25*

* Less than full year

458

648

351

459

419

NIH NATIONAL CANCER INSTITUTE

24

156

64

174

149

482

804

415

633

568

6,378 NPIVR’s listed in NCI
Registration and Credentialing
Repository (RCR)

(as of 4/8/25)

1,541 NPIVRs listed in NCORP-SYS as
members of NCORPs

e 1,436 are fully active
e 15 roster pending

» Reflects NCORP’s only



Patient Enroliment by APPs in NRG Studies
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OEnrolled by IVR
® Enrolled by NPIVR (APP)



APP Recognition: 2024 NCORP Annual Meeting

Award Category Accrual Range # of APPs Awarded

Platinum 10 - 51
Gold 4-9 21
Silver 2-3 30

NATIONAL CANCER INSTITUTE 10



INCI Rrornd

Utilizing Advanced
Practice Providers (APPs)

Moderators Marge Good, MPH, RN

Kate Castro, MS, RN, AOCN®
Panelists Christa Braun-Inglis, DNP, APRN-Rx, FNP-BC, AOCNP®
Carla Golden, MD, MS
Rose Juhasz, PhD
Gregory Masters, MD, FACP
Preston D. Steen, MD

Better Late Than Never: Fully
Incorporating Oncology Advanced Practice
Providers Into Cancer Clinical Trials

Ciwinta Beaun-ingfin, ONP, APRN-R:'; [rin L. Willams, MBA’; Alyssa Macchiarol, APN’; Andres ODenicoff, MS*; and
Ouvid E. Gerber, MD*

The Expanding Role of the Advanced Practice Provider in Na
Cancer Institute Sponsored Trials

Christa Braun-inglis, DNP, APRN, FNP-BC, AOCNP !, Marie Bakitas, DNSc, NP-C, FAAN, Lisa Kottschade, MS, APRN, ONP, FAPO', Bridget O'Brien, DNP, FNP-8C, AOCNP*, Marie Flannery, PhD, RNS,
DFAAPAS, Al B. Benson il MO, FACP, FACCC, FASCOY, Marge 1. Good, RN, MPH, Kathisen Castro, RN, MS, AOCNY, Jamie Myers, PO, RN, AOCNS, FAAN
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* The National Cancer institute {NCI) supports the largest United States
natwork of clinical triats through two programs: National Cinical Trials
Network (NCTN) & NCI Community Oncology Research Program (NCORP).
* NCI has removed barriers and changed policy and guidelines for APPs to have
greater and more meaningful roles in NC! sponsored trials
(5 of Sept 7% 2021 IND agents and standerd of care.
\ agents, may be writen by quaified APPs withort »
90\'\0) \ phsicien co-signature.

\

)

NCORS protocols aflow:
« APPs will be qu

Implications for Practice Results:
Policy and quideline changes permit APPs to participate i L‘:]u";'nm Ratact i MCORP. 51 2
consistent with their scope of practice
‘More than 100 physicians, APPs, nur:

Increased APP education and engagement with the
INCTN/NCORP Network can increase accrual and improve
conduct of clinical trials

/' APPs can significantly contribute to protocol development
and leadership in NCI sponsored research

Ivestgators (NPIVRs)

NPy, s, CNS, Updated APP Policy: Imple
el /' APPs involvement in clinical research provides patients with HpEatet A% Pty

increased access to latest treatment options

/ APPs involvement in clinical research provides
opportunities to expand clinical skills, research expertise,
professional development and career satisfaction

Master's)
“Serve a5 a local investigator to consent and

AUTHOR CONTACT INFORMATION

Chwrista M. Braun-ingfis, NP, University of Hawail Cancer Center,
CBrauninglis@cc hawaii edu

Methods:
* Representatives within the NCI worked with APPs, Nurse Scientists and

Physicians from research bases to advocate for changes in the NCl guidelines IS 1011130161313 1 5] NCORP Clnical Trisls

and poices

* The SWOG Cancer Nursing Research Sub-Commirise and Paliative 3nd End [ BASERMARlONA ;""/"" e award UGICALE974, and with. IS o
of Life Care Committee launched 3 five-year APP Engagement Project [EUPRRSR Hope Foundation for Cancer Rese: : 'ou»c-m:M. o

* A working group with representation from the NC1 and al of the e oot °

NCTN/NCORP Research Bases was develooed 1o suooort the APP initiative
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The Advanced
Practice Provider
Clinical Trials
Research Manual

Briaget O'Brien. DNP, APRN, FNP.BC, AOCND
Christs Braun-inglis, ONP, APRN, FNP-BC, AOCNP
Una Kottschade, MSN, APRN, CNP, FARO
Barsars Cood, PHO
A B Benson lL MD, FACP, FACCC, FASCO

NCORP & Non-NCORP NPIVR Enroliments to NCORP Trials
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2
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Defining the Role of the Advanced Practice Provider Within
the National Cancer Institute Community Oncology
Research Program

Interested in getting your APPs more involved?

ADVANCED PRACTICE PROVIDER

CLINICAL TRIAL EDUCATION

RAINING WILL FOCUS ON ESSENTIALS FOR

YOUR APPS (NP, PA, PHARMD, PHD)

3HOURS OF CME DEVOTED TO

PARTICIPATING IN NCI-SPONSORED
TRIALS AT YOUR PRACTICE SITE AND
BEYOND!

USE THIS LINK FOR MORE INFORMATION

Special Symposium:

cgy Advanced Practice Providers Can Enhance Clinical Research
1by the nursing research subcommittee and the palliative and end of life care committee

1t how to leverage the power of APPs in your setting to expand access to clinical trials for
patients.

ions and a panel of experts from the NCI and research bases will include examples of best practices
cademic and sites. This is the first of an initiative to increase APP
involvement and will be followed by an APP-specific workshop at the fall meeting.

Featured Speakers:

n 1, MD, FACP, FACCC, FASCO

Kathleen Castro, RN, MS, AOCN  Bridget O'Brien, DNP, APRN, FNP-BC. AOCNP
Director for Nl

rogram Director
Heath Cars Delivery Rezearch Program

Robert H. Lur

Lisa Kottschade, APRN, MSN, NP

Jami Fukui, MD Marge Good, RN, MPH
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Integrating APPs in NRG and other
Research Bases

Christa Braun-Inglis, DNP, APRN, FNP-BC, AOCNP
Nurse Practitioner/Associate Researcher

University of Hawaii Cancer Center/Hawaii M/U NCORP

Melyssa Foust, MSN, RN, OCN
CCDR Director
Upstate Carolina NCORP

* NRG Summer 2025 Meeting
) « July 25, 2025
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‘A program of the National Cancer Institut
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Why is this Important?

ORGANIZATION

* APPs do a lot of the clinical
care for cancer patients

» Up to 50% of RVUs for cancer
patients
» Have good understanding
« patient population
* clinic operations

APP

 Best care for patients
 Contribute to practice
 Professional development
» Decrease burnout

¥
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APP in Clinical Research Beyond the
Sub-Investigator

Recruitment
Protocol implementation
Protocol leadership
* including serving at Site Pl for CCDR & CC protocols
Protocol selection
Clinical trial development
Dissemination of clinical trial results
Other (e.g., institutional research committee-IRB)
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APP Value in Clinical Research

APPs can add
value to

clinical

research team
in all aspects
of trials




APP HI M/U NCORRP Trial Accrual 8/1/23-
7131124

APPs in Hawaii accounted
56 total accruals which
accounts for 65% of the APP
eligible NCORP trial accruals

Majority of supportive care
trials within the HI M/U
NCORP are lead by APPs

Several APPs serve as site
Pls

APPs lead the supportive
care/CCDR working group

8/1/23-7/31/24 CC & CCDR
Accrual*®

m APP Accrual = MD Accrual

*Does not include TMIST, S2108CD, DCP-001



Timeline of Increasing APP Involvement
in NCTN/NCORP

2019/2020 Survey

2020/2021
Development of
NCORP Guidelines &
Updated CTEP Policy

2021 Hope
Foundation Award
for APP Engagement,
Developed Cross
Research Base APP
Working Group

2022 APP
Symposium and APP
Educational
Workshop at SWOG
Meetings

2023 SWOG APP
Taskforce

ECOG-ACRIN APP
Committee

APP Recognition in
the NCORP

2024

EA APP Clinical Trials
Research Manual
Ongoing recognition
SWOG, EA

Initial interest within
NRG

2025

SWOG MAPP
Program

Wake Forest 2403
COACH-APP Protocol

NRG APP Meeting




SWOG APP Taskforce Goals

» To address barriers that limit APP participation in SWOG research
» Change protocol language to be inclusive of APPs
» Assure APPs are listed as investigator
 DTL issues

 To integrate APPs into SWOG committees to support SWOG research
 To foster APP led research within SWOG

 To provide APP specific education and mentorship
» Workshop
* MAPP Program

» Continue collaboration with NCI and Research bases




ECOG-ACRIN APP Committee AIMS

* Increase active APP membership through engagement and attendance
» Monthly conference calls, bi-annual meetings, Physician Champions

» Ensure APP participation
* Protocol design and review
» Disease Committee liaisons
 Feasibility and accrual contributions
» Study spotlights for APPs

* Provide APP-focused education with CE credit in clinical trial research

* Develop strategies to positively impact trial accrual
« Emphasize symptom science
* Mentor APPs as investigators with opportunities for growth and collaboration

* Continue collaboration with NCIl and Research bases




NCORP APP Opportunity

« Wake Forest Study (WF2403): Building Capacity within the NCORP
Network for Cancer Control & Care Delivery Research Trials Using an
Advanced Practice Provider Model (COACH-APP)

| 1:1 Randomization |

41) P_Obje(:tives _ l | Coach Intervention for APPs: Focused | \
e | Education/Structured Mentorship
; (3 sessions over 12 months) | Post-study
APP Consent & Enrollment/ L ) Surveys
Baseline Survey p— .
Education Control- links to (12 month)
/ SWOG APP Workshop and EA APP

Clinical Research Resource Manual

Practice Objectives

Practice Level NCORP Activities Practice Level NCORP Activities
Extracted from OPEN » Extracted from OPEN
{Bascline) {12 & 24 month)

Qualitative Interviews (COACH Intervention only)

Subset of APP, COACH Mentors & Research Care Team for Interviews (12 month)

Sample Sige - 97 total: 70 APPs (35 COACH Intervention/35 Education Control),
Subset for Interwiews: 10 of 35 COACH APPs, 7 COACH Mentors, 10 clinical oncologists and 10 climeal research professionals




Research Base APP Working Group

* Representatives from each Research Base & NCI
* Multi-disciplinary group

* Supporting solutions to identified barriers
* APP symposium & workshop held at SWOG
* APP Clinical Research Manual supported by EA
» Abstract/Poster presentation 2022 JADPROLive

« NCORP Landscape publication 2024: Role of APPs in the

NCORP <

 Position statement manuscript in progress 4 B\
» Share ideas across Research Bases b ¢




Next Steps for NRG?

» Taskforce vs committee?

« Stand alone or part of another committee?

* |[dentifying an APP leader and interested APPs
* Physician champion

* Funding
« Committee support
« APP travel support




Panelists
Moderator

Rajiv Panikkar, MD
Geisinger NCORP

Tashanna Myers, MD
Baystate Medical Center

Angie Wellman, APP

Columbus NCORP Sarah Irish, APP

Baystate Medical Center

Harmony Bowles,

PharmD, BCOP Stephen Chun, MD
New Mexico NCORP Le, MD Anderson

' Cancer Center
a2 Molly Tate, APP
¥ & . 4 MD Anderson Cancer Center
' .

Kathleen Castro, MS, RN, AOCN
NCI Healthcare Delivery Research
Program

#NRG2025



Networking

Join us at the NRG Reception this evening to continue the
discussion.

Please look for the reserved table for APPs!
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