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STUDY MATTERS

March 2, 2023
Wake NCORP Website: https://wakencorp.phs.wakehealth.edu/

***Save the Date*™**
Wake Forest NCORP Research Base Quarterly Call
Wednesday, April 12, 2023 at 3pm ET

Wake Forest NCORP Research Base Website

If you have already registered on our website please check and correct your roles
and study email preferences in the “Profile” section.

https://wakencorp.phs.wakehealth.edu/membership-login/membership-profile/

If you have not registered go to:
https://wakencorp.phs.wakehealth.edu/

Registering for an account will allow you to:

« Join site calls and other meetings from the Upcoming Events or Calendar
sections

e Access study training materials

e View previous study meetings

e Download important study documents including training videos, study guides,
and neurocognitive CRFs

Once registered, you must update your user profile to sign up for study-specific mailing
lists and meeting announcements, indicate your NCORP Community site, add your user
roles, and update your GCP for database access.

If you have any questions or need assistance with registration

please email NCORP@wakehealth.edu




Wake Forest NCORP RB Annual Meeting Dates

CHANGE IN DATE: Due to a scheduling conflict, the 2023 Wake Forest NCORP RB
Annual Meeting dates have been changed to October 16-17, 2023. This will still be a
Monday/Tuesday meeting.

The location will still be The Renaissance in Asheville, NC.

Please make this adjustment on your calendar. Thank you.

Radiology Facility Tobacco Cessation Toolkit

Researchers from The OaSiS trial (The Optimizing Lung Screening Study) created an
interactive, online toolkit designed to help radiology facilities implement smoking
cessation for patients undergoing lung screening. The toolkit provides a tailored action
plan on how to implement best practices for smoking cessation with responses to three
simple questions. Connect your institution’s radiology team with this valuable
resource! https://school.wakehealth.edu/departments/implementation-
science#tobaccocessationtoolkit

RESOURCES ~

An Interactive Toolkit to Help you Implement Smoking Cessation Support for Patients Undergoing Lung Screening




Upcoming Site Calls

You can join site calls from our Wake NCORP website. Click the call in the "Upcoming

Events" section on the Home page or through the Calendar. You must be a registered
user to join from the website.
If you are having trouble joining a call or have any other issues please
email NCORP@wakehealth.edu

WEFE1901- IMPACTS - Internet-delivered Management of Pain Among
Cancer Treatment Survivors

March 8, 2023 at 2:30pm EST. Please update your calendars.

WF1805CD- HN-STAR - Implementation and Effectiveness Trial of HN-STAR
March 15, 2023 at 3:00pm EST. Please update your calendars.

WEF1801- Ramipril- A Single Arm, Pilot Study of Ramipril for Preventing
Radiation-Induced Cognitive Decline in Glioblastoma (GBM) Patients

Receiving Brain Radiotherapy
April 5, 2023 at 2:00pm EST. Please update your calendars.

WF1806- M&M- Myopenia and Mechanisms of Chemotherapy Toxicity in

Older Adults with Colorectal Cancer
Important: The original calendar invitation had the incorrect frequency for this meeting
series. Please check your calendars. This meeting series occurs every other month on the 2nd
Wednesday of even numbered months.
April 12, 2023 at 2:30pm EST. Please update your calendars.

Please email when shipping
biospecimen samples to the NCORP Research Base
Biospecimens lab (Studies WF-97415, WF-1801, and WF-

1901). Include the FEDEX tracking number in your email so that
misplaced samples can be tracked before they spoil. Please
ship by "FedEx Priority Overnight" (please change this on the

pre-printed shipping label if this is not selected).




Study Updates

WF-1802 - PCW - Influence of Primary Treatment for Prostate
Cancer on Work Experience

The Higher Income, White and Lower Income, AA strata are now full,
with no slots remaining.

We have the following slots available in the other strata:
Higher Income, AA- 8 slots available (1 reserved)
Lower Income, White- 32 slots available

You can determine the remaining slots left for any stratum by going to CTSU-OPEN>SIot
Reservation>Report.

For any questions, please contact NCORP@wakehealth.edu

WF-1804CD - AH-HA - Assessing Effectiveness and
Implementation of an EHR Tool to Assess Heart Health
Among Survivors

AH-HA is now closed to accrual! All baseline data should be entered no later than
March 14.

For any questions, please contact NCORP@wakehealth.edu

WF-1805CD - HN-STAR - Implementation and Effectiveness
Trial of HN-STAR

Congratulations and welcome to Beebe Health Campus/Beebe South Coastal Health
Campus in Delaware and Licking Memorial Hospital in Ohio who just opened to
enrollment this month!

An updated version of the FAQ has been added to our
website https://wakencorp.phs.wakehealth.edu/study/wf1805cd-hn-star/.




HN-STtR

Site FAQs
Sections:
Onboarding
Eligibility
Consenting
Surveys
DCs/SHs
. Gift Cards
. HN-STAR Tool
8. Abstraction Forms
9. PCPs
10. General
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1. Onboording

The expectation is that each site will enroll at least 10 patients. Some have already
met this goal and we encourage you to keep enrolling! If you haven't met it, and would
like additional help creating a plan, please contact us at NCORP@wakehealth.edu.
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Coming Soon: Study Activation 3/17/2023

Primary Objective

To compare the proportion of participants experiencing Grade 2 or higher Adverse
Radiation Effects (ARE) within 9 months following randomization to single fraction
stereotactic radiosurgery (SSRS) vs fractionated stereotactic radiosurgery (FSRS) in
patients with brain metastases >=2 cm in diameter or >=4cc in volume treated with
concurrent immune checkpoint inhibitor (ICI) therapy.




Hypothesis
Reduction in Grade 2 or higher ARE from 22.5% with SSRS to 7.1% with FSRS (15.4%
reduction).

Study Population
Melanoma, renal cell, non-small cell lung or breast cancer patients with brain

metastases (<=15 metastases) currently receiving or planning to receive PD-1/PD-L1
targeted immune checkpoint inhibitor therapy within 30 days of SSRS/FSRS.

Upcoming Introductory Webinar
March 8th, 2023 at 3pm ET

Contact us at NCORP@wakehealth.edu if your site is interested in the study.

Please note the shipping address for the Biospecimen Lab for shipping serum and
plasma for WF-97415-UPBEAT Cancer Treatment Participants:

UPBEAT Study

NCORP Biospecimen Lab: K. Kourman & M. Morris
Bldg A1A Lab 230 c/o Delivery on Time

Wake Forest School of Medicine

Richard Dean Bldg Receiving Dock

391 Technology Way

Winston-Salem, NC 27101

Phone: (336) 716-2581

Please check your kit numbers and expiration dates. Kits numbered 666 or lower will have
outdated FedEx shipping labels.

¢ Please update shipping address or request new shipping labels by
emailing NCORP@wakehealth.edu or through REDCap.

e If your tubes are expired you can request replacement tubes by
emailing NCORP@wakehealth.edu or through REDCap.

Please do not ship samples to the Biospecimen Lab on Fridays as they will not be
received on the weekend and will thaw before processing.



Accruals as of March 1, 2023

Change in Enrolled
Open Studies Name (E:?‘::;:) Pa-.?z (P:aﬁreg:;) (Non-
Weeks Patients
WEF-1801 RAMIPRIL 65 +1 75
WF-1802 PCW 240 +2 255
WF-1806 M&M 134 +1 300
WF-1901 IMPACTS 85 - 456 0
WF-1804CD AH-HA 645 +17 600 24
WF-1805CD HN STAR 120 - 350 96
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