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STUDY MATTERS

February 15, 2024

Wake NCORP Website: https://wakencorp.phs.wakehealth.edu/

**NEW STUDY OPENING LATE FEBRUARY!**

Sexual
Health &
SHINE |52
Enhancement
Join us for the Introductory Webinar!

Brief Summary

The SHINE trial is designed to develop an internet-delivered sexual health program that
can help breast cancer survivors with sexual concerns by studying four different cores
(i.e., Sexual Health Essentials, Health Care Discussions, Partner Conversations, and
Intimacy Insights) in different combinations. This study is a factorial study and seeks to
identify which combination of these four intervention core components produces the
greatest benefit with the least intervention burden over a 24-week period.

Study Population

Adult women, status post treatment of Stage 0-Ill breast cancer, who are currently in an
intimate relationship and are experiencing sexual concerns. 320 participants will be
randomized (20 randomized into each of the 16 conditions).

Upcoming Introductory Webinar
February 20, 2024 at 3pm ET


https://wakencorp.phs.wakehealth.edu/

Wake Forest NCORP Research Base Website
***If you have already registered, please update your roles on the website***
We use this information for targeting email communications and surveys.

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

**Please note that your calendar may not update automatically if changes are made.
Please check these emails and our website for meeting updates.**

You can also join site calls from our https://wakencorp.phs.wakehealth.edu/. 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

WF-1806-M&M- Myopenia and Mechanisms of Chemotherapy Toxicity in Older Adults
with Colorectal Cancer
February 27, 2:30-3:00 PM ET

WF-2201-HYPOGRYPHE- Hypofractionated Radiotherapy vs Single Fraction
Radiosurgery for Brain Metastasis Patients on Immunotherapy
March 12, 3:00 PM ET

WF-1901-IMPACTS- Internet-delivered Management of Pain Among Cancer Treatment
Survivors
March 13, 2:30-3:30 PM ET
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Please email when shipping biospecimen samples to the

NCORP Research Base Biospecimens lab (Studies WF-1806, WF-1901, and WF-
2201). 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 i ipping label if this is not selected).

Study Updates

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

- HN-STAR

*UPDATED**- Oncoloqgy Medical Abstraction Form in the Usual Care Arm

The Oncology Medical Abstraction Form has been updated in the Usual Care Arm with
additional questions regarding patient diagnosis and treatment. If you're a Usual Care
Arm site and have filled out any Oncology Medical Abstraction Forms prior to 2/14/24,
please revisit them to answer these additional questions. Thank you for all your hard
work on the study. We greatly appreciate your efforts!

Travel Awards!

We will be presenting two travel awards to our 2024 Wake Forest NCORP RB Annual

Meeting in Myrtle Beach, SC! One will be awarded to the site with the most accruals

and another award will be given to the site with the most improved enroliment to the
HN-STAR study between February 1 and September 15, 2024.

Awards are worth up to $1,000 each to cover travel and hotel expenses at The Grande
Dunes Marriott Resort.

Let the competition begin!!
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WF-1806 - M&M- Myopenia and Mechanisms of Chemotherapy
Toxicity in Older Adults with Colorectal Cancer

Study

Myopenia & Mechanisms
of Chemotherapy Toxicity

New Spanish Documents Posted

WF-1806 (M&M) Amendment 8, Protocol Version Date 05/23/2023, Release Date
07/14/2023:

o Spanish WF-1806 PtMtl Brochure v.05.24.23 _fill-in
e Spanish WF-1806 PtMtl Study Summary v.05.24.23 fill-in
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WF-1806 Document Access:

e The protocol and participant directed documents are available on the website:
https://www.ctsu.org/

o The Helpful Guidelines, FAQs, Provider Fact Sheet and Training Attestation
documents are available on the Wake NCORP website:
https://wakencorp.phs.wakehealth.edu/

If there are any questions regarding WF-1806 we are glad to help. Please contact us at
NCORP@wakehealth.edu; Attn: WF-1806.

A%
E4n
gﬁ%’" Announcementt
Every site who enrolls +o WMEWM in +he
month of February will get a special

valentine's candygram!
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INTERNET DELIVERED MANAGEMENT OF PAIN
JING CANCER TREATMENT € W IVORS

((<
**DATA ALERT*

It is important to complete the medication diaries accurately and completely. In the
event that the medication diaries are not fully filled out and we require more information
regarding the site and patient (PID) information, there may be a slight delay in
participants receiving their gift card for submitting their medication diaries.

Before distributing the 7-Day Medication Diary to a patient (in person or by mail):

1. Ensure that all pages have the patient header, including PID and page numbers
completed. We recommend making a copy of the form, in case it gets lost in the mail.

2. Please complete the Medication, Type and Dose/Strength fields on the form for any
medication that the participant currently is taking, using the medical record to provide a
complete list of all medications. Please provide additional blank pages for medications,
supplements or essential oils that the participant may need to add at home later.

3. Attimepoints T3 and T4 the two typical usage questions are optional for patients. They
are designated as "Staff Only". You may draw a line through them, initial and date these
questions, if you prefer.

Participants will not receive payment for lost or unidentifiable diaries.

These items can be completed electronically on the PDF document or hand-written in the
spaces provided prior to distribution.

Please check the Helpful Guide on our website:
https://wakencorp.phs.wakehealth.edu/study/wf1901-impacts/ for more information.

If you have questions about completing these diary forms please contact
NCORP@wakehealth.edu.
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HYPOGRVPHE

Investigating Hypofractionated Radiosurgery During Immunotherapy

NEW SPANISH DOCUMENT POSTED

HYPOGRYPHE (WF-2201) Hypofractionated Radiotherapy vs Single Fraction
Radiosurgery for Brain Metastasis Patients on Immunotherapy Amendment 3,
Protocol Version Date 10/04/2023 was posted on 01/11/2024.

The Spanish version of the following document was posted on CTSU on Thursday,
January 11, 2024.

e Consent Form, (PVD 10/04/23): Spanish

If there are any questions or your site is interested in participating in the WF-2201 study,
please contact NCORP@wakehealth.edu; Attn: WF-2201.

Please note, your site must be IROC certified to participate or be willing to
become certified.
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CONNECT

Caregiver Oncology Needs Evaluation Tool

*Practice Interest Form completion requested by TOMORROW,
February 16, 2024*

Thank you to all sites who have participated in the survey so far! We encourage any
sites who have not yet completed the Practice Interest Form to do so by February 16,
2024. All NCORP Administrators and CCDR Leads should have received a link to the
Practice Interest Form in mid-November. If you need the Practice Interest Form link re-
sent, please email NCORP@wakehealth.edu.

If you have enrolled your sites and received the survey link but have not yet completed the
survey, please enter your data within 30 days of receiving your survey. If you need the survey
link re-sent, please email NCORP @wakehealth.edu

Steps to Enroll

1. Complete Practice Interest Form
e Group together sites that share the same providers/community resources
e |[f sites do not share providers/resources, then complete a separate Practice
Interest Form for each site
e If you're unsure, it's best to complete separate Practice Interest Forms

2. Once the Practice Interest Form is completed, the site contact will receive a
Practice ID Email.

3. The site will need to upload the Practice ID Email to CTSU Regulatory
Submissions. Be sure to include the Pl name and their CTEP ID in the comments
section.



mailto:NCORP@wakehealth.edu
mailto:NCORP@wakehealth.edu

Once approved, you will enroll each of the sites listed on the Practice ID
Email into OPEN, using the Practice ID. Be sure to enter the Practice ID exactly

as stated.

Once all sites from your Practice ID Email are enrolled into OPEN, the site
contact will receive their survey(s).

**The Introductory Webinars and slides from November 16 and December 12
have been posted to https://wakencorp.phs.wakehealth.edu/study/wf2300cd-connect-

**Be sure to update your Profile on our website to include this study so that you
receive study related information.

Accruals as of February 14, 2024

Change in Enrolled | Target
Open Studies Name [ng:‘e;l Pasgt 2 [P-;atirg::s] {I\!on- {I‘?!En-
Weeks Patients) | Patients)
VWF-1806 M&M 190 +9 300
WF-1901 IMPACTS 143 - 250 0 40
WF-1805CD HN-STAR 228 +3 350 120 140
WE-2201 HYPOGRYPHE - 244
Ervolled [T Targer [EpeledChonge il i
Open Studies Name Practice Weeks Practice IDs Weeks IDs
Groups Groups
WF-2300CD CONNECT Survey 122 +7 200 224 +11 600
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