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STUDY MATTERS

June 23, 2022
Wake NCORP Website: https://wakencorp.phs.wakehealth.edu/

New Wake Forest NCORP Research Base Website

Please visit and register on our new Wake Forest NCORP Research Base
website
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

o 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.
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If you have any questions or need assistance with registration
please email NCORP@wakehealth.edu

WF NCORP RB Quarterly Call

The June 15th quarterly call Webex has been added to the Wake NCORP website.
Use this link to access the recording: https://vimeo.com/721099276

Our next quarterly call is scheduled for August 31st at 3pm EDT.



The Wake Forest NCORP offices will be closed on Monday, July 4, 2022 for
Independence Day. We will resume normal business hours on Tuesday, July 5,
2022.

MCKESSON

Clinical Research Services Closed July 4, 2022

In observance of Independence Day, McKesson’s Clinical Research Services will be
closed Monday, July 4, 2022. We will resume regular business hours on Tuesday, July
5,2022.

Our regular business hours are Monday through Friday, 9 am to 6 pm ET.

Please take this information into consideration when placing your orders prior to
Independence Day.

e Only non-refrigerated product will be shipped on Friday, July 1. Orders placed
prior to 2 pm ET will be delivered on Tuesday, July 5.

o Ifrefrigerated or temperature-controlled product is required before the holiday,
orders must be placed by Thursday, June 30 prior to 2 pm ET.

Due to the influx of shipments around the holidays, carrier delays may occur. Please plan
your orders accordingly.

If you have questions regarding the shipment schedule, please contact our Clinical
Research Services team at 800.693.4906, or via email
at clinicalresearchservices@mckesson.com.

We appreciate the opportunity to assist you and your patients.

Kind regards,
Clinical Research Services team



The enrolling affiliate/sub affiliate will complete the NCORP Program Site Level
Attributes Survey and submit it to the CTSU Regulatory Office using the
Regulatory Submission Portal located in the Regulatory section of the CTSU
website. The form will collect various attributes about the enrolling affiliate/sub
affiliate. All of the questions on the form must be complete and the distribution for
the analytic cases question must equal 100%. (See form for directions). The form
must be received and complete for site registration approval in RSS. The NCORP
Program Site Level Attributes Survey requirement is submitted once for
participation on all NCORP CCDR trials, but will expire two years after it is
received. NCORP sites will need to resubmit the NCORP Program Site Level
Attributes Survey to the CTSU in order to continue to enroll to CCDR trials. Please
refer to your protocol for details about this requirement.
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+ B Experimental Therapeutics Clinical
Trials Network (ETCTN) Program
+ M CTSU Operations Information 1 o Identity and Access Management (IAM) Registration Not Applicable Web Link 08-Sep-
| = & Researcher Resources | Fagepg
<4 Bm Adverse Event Reporting and CTEP- . .
AERS v g 2 Cancer Information Service (CIS) i Mot Applicable web Link 05-Apr-
+ B Audit Resources L - 3 Cancer Therapy Evaluation Program (CTEP) ¢ Mot Applicable Web Link 05-Apr-
+ M Dangerous Goods Shipping Training
4 M Human Subjects Protection 4 Education and Training for Health Professionals Not Applicable Web Link 12-Mov-
+ B IRE and Assurance Information
+ Nat\o_nal Cancer_Insht_ute Resources 5 . fNC[ Ct-?mmunlt\r Oncology Research Program (NCORP) Not Applicable web Link 06-Apr-
+ M Educational Multimedia 2NTormation
+ M site Advisory Panel . . .
+ B Translated Short Form Consents [} MNCI Investigators Resources iy Not Applicable Web Link 23-Mar-
+ M Disease Portfolios . 7 NCI Main Site (Cancer.gov) /& Mot Applicable Web Link 05-Apr-
+ Im Protocol Specific Materials
+ E3 Frequently Asked Questions (FAQs) 8 NCI's NCTN Guidelines /g Not Applicable Web Link 06-Apr-
B Glossary and Acronyms L
4+ = LPO Resources 9 NCI's Publications Locator g Not Applicable Web Link 23-Mar-
10 & NCORP Program Site Level Attributes Survey g 21-Dec-2020 PDF 22-Dec-
A MNCORP Resource: HRSA List of Critical Access
11 Hospitals as of 3/27/20 31-Mar-2020 EXCEL 08-Apr-
X NCORP Resource: HRSA List of Rural Health Clinics as
i2 of 3/27/20 4 21-Mar-2020 EXCEL 08-Apr-
12 Protecting Human Research Participants Training s Not Applicable Web Link 13-Feb-
14 & Public Research Contact Information 03-Aug-2018 PDF 27-Sep-
15 Registration and Credentialing Repository (RCR) i Mot Applicable Web Link 08-Sep-

UPDATE: The 2022 Landscape Assessment is available to all NCORP sites
through June 30'™. We are currently at 51% completion for surveys so please

be sure to complete and submit any outstanding surveys for your

affiliate/subaffiliate sites. For any questions about survey submissions or if you

need a link re-sent to you, please email us at NCORP@wakehealth.edu. A PDF

copy of the survey is available on the WWake NCORP website under Studies >
Landscape > Study Documents & Forms.




We invite all NCORP CCDR Leads and interested site investigators and staff to
save the date for a half day CCDR workshop led by investigators from the iDAPT:
Implementation and Informatics P50 Center. The focus will be on building capacity
to participate in implementation science CCDR studies, including information on
assessing your practice readiness and engaging stakeholders. The in-person
workshop will be immediately following the Wake Forest NCORP Research Base
Annual Meeting on the morning of October 12", Interested participants can

email NCORP@wakehealth.edu to indicate their preliminary interest and receive
more information when available.

For Funding Opportunities Announcements Relevant to
NCORP CCDR, click on this link:

https://healthcaredelivery.cancer.gov/funding/opportunities.html

If you would like to attend one of these calls, but did not receive an invitation,
please email NCORP@wakehealth.edu

You can also join site calls from our Wake NCORP website. Click the call in the
"Upcoming Events" section on the Home page or through the Calendar.

WF-1901 - IMPACTS - Internet Delivered Management of Pain Among Cancer
Treatment Survivors
July 13th, 2022 at 2:30pm EDT

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




July 19th, 2022 at 1:30pm EDT

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

WF NCORP RB Staffing Change: Susan Fesperman’s last day with the WF
NCORP RB will be June 27, 2022. We are pleased to announce that Jessica
Sheedy will be taking on this role and is excited to work with the AH-HA staff and
sites. Please direct all AH-HA related inquiries to Jessica

at NCORP@wakehealth.edu going forward. Please do not use the individual
emails of NCORRP staff as when they are out of office your message will be
delayed in receiving a response.




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

We are pleased to announce that we will be offering travel awards to the top two
accruing sites between January 19 and July 31, 2022. Each award will cover two
nights’ accommodations at the Wake Forest NCORP 2022 Annual Meeting in
Myrtle Beach, SC at the Marriott Grand Dunes in October.

WF NCORP RB Staffing Change: Susan Fesperman’s last day with the WF
NCORP RB will be June 27, 2022. We are pleased to announce that Jessica
Sheedy will be taking on this role and is excited to work with the HN-STAR staff
and sites. Please direct all HN-STAR related inquiries to Jessica

at NCORP@wakehealth.edu going forward. Please do not use the individual

emails of NCORP staff as when they are out of office your message will be
delayed in receiving a response.

WF-1806 - M&M - Myopenia and Mechanisms of
Chemotherapy Toxicity in Older Adults with Colorectal
Cancer

The lab at UAB will be closed for the July 4" holiday. Do not ship samples on
Thursday (6/30) or Friday (7/1) the previous week. Plan your shipments
accordingly and hold samples in the refrigerator as needed.




Accruals as of June 22, 2022

Enrolled | Ta
Open Studies Name (E::;:I:‘etg’ (P:atireg:‘ts) (Non- (I~Irtlvgr:-t
Patients) | Patients)
WF-1801 RAMIPRIL 56 [£5]
WF-1802 PCW 210 255
WF-1806 M&M 89 300
WF-1901 IMPACTS 52 456 0 40
WF-1804CD AH-HA 426 600 24 40
WF-1805CD HN STAR 81 350 69 140
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