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The distribution of this special broadcast is provided to notify members of recent updates
to events, website updates, and protocol specific information.

NEW AMENDMENT ACTIVATION

WE-1806 (M&M) Amendment 6, Protocol Version Date
06/24/2022, Release Date 08/03/2022:

The WF-1806, Myopenia and Mechanisms of Chemotherapy Toxicity in Older
Adults with Colorectal Cancer (M&M) study has been amended. The
amended protocol and related documents were released on Wednesday,

August 3, 2022.


https://mailchi.mp/8267eeb909ac/special-broadcast-wf1805cd-hn-star-amendment-3-version-03312021-activation-15495019?e=5e52385a02

Changes with this amendment include:

e Updated inclusion criteria to allow enrollment through the first month of
chemotherapy.

e Updated inclusion and exclusion criteria to decrease allowable time since
previous chemotherapy treatment from = 12 months to = 3 months (12
weeks).

WF-1806 Document Access:

e The protocol documents are available on the CTSU website.
o The Helpful Guidelines, FAQs, and Training Attestation documents are
available on the WAKENCORP website.

Registration Requirements:

o All sites are required to use the NCI CIRB as their IRB of record per the NIH
Policy on the Use of a Single Institutional Review Board for Multi-Site
Research (NPT-OD-17-076).

e Toxicity Grading Certificates will be required for any staff member who will
grade toxicities for this study.

o Physical Testing Certificate will be required for any staff member who will be
administering the SPPB or HGS tests.

o Site Open to Enrollment (SOTE) letter from the WF NCORP RB will be
provided to the site after all onboarding activities are completed.

WF-1806 Participation:

Sites interested in participating who have not started the onboarding process
should contact the WF NCORP RB at NCORP @wakehealth.edu; Attn: WF-1806
and provide the following information:

o Parent CTEP ID
o Parent Institution Name
o Participating Site(s) (affiliates and sub-affiliates):


https://www.ctsu.org/Public/Default.aspx?ReturnUrl=%2f
https://wakencorp.phs.wakehealth.edu/
mailto:NCORP@wakehealth.edu

= Site CTEP IDs
= Site Names
e Principal Investigator:
o First and Last Name
o Phone Number
o Email Address
e Primary Point of Contact:
o First and Last Name
o Phone Number
o Email Address

If there are any questions regarding the WF-1806 activation or site registration

procedures, please contact NCORP@wakehealth.edu; Attn: WF-1806.

Community Oncology
Research Program

NCI

A program of the Mational Cancer Institute
of the National Institutes of Health

0
o

Copyright © 2022 Wake Forest NCORP Research Base, All rights reserved.

Want to change how you receive these emails?
You can update your preferences or unsubscribe from this list.

{g} mailchimp



mailto:NCORP@wakehealth.edu
https://wakehealth.us19.list-manage.com/profile?u=a8dd4147fd4a4623cc1b318f8&id=94b1363761&e=5e52385a02
https://wakehealth.us19.list-manage.com/unsubscribe?u=a8dd4147fd4a4623cc1b318f8&id=94b1363761&e=5e52385a02&c=5351c54048
http://www.twitter.com/
http://www.facebook.com/
http://mailchimp.com/
http://www.mailchimp.com/email-referral/?utm_source=freemium_newsletter&utm_medium=email&utm_campaign=referral_marketing&aid=a8dd4147fd4a4623cc1b318f8&afl=1

