External (Navigator) Translational Medicine Study

Parent Protocol is closed and primary analysis has been published.
Specimens will be distributed from the SWOG bank without revision to the Original Clinical Study Protocol.
https://navigator.ctsu.org/navigator/login
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01 I Explore Navigator 02 I CCSC/NCl reviews LOI 03 I NCI CCSC 04 I NCI/CCSC review & 05 I Regulatory Approval,
for feasibility Proposal Form Approval Funding & Specimen Release

Explore specimens available
on Navigator and related
trial publications to identify
samples suitable for
hypothesis testing

Y, Create CTEP-IAM account

tgl Assist with LOI draft

Y. Submit LOI through
Navigator

1" LOI deemed feasible by NCI

§. If LOI was feasible, fill out
CCSC Proposal Form; address
committee/triage comments
if needed

tal Assist with CCSC Proposal
Form draft (if needed)

Y. Submit CCSC Proposal Form
through Navigator
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Review of the NCI CCSC Proposal by the Disease Committee and the

SWOG Executive Committee (triage) is highly encouraged.

§. Address comments if
required
il Address comments if
required
§. ¢ Receive NCl approval
through Navigator portal
and via email

Y. Send local IRB approval and
confirmation of funding to
the Bank
Finalize MUA/MDUA &
secure signatures
Send executed document to
the Bank

i@ Identify and review
requested specimens; Ship
specimens to designated lab

Key (Responsible Parties):
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Principal Investigator

gl SWOG Statistical and Data Management Center (SDMC)

Contracts/Budgets — SWOG NOC

= Protocol Project Manager (PPM) — SWOG NOC

i The Bank — Nationwide Children’s Hospital



Presenter Notes
Presentation Notes
Translational Medicine processes are subject to change throughout the duration of the TM project. Continued coordination with the SWOG Network Operations Center -Protocol Department is necessary to accommodate evolving priorities and study statuses.

Acronym Index: 
CCSC/CCSC Proposal Form: NCI Core Correlative Sciences Committee and their associated proposal form  
MDUA: Mutual Data use Agreement 
MUA: Mutual Use Agreement
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