
External (non-Navigator) Translational Medicine Study

Near/after the Clinical Study results are presented/published (i.e., 12 months after the ct.gov defined Primary Completion Date) and reported in ClincalTrials.gov 
Forms: SWOG TM Proposal Form, TM Triage slides, NCI CCSC Form

01|SWOG TM Proposal 
Form completed

 Fill out SWOG TM Proposal 
Form
 Complete Triage Slides
 Confirm specimen 
availability with the Bank
 Stats PRC Review
 Circulate SWOG TM 
Proposal Form for 
Committee approvals
 Submit  SWOG TM Proposal 
Form and slides for triage

03| NCI submission

 Review SWOG TM Proposal 
Form, if necessary
 Submit NCI CCSC Form to 
PIO

04| NCI/CCSC review & 
Approval

 Address comments if 
required
 Address comments if 
required
Receive NCI Approval*
 Circulate approval to 
stakeholders.

05| Regulatory Approval, 
Funding & Specimen Release 

 Send local IRB approval and 
confirmation of funding to 
the Bank
 Finalize MUA/MDUA & 
secure signatures 
 Send executed document to 
the Bank
 Send pull list to specimen 
Bank.
 Ship specimens to 
designated lab

02|SWOG Executive Committee 
(Triage) Review & Approval

 Confirm funding source
 Present proposal to Triage.
 Address comments if 
required
 Address comments if 
required
 Confirm contractual 
obligations
Receive SWOG Approval

Key (Responsible Parties):
•  Principal Investigator
•  SWOG Statistical and Data Management Center (SDMC)
•  Protocol Project Manager (PPM) – SWOG NOC
•  Contracts/Budgets – SWOG NOC 
•  The Bank – Nationwide Children’s Hospital

*The NCI approval should indicate if 
the TM proposal is to be included via 
a revision or if it can remain outside 
of the study.

Version Date: 4/10/2026

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
PIO: Protocol Information Office (NCI)
PRC: Protocol Review Committee (at SWOG SDMC)
SDMC: Statistical Data Management Center 





https://clinicaltrials.gov/

