Proposal for an External Translational Medicine Study Using
SWOG Banked Specimens

(Please limit to not more than 3-5 pages)

As Principal Investigator for this study, my submission of this proposal indicates my willingness to discuss with and enter into a research agreement with SWOG, according to standard procedures for data analysis, data confidentiality, authorship, and intellectual property sharing. 

Note:  External defines TM studies that are being performed retrospectively utilizing banked specimens, not as part of a treatment trial.

Translational medicine study title:
[Enter information here]
Clinical trial(s) from which specimens are requested:

[Enter information here]

Translational medicine study objective(s):  [Label each as primary/secondary/other]
[Enter information here]

Brief justification (background and preliminary data – include top 3-5 references):
[Etc.]
Eligibility (disease entity and type of specimen):
Clinical Endpoint(s) to be used in analyses:

Experimental research techniques/tests employed and expertise of PI:

Statistical Plan:

Data analysis performed by:

Specimen Information:

Who will be performing testing?  (Please provide complete laboratory and contact information.)
What types of specimen(s) are to be utilized? (e.g. peripheral blood, paraffin-embedded tissue, etc.)

What amounts of specimen(s) are to be utilized?

At what time points during treatment are specimens being utilized from? (e.g. are only pretreatment specimens required, will multiple timepoints be needed, etc.)
Will any processing of specimens be required by the repository prior to shipment?  (If yes, please describe in detail the processing that will be performed)

Specify shipping instructions (e.g. room temp, wet or dry ice)

Expected timeline of Project completion (must be within 2 years of receipt of specimens):

Disclosure of conflict of interest:

Other considerations (including plan for financial support, grant submission, etc.):
  Name of Study Coordinator (SWOG Study)
Date

  Name of Principal Investigator (TM Study)
Date

Address: 


Name of Translational Medicine Subcommittee Chair
Approval Date


Name of Disease Committee Chair
Approval Date
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