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STUDY CHECKLIST

WIRB/Private IRB
· TGH Study Application with PI signature 
· Appropriate Data Sheet submitted

· Research Information Sheet (Drug Studies Only)
· IRB Approval Letter

· IRB Application

· *Informed Consent 
· Drug or Device  Information 
(Package insert/labeling Investigator Brochure, etc.)

· Copy of training certificate for procedure/device implant, if 

applicable

· FDA Approval Letter (IND, PMA, 510k)
· Protocol/Surveys/CRFs

· PI Curriculum Vita(e)

· Study Budget 
· Study Contract or Site Agreement  
* ICF must have TGH listed as one of the parties to receive, 

 use, and disclose PHI and the TGH Injury Statement included.
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