St. Vincent IRB Submission Packet Form List

Name of Form Code Required for | Required for | Required for | Informational | To Be Included in
Number Exempt Expedited Full IRB Only all Distributed
(if applicable) | Submission Submission Submission Packets
IRB and IBC Approval Sl X X
Research Description Form S2 X X X
Exempt Research Checklist and S3 X
Form
Expedited Research Checklist S4 X
Amendment Submission S5 X
Adverse Event Report S6 X
Safety Event Report S7 X
Unanticipated Problems and S8 X
Protocol Deviation Submissions
Form
Research Proposal Submission S9 X X X X
Checklist
Affiliated Investigator X(TBD) X(TBD) X(TBD)
Agreement
Unaffiliated Investigator X(TBD) X(TBD) X(TBD)
Agreement
IRB and IBC Membership Letter X X
Research Overview X X
Request for Services X X
IRB and IBC Fee Schedule X X
FDA-1572 X(TBD)
HIPAA Authorization X X
Staff Contact List X X
Informed Consent Template X X
Curriculum Vitae X X X




