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Before Trial

During Trial

IND/IDE, elRB and CT.gov clinical trial timeline

elRB

IND/IDE

CT.gov

Register trial in Velos

Consultation
Does study require an IND/IDE?
Material prep/review

Consultation
Does study require an IND/IDE?

Trial pushed to elRB,
Submit trial in eIRB,
Address IRB stipulations

Submit application
(paper or electric)
Address FDA comments

Register trial in CT.gov
Address major comments

Green light (study activation)

Safe to proceed

Trial approval/NCT assigned

Modification

Protocol Amendment

Update Record

Submit Reportable Event

Submit Safety Report

Continuing review

Annual reports

After Trial

Annual record verification
e Record verification date
e Recruitment status
e Completion date

Posting approved unsigned ICF
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