INVESTIGATOR’S CHECKLIST

The following documents are required when you drop off your protocol to the Department of Clinical Investigation:
1.
Twenty (20) copies of:

a.
(
COMPLETE PROTOCOL (INCLUDING APPENDICES)

b.
(
SUMMARY SHEET

c.
(
APPLICATION FORM

d.
(
SIGNATURES


Principal Investigator (PI) and Department Chief and/or Service Chief.


e.
(
IMPACT STATEMENT (If applicable)

f.
(
CONSENT FORM


g.
(
HIPAA ADDENDUM (AUTHORIZATION OR WAIVER)


h.
(
AMENDMENT/REVISIONS (if any)

2.
SINGLE COPY OF:


a.
(
CVs FOR PIs AND ALL AIs


b.
(
 CITI TRAINING CERTIFICATES


c.
(
FDA 1572 (for IND#/IDE#, if applicable)
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