Initial Full Review & Reviewer Checklists Flow

Short Checklist 1. Criteria for IRB Approval: Reviewer Checklist (aka “Checklist™)
*Start* shared/displayed at meeting. 2. Criteria for IRB Approval: Short Form Checklist (aka “Short Checklist”)
(not put in study file) 3. Additional Criteria for IRB Approval of VA Research: Reviewer Checklist
ORI staff fill-in (aka “VA Checklist”)

top of Checklist

VA Checklist attached to each VA research

. . proposal and sent with the agenda materials to
Reviewed VA / Prior to Meeting > VA Associate Chief of Staff (ACOS).
Protocol / The VA Checklist is also provided to VA

IRB Representative(s).*

ORI staff issue letter to
> notify Pl of IRB's
determination.

Criteria for
Approval
met?
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Yes - - ‘ VA Associate Chief of Staff
Chair/designee P (ACOS) - aka "VA Reviewer" -
marks "No" box on response sends completed & signed VA
Checklist and signs. received Checklist to ORI Staff
7 Y
A 4 v
Chair/designee marks Yes No PI response and new VA Reviewer marks "No"
"yes" box on Checklist |« Revisions < Checklist sent to IRB box on VA Checklist and
and signs. Chair/designee signs.
' N\
Signed VA Checklist VA Criteria
placed in protocol file el /;peptrooval
A 4 7
VA Reviewer documents
Checklist(s) placed in | determinations and marks |
protocol file D "Yes" box on VA Checklist |~
and signs.
v *IRB VA Rep. is not required to complete the checklist but can use it as a

guide during review. If there is a disagreement between VA ACOS and IRB
VA Representative determinations, ORI staff work with both individuals in
order to issue appropriate correspondence.

IRB approval
materials issued
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