No, follow-up with
Sponsor/CRO to get
missing information

Quorum receives
protocol
submission and
analyzes for
completeness

y Y
No

If the IRB requests
modifications, IRB staff
contact Sponsor/CRO for
additional information
within 24 hours

Submission IRB
complete? reviews
Protocol
A
Yes
\ 4
Yes, submit |
protocol to Full A
Board
Consent Form assessment and __

proposed edits

A
No
Model Consent
Approved? Form Negotiation
begins
Yes

v

Yes, ICF changes are
forwarded to Sponsor/
CRO within 24 hours
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