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I. Determine whether the consent form/consent process needs to be revised to include new information or to increase understandability. 
II. Determine whether the criteria for approval continue to be met. 
III. If the criteria for approval are no longer met, describe concerns. 
IV. Determine if the revisions affect any of the required additional determinations or revisions to previous additional determination. 
V. Make one of the following determinations: 
a. Approved
b. Approved with administrative comments
c. Modifications required
d. Deferred.
e. Disapproved
VI. List administrative comments, conditions, modifications required or reasons for deferral.
VII. Document the recommended approval period. (See HRP-319 Approval Period)
VIII. Document risk level


Sample Review
The consent form needs/does not need to be revised. 
Criteria for approval continue to be/are no longer met with the modification(s). 
(If not met) ______is no longer met because _________
I recommend this approval/approval with administrative comments/modifications required/deferral. 

The following issues need to be addressed: 
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