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GUIDE FOR CONTINUING REVIEW 
Note, if Continuing Review is combined with another type of submission, refer to the template for that type of submission in addition to this template. 

I. Background: 
a. Short description of background on experimental procedure(s)
b. Short description of aims 
II. Number of subjects enrolled locally and study-wide
III. Brief summary of any amendments approved since last review
IV. Brief summary of unanticipated problems, if any. 
V. Brief summary of compliance issues, if any. 
VI. Brief summary of complaints from participants, if any. 
VII. Number of withdrawals and reasons, if known
VIII. Any new information that could affect the ethics, regulations or guidance.  (e.g. if this is a placebo-controlled study and a new treatment has been approved, consider whether the inclusion of placebo control remains ethical.)
IX. Determine whether the criteria for approval continue to be met. 
a. Determine whether any changes to previous determinations need to be made.  See HRP-416  Children, HRP-412 Pregnant Women, HRP-417 Cognitively Impaired Adults, HRP-413 Non-Viable Neonates, HRP-414 Neonates of Uncertain Viability,    HRP-306 Drugs, HRP-307 Devices, HRP 418 Non-Significant Risk Device,  HRP 318 Additional Federal Agency Criteria,  HRP 410 Waiver or Alteration of the Consent Process, HRP 411 Waiver of Written Documentation of Consent,    HRP 441 HIPAA Waiver of Authorization
X. Make one of the following determinations: 
b. Approved
c. Approved with administrative comments
d. Modifications required
e. Deferred
f. Disapproved
X. List administrative comments, conditions, modifications required or reasons for deferral. 
XI. Document the recommended approval period. (See HRP-319 Approval Period)
XII. Document risk level

Sample Review
This study involves _________.  Background information supports this investigation.  
The primary aim is ________. 
Secondary aims are _____
The number of subjects enrolled locally _________and study-wide _____
There were ___ amendments approved during the last review period including, ___________. 
There were ___ unanticipated problems reported during the last review period, including ___.  
There were ___ participant complaints reported during the last review period, including ___.  
There were ____ reports of non-compliance during the last review period, including _____, 
____   participants withdrew during the last review period.  The reasons are ___________,
There is/is not any new information that has an effect on this review.  
The criteria for approval continue to be/are no longer met.  They are not met because _____. 
No changes/Changes need to be made to previous decisions about required additional determinations. 
I recommend approval/approval with administrative comments/modifications required/deferral. 
List administrative comments and/or conditions/modifications required/reasons for deferral.  
Approval Period ______________ 
Risk Level: ______________.

The following issues need to be addressed: 
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