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Continuing Review Process



When conducting CR, the IRB should:
 Start with the working presumption that the 

research, as previously approved, satisfies all of the 
above criteria.

 Focus on new information provided by the 
investigator, or otherwise available that would 
change the risk: benefit ratio or require a revision of 
the protocol and/or the informed consent document. 



When conducting CR, the IRB should:
 Evaluate if the research continues to satisfy the 

criteria for IRB approval of research

 Pay particular attention to the following 4 aspects: 
• Risk assessment and monitoring;
• Adequacy of informed consent process;
• Investigator and institutional issues; and
• Research progress.*

http://www.hhs.gov/ohrp/policy/continuingr
eview2010.html#section-b1)

http://www.hhs.gov/ohrp/policy/continuingreview2010.html#section-b1


When conducting CR, the IRB should:
 Disapprove or require modifications in (to secure re-

approval of) a research activity that does not meet 
the regulatory requirements. 



OHRE Guidance: Primary Presenter’s Summary
 Highlight any critical issues for consideration
 Identify any key changes being proposed
 Include recommendations for IRB action
 Typically, note the following: 

• No issues of concern since the prior IRB review
• No changes are being proposed by the investigator, 
• Adverse events are of the type and frequency expected, 
• The research appears to satisfy all criteria required for approval under 

45 CFR 46.111 (also, subparts B, C, and D), 
• Recommends approval without any stipulated changes.
• Include the new approval period.



What’s Changed in the Past Year?



What’s Changed in the Past Year?
i.e., personnel changes



What’s Changed in the Past Year?
i.e., “minor” ICD & protocol changes



What’s Changed in the Past Year?
i.e., “major” ICD & protocol changes



What’s Changed in the Past Year?
i.e., Outstanding or Resolved NSI



At the Meeting: Brief Oral Overview

 Short description of study design, study objectives & progress 
of the study—is it going as planned?

 Identification of subjects & enrollment numbers

 Any changes to study design over the past year

 Is an amendment included with the renewal?

 Recommend stipulations, acceptance of IB changes, ICF 
changes, re-consenting of subjects if applicable, etc.

 Make the final motion, including period of approval based on 
level of risk.  



Sample Oral Report
Sample Oral Report

Study title & IRB#:
Primary Objective:
Procedures:
Cohort, Numbers:
IND/IDE #:

Continuing Renewal Report:

# Subjects Enrolled in the past year/within the total approved by the IRB initially:
# Subjects Completed the study in the past year:
# Subjects withdrawn from the study & why:
Summary of Unanticipated Events reported in the past year:
Summary of any Amendment included with renewal:
Where any complaints received about the study?
New information, published or unpublished, about study topic:

Recommendation:  



Questions???
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