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Institutional Review Board
Periodic Review Form
	Proposal #
	
	Funding Source 
	


	Proposal Title
	


Principal Investigator Information
	Name
	
	Department
	


	Address
	


	Email
	
	Phone
	


Indicate Study Status:
	
	Open to continuing enrollment of new participants

	
	Enrollment closed, plan to re-open enrollment once approved

	
	Enrollment closed, participants still receiving treatment/intervention

	
	Enrollment closed, only data analysis occurring on identifiable data

	
	Completed (no enrollment, no treatment/intervention, data has no identifiers)


	


Provide the total number of participants enrolled in the study, to date:
1. Summarize all amendment submissions approved by IRB (after original approval):
	YES
	
	NO
	


2. Are there any revisions to be considered in this review?

If yes, please respond to items a – d below.
a. Describe the proposed changes and why they are being made.

b. Describe how, if at all, the proposed changes affect the risks of the study.

c. Describe how, if at all, the proposed changes affect the benefits of the study.

d. Does the proposed change affect the consent/assent document(s)?  
	YES
	
	NO
	



If yes:

Will any participants need to be re-consented as a result of the changes?  If so, please describe process to be used.  Include two copies of the revised consent/assent documents, one with changes highlighted, and one without highlighting.  

3. Provide a synopsis of the results to date (include the progress of the study as compared to the hypothesis).  If the risk/benefit assessment has been altered based on the results obtained from the study thus far, describe.
4. Have there been any:
	Adverse events or unanticipated results?
	Yes
	
	No
	

	Withdrawal of subjects from research?
	Yes
	
	No
	

	Complaints about the research?
	Yes
	
	No
	

	Enrollment Problems?
	Yes
	
	No
	

	Literature, findings, or other information that has become available since starting study that indicates a need to amend the study?
	Yes
	
	No
	

	Changes to funding status?
	Yes
	
	No
	


a. If you answered ‘yes’ to any of the above questions, please explain below or attach explanatory material.
5. Provide a copy of all currently approved informed consent documents, assent documents, and a copy of any debriefing information, if applicable.  Please do not submit any document that contains participant signatures.
Principal Investigator Signature





Date
Advisor Signature







Date
Please return this form to: 
Office of Research Compliance
117 Research & Technology Center

 Ohio University
 Athens, OH 45701-2979
You may also scan the signed form and email it to compliance@ohio.edu
Office of Research Compliance, Rev. 04/2009
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