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Continuing Review:  The continuing review serves as a time for quality improvement for the IRB, at which time they examine policies, procedures and performance to identify best practices and target areas in need of improvement; includes implementation of corrective actions, changes to federal regulations or their interpretation, or policy changes where needed (Preserving Public Trust, 2001).  As such, the continuing review is required to be as thorough as the initial review, and the IRB may require modifications prior to continued approval.  
Continuing review applications should be submitted at least four weeks prior to the expiration date.  If a completed form is not received by the expiration date, the HRPP office will close the file and all study related activities, including data analysis, must stop.
	Submission Type
	CONTINUING REVIEW APPLICATION

	Study Number
	     
	Expiration Date
	

	Study Title
	     

	Principal Investigator 
	     

	Category of Review
	 FORMCHECKBOX 
 Full Board   FORMCHECKBOX 
 Expedited 

	Primary Intent
	 FORMCHECKBOX 
 Publication/presentation  OR   FORMCHECKBOX 
 Thesis/dissertation


1. Status

 FORMCHECKBOX 
  Recruitment has not begun 


 FORMCHECKBOX 
  Actively recruiting or collecting data (existing data or samples)

 FORMCHECKBOX 
  Closed to enrollment but still have active participants


 FORMCHECKBOX 
  Closed to enrollment; data analysis only

2. Progress report

Provide a brief summary of the study progress to date.  If enrollment has not begun, explain reason for delay and the likelihood that subjects will be enrolled during the next approval period.  Explain the reasons for any subjects who withdrew or were withdrawn from the study prior to completing participation. If the OSU IRB is the IRB of Record for an external institution, please provide a brief summary of the study progress for the external site(s).

     
3. Are any of the following planned for this upcoming approval period? 

Please check all that apply and submit the corresponding form as appropriate. (http://research.oregonstate.edu/irb/post-approval)

 FORMCHECKBOX 
 Funding source added


 FORMCHECKBOX 
 Previously approved funding renewed – Submit the renewed proposal only 
 FORMCHECKBOX 
 Funding ended – Attach final report sent to funding source; do not remove sponsor from study documents

 FORMCHECKBOX 
 Adding or removing study team members

 FORMCHECKBOX 
 Change to study design

 FORMCHECKBOX 
 Change to subject population

 FORMCHECKBOX 
 Change to consent process

 FORMCHECKBOX 
 Change to data collection or analysis

 FORMCHECKBOX 
 Change in the risks or benefits

 FORMCHECKBOX 
 No changes are planned for the upcoming approval


4. Enrollment numbers (if chart review, not applicable)

Columns 1 and 2 should be identical for the first approval period of the study.  For subsequent approval periods, column 1 should be limited to the subjects enrolled since the approval of the last continuing review application and column two should include all subjects enrolled over the life of the study. For questions regarding the completion of this table, please see the FAQ on the HRPP website or contact the HRPP Staff.
	Total number of participants approved for the study
	     

	
	Total since 

LAST approval
	Cumulative total since INITIAL approval

	Number of subjects enrolled (consented to participation)
	     
	     

	Number of subjects who screen failed

“0” if the study has no screening procedures
	−        
	−        

	Number of enrolled subjects who withdrew
	−        
	−        

	Number of enrolled subjects withdrawn by the PI
	−        
	−        

	Number of enrolled subjects who have not yet completed the study
	−        
	−        

	Number of enrolled subjects who have completed the study
	=        
	=        


5. Above numbers include enrolled participants at external sites? 

Required only if OSU’s IRB is the IRB of Record for other institutions OR project underwent dual IRB review.


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 N/A, no external site
6. Have there been any participant complaints since the last approval?


 FORMCHECKBOX 
 Yes (explain):      

 FORMCHECKBOX 
 No

7. Have there been any deviations from the approved protocol during the last approval period 

that have not yet been reported to the IRB?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes.  Submit a Protocol Deviation form.
8. Have there been any unanticipated problems or adverse events during the last approval period 


that have not yet been reported to the IRB?

Examples: stolen laptop containing individual identifiers, research subject was incarcerated, pediatric research subject became a ward of the state or was placed in foster care, subject experienced side effect(s) related to study that were not described in protocol or consent form. Events that occurred at external sites must be reported to the OSU IRB if external IRBs are relying on the OSU IRB for oversight.
 FORMCHECKBOX 
 No  
 FORMCHECKBOX 
 Yes.  Submit a Reportable Event form
.
9. Has any new information been identified (e.g., risks or benefits) that may affect the willingness of current or future research subjects to participate in this project?


 FORMCHECKBOX 
 Yes
Provide a summary and citations for recent relevant literature (published by this study team or others), multi-center reports and/or Data Safety Monitoring Board reports.  Describe the new information and how it will be conveyed to both current and future participants.


     

 FORMCHECKBOX 
 No

10. Cite and summarize any relevant literature published during the past year, by the study team or others that may impact or change this study. If literature is cited, please explain how it impacts or changes the study.

     
11. Do any members of the study team, or any of their family members, have a financial or other non-research interest in the source(s) of funding, materials, equipment, data, research subjects, or site of research related to this study?
 FORMCHECKBOX 
  No 
 
 FORMCHECKBOX 
  Yes – Please describe:      
12. Please indicate whether each item below applies to this study.  If applicable, please include the document with your submission:

Copy of the most recent signed informed consent, assent and/or parental permission document (with the name blacked out. Please be sure that the date signed is visible.).

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

N/A
Copy of the informed consent document to be approved for the next approval period if different from the currently approved document.  If changes are being made to the currently approved consent form, they must be made using “track changes” and a project revision form should be included.  If study is closed to enrollment, the consent form need not be submitted.

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

N/A
Copy of the external IRB approval and currently approved documents.


 FORMCHECKBOX 

Applicable and included


 FORMCHECKBOX 

Applicable, but documents are currently under review at external institution


 FORMCHECKBOX 

N/A because the OSU IRB is not reviewing documents approved by an external IRB
Grant or contract progress report.  If you have submitted a new application or renewal application, please submit a copy.  This applies to all sources of funding or support.

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

No progress report since last approval

 FORMCHECKBOX 

N/A because study is not funded
Copy of Certification of Study Team Member form(s), if study involves non-OSU collaborators who are not covered by an Individual Investigator Agreement or an external IRB.  This form is also available on the HRPP website at www.oregonstate.edu/irb/when-should-i-list-collaborators-study-team-members. Please contact the HRPP office if you have questions about whether this applies

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

N/A
Biosafety and Radiation Safety Attachments, as appropriate.  See HRPP website for current template.  If no changes have been made, simply include your original form with your submission.

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

N/A because study does not involve biological materials or radiation

 FORMCHECKBOX 

Study no longer involves biological materials 


 FORMCHECKBOX 

Study no longer involves radioactive materials or procedures involving radiation
       CLIA certification, if study involves lab specimen collection.  For more information, please see the OSU Guidance for CLIA Certification.

 FORMCHECKBOX 

Applicable and included

 FORMCHECKBOX 

N/A because specimens are not being collected

 FORMCHECKBOX 

N/A because lab results are not being returned to research subjects or used for diagnostic or 


treatment purposes
     Report from the Data and Safety Monitoring Board (DSMB) or similar, if one was planned or required.

 FORMCHECKBOX 

Board established, report included with this submission


 FORMCHECKBOX 

Board established, but no report has been issued since the previous approval date

 FORMCHECKBOX 

No DSMB or similar monitoring body was required or established

PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I understand Oregon State University’s policies concerning research involving human subjects and I attest:

 FORMCHECKBOX 
 that the information contained in this application is accurate and complete;

 FORMCHECKBOX 
 that research activities will not begin until an approval or acknowledgement has been issued;

 FORMCHECKBOX 
 to the scientific merit and importance of this study; 

 FORMCHECKBOX 
 to the competency and availability of the study team member(s) to conduct the project; 

 FORMCHECKBOX 
 that facilities, equipment, and personnel are adequate to conduct the research.

Furthermore, I agree to:

 FORMCHECKBOX 
 comply with all HRPP and IRB policies, decisions, conditions, and requirements;

 FORMCHECKBOX 
 accept responsibility for every aspect of the conduct of this study;

 FORMCHECKBOX 
 obtain approval prior to amending or altering 
-non-exempt studies and/or study documents, including the addition of new study team members, or

-exempt studies and/or study documents, per the guidance on revisions to exempt studies;
 FORMCHECKBOX 
 report in accord with current policy, any adverse event(s) and/or unanticipated problem(s);
 FORMCHECKBOX 
 inform the IRB if one or more of the study team members leaves OSU;
 FORMCHECKBOX 
 complete and submit a continuing review application or a final report prior to the expiration date;

 FORMCHECKBOX 
 notify the HRPP office immediately of the development of any potential conflict of interest not already disclosed.
	Study Title:  
	     

	Principal Investigator: 
	     

	Date:
	     


Applications will only be accepted if submitted by the Principal Investigator

PI should email completed application and all relevant attachments to IRB@oregonstate.edu
· File names for all attachments should include the last name of the Principal Investigator, document title, and version date.  For example: Smith_Protocol_10272009.doc

· All attachments should include the last name of the Principal Investigator, document title, version date, and page numbers.
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