Western Michigan University

Human Subjects Institutional Review Board

WMU Mail Stop: 5456              Phone: (269) 387-8293

Application for Continuing Review or Final Report Form

In compliance with Western Michigan University's policy that “the HSIRB's review of research will be conducted at appropriate intervals but not less than once per year,” the HSIRB requests the following information:

I.  Project Information

PROJECT TITLE:       
HSIRB Project Number:       



Previous level of review:  FORMCHECKBOX 
  Full Board Review   FORMCHECKBOX 
  Expedited Review   FORMCHECKBOX 
  Administrative (Exempt) Review 

Date of Review Request:       
Date of Last Approval:       
II.  Investigator Information
PRINCIPAL INVESTIGATOR OR ADVISOR

Name:             
Department:       
Mail Stop:       

Electronic Mail Address:       
(1) CO-PRINCIPAL OR STUDENT INVESTIGATOR
Name:             
Department:       
Mail Stop:       

Electronic Mail Address:       
(2) CO-PRINCIPAL OR STUDENT INVESTIGATOR
Name:             
Department:       
Mail Stop:       

Electronic Mail Address:       
III.  Current Status of Research Project

Please answer questions 1-4 to determine if this project requires continuing review by the HSIRB.

1. The project is closed to recruitment of new subjects.


 FORMCHECKBOX 
Yes (Date of last enrollment:      )


 FORMCHECKBOX 
No (Project must be reviewed for renewal.)

2. All subjects have completed research related interventions.


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 Not Applicable



 FORMCHECKBOX 
No (Project must be reviewed for renewal.)

3. Long-term follow-up of subjects has been completed.


 FORMCHECKBOX 
Yes
 FORMCHECKBOX 
 Not Applicable



 FORMCHECKBOX 
No (Project must be reviewed for renewal.)

4. Analysis of data is complete.


 FORMCHECKBOX 
Yes






 FORMCHECKBOX 
No (Project must be reviewed for renewal.)

· If you have answered “No” to ANY of the questions above, you must apply for Continuing Review. Please complete numbers  5-12 on page 2.  If you need to make changes in your protocol, please submit a separate memo detailing the changes that you are requesting.

· If you have answered “Yes” or “Not Applicable” to ALL of the above questions, the project may be closed.

· If your protocol has been open for three years and you still want to collect or analyze data, you must close this protocol by filing a final report using this form and apply for approval of a new protocol using an Application for Initial Review. Please make a Final Report on your project by completing numbers 5-9 on page 2.  

IV.   FORMCHECKBOX 
  Application for Continuing Review

V.   FORMCHECKBOX 
  Final Report

HSIRB Project Number:      
5. Have there been changes in Principal or Co-Principal Investigators?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No


(If yes, provide details on an “Additional Investigators” form (available at the HSIRB web site, http://www.wmich.edu/research/compliance/hsirb/hsirb_2.html).)

6. Has the approved protocol been modified or added to with respect to:


(If yes to any item below, provide the details on an attached sheet.)

a.
Procedures

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

b.
Subjects

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

c.
Design

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

d.
Data collection
 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

7. Has any instrumentation been modified or added to the protocol?


 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No


(If yes, attach new instrumentation or indicate the modifications made.)

8. Have there been any adverse events that need to be reported to the HSIRB?

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No


(If yes, provide details on an attached sheet.)

9. Total number of subjects approved in original protocol:       
10. Total number of subjects enrolled so far:       



If applicable:  Number of subjects in experimental group:      
Number in control group:      
· If this is a FINAL REPORT you may stop here and return the form electronically.

· If this is an APPLICATION FOR CONTINUING REVIEW continue with numbers 10-12 below.

11. Estimated number of subjects yet to be enrolled:       
12. Verification of Consent Procedure:  Provide copies of the consent documents signed by the last two subjects enrolled in the project. Cover the signature in such a way that the name is not clear but there is evidence of signature. If subjects are not required to sign the consent document, provide a copy of the most current consent document being used.  

13. If you are continuing to recruit subjects for this project, please remember to include a clean original of the consent documents to receive a renewed approval stamp.

__________________________________________________________________________


Principal Investigator/Faculty Advisor Signature


Date


___________________________________________________________________________


Co-Principal or Student Investigator Signature



Date

Approved by the HSIRB:


___________________________________________________________________________



HSIRB Chair Signature






Date
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