Continuing Review or Closure of Approval Form   (please type.)
Wake Forest University Institutional Review Board

Note:  Protocols submitted in hard copy will use this form until closure.
Office Use Only:

IRB #
_________

Date Received ____________

IRB Approval  ____________

	Date:      
	Study Title: 

	Principal Investigator:   
	Advisor (if applicable): 


Action requested by Principal Investigator:

 FORMCHECKBOX 
  Renewal (if renewing, please review instructions indicated on page 2)


 FORMCHECKBOX 
 New subject enrollment is still in progress


 FORMCHECKBOX 
 Enrollment is closed, but data collection is in progress


 FORMCHECKBOX 
 Data collection is closed, but follow-up meetings are in progress
 FORMCHECKBOX 
 Analysis of identifiable data is in progress

 FORMCHECKBOX 
  Close IRB approval 

 FORMCHECKBOX 
 Analysis of de-identified data only

 FORMCHECKBOX 
 Study is complete

 FORMCHECKBOX 
 Study was never begun

Subject Numbers (complete all; enter 0 for none, enter UNK for unknown):

       Number of subjects you originally requested approval to enroll

       Number of new subjects you have enrolled at your site since this protocol was last reviewed

       Total Number of subjects you have enrolled since your original approval

       Number of subjects that have withdrawn from this study since last reviewed. 

       Number of complaints since last review

       Number of protocol deviations or variances reported to the IRB since this protocol was last reviewed

       Number of adverse events reported to the IRB since this protocol was last reviewed.

Are there any changes to the protocol or consent form not previously reported to the IRB?

 FORMCHECKBOX 
 Yes (If yes, please include a complete Amendment Form)

 FORMCHECKBOX 
 No

Note:  Continuation of the protocol must be approved before an amendment can be filed.

Comments or Additional Information:

     
Investigator’s Signature___________________________________________ Date________________

Advisor’s Signature_______________________________________________ Date________________

Office Use Only:

Comments:
IRB Chair’s Signature___________________

IRB Approval date __________

Submit this form and summary report, if applicable, to:

Office of Research and Sponsored Programs

117E Reynolda Hall, PO Box 7528
Wake Forest University

Winston-Salem, NC 27106
irb@wfu.edu
(fax) 336/758-1959
Instructions for requesting continuing review of an existing protocol:

A summary report is REQUIRED for the continuation of all IRB protocols unless the research is deemed Exempt by the Institutional Review Board.  Beginning April 02, 2002, the Office of Human Research Protections, a division of the Department of Health and Human Services, issued new requirements for continuing review.  This report is consistent with these updated guidelines.

The following items should be included in the report:


 FORMCHECKBOX 
  Completed Continuing Review/Closure Form


 FORMCHECKBOX 
  Completed Continuing Review Project Summary Form


 FORMCHECKBOX 
  Current IRB approved Informed Consent Document(s), if applicable


 FORMCHECKBOX 
  Current IRB approved Assent Document(s), if applicable

Note: A copy of the consent form, assent form, project summary or protocol is not required on closure of IRB approval.  All IRB forms are available on the IRB Web page located at: http://www.wfu.edu/rsp/irb/forms.html.
Any questions regarding any forms or the IRB approval process should be directed at the Office of Research and Sponsored Programs, (336) 758-5888.

Elements of a Continuing Review Summary

(Answers should be kept concise. Please limit to 3 pages, 11 point type, and 1 inch margins.)

Study Title:

Principle Investigator:

Background, Purpose or Specific Aim(s) of the Project and Research Question/Hypothesis:

Description and Source of Study Population (Potential points to cover: the total number of subjects to be enrolled at all sites and the number to be enrolled at this site; evidence the sample size is sufficient to achieve the study aims; the duration of subject participation; how subjects will be identified and recruited; the amount and payment schedule if compensation will be provided; whether vulnerable populations such as children, prisoners, pregnant women, those with mental or cognitive impairment, or economically disadvantaged subjects will be the focus of recruitment):

Inclusion and Exclusion Criteria (Potential points to cover: major inclusion and exclusion criteria, a justification based on age, gender, or ethnicity/race if applicable):

Benefits and Risks (Potential points to cover: benefits the subject can reasonably expect from participation; common or expected adverse events; all serious adverse or unanticipated problems):

Human Subjects Protection (Potential points to cover: whether informed consent will be obtained for all subjects or if waiver or alteration of consent is requested; whether subjects or subjects and legal representatives will be providing consent; a description of how consent will be obtained, where consent will be obtained and who will obtain consent):

Progress to Date (MUST INCLUDE: a discussion of all unexpected complications and adverse events, subject withdrawals, complaints and protocol violations and deviations; whether anything has occurred since the last IRB review of this project that may have altered the risk/benefit profile of the study; any new findings or published literature that may affect the conduct of the study):
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