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SCU IRB Human Subjects Continuing Review Form

Please complete this form according to the instructions below for required continuing review/status reports and project extension requests. Send an electronic copy and one hard copy of your application to the IRB chair at 16200 East Amber Valley Drive, Whittier, CA, 90604, at least six weeks before the expiration date.  Please note:  You may not recruit new human subjects or continue your activity with previously enrolled subjects unless you have active human subjects approval.

· DO NOT RENEW:  Send one electronic completed Continuing Report Form and one Project Closure Report Form.  Please note that you should maintain approval until the data analysis for this activity is complete.  

· RENEW: Send one electronic completed Continuing Review Report Form and a copy of each currently approved informed consent and assent form.  
· Desired length of renewal, up to one year: __________.

PLEASE NOTE:  If you plan to propose changes or add new funding, use the Modification form and submit it to the IRB for review.  

	Today’s Date
	

	Initial Submission Date
	

	Approval Expiration Date
	

	Title of Project
	


Complete this table for the principal investigator and other contact persons involved with this proposal
	Name
	Title & Department
	Academic Degree(s)
	Telephone
	Address
	Email Address

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


A. Activity Status

 New subject enrollment still in progress

 Enrollment closed but subjects are still undergoing study procedures

 Enrollment closed, subjects have completed study procedures, but are still in follow-up

 Subject involvement completed, need approval for data analysis only

 Enrollment closed, study completed

 Enrollment not yet begun

 Study never begun -  closing study

B. Subject Numbers (Annotate or explain as necessary)

	
	Controls
	Cases

	1.  No. subjects approved to complete the study
	
	

	2.  No. of subjects enrolled since initial approval
	
	

	3.  No. of subjects enrolled since last approval
	
	

	4.  No. of subjects actively enrolled in the study
	
	

	5.  No. of additional subjects needed to complete study
	
	


C. Summaries

1. Provide an abstract summarizing i) the purpose of this research activity, ii) the procedures subjects will undergo, and iii) a description of the subject populations.  Do not refer to the application or previous status report, but you may copy it here.  Use lay language.

2. Provide a summary of your progress to date.  If you have not yet enrolled subjects, please explain why.  Send one copy of each manuscript based on the data from this study, written since the last approval.

3. Summarize a summary of any and all amendments or modifications to the research since the last approval.
4. Describe changes in the risks or benefits to subjects over the last period of approval.

5. Provide a summary of any recent literature that may be relevant to the research

6. Provide a summary of relevant multi-center trial reports

7. Has the informed consent been altered since the last approval? Yes or No. If yes, provide a copy of the current informed consent document and IRB approval of modifications and any newly proposed consent document.

D. Adverse Events:  Provide this information about subjects enrolled under this HSRC approval for the period since your last report.  All Adverse events should have been reported at the time of the event, this is a summary report do not use it for initial reporting of adverse events. If there were none, enter 0.

1. No. of adverse events: _____   Explain how you handled each adverse event.  

Were any of these adverse events unexpected or more serious than expected?   Yes    No  

If yes, did you send us an Adverse Event report?      Yes    No

Please request the Adverse Event Report form from Dr. Lemke (christinelemke@scuhs.edu), complete it and send it to the IRB immediately under separate cover.

2. No. of complaints:  _____  Explain how you handled each one.

3. No. of subject withdrawals:  _____  For each, explain why the subject chose to withdraw or why you withdrew the subject from the study.

4. No. of protocol violations:  _____  Explain how you handled each one.

E. Conflict of Interest:  Have there been any changes since your last approval in financial interest for any members of the research team?   Yes    No     If yes, provide a copy of the letter you received from the Office of Research about how this conflict should be managed.
F. Funding:    

Is there new funding proposed for this activity?   Yes    No     If yes, complete a Modification form and send it to us with a complete copy of the proposal under separate cover.

BOX FOR COMMITTEE USE ONLY

 ___________________________________________   _____________   Approve     Disapprove 
 Human Subjects Review Committee Signature                        Date 
 Subject to the following conditions: ______________________________________________________

 ____________________________________________________________________________________

 Period of approval is one year, from_____________________ through________________________

*VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED*
IRB USE ONLY Project ID: _____








