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Part I: Project Renewal Cover Sheet

	Instructions       Please type your responses directly into the gray boxes.  Be sure to save a copy of the completed application.  Completed IRB applications and accompanying materials can be placed in the IRB Drop Box folder on the J:Drive (create a folder named with your SNC login ID, e.g., smitjr, and store all of your files within it; you can also use the login ID to name individual files, e.g., smitjr_consent).  Alternatively, click here to submit your material via email, or mail printed copies to:  Institutional Review Board, c/o Raymond M. Zurawski, Ph.D., St. Norbert College, De Pere WI 54115.



	A. Basic Project Information

	Study Title:                                   

	Today’s Date:      

	B. Principal Investigator(s) (PI)



	Name(s):      
Program/ Unit:                                                           Institution:      
City, State, Zip:      
Phone: (   )   -       Fax: (   )   -       Email:      


	C. Principal Investigator Status



	

	 FORMCHECKBOX 
 SNC Faculty Member
	 FORMCHECKBOX 
 SNC Administrator/Staff Member

	 FORMCHECKBOX 
 SNC Student
	 FORMCHECKBOX 
 Guest or Other

	

	D. SNC Supervisor/Collaborator (to be completed if PI is a student or guest)  

	Name:      
	Phone: (   )   -    
	Email:      


	Program/Administrative unit:      
If applicable, provide course discipline, number, title:      


Part II: Project  Renewal Checklist

	Instructions  For each item in sections A, B, and C of Part II, please check the box that best describes the features of your project during the past year, and fill in the requested numbers and date as appropriate  in Part C)


	A. Project Status



	Level of Risk


	Minimal risk to participants


	More than minimal risk to participants

	1. In its most recent review of this project, the IRB determined that the project involves… 


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Phase of Project


	Check one:



	2. Participant enrollment has begun, but data have not yet been collected from enrolled participants.
	 FORMCHECKBOX 



	3. Participant enrollment and data collection from enrolled participants are ongoing.
	 FORMCHECKBOX 


	4. Participant enrollment closed, but data collection from enrolled participants is underway.

	 FORMCHECKBOX 


	5. Participant enrollment and data collection are completed.  Renewal is needed only for work on data analysis and preparation of presentation/publication of the findings.


	 FORMCHECKBOX 


	B.  Conduct of Project



	Since the project was last approved by the SNC IRB…


	Yes
	No

	1. …have you had any problems recruiting participants?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. …did any participants withdraw from the project (either by their choice or that of the PI)?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. …have there been any participant complaints regarding the research project?                    


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. …have any progress reports on the project been prepared or submitted, such as those submitted to funding agencies, collaborating sites, or other bodies?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. …has any literature or other information or relevant research been published that might change the understanding of risks and/or benefits of the project?


	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. …have any unexpected problems or outcomes occurred related to the research project?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. …has the security of  project materials related to participants been breached?

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. …have you made any changes to the research protocol?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Consent/Assent Procedures


	Yes
	No

	9. If the application for renewal is approved, will you be enrolling and collecting data from additional participants during the approval period?
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	C. Participant Numbers




	Provide the information requested in the table below.  If your project has been active for one year or less,  you may leave columns 4 and 5 blank.



	1
	2
	3
	4
	5

	Participant Category (parents, students, community members, etc.)
	Number who Consented/Agreed to Participate in last IRB Approval Period
	Number of Withdrawls in last IRB Approval Period
	Total Number who consented/agreed to participate since project began
	Total Number of withdrawls since project began

	     
	   
	   
	   
	   

	     
	   
	   
	   
	   

	     
	   
	   
	   
	   

	     
	   
	   
	   
	   

	     
	   
	   
	   
	   

	Totals for each column
	   
	   
	   
	   

	What is the expected end date for the research project?                            (mm/yy)

(include data analysis and presentation/publication in estimate) 




Part III: Project Renewal Narrative

	A. Narrative Summary of Progress


	· In the field below, explain in a narrative form your progress on the project to date.   The narrative should include such things as: (a) stage of subject participation, (b) phases of the project completed, (c) goals achieved, (d) preliminary analyses/findings, and (e) problems you have encountered and, if applicable, the actions you have taken to correct them.

· In particular, be sure that your narrative provides an adequate explanation for any items in Part IIB that you answered “Yes” 


·      


Part IV: Attachment Checklist
(Have you attached appropriate supporting documentation?)

	A. All applications must include the following documentation 


	Check if

Attached

	1. Copies of previously approved IRB stamped copy of the consent/assent form(s) you used during the past approval period.

	 FORMCHECKBOX 


	B. One or more of the following may be required


	Check if attached
	Check if Not Applicable

	2. If you will be enrolling additional participants during the approval period, please attach an unstamped version of the consent/assent form(s) that you will be using.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. If you have made any changes to the consent/assent form(s) that you will be using, please attach an unstamped version of the form(s).
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. If you have made any changes to the research protocol, please attach a description of the changes made.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. If there has been a change in the research staff, including principal investigator(s), SNC supervisor(s)/collaborator(s), or any other members of the research team, please attach a list of their names and contact information.
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. If the study is supported either by internal or external grants or funding, please attach a document listing title of grant and name of funding agency.


	 FORMCHECKBOX 

	 FORMCHECKBOX 



(continued on next page)

Part V: Investigator Assurances

	A. If the request for renewal is approved, as Principal Investigator, I certify the following:



	7. I have reviewed this protocol and acknowledge my responsibilities as Principal Investigator.

	8. The information in this submission accurately reflects the proposed research.

	9. I will promptly report to the IRB any unanticipated problems and adverse events, as well as any findings during the course of the project that may affect the risks and benefits to the participants.

	10. I will obtain prior written approval for modifications (amendments) to this protocol including, but not limited to, changes in procedures.

	11. I accept responsibility for assuring adherence to applicable Federal and State research regulations and SNC policies relative to the protection and welfare of participants enrolled in this project.



	12. I understand that this project is subject to continuing review and approval by the SNC IRB.


____________________________________________
______________________________________________

Principal Investigator (PRINT NAME)


Faculty Supervisor (if PI is a student) (PRINT NAME)

____________________________________________
______________________________________________

Principal Investigator (SIGNATURE)


Faculty Supervisor (if PI is a student) (SIGNATURE)

____________________________________________
______________________________________________

DATE






DATE











Instructions:





Make certain all applicable questions on this form have been answered.


Include additional materials as appropriate 


If, your project was declared by the IRB to involve “more than minimal risk” and you will be enrolling 


or collecting data from participants during the approval period, your request for renewal must be


approved at a regularly scheduled meeting of the IRB (see … for meeting dates and submission


deadlines.


Completed applications and accompanying materials should be submitted to either (a) the IRB Drop Box folder on the J-drive of the campus network or (b) the IRB email address by clicking � HYPERLINK "mailto:ray.zurawski@snc.edu?subject=IRB%20Application" ��here�,


 or (c) the IRB campus mail address, c/o Raymond M. Zurawski, Ph.D., St. Norbert College, De Pere WI 54115.














 














