Research and Doctoral Committee Proposed Procedures for Processing IRB Applications

Responsibilities of the Student

1. Complete the required CITI Training: http://research.unc.edu/ohre/educ.php.  

2. Attend a SILS IRB Workshop.  SILS IRB Workshops are held at the end of each semester (Fall, Spring and Summer) and the start of the Spring semester.    

3. Read the annotated application and view the example applications: http://sils.unc.edu/research/sils-irb/examples.

4. Prepare the application. The application can be found online at: http://research.unc.edu/ohre/forms.php, along with templates for consent forms.

5. Proof-read and edit your application and make sure it makes sense.  Remember, careless errors and sloppy work is a reflection of your integrity! 

6. Review the IRB Checklist of Items (found on page 2 of the IRB application) and ensure that you’ve included all of the necessary supplemental documents.  You should indicate that you’ve addressed each item by placing a check next to the relevant items.  

7. Submit the IRB application to your faculty advisor for review.

8. After reviewing your application, your faculty advisor may ask you to make some changes.  You may also have to engage in a few iterations of feedback/revision with your faculty advisor.  

9. Your faculty advisor will approve your IRB by signing it (in two places).  Once you’ve retrieved the signed application, you should also sign it (in two places) and submit it to the OFFICE STAFF in this SILS office.   She will also conduct a brief review of the application (contacting you if there are problems) and forward the application to the University IRB.

10. After you’ve received approval from the University IRB, you may start your study.  You cannot recruit participants or collect data until your study has been approved. 

11. If you modify your study design (e.g., instruments, questions, protocol or recruitment strategies), you will need to submit a modification request BEFORE continuing.  This form is called Modification of Approved Human Subjects Research.  It can be found at: http://research.unc.edu/ohre/forms.php.  Submit it directly to the University IRB. 

12. IRB approvals only last for one year, after which time they need to be renewed or terminated.  Please note that data analysis and writing are considered parts of your “study.”  Assuming that your study will last approximately one semester, you should complete and submit the Request for Renewal of IRB Approval or Study Closure, after you’ve submitted your master’s paper.  The form is at: http://research.unc.edu/ohre/forms.php.  Submit it directly to the University IRB.

*where student refers to undergraduate or master’s student

Responsibilities of the Faculty Advisor
1. Complete the required CITI Training: http://research.unc.edu/ohre/educ.php.  

2. Proof-read and edit the student’s application to ensure that the study methods and procedures are described fully and logically.  Provide feedback to the student and ask for revisions if appropriate.  Remember that most students have no experience conducting research or completing one of these applications, so you may need to engage in several iterations of feedback.  Also remember that things should be described at a level of detail that would allow you to conduct the study if necessary.  At this point, all major (and even minor) decisions about how the study will be conducted and how participants will be recruited should have been made and described. 

3. Step 2 is extremely important because the Office Staff will not be able to check for this.  These documents will be submitted to the University IRB and reflect the quality of our school and our standards.  

4. Examine the IRB Check list (on page 2 of the IRB application) to verify that the student has included all necessary supplemental documents.

5. Once you approve of the IRB application, ask the student to submit the application to the OFFICE STAFF.

6. Note:  If you are submitting your own IRB application, then you should submit your application to the OFFICE STAFF. If you have not submitted many IRB applications please review the annotated application and example applications: http://sils.unc.edu/research/sils-irb/examples. You might also consider attending a SILS IRB Workshop (http://sils.unc.edu/research/sils-irb/). 

Responsibilities of the Office Staff
1. Check the application to ensure that the submission is complete, and there are no major omissions.  Also, if there are significant problems with spelling, grammar, formatting, please ask applicant to fix.  Specific items to check for completeness are

a. Page 1:  fill in the blanks correctly

b. Page 2: correct materials enclosed

c. Page 3: Appropriate signatures


d. Page 4: Summary checklist appropriately specified

e. Page 5: conflict of interest filled in

f. Page 13-15: that informed consent is handled by one of the approved means

g. Consent form included

h. Advertising materials included

2. Once the application is ready to send to the campus IRB, make copies of materials as required by IRB and then send to campus IRB.

3. Keep records of the following when

a. IRBs are received by you

b. you send them back to student/faculty

c. IRBs are forwarded to the campus IRB, 

d. IRBs are sent back to SILS

e. IRBs are successfully approved. 

 (In the spring of 2010 we expect to this to be replaced when the IRB process becomes electronic and it is expected that they provide this record keeping).

