(IRB) INSTITUTIONAL REVIEW BOARD OF

CALIFORNIA STATE UNIVERSITY, SAN BERNARDINO
Human Subject Protocol Renewal and Continuing Review Form
DATE:

IRB NUMBER:



EMAIL ADDRESS(S): 

REVIEW CATEGORY: If your application was originally submitted and approved under the exempt category, you DO NOT have to file for renewal. Please check off the appropriate category below if your application was originally approved under expedited or full board review.

EXPEDITED  FORMCHECKBOX 

FULL BOARD  FORMCHECKBOX 

INVESTIGATOR(s)/RESEARCHER(s) NAMES: 
DEPARTMENT:

PROJECT TITLE: 
The above human subjects protocol is due for renewal. Please answer the following questions listed and return this form to the IRB Coordinator - Mr. Michael L. Gillespie in the Office of Academic Research. You may contact the IRB Coordinator by email at mgillesp@csusb.edu. 
Do you want to renew the above named protocol?




Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

If you want to renew your protocol, please address the following questions listed below. If the answers to any one of the below questions is “YES” please elaborate the specific details on this form or on a separate piece of paper and attach to this form.
In accordance with federal regulations for continuing review (45 CFR 46.109(e)), the CSUSB IRB conducts an annual review of all currently approved projects.  Please answer the questions below and return them to Michael Gillespie, Research Compliance Officer in the Office of Academic Research (UE-108).

1. Actual or anticipated ending date of project:

2. Total number of subjects enrolled to date:

3.  Is the study permanently closed to enrollment?  



Yes  FORMCHECKBOX 
    
No  FORMCHECKBOX 


If you responded “Yes” please answer a, b and c.


a. Have all research interventions been completed? 


Yes  FORMCHECKBOX 
  
No  FORMCHECKBOX 


b. Is long-term follow-up of subjects continuing? 


Yes  FORMCHECKBOX 

No  FORMCHECKBOX 


c. Are the remaining research activities limited to data analysis?
Yes  FORMCHECKBOX 

No  FORMCHECKBOX 

4.  Have there been any adverse events or unanticipated events during the research study? 
 


Yes  FORMCHECKBOX 
   
No  FORMCHECKBOX 

If Yes, please explain below or on a separate document as needed and submit with this renewal and continuing review form. 

Also, if you answered Yes to question 4 please note you must report adverse events and unanticipated problems to the IRB promptly because they must be promptly reported to the federal Office of Human Research Protections (OHRP). For more information visit the OHRP website at https://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/. 
Describe adverse event or unanticipated problem here: 
5.  Have any changes been made to the original protocol?  Yes  FORMCHECKBOX 
  

No  FORMCHECKBOX 

6. Did you received IRB approval before implementing the change/modification/amendment to your protocol?









        Yes  FORMCHECKBOX 
             No  FORMCHECKBOX 

Please note if you selected No on question 6 you must have received IRB approval to all changes no matter how minor, before implementing the changes in your protocol. If you made a change without prior IRB approval, you must contact the IRB Research Compliance Officer, Michael Gillespie, at mgillesp@csusb.edu or by phone 909-537-7588, to discuss the matter.

7.  Do you have signed consent forms? 
 
Yes  FORMCHECKBOX 
    
No  FORMCHECKBOX 

     Do you have records with subject names? 
Yes  FORMCHECKBOX 
    
No  FORMCHECKBOX 

If you selected Yes to either question above (question 7), describe and clarify below where the participants data is stored and secured to ensure the confidentiality of the participations information is secured and protected.

8.  In one paragraph, summarize the findings of your study to date (use as much space as needed below).

Investigator(s) Assurance:
The information and answers to the questions above is true and accurate to the best of my knowledge and I understand that prior IRB approval is required before initiating any changes that may affect the human subject participant(s) in the originally approved research protocol. I also understand that in accordance with federal regulations I am to report to the IRB or administrative designee any adverse events or unanticipated events that may arise during the course of this research.

Signature of Investigator(s)/Researcher(s)



           Date

Signature of Faculty Advisor for Student Researchers                                  Date

Approving Signature of IRB Chair or IRB Chair Designee


Date

Renewal/Continuing Review Approval granted from ____/____/______ through ____/____/______                     
