Application for Renewal of IRB Approval

MORGAN STATE UNIVERSITY
Application for Renewal of IRB Approval
PRIVATE 

Please submit 1 copy of this form if you wish to renew IRB approval of your research project.  You must renew IRB approval of your project annually if you have not yet completed data analysis and all research activities outlined in your initial IRB application (and any subsequent amendments). 
We ask that you return all materials to ORA at least 30 days before the expiration of your current IRB Approval to allow sufficient time for the approval process.  
Project Information

Project IRB #     






Approval Expires:       
Project Title:      
Primary Investigator:      
Contact Information:


Mailing Address:      



       

Phone Number:      

E-mail:      
Co-Investigators:      
Faculty Advisor (if applicable):      
Nature of Study:


 FORMCHECKBOX 
 Faculty Research


 FORMCHECKBOX 
 Undergraduate Research


 FORMCHECKBOX 
 Dissertation



 FORMCHECKBOX 
 Graduate Research

 FORMCHECKBOX 
 Master’s Thesis


 FORMCHECKBOX 
 Staff Research


 FORMCHECKBOX 
 Other      
 Determination of Risk:


 FORMCHECKBOX 
 Minimal



 FORMCHECKBOX 
 More than minimal
Project Status
Please check below.

a.  FORMCHECKBOX 
 Project has not yet started.

b.  FORMCHECKBOX 
 Participant enrollment and data collection is on-going.

c.  FORMCHECKBOX 
 Participant enrollment closed, but data collection procedures are still underway.

d.  FORMCHECKBOX 
 Participant enrollment and data collection have been completed, but follow-up has yet to be conducted.

e.  FORMCHECKBOX 
 All data collection activities have been completed; renewal is needed for data analysis only.

Participant Numbers

1. How many participants have been enrolled since initial IRB approval?       
“Enrolled” means recruited and consented. If you have renewed your project more than once, please refer to previous renewal applications to calculate the total number enrolled.
2. How many participants have been enrolled since last renewal?       
If this is your first renewal, the number here should match #1 above.

3. How many additional participants are needed to complete the study?       
4. Was any participant withdrawn or did any participant voluntarily withdraw from the study?   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, how many?       
Please describe the incident(s).
Research Questions
5. Have you made any changes to the research protocol for this project since initial approval by the IRB (e.g., in the research population, in procedures, or in design of consent forms)?  FORMCHECKBOX 
  Yes 

  FORMCHECKBOX 
  No

If yes, provide a summary of the modifications below.
     
6. Do you need to make changes to the current protocol before continuing research activities in the next year?

 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No 

If yes, attach details of the “Amendment to a Research Protocol” 
7. Describe any unexpected outcomes or problems that occurred since the last IRB review.  Note that adverse events, both expected an unexpected, must be reported.  If any adverse events were reported by participants, describe the nature of the events and explain what changes were made in the research design to respond to the report.
     
8. Is the study supported by either internal or external grants or funding?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

Name of grant:           

Name of agency:           

(If funded by more than one grant, please attach a complete list of sponsors)
Informed Consent
9. Please attach an unsigned copy of the consent/assent form(s), that you used during the past approval period.

10. Will you be enrolling additional participants?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No
If yes, please attach an unsigned and unstamped version of the consent/assent form(s) that you will be using during the next approval period. 

Research Summary
11. Provide a summary of the research findings obtained to date.  If you have not yet begun to analyze data, describe the activities that have taken place to date and what you hope to accomplish during the next approval period.

     
Signatures
I assure that all information is accurate and that no changes will be implemented until IRB approval has been granted.  If the IRB protocol requires use of a signed consent form, I certify that I will obtain a signed copy from each human subject and store it securely in my research files.

___________________________________________
___________________________________________

Investigator 
Date
Co-Investigator 
Date


___________________________________________
Faculty Advisor (if applicable) 

     Date
OSPR – 05/11
Return the completed renewal application to: irb.research@morgan.edu
Division of Research & Economic Development




Tyler Hall 304; Attn: IRB Administrator
Phone:
443-885-4340;
 Fax:
443-885-8280
E-mail: Edet.Isuk@morgan.edu
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