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APPLICATION FOR RENEWAL OF RESEARCH USING HUMAN PARTICIPANTS

Name of Principal Investigator: 

Department: 

Tel.: 

Name of Co-PI: 

Department: 

Tel.: 

Project Title: 

IRB Number Assigned to Project: 
Date Previous Approval Expires: 

PLEASE NOTE:

· You may not continue to use human participants beyond the expiration date of your previous approval unless you have received Institutional Review Board (IRB) approval. If you wish to continue using human participants or collecting data for your project after the expiration date indicated above, your renewal application must be reviewed by the IRB no later than 30 days prior to the project expiration date.

· Any desired changes to research protocol as previously approved must be submitted to the IRB.  

Please e-mail the completed application to irb@frostburg.edu, or send it to the Office of Sponsored Programs, 229 Hitchins.

Who Must Renew?

Please indicate YES or NO for each of the following questions to determine whether or not your project requires renewal.

1.
Will you obtain data through intervention or interaction with human participants?



2. Will you continue to obtain private information on human participants?

3.
Will you analyze or manipulate data previously collected from human participants in a way that increases risk to human participants beyond the level previously approved for this project?



4.
Is the Principal Investigator on the continuing project different from the Principal Investigator approved by the IRB?

5.
Is this project currently receiving external funding or do you anticipate receiving external funding for this project?



If you answered “yes” to question 1, 2, 3, or 5 please submit a renewal application.

If you answered “yes” to question 4 the new Principal Investigator must submit an initial application for new research involving human participants.  Please call 687-7097 to request an initial application form or download the application from the ORSP web site.

If you do not plan to continue this project and have checked “NO” for all of the above renewal questions, please indicate this by signing and printing your name below.

Name: _______________________________________________________________________________

Instructions for Completing the Renewal Application

1. Minor modifications may be made without IRB approval, but must be reported now.  Modifications that affect participant selection, risks & benefits, or confidentiality are considered substantial and require IRB review.  If any materials relevant to the use of human participants have been or will be modified, please include a copy of the modified proposal, identifying the proposed changes.  
2. Include a final copy of the consent form(s), for review.  (This will be hand-stamped with the date of IRB approval and copies must be used.) 
3. Indicate how many people have participated in the research.

4. Include a summary of any unanticipated problems and information regarding adverse events involving human participants since the previous IRB review.  (In many cases, such a summary could be a brief statement that there have been no unanticipated problems and that adverse events have occurred at the expected frequency and level of severity documented in the research protocol, in informed consent document, and any investigator brochure.)
5. Include a summary of any withdrawals of subjects from the research since the last IRB review.
6. Include a summary of any complaints about the research since the last IRB review.

7. Summarize any recent literature that may be relevant to the research and any other relevant information, especially regarding associated risks.
8. Do you expect the project to be funded by an external agency?  If so, and it is an agency different from the one originally reported, please provide the name and address of the agency that you expect will provide the funding.

9. Indicate the specific location (building and room number) in which the official records of this research project will be retained.

SIGNATURE ASSURANCE SHEET

Principal Investigator/Student Assurance Statement

I understand Frostburg State University’s policy concerning research involving human participants and I agree:

1. To accept responsibility for the scientific and ethical conduct of this research study.

2. To obtain prior approval from the Institutional Review Board before amending or altering the research protocol or implementing changes in the approved consent form.

3. To immediately report to the IRB any adverse reactions and/or unanticipated effects on participants which may occur as a result of this study.

4. To complete, on request by the IRB, the Continuation/Final Review Forms.

SIGNATURE: ___________________________ DATE: _________________

TYPED NAME: _________________________________________________

Faculty/Research Advisor’s Assurance Statement:

I certify that I have read and agree with this proposal, that the P.I. has received adequate training to perform this research and will receive adequate supervision while performing this research.

SIGNATURE: ___________________________ DATE: _________________

TYPED NAME: _________________________________________________

*If the principal investigator is completing this project to meet the requirements of Frostburg State University academic program the student’s faculty/research advisor must also sign the Signature Assurance Sheet.

Applications must be in Time New Roman or Arial font, 10 or 12 pitch, be left-justified, and paginated (including supporting material).





E-mailed submissions are encouraged; however, an original signature page must be mailed in hardcopy.








