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APPROVED PROTOCOL EXTENSION FORM
Instructions: Complete this form if you would like to renew an approved human subjects research project.  Submit this form no later than four weeks before the project’s expiration date to avoid any disruption in research activities. Projects that involve long-term follow-up of subjects must remain open, even if enrollment of new subjects has ended.

Note that no subjects (new or otherwise) may be tested prior to receiving IRB approval for the protocol’s extension.
Project Title:___________________________________________________________

Principal Investigator: _________________________ email _____________________

Faculty Supervisor (if applicable):__________________ email ___________________

Department: _______________________
College: _________________________

Original Approval Date _______________
Last Approval Date ________________

Status project was assigned:   ___ exempt
 ___ expedited
___ full board

For proposals which were originally exempt or expedited, submit one original and  one copy of this form to the IRB which initially approved the research.  For proposals which initially received full board review status, submit one original and five copies to the IRB which originally approved the research.

Request Project Continuance

 __   Active - project is ongoing

 __   Currently inactive - project was initiated but is presently inactive

 __   Inactive - project was never initiated but the anticipated start date is ____________

Total number of subjects tested to date _____________

Total number of subjects tested since the last IRB review ____________

Total number of subjects withdrawing their participation once initiated   ___________


Explain the reason(s) why subjects withdrew.    ___ not applicable

Problems/adverse Events

 ___   No problems/adverse events have occurred

 ___   One or more problems/adverse events have occurred


 ___  All have been reported to the IRB

 ___  One or more have not been reported to the IRB (complete and attach the                

          human subjects incident report form)

Relevant literature/findings

Describe any recent literature or findings since the last IRB review which may affect participants’ willingness to participate, risks, and/or vulnerability status. If any of the proposed changes increase the risk level and/or increase participants vulnerability status, you must provide explicit rationale and justification for the change, and a means by which the effect of these changes may be minimized.  This information must be included in the informed consent document/script.

Changes to project

Indicate which of the following changes (modifications or addendums) you would like to make, if any.
___   No changes are requested

___   Project personnel - for a new PI or faculty supervisor, send copy of IRB training                                

         completion certificate(s) to SUU’s OSP 

___   Testing location(s) - attach letter requesting permission from site manager

___   Testing materials or apparatus

___   Participant selection or recruitment

___   Incentives/compensation for participation

___   Procedures

___   Informed consent

___   Other (please describe)

For each change requested above, indicate what/how you proposed initially (i.e. that which was approved) and the modifications/addendums you would now like to make.  For each change, address what if any impact the change might have on a) risks and benefits to the participants and others, and b) the vulnerability status of participants.

Informed Consent

Attach a clean copy of the currently approved informed consent document/script and the proposed document/script.

If informed consent requirements were previously waived by the IRB committee, summarize the reason(s) below.

The information provided in this report is accurate to the best of my knowledge.  I assure the IRB that my work involving human participants has been conducted in accordance with policy 6.20 of Southern Utah University, and within the previously approved protocol and conditions, if any, imposed by the IRB.

_____________________________

____________________

principal investigator’s signature


date

_____________________________

_____________________

faculty supervisor’s signature


date

****************************************************************************************************

IRB use only

Reviewer ____________________________
Date ___________________
___  None of the proposed modifications/addendums will likely have a negative impact on risk       

        level, vulnerability status, or participants’ rights

___One or more of the proposed modifications/addendums will likely have a negative impact on:


__ risk level

__ vulnerability status

__ participants’ rights

Briefly describe which of the proposed modifications/addendums may have a negative impact (if applicable)

There are new findings/recent literature which could have an impact on risk level, vulnerability status, or participants’ rights.   __ yes    __ no


If yes, please explain





 ___   Extension request approved


 ___   Concerns exist.  Request a full board review


 ___   The following section(s) were omitted, filled out incorrectly, and or insufficiently                                                     

                      and needs to be addressed by the primary investigator/supervisor.



Section list:



____________________________________

__________________



Reviewer’s signature





Date

