 SEQ CHAPTER \h \r 1PROPOSED CHANGES TO A PREVIOUSLY APPROVED PROTOCOL

This form should be used to obtain approval for changes (modifications or addendums) to a previously approved IRB proposal.  Examples of changes include but are not limited to: a change in the primary investigator (or supervisor if PI is a student), changes to the materials list, participant selection and/or recruitment, incentives/compensation for participation, procedures, and/or informed consent.   Approval must be obtained prior to initiating these changes, unless they are to eliminate an immediate risk to participants or others.  If this is the case, the IRB chairperson and the director for the office of sponsored research (Valerie Cheeseman: 865-8175) must be contacted immediately.  

Note that a change in the number of research participants does not require approval unless participants meet the definition of vulnerable and/or the proposal was judged to involve greater than minimal risk.  If either applies, only a decrease in the number of participants may be made without first seeking approval.  

Answer all questions thoroughly.  Write N/A for any question that is not applicable. 

1. TITLE OF PROPOSAL:
2. PRINCIPAL INVESTIGATOR: (Name, dept., college, phone #, e-mail & fax).  

3. SUPERVISOR (IF PI IS STUDENT):  (Name, dept., college, phone #, e-mail & fax)

4.  PROTOCOL SUMMARY.  Summarize in 100-250 words what you set out to find and how         you are going about doing it.

5.  PROPOSED MODIFICATIONS

List all desired modifications/revisions by indicating what/how you proposed initially (i.e. that which was approved) and the modifications you would now like to make.  For each modification/revision 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.  

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.

6.  PROPOSED ADDENDUMS

List all desired addendums to the previously approved proposal.  For each addendum, 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.  

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.

7.  ATTACHMENTS


When and where applicable, attach any new test materials, informed consent documents, etc..

______________________________________

________________________

Principal Investigator’s Signature



Date

______________________________________

________________________

Supervisor’s Signature




Date

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

IRB use only

Name of reviewer _________________________________
Date ____________________

None of the proposed modifications/addendums have a negative impact on:


___ risk level

___ vulnerability status

___ participants’ rights

One or more of the proposed modifications/addendums have a negative impact on:


___ risk level

___ vulnerability status

___ participants’ rights

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

I approve all of the proposed changes (modifications/addendums) to the previously approved protocol.



____________________________________

__________________



Reviewer’s signature





Date

I have concerns with one or more of the proposed changes (modifications/addendums) to the previously approved protocol and recommend a full board review to address these concerns.



____________________________________

__________________



Reviewer’s signature





Date

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

