Protocol Modification/Amendment Application
Kenyon College IRB for Human Subjects Research
This form is to be used when substantial changes are being made to the project/protocol. Federal regulations require “prompt reporting to the IRB of proposed changes in a research activity” and “such changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject.” (45CFR46.108(a)(3)(iii))
Instructions: This application is to be copied to your own files, completed, saved and submitted as an email attachment to the IRB IRB@kenyon.edu along with all other required documents. If you have questions or need assistance, please contact the IRB.

Today’s Date:      

1. Project/Protocol Information
Protocol Number:         (required)
Project/Protocol Title:      
Originally reviewed and approved:   FORMCHECKBOX 
 Exempt
 FORMCHECKBOX 
 Expedited
 FORMCHECKBOX 
 Full Board


2. Principal Investigator’s Contact Information
Name:  First:        Last:      
PBX:        email:      
Status:   FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Student   FORMCHECKBOX 
 Administrator  FORMCHECKBOX 
Guest Researcher


3. Kenyon Faculty Adviser’s or Kenyon Host’s Contact Information   (All student PI’s are required to have a Faculty Adviser.  All Guest Researchers must have a Kenyon Host.)

Name:   First:        Last:        Department:      
PBX:        email:      
Status:   FORMCHECKBOX 
 Faculty   FORMCHECKBOX 
 Administrator


4.  Amendment Information

What element(s) of the approved project are you proposing to change?

 FORMCHECKBOX 
 PI/Faculty Adviser

 FORMCHECKBOX 
 Protocol (methods, instruments, data collection, intervention, recruitment)

 FORMCHECKBOX 
 Study Population (ages, selection criteria, inclusion of vulnerable subjects, or change in number)
 FORMCHECKBOX 
 Recruitment methods or materials

 FORMCHECKBOX 
 Consent Procedures

 FORMCHECKBOX 
 Consent Documents

 FORMCHECKBOX 
 Use/purpose of data; include additional analysis, change or addition to final report and/or presentations/publications
 FORMCHECKBOX 
 Administrative Changes

 FORMCHECKBOX 
 research team
 FORMCHECKBOX 
 contact information

 FORMCHECKBOX 
 title

 FORMCHECKBOX 
 funding Sources

 FORMCHECKBOX 
 Other      
Describe the changes in DETAIL:      

Explain the rationale for the above change(s). [e.g. what prompted the PI to propose the amendment]
     
Does the amendment alter, in any way, the assessment of potential risks as described in your approved protocol?

 FORMCHECKBOX 
  YES

 FORMCHECKBOX 
  NO

Explain why or why not:      
Describe the anticipated benefits of the change(s):      
Do these potential benefits outweigh the risks? 

 FORMCHECKBOX 
 YES

 FORMCHECKBOX 
 NO



5. Required Documents 
The proposed changes require:
 FORMCHECKBOX 
 Revised Application/Protocol form
 FORMCHECKBOX 
 Revised consent form(s): If the risks are meaningfully increased, all subjects may have to be reconsented.
 FORMCHECKBOX 
 New recruitment materials
 FORMCHECKBOX 
 New instruments for collecting data

 FORMCHECKBOX 
 Permission from cooperating institution(s) [e.g. school, college, day care center, et.]

 FORMCHECKBOX 
 Other   Specify:      
If you checked any of the above please include the revised documents as email attachments to IRB@kenyon.edu The IRB may require additional changes to the protocol or documents.


6. Assurances

 FORMCHECKBOX 
 If you are a Student P.I. or a Guest Researcher, please have your Faculty Adviser or your Kenyon Host email the IRB at IRB@kenyon.edu to say that they have seen and approve of the amendment(s). 
If risks or subjects populations have changed, the IRB may re-review a protocol at a different level of review from the originally approved protocol.


ATTENTION:  No research may be done using the amended protocol until you have received IRB approval for the changes.
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