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Modifications 
After approval, researchers must carefully adhere to all aspects of the approved protocol.  Any changes must 
receive prior IRB approval, unless a change is necessary to eliminate an immediate hazard to participants.  
This document describes requirements for modifications (changes) to approved research. 

What constitutes a modification? 
A modification is any change from the IRB-approved protocol.  Examples include, but are not limited to: 

o adding, removing, or revising study procedures 

o personnel changes 

o changing PI or supervising investigator 

o adding or removing study personnel  

o changes to institutional affiliation of PI, supervising investigator, or study personnel 

o revising the project title 

o changing funding source(s) 

o changing recruitment plans and methods 

o new or revised advertisements, flyers, or other recruitment materials 

o increasing the number of participants 

o changing inclusion or exclusion criteria 

o changing the informed consent process or informed consent form(s) 

o new or revised measures, stimuli, surveys, interview questions, etc. 

o changing confidentiality or privacy protections 

o changing plans for data sharing or future use 

Modification Approval Process 

Non-exempt research 
Any modification to non-exempt research must receive IRB approval prior to implementation, unless the 
modification is necessary to eliminate an immediate hazard to participants.  Researchers should submit an 
amendment for modification in OneAegis (IRBManager).  IRB staff then determine the appropriate level of 
review (convened IRB or review by a designated IRB member) for the proposed changes. 

Minor modifications are changes to non-exempt research projects or materials that do not increase risk or 
raise significant ethical concerns.  Examples of minor modifications include changes in title, co-investigators 
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or research assistants, and/or funding sources; addition or modification of procedures that are eligible for 
expedited review; most wording clarifications to consent documents or recruitment materials, etc.  Minor 
modifications typically do not require review by the convened IRB—instead, these submissions are reviewed 
by IRB Chair(s) or designated IRB members. 

Exempt Research 
Modifications to exempt research need prior IRB approval only under certain circumstances. Information 
about these circumstances can be found in IRB guidance on Modifications to Exempt Research. 

Personnel Changes 
Changes in principal investigator, supervising investigator, or any research personnel require prior approval 
for both exempt and non-exempt research.   All research personnel must have completed the 
appropriate CITI human subjects protection training course before the amendment form may be submitted.   

The IRB application is simplified for changes in study personnel, and approval is often finalized within a few 
business days.  

Changes in PI or supervising investigator typically require revisions to recruitment and consent materials; 
ensuring updated materials are submitted with the amendment form facilitates a faster review process.   

Affiliation of Study Personnel 
IRB approval of personnel applies ONLY to the institutional affiliation indicated at the time approval is 
granted.  Therefore, changes to the institutional affiliation of existing personnel who will continue working on 
the project (e.g., a person leaves Iowa State, an external collaborator changes institutions, etc.) must receive 
prior approval.  This applies to both exempt and non-exempt research. 

Affiliation changes may require new reliance agreements between Iowa State and the new collaborating 
institution.   
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