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What is the purpose of an Amendment?

To make changes to the currently approved study, including:
• Informed Consent Form (ICF)
• Protocol
• HIPAA
• Investigator Brochures (IB)
• Recruitment/Subject 

Materials

• Conflict of Interest (COI)
• Risks
• Enrollment Goals
• Procedures/Populations
• Study Personnel
• Other Changes

• All changes to currently approved research must be approved by 
the IRB prior to implementation, except when necessary to 
eliminate apparent immediate hazards to the human subjects. 



Full Board vs. Expedited Amendments

• Significant changes to the study such as:
• Updated risks
• Major changes to the protocol

Full Board

• Minor changes to the study, such as:
• Personnel
• Advertisements
• Administrative changes as defined in IRB policy

Expedited

IRB Policy for Amendments:
Section 3.6 – Amendment Policy and Procedures

https://research.musc.edu/-/sm/research/resources/ori/irb/policies/policies-files/hrpp-guide-section-3-6-modifications-to-approved-research-policy-and-procedures.ashx?la=en


Two parts of Amendments in eIRB:

Amendment Workspace

• Explain all the changes being 
made to the study.

• Upload tracked change versions

Modified Study

• Upload Clean Versions and 
update all applicable 

smartforms

*Use "Upload Revision" button NOT 
"Add/Remove"



Getting Started

• In your inbox, select the 
study that needs revisions.

• Under “My Activities” select 
“New Amendment”

NOTE:  Only one amendment 
can be open at a time.



Amendment Workspace:
 Category

• Determine if the changes 
are significant

• Select if risks and/or 
benefits are being 
affected by the changes

• If there is an increase in 
risk, the changes are 
significant



Amendment Workspace:
 Name

• Provide a name for the 
amendment.

• The name created here 
will appear on the 
approval letter.



Amendment Workspace:
 Request

• Select all aspects of the 
study that will be 
updated. 

• In the description, briefly 
address all changes 
being made. 

NOTE: Multiple changes can 
be made to the study!



Amendment Workspace:
 Study Personnel

• Select the category 
where the study 
personnel changes will 
be made in the study.

NOTE: In order for someone 
to be added to the study, 
make sure they have created 
an eIRB profile. 



Delete Approved Study 
Personnel Button

• The PI and main study 
coordinator can remove 
Co-Investigators and Other 
Study Team Members 
without an amendment.

• The Delete Study Personnel 
button will appear under 
“My Activities” on the main 
page of the study. 

NOTE: If there is an open 
amendment the button will 
not appear. 



Amendment Workspace: General Comments

• Upload any other relevant documents that need to be reviewed 
here!

• Documents that should not be uploaded to the General 
Comments page:

• Investigator’s Brochure
•  ICF
• HIPAA
• Protocol  



Amendment Workspace 
to the Modified Study

• Select “Click Here” to 
make edits to the 
Modified Study

• Upload all clean copies 
of documents that are 
being amended.

• Update all smartform 
content to harmonize 
with the changes being 
made. 



FINISH

The PI will submit 
the completed 

application!
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