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such a case, the modification must be promptly (no longer than 30 days) reported to 
the IRB via a reportable event, and the IRB will review the change to determine that 
it is consistent with ensuring the research subjects’ continued welfare. 

2. SmartForm updates such as changes to non-key personnel, contact information, or 
project durationshould be filed with the IRB in eBridge as described in this procedure 
prior to initiating the changes.   

 
SUBMITTING AMENDMENTS 
1. Amendments must be reviewed and approved prior to incorporating the proposed 

change(s) into the project.  When an Investigator receives an amendment or a 
request for change to the approved project, they must submit the amendment 
promptly to secure final IRB approval within 90 days from notification of the change.  
In addition, Investigators and project teams should work to respond quickly to any 
requested modifications to meet this expectation.  This timeframe ensures the 
changes can be implemented in a timely process to protect the rights, safety, and 
welfare of their subjects and that the continued conduct of the project is carried out in 
accordance with the protocol.  

a. Changes identified as part of a deferred funding review must be submitted 
within 30 days of the modifications being requested.  

i. Research teams should open an amendment to address the changes 
identified as part of the deferred funding review.   

2. Examples of changes that need review by the IRB include but are not limited to: 
a. Change in PI 

i. This change requires the new PI to complete and sign the Agreement 
of Investigator Responsibilities form and upload this document into the 
Project Workspace. 

b. Increase or decrease of enrollment numbers  
c. Adding or removing a subject population (such as minors) 
d. Change in recruitment methods  
e. Change in the consent form  
f. Change to an Investigator Brochure or device information  
g. Change in procedures  
h. Adding or dropping an arm of the project 
i. Change to questionnaires, surveys, interview scripts  
j. Change in funding source (new or updated) 
k. Change in the title of the project 
l. Addition of new project sites or locations which will be under the direction of 

the Principal Investigator. For more information see IRB SOP: Reliance 
Agreements for Multi-Site Projects. 

m. Change to the approved NIH Data Management and Sharing Plan 
n. Change to a Significant Financial Interest and/or changes to a MCW 

Financial Conflict of Interest management plan 

 

3. Investigators must describe the changes proposed to the approved project in the 
eBridge AME SmartForm ..96.4  4(5l.4(prov)5.kspace.) 
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which the protocol will be reviewed, if applicable.  The IRB C2 should be contacted 
for questions related to the amendment.   

SMARTFORM UPDATES TO PROJECTS  
1. SmartForm updates encompass changes that may be made to the eBridge 

SmartForm without IRB review or changes which must be reviewed and 
acknowledge by IRB Staff prior to incorporating the change into the project.  

 
a. Changes which do not require review: 

i. Changes to phone/pager for after-hours contact 
ii. Changes to Individuals who can edit the SmartForm 
iii. Changes to Individuals who will receive emails from eBridge 

 
b. Changes which require IRB Staff review:  

i. Changes to Coordinator 
ii. Changes to non-key personnel  
iii. Changes to the estimated duration of project  

 
2. When an Investigator receives a request for an administrative change to an 

approved project that falls within the scope of the following activities, the change may 
be submitted via eBridge using the “Update My Project” funcmf6 re
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6. If the request is found to not be acceptable by IRB staff, the Investigator and 
project staff will be notified of the determination and reason for the 
determination via eBridge.  
 

 
REFERENCES: 
21 CFR 56.108(a) (4); 45A, Part 46, Section 103(b) (4) (iii) 
 
SUPPORTING DOCUMENTS: 
IRB Form: Agreement of Investigator Responsibilities Form 
IRB SOP: Reliance Agreements for Multi-Site Projects 
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