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What is an Annual Status Update (ASU)?

• One of the changes associated with the 2018 Common Rule had to do 
with removing the requirement for Continuing Reviews for certain 
expedited studies approved on or after January 21, 2019. 

• While a Continuing Review is no longer mandatory for those certain 
expedited studies, MUSC does require the PI to submit an Annual 
Status Update for the study. 

• Annual Status Updates are submitted via the eIRB system and have 
been designed to collect a very limited amount of information from the 
study team. 

• It is important to note that a completed annual status update must be 
received by the IRB 30 days prior to the annual status date of the study. 

• If the researcher does not submit the MUSC required Annual Status 
Update, the IRB may consider this noncompliance.



Getting Started

• In your inbox, select the 
study that needs a Status 
Update.

• Under “My Activities” select 
“New Study Status Update”



Statuses Explained

• Enrolling Subjects and/or Collecting Data:  use this status if actively 
enrolling subjects and/or collecting data on enrolled subjects

• Enrollment Closed – Subjects continue to receive study 
treatment/intervention:  use this status once enrollment has been reached 
or closed, but are still actively treating the subjects

• Data Analysis Only – Identifiable:  use this status when enrollment is 
closed and only completing data analysis with identifiable data.

• Data Analysis Only – De-identified:  use this status when enrollment is 
closed and only completing data analysis with de-identified data.

• Enrollment Temporarily Suspended:  use this status when enrollment has 
been suspended by the sponsor/PI 

• Permanently Closed – All study activities are completed:  use this status 
when closing out/terminating the study with the IRB



Changes Reviewed

• Amendments, Status 
Changes, and Reportable 
Events automatically 
populate for the study if 
any have been submitted 
over the past year. 

• Confirmation is needed 
that all Reportable 
Events have been 
submitted. 



Documentation

• Upload anything from the Sponsor that supports approval, 
closure, or suspension of the study. 

• For Reliance studies, a Continuing Review is needed from the IRB 
of Record in order to assign new expiration dates. 



Conflict of Interest

• The statement below is a confirmation that the COI Disclosure is 
correct!

• Answer YES if the COI has not been changed
• Answer NO if the COI needs to be updated.

• If the COI needs to be updated, then submit an amendment ASAP!



General Comments

• Comment and/or upload anything that will assist in the review.



FINISH

The PI will submit 
the completed 

Study Status 
Update!
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