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• Routine post-IRB approval monitoring is a compliance review of the 
conduct of IRB-approved studies that are meant to be educational to 
help improve research practices. Those monitored are selected without 
bias on specific and objective criteria, which may include studies that 
are federally funded, internally funded, pose greater than minimal risk, 
are overseen by an external IRB for review and approval, or are led by a 
principal investigator (PI) with minimal experience. Routine monitoring 
may also be may also be requested by the PI or study team.  
• Focused monitoring is the review of an IRB-approved study where the 
monitoring focuses only on one aspect of the study. For example, review 
of only the consent documents and process, review of inclusion or 
exclusion criteria, etc. 
•  For-cause monitoring of a study occurs when there are perceived or 
confirmed ethics or compliance violations. For-cause monitoring may 
be requested by a department, study team member(s), UMCIRB staff, 
the IRB, or other institutional officials. For-cause monitoring visits are 
requested generally due to concerns regarding study compliance or 
subject rights and welfare. It may also be initiated due to complaints, 
repeated errors, or a lack of PI responsiveness to IRB requests.
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