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versity’s 
Federalwide Assurance (FWA). Even in the absence of knowledge or intent, noncompliance may place 
researchers, research participants, or others at risk. Researchers (Principle Investigators) are primarily 
responsible for compliance with all applicable policies and regulations. 
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o Repeated instances of failure to submit research for approval or acknowledgment 
prior to the conduct of research. 

o Repeated instances of failure to submit required IRB applications, such as 
Continuing Reviews, Modifications, and Reportable Events.  

o Repeated failure to respond to the IRB’s inquiries, contingencies, or request for 
documentation. 

 

2. What is a Major or Minor Deviation? 
 

Noncompliance can take the form of a Major Deviation or Minor Deviation. A deviation is any 
change made to an IRB approved research protocol without prior approval by the IRB. In 
determining if an event is a deviation, the researcher should consider the effect the event may have 
on the safety, rights, and welfare of participants or others and the ongoing scientific validity of a 
study. A deviation is an event which may adversely affect either of these critical elements of study 
conduct.  
 
Changes may be made to a study without IRB approval if a research participant or others may 
experience immediate hazard, in the judgment of the researcher (45CFR46.103(b)(4)(iii), 
21CFR56.108(a)(4), and ICH 4.5.2). These events must be subsequently reported according to the 
timelines outlined in this section.  
 

Any change to IRB approved materials and documents must be approved prior to implementation. 
This includes items such as the study protocol, recruitment materials and plans, consent documents 
and plans, or data collection forms. A deviation can differ in severity, each of which requires a 
different reporting process: 
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