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Serious Noncompliance: Noncompliance that  
�x presents actual or potential increased risk to participants or to research personnel; 
�x adversely affects the rights, welfare, or safety of the participants; and/or 
�x adversely affects the scientific integrity of the study. 

 
Continuing Noncompliance: Noncompliance that 
�x is repeated either on a single protocol, or across multiple protocols under an individual investigator, 

and/or 
�x represents a pattern of ongoing activities that indicate a lack of understanding of human research 

requirements that may affect research participants or the validity of the research. 
 

Examples of serious or continuing noncompliance may include, but are not limited to: 
�x failure to obtain expedited or full board IRB approval prior to initiating human research activities, 
�x failure to obtain informed consent/assent/parental permission as required by the IRB approved 

protocol, 
�x f
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or corresponding with the Principal Investigator and research personnel to determine 
whether the allegation is substantiated. The IRB Chair may participate with the ORSPO. All 
reports of noncompliance should also be evaluated to determine if the criteria for an 
unanticipated problem involving risk to participants or others are met. 

 
4. Outcomes of Fact Finding and Initial Evaluation: Possible outcomes of the fact finding may 

include 
 

�x dismissal of an unsubstantic -0.004 Tw T*
(4.)Tj-337 -1.21004 Tw rsode 
�x  d
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�x requirement that participants be re-contacted and provided with updated information or re-
consented, 

�x 
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