
 
 
How To Submit Reportable New Information (RNI) in SpartaIRB 
 
For information on Reportable New Information definitions, examples, and reporting timelines, 
see the CWRU Investigator Manual, CHAPTER 27 – Reportable New Information. 
 
Log in to https://spartairb.case.edu/ using your CWRU username and password. On the left side 

for internal CWRU QIP Reviews) 
• Complaint: Complaint of a subject that cannot be resolved by the research team. 
• Confidentiality: Breach of confidentiality. 
• Harm: Any harm experienced by a subject or other individual that, in the opinion 

of the investigator, is unexpected and at least probably related to the research 
procedures. 

• Incarceration: Incarceration of a subject in a study not approved by the IRB to 
involve prisoners. 

• Non-compliance: Non-compliance with the federal regulations governing human 
research or with the requirements or determinations of the IRB, or an allegation of 
such non-compliance. 

• Report: Written reports of study monitors. 
• Researcher error: Failure to follow the protocol due to the action or inaction of 

the investigator or research staff. 
• Risk: Information that indicates a new or increased risk, or a safety issue.  
• Suspension: Premature suspension or termination of the research by the sponsor, 

investigator, or institution. 
• Unanticipated adverse device effect: Any serious adverse effect on health or 

safety or any life-threatening problem or death caused by, or associated with, a 

https://spartairb.case.edu/


 
 

device, if that effect, problem, or death was not previously identified in nature, 
severity, or degree of incidence in the investigational plan or application 
(including a supplementary plan or application), or any other unanticipated 
serious problem associated with a device that relates to the rights, safety, or 
welfare of subjects. 

• Unreviewed change: Change to the protocol taken without prior IRB review to 
eliminate an apparent immediate hazard to a subject. 
 

4. Briefly describe the new information: enter a description of the event, including what 
happened, when it occurred and/or the number of times it occurred, where the event 
occurred (if applicable to the event), and who was involved. DO NOT INCLUDE 


