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3. Roles & Responsibilities 
Execution of  SOP:  Principal Investigator (PI)/Research Team Members, Office of  Research 
Integrity ²Human Subjects (ORI-HS) Staff, IRB Chairs/Co-Chairs. 
 

4. Procedures 
1. It is the responsibility of each PI to seek IRB/ORI-HS review and approval/acknowledgment 

prior to initiation of any research involving human subjects or before conducting any clinical 
investigation. 

 
2. The investigator may contact ORI-HS staff and/or the IRB Chair for advice and/or an 

authoritative decision on the application of the federal regulations, UNLV Rules and Procedures, 
or other applicable regulations or requirements (e.g. applicable NV state regulations). 

 
3. In cases where it is not clear whether the study constitutes human subjects research or clinical 

investigation and requires IRB review, such as classroom research, quality improvement, case 
reports, program evaluations, and surveillance activities, the ORI-HS or the IRB may ask the 
investigator to send a memorandum to the IRB/ORI-HS by e-mail or hard copy detailing the 
project proposal. In uncertain cases or if the PI requests official documentation, the ORI-HS or 
the IRB may direct the investigator to complete and submit an excluded, exempt or protocol 
proposal form to the ORI-HS/IRB for a decision. The ORI-HS Executive Director, 
Administrators, IRB Chair or a designated IRB member may make the final determination.   

 
4. If it is clear after the ORI-HS and/or IRB review that the information does not meet the 

definition of either research or human subject, or clinical investigation, then a formal notice will 
be sent to the PI.  

 

5. References 
45 CFR 46.102 
21 CFR 56.101 
UNLV IRB Rules and Procedures 2.4 
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