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Checklist for Conducting Human Subjects Research 
at The University of Kansas Medical Center 

 

Revised 02-02-2005 

 Are you conducting research?   
 Research is a systematic investigation, including protocol development, testing, and evaluation, 

designed to contribute to generalized knowledge.  
 

 Does your research involve human subjects?   
 Human subjects are living individuals about whom the investigator obtains data through 

intervention or interaction with the individual, or obtains identifiable private information. 
 

 Is the research subject to HIPAA regulations?   
 If your research involves individually identifiable health information, HIPAA applies.  The 

PHI checklist  www.kumc.edu/hipaa/docs/PHIChecklist.pdf outlines the 18 identifiers that make patient 
data subject to HIPAA requirements.   

 
 Complete the Human Subjects/HIPAA training and file a Conflict of Interest Disclosure.  

These items are accessed through the Chalk system at https://www2.kumc.edu/chalk2/ 
 

 Make a preliminary determination of the type of review that will be required.  The Human 
Subjects Committee (HSC) will make the final determination and can provide guidance on 
these categories.   
Exempt Review – Permitted when research meets one of six federally-defined categories  
(e.g., educational testing, retrospective review of existing data or samples, demonstration projects) 
Expedited Review – Minimal risk studies that may be reviewed by the HSC chair, or one or more 
experienced reviewers designated by the chair, rather than the full Human Subjects Committee.   
Full Committee Review – Any research that does not meet exempt or expedited criteria.  Written 
informed consent is the default requirement, but this requirement may be waived when appropriate (e.g., 
telephone surveys, anonymous questionnaires, retrospective projects that require a limited linking list)  
 

 Submit the application based upon the type of review you anticipate.   
      Required application materials are listed at:  

http://www2.kumc.edu/researchcompliance/forms/HSC.Submission.Req.05.19.2004.pdf    
Deadlines and meeting dates are listed at:  
http://www2.kumc.edu/researchcompliance/forms/HSC_MeetingDates_2005.pdf

 
 Respond to any provisos (questions or conditions) from the HSC/HIPAA review.  These 

are generally sent to the researcher three days after the meeting.  Responses to provisos 
must be received within 45 days, or the application will be terminated.   

 
 Receive HSC approval before initiating the study.  Use the current, stamped version of the 

consent form for all subjects (if applicable).  
 

 Report any unanticipated problems or adverse events on the adverse event form found at 
http://www2.kumc.edu/researchcompliance/hscforms.htm 

 
 Obtain HSC approval before implementing procedural changes 

 
 Annually re-certify the project, if required 

 
For assistance at any time during your research project, from submission to closure, contact the  

Human Subjects Committee Office at 913-588-1240, located in G006 Sudler. 
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