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OBJECTIVE:

The objective of this administrative guidance is to define steps to take to determine if a project includes human subject research, therefore requiring additional IRB review and approval. 

GENERAL DESCRIPTION;  
Definitions
Information for Researchers:  Examples of Activities That Do and Do Not Require IRB-HSR Review
PROCEDURE
If the researcher is not sure if their project meets the criteria of Human Subject Research, they should complete the Determination of Human Subjects Research Form.  
If they feel confident it is NOT human subject research after completing the form, they should file the form with their project files. 
If the researcher would like confirmation from the IRB-HSR that their project does not involve human subject research they may submit the form to the IRB-HSR for review.  

If a Determination of Human Subjects Research form is submitted to the IRB-HSR, it will be reviewed by IRB staff trained in reviewing the forms.   A determination will be provided in writing to the submitting researcher by signature of the form by an IRB Chair or IRB staff member designee trained in reviewing these submissions.  A copy will be sent back to the researcher.  
Activities that meet the definition of human subject research will require submission of an 

additional application to the IRB-HSR. 

DOCUMENTATION:

If the Determination of Human Subjects Research form is submitted to the IRB-HSR for review- the signed form will be kept in IRB-HSR files for a minimum of 3 years.  
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