Midwest Health System IRB
	Name of Investigator:
	     
	IRB Study #:
	     

	Title of Protocol:
	     
	Date of Submission: 
	     


The Principal Investigator must assure the Midwest Health System Institutional Review Board members that all procedures performed under the study will be conducted in strict accordance with all applicable federal, State and local regulations and laws regarding the protection of human subjects in research including, but not limited to:

1. Use of qualified personnel who have not been named or listed in the current FDA Disqualified/Restricted/Restrictions/Removed/Assurances List for Clinical Investigators; and who have not been named in an OHRP/FDA/ORI investigation, in which there were negative findings documented.  Please list the Co/Sub Investigators, research employee’s, and contracted consultants who will be submitting the research documentation to the IRB office:

	Co and/or Sub-Investigators
	Research Coordinators and/or Analysts

	
	

	
	

	
	

	
	

	
	

	
	

	
	


2. I will not begin research until I have received written IRB approval for this study.

3. Ensuring that no changes are made to the approved protocol or consent form without prior IRB approval (except in an emergency to safeguard the well-being of subjects).

4. Using the most current, approved, stamped consent form to obtain informed consent from subjects or their legally responsible representative.

5. Prompt reporting of serious adverse events (SAE’s) and unanticipated problems (UP’s) to the IRB in writing within 36 hours for SAE’s/UP’s and 24 hours for fatalities.

6. If I will be unavailable to direct this research personally, as when on leave or vacation, I will arrange for a co-investigator to direct responsibility in my absence. If this is not the co-investigator named absence, I will notify the IRB in writing of the responsible party.

Signature of Principal Investigator                                                         Date
