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IRB #:  _________________
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FORM I:  INVESTIGATOR’S ACCESS PREPARATORY TO RESEARCH


All forms should be submitted by email to instrb@utc.edu.
	Title of Research:
	     

	IRB #:
	     


	
	
	Dept.
	Mail Code
	Email

	Principal Investigator
	     
	     
	     
	

	Other Investigator
	
	     
	     
	     

	Other Investigator
	
	     
	     
	     


Assurances under this provision of the HIPAA Privacy Rule require investigators who intend to perform a review preparatory to research to make certain representations before using or disclosing protected health information (PHI) in such a review. An IRB letter of approval must be secured prior to conducting such preparatory research. The investigator should provide this assurance to the IRB and the entity that controls PHI in order to secure access to this information.  

1.  The minimum necessary PHI to accomplish my work is:

     
2.  Provide an outline of the objectives of the proposed research including why there is a need for preparatory access to PHI:

     
3.  List all research staff needing access to PHI and his/her role in the study:


By signing this form, I certify that I will adhere to the following conditions:  

· I will not remove any protected health information from the covered entity;

· The use/disclosure of PHI is sought solely for the purpose to prepare a research protocol; and

· The PHI for which use or access is sought is necessary for research purposes.

· If I record any PHI, it will not include patient name, medical record number, social security number, or patient account number.

Signatures:

	     
	
	     

	Principal Investigator or Student
	
	Date

	
	
	

	     
	
	     

	Faculty Advisor (if applicable)
	
	Date


IRB Approved:

	     
	
	     

	IRB Chair or Designee
	
	Date
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