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	1) In order to conduct the research, will HIPAA protected data (Protected Health Information) be obtained from or added to an individual’s medical record (check all that apply)?

	☐ Yes, to identify and recruit participants        ☐ Yes, for data analysis
☐ Yes, for data collection

	2) Please provide a list of the PHI that will be accessed or attach a copy of the data points to your submission:

	Click or tap here to enter text.                                                                                                                   

	3) If this study involves a review of medical records, specify the approximate beginning and ending dates of those records:

	Click or tap here to enter text.                                                                                                                   

	4) Describe who will obtain the PHI and how it will be provided to investigators:

	Click or tap here to enter text.                                                                                                                   

	5) If PHI will be disclosed to the investigators by another entity(ies), name these entities and describe how that information will be provided to investigators:

		Name of Entity
	Methods/Means of Disclosure

	Click or tap here to enter text.               
	Click or tap here to enter text.   

	Click or tap here to enter text.               
	Click or tap here to enter text.   

	Click or tap here to enter text.               
	Click or tap here to enter text. 




	6) Describe which investigators will have access to the PHI:

	Click or tap here to enter text.                                                                                                                   

	7) Describe where investigators will store the PHI:

	Click or tap here to enter text.                                                                                                                   

	8) Provide the date when investigator access to identifiable PHI will be terminated.  This should match the date provided in the HIPAA Authorization Form (if applicable).

	Click or tap here to enter text.                                                                                                                   

	9) Will investigators provide a HIPAA Authorization Form to participants?  
(This can be delivered as part of the informed consent or as an addendum to the informed consent.)


	Choose an item.
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	10) How will participants provide approval for the HIPAA Authorization Form?

	☐ Signed on paper using pen
☐ Electronically signed using a mouse, stylus, or finger
    Please name the system: Click or tap here to enter text.                                                      
☐ Obtained verbally (complete questions 11 – 15)
☐ Obtained on an electronic system WITHOUT signature (e.g., checking a box or  
              clicking “advance”) (complete questions 11-15)
              Please name the system: Click or tap here to enter text.                                              
☐ Not be obtained (complete questions 11-15)
      ☐  Other: Click or tap here to enter text.                                                                                  

	11)  Describe how the use or disclosure of the PHI involves no more than minimal risk to the privacy of individuals.

	Click or tap here to enter text.                                                                                                                   

	12)  Describe the plan to protect identifiable information from improper use and/or disclosure:

	Click or tap here to enter text.                                                                                                                   

	13)  Provide a plan and timeline to destroy identifiers or a rationale for retaining identifiers:

	Click or tap here to enter text.                                                                                                                   

	14)  Confirm that PHI will not be reused or disclosed to any other person or entity, except as required by law for authorized oversight of the research project, or for other research for which the use or disclosure of the PHI would be permitted by regulation.

	Click or tap here to enter text.                                                                                                                   

	15)  Describe how the research could not practicably be carried out without the waiver or alteration of HIPAA Authorization:

	Click or tap here to enter text.                                                                                                                   

	16)  Describe how the research could not practicably be carried out without access to and use of the PHI:

	Click or tap here to enter text.                                                                                                                   





