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HIPAA Summary Form
· This form must be in the current version and typewritten
· Submit with original signatures—no faxed or copied signatures.

Section A: Principal Investigator, PHI location, and HIPAA Documentation
	1.
	Principal Investigator
	     
	Principal Investigator’s Signature
	


	2.
	Project Title
	     

	
	IRB Protocol Number (if assigned)
	     


	3.
	From which of the following institutions will you obtain Protected Health Information (PHI)?
(Select all that apply)

	
	 Detroit Medical Center

	

	
	 John D. Dingell VA Medical Center

	

	
	 Karmanos Cancer Institute


	

	
	 Oakwood Hospital


	

	
	 Wayne State University

      School of Medicine Practice Plan
	Identify Practice Plan:      

	
	 Other


	Identify:      


	4.
	Which method(s) of HIPAA documentation are you requesting to use in this study?  (Select all that apply)

	
	 Written HIPAA Authorization
     Complete Sections B & C
	Written HIPAA Authorization is obtained during the informed consent process.  Authorization is appropriate if the following condition is met:

· The research team will obtain informed consent for participation in this study.

	
	 Waiver of Authorization
     Complete Sections B, C & D
	A Waiver of Authorization is required if one of the following conditions is met:

· The research team will use PHI, but will not obtain informed consent.
· The research team will access PHI for research purposes prior to the informed consent process.  This includes accessing medical records to identify persons who are eligible to recruit for this study.  Note: The PI must still obtain written HIPAA Authorization during the informed consent process.
· The research team will de-identify health information for all aspects of this study, and will not use or disclose any PHI.

· The PI has attached documentation by a statistician, independent of the research team, that the risk of identification of an individual by the use of PHI is minimal.  Note: Documentation should include the methods and justification for determining that risk of identification is minimal.
In addition:

· The PI must request a waiver of consent on the Protocol Summary Form.

Note: Age is PHI for persons over 89 years of age.  If requesting a Waiver of Authorization, you must collapse age into decades for participants over 89.  If age is not collapsed into decades, written HIPAA Authorization must be obtained from participants over 89.

	
	 Limited Data Set
     Complete Sections B & C
	A Limited Data Set may be used if both of the following conditions are met:
· PHI used and/or disclosed in this study is limited to addresses greater than street (which includes city, state, zip code), elements of dates, and/or any other unique identifying numbers, characteristic or codes (i.e. linked study identification numbers).
· The PI will not use or disclose name, street address, telephone number, fax number, e-mail address, Social Security Number, medical record number, health beneficiary number, account numbers, certificate/license numbers, vehicle identification/serial numbers, device identification/serial numbers, website URLs, internet protocol (IP) addresses, biometric identifiers, and/or full face photographs.

In addition:

· If the PI will disclose the Limited Data Set to a recipient outside of Wayne State University, the Detroit Medical Center, John D. Dingell VA Medical Center, Karmanos Cancer Institute, or Oakwood Hospital, then a Data Use Agreement between Wayne State University and the outside entity must be submitted using Wayne State University’s Data Use Agreement template.  Note: If a data recipient has a separate Data Use Agreement, submit both Wayne State University’s and the data recipient’s Data Use Agreement forms.


Section B: Participant Recruitment and Use of PHI

	5.
	Will someone with a clinical relationship contact or refer potential participants to your study?

Note: A person with a clinical relationship should first introduce a study to potential participants.  This person does not have to be a member of the research key personnel.  Research that is not in a clinical setting, does not involve face-to-face recruitment (i.e. advertisements), or does not involve direct contact with participants (i.e. previously collected data), may not require that a person with a clinical relationship introduces the study.

	
	 Yes
	Answer 5a.

	
	 No
	Answer 5b.

	a.
	State who will introduce the study to potential participants and their clinical relationship(s).

	
	     

	b.
	Justify why someone with a clinical relationship will not introduce the study to potential participants.

	
	     


	6.
	Which of the following Protected Health Information (PHI) items obtained from Wayne State University, the Detroit Medical Center, John D. Dingell VA Medical Center, Karmanos Cancer Institute, and/or Oakwood Hospital are being USED for research purposes?  (Select all that apply)

Research uses include screening for eligibility, data collection, data analysis, and follow-up contact.

	
	 Name

	
	     Address

 Street Address

 City, State, and/or Zip Code

	
	 Elements of Dates (Birth Date, Admission Date, Date of Service, Date of Death, etc.)

	
	 Telephone Number

	
	 Fax Number

	
	 E-Mail Address

	
	 Social Security Number

	
	 Medical Record Number

	
	 Health Beneficiary Number

	
	 Account Numbers (Credit Card, etc.)

	
	 Certificate/License Numbers

	
	 Vehicle Identification/Serial Numbers

	
	 Device Identification/Serial Numbers

	
	 Website URLs

	
	 Internet Protocol (IP) Addresses

	
	 Biometric Identifiers (Voice, Fingerprints, etc.)

	
	 Full Face Images

	
	 Any Other Unique Identifying Numbers, Characteristic or Code (Linked Study Identification Numbers, etc.)


Section C: Disclosure of PHI

	7.
	Will PHI be DISCLOSED to sponsors, companies hired to provide study related services, or research institutions outside of Wayne State University and its affiliates (Detroit Medical Center, John D. Dingell VA Medical Center, Karmanos Cancer Institute, and Oakwood Hospital)?

Note: PHI is always available to federal agencies that monitor research upon request, and it is not necessary to consider them when answering this question.  These agencies include the Office of Human Research Protections (OHRP), the Food and Drug Administration (FDA), the Office for Civil Rights (OCR), and the Veteran’s Administration (VA) (if applicable).

	
	 Yes
	Continue with #8 below

	
	 No
	You are done with Section C


	8.
	List all sponsors, companies hired to provide study related services, or research institutions outside of Wayne State University and its affiliates that will receive PHI.

	
	     

	a.
	Describe how data will be sent.

Describe actual methods and include a plan for coding and/or encryption to maintain confidentiality.

	
	     


	9.
	Which of the following Protected Health Information (PHI) items are being DISCLOSED to sponsors, companies hired to provide study related services, or research institutions outside of Wayne State University and its affiliates?  (Select all that apply)
	Justify the disclosure of each selected item.

	
	 Name
	     

	
	      Address

 Street Address

 City, State, Zip Code
	     

	
	 Elements of Dates (Birth Date, Admission Date, 
      Date of Service, Date of Death, etc.)
	     

	
	 Telephone Number
	     

	
	 Fax Number
	     

	
	 E-Mail Address
	     

	
	 Social Security Number
	     

	
	 Medical Record Number
	     

	
	 Health Beneficiary Number
	     

	
	 Account Numbers (Credit Card, etc.)
	     

	
	 Certificate/License Numbers
	     

	
	 Vehicle Identification/Serial Numbers
	     

	
	 Device Identification/Serial Numbers
	     

	
	 Website URLs
	     

	
	 Internet Protocol (IP) Addresses
	     

	
	 Biometric Identifiers (Voice, Fingerprints, etc.)
	     

	
	 Full Face Images
	     

	
	 Any Other Linked Unique Identifying Numbers, 
Code, or Characteristic (only if the code is linked to PHI items or if the code will later be added to medical records/databases)
	     


Section D: Waiver of Authorization

With limited exceptions, federal regulations require authorization from all human research participants to use and/or disclose their PHI.  However, the Wayne State University’s IRB Privacy Board is allowed to waive authorization to access PHI.  If you wish to request a waiver of authorization, sign the Waiver Agreement and complete items 10-14 below.
	Waiver Agreement

	I assure that the information I obtain as part of this research will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of PHI is approved by the Wayne State University IRB.  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entities, I will seek approval from the Wayne State University IRB.

___________________________________________________                  ______________________________________

Signature of Principal Investigator Requesting Waiver                             Date
     
Typed or printed name of Principal Investigator



	10.
	Describe how the proposed use and/or disclosure of PHI presents no more than minimal risk to the privacy of participants.

	
	     


	11.
	Explain why the research could not practicably be conducted without the Waiver of Authorization.

	
	     


	12.
	Explain why the research could not practicably be conducted without access to, and use of PHI.

	
	     


	13.
	Describe the steps taken to protect identifying information (or links to identifiers) from improper use or disclosure.

	
	     


	14.
	Describe the plans for destroying identifying information (or links to identifiers).  Specify when identifying information will be destroyed.  Provide justification if identifying information is retained.

	
	     



IRB USE ONLY

The HIPAA Summary Form is:
 Accept


 Not Accepted
HIPAA Reviewer’s Signature:







Date:




HIPAA Reviewer’s Printed Name:
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