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APPLICATION for RESEARCH WAIVER of AUTHORIZATION (HIPAA)

INSTRUCTIONS

1. All medical staff, employees, researchers, and students using Protected Health Information (PHI)
, for research must comply with HIPAA (45 CFR Parts 160 and 164).

2. Under HIPAA, PHI may be used or disclosed
 for research if the IRB finds that waiver of authorization is justified under the regulatory requirements.  (45 CFR 164.502(a), 164.512(i)(2))

3. Waiver of authorization under HIPAA and waiver of informed consent under the Common Rule are both required.

WHO MUST USE THIS FORM:

1. Researchers submitting new study applications using PHI (including partial waivers) and requesting a waiver of consent must request waiver of authorization also, by use of this form.  Researchers within the Covered Entity are encouraged to begin using this form now.

2. All research studies & Informed Consent documents approved the IRB before April 14, 2003 are grandfathered under HIPAA (i.e. satisfy HIPAA for research conducted subsequently). However, new enrollees to an existing study will require authorization to use PHI or a waiver of authorization approved by the IRB.

· Waivers of informed consent granted by the IRB before April 14, 2003, are grandfathered under HIPAA (i.e., satisfy HIPAA for research conducted subsequently).

FILLING OUT THIS FORM:

1. Answers must be typed or legibly written.

2. Respond to all questions; enter “None” or “NA” (Not applicable) where appropriate. 

3. Submit brief but responsive answers to the questions.  The IRB must determine from the information provided on this form whether or not this request should be approved. Insufficient information may delay approval.
4. Answers to questions should be entered by typing in the gray boxes in the spaces provided.  The open-ended sections of the form are designed to expand to accommodate brief but complete answers.  Use of additional sheets should generally not be necessary.

WHAT TO SUBMIT:

One copy of this Request, signed, submitted with the New Study Application.


If you have questions regarding these requirements, please contact the IRB Office 677-6184.
APPLICATION for WAIVER of AUTHORIZATION (HIPAA)

For Research within the Covered Entity (Biomedical Research)

	Protocol Title:      

	  Principal Investigator:      
	Email:
	     
	Phone:
	     

	Contact Person:      
(If different than PI)
	Email:
	     
	Phone:
	     

	Address:      
	Dept:
	     

	
	All of the following items must be completed.  

	1. Check PHI you are collecting (() all that apply.
 FORMCHECKBOX 
 Names 

 FORMCHECKBOX 
 Phone numbers; Fax numbers

Electronic mail addresses
 FORMCHECKBOX 
 Social Security numbers;
 FORMCHECKBOX 
 Medical record numbers;
 FORMCHECKBOX 
 Geographical subdivisions smaller than a State, including street address, city, county, precinct, zip code
 FORMCHECKBOX 
 Elements of dates (except year) for dates related to an individual, including birth date, admission date, discharge date, date of death; and all ages over 89 and all elements of dates (including year) 
 FORMCHECKBOX 
 Health plan beneficiary numbers; Account numbers; Certificate/license numbers
 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers
 FORMCHECKBOX 
 Device identifiers and serial numbers
 FORMCHECKBOX 
 Web Universal Resource Locators (URLs); Internet Protocol (IP) address numbers; Biometric identifiers, including finger and voice prints.
 FORMCHECKBOX 
 Full face photographic images and any comparable images
 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or code (note this does not 

mean the unique code assigned by the investigator to code the data)


	2.Explain why the PHI to be used or disclosed is the minimum necessary to accomplish the research objectives:

                  

	3.Explain why the research could not practicably be conducted without the waiver or alteration:



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



	5.Explain why the research and privacy risks of the research are no more than minimal
, 
:



	6.   Describe your plan to protect the identifiers from improper use and disclosure, and indicate where the PHI will be stored and who will have access:



	7. The identifiers must be destroyed at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law.  Describe how and when you will destroy the identifiers, or justify their retention:



	8. Describe the measures you will take to ensure the PHI will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research approved by the IRB:



	5. Principal Investigator’s  Signature ____________________________________ Date: 





� Protected Health Information (PHI) is information about the past, present, or future physical or mental health of an individual that identifies or could be use to identify the individual and is created or received by a Covered Entity.  (45 CFR 160.301, 164.501; information about the provision of health care and payment for health care is included; some educational and employment records are excluded.)


� The requirement to comply with HIPAA is in addition to the requirement to comply with the Common Rule and applicable FDA regulations.  HIPAA is the Health Insurance Portability and Accountability Act of 1996, Public Law 104-191.


� Disclosure is the release, transfer, provision of access to, or divulging in any other manner of information outside the Covered Entity holding the information.  (45 CFR 164.501)


� Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.  45 CFR 46.102(i)


� For HIPAA only, the requirement is: Explain why the use or disclosure of the PHI involves no more than minimal risk to the privacy of the individuals.
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