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DO NOT SUBMIT THIS FIRST PAGE to the IRB

	PURPOSE
	Use this form to request a waiver of the requirement for HIPAA Authorization.

This means that you are requesting permission to access, obtain, use or disclose a research subject’s Protected Health Information (PHI) for research purposes without obtaining the subject’s specific authorization for that access, use, or disclosure.
A Waiver is required even if you have clinical access to the subject’s health care records.  

A Waiver applies only to specific PHI obtained for a specific purpose and under specific circumstances.   For example, you may wish to request a Waiver so that you can screen medical records to identify potential subjects.  However, once subjects are enrolled, you would have each subject sign a HIPAA Authorization Form in order to obtain specific medical information as study data.  

Note that you most likely need a Waiver of Consent and a Confidentiality Agreement as well as a waiver of HIPAA Authorization. 




	INSTRUCTIONS
	· Please respond to every question.  Incomplete requests will be returned, resulting in a delay of your study’s review. Do not refer to information provided elsewhere, though you may cut and paste from other documents or from your IRB application.

· Text boxes will expand to the size of your answers.  Please use an ‘X’ to mark the check boxes [X] where appropriate.
· This form does not need to be printed in color.
· Submit three copies for Full IRB review, and two copies for Minimal Risk review.  When preparing double-sided copies, please make sure that each item (e.g. Waiver Request: HIPAA Authorization, any attachments, etc.) begins on the front of a new piece of paper.)

· If any of the health care records belong to the University of Washington, (including UW Medicine) you must also complete and submit a UW Confidentiality Agreement.
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	1. Research Study Information
	FOR HSD OFFICE USE ONLY

	PART 1
	Lead Researcher Name:
	
	DATE RECEIVED STAMP:
	

	
	     
	
	
	

	
	Full Application Title:
	
	
	

	
	     
	
	
	

	
	IRB Application Number (if known):
	IRB Committee (if known):
	
	
	

	
	     
	     
	
	
	

	
	This form is being submitted as an attachment to:
	
	
	

	
	[  ] IRB Initial application    
[  ] IRB Modification application    
[  ] Other.....describe:  
	
	
	

	
	
	
	
	


	2. Waiver Request Information

	
	NOTE: A waiver may be required even if the researcher is involved in the clinical care of the subjects or possible subjects

	
	SECTION 1: Activities for which a Waiver is being Requested

	PART 2 -SECTION 1
	Select all that apply
	

	
	[  ]
	2.1.1. “Pre” screening of health care records to identify possible subjects for research.
“Pre” screening: If you will be looking at health care records to identify possible subjects for research, you will need a Waiver of HIPAA Authorization for this activity, even if you are involved in the clinical care of the possible subjects.  The HIPAA provision called “Activities Preparatory to Research” does not apply at the University of Washington because of Washington State law (e.g., RCW 70.02.050).


	
	[ X ]
	2.1.2. Retrospective review of records that exist at this time, to obtain information that exists at this time, without subjects’ written authorization and consent.

	
	[  ]
	2.1.3. Prospective review of records, to obtain information that is still being collected or that will be collected in the future, without subject’s written authorization and consent.


	
	SECTION 2: Criteria for Waiver of HIPAA Authorization

	PART 2 - SECTION 2
	Describe how and/or why your research meets each of the criteria listed below:

NOTE: Lack of sufficient detail will result in a delay of your study’s review or a disapproval of this Waiver Request.  Do not refer to information provided elsewhere (such as your IRB application.)

	
	2.2.1. Use or disclosure of protected health information (PHI) involves no more than minimal risk to the privacy of individuals based on the presence of the following elements:

	
	
	2.2.1.a. Describe your plan to protect the identifiers (such as name, patient number, birth date) from improper use and disclosure from unauthorized individuals.  Include a description of your security provisions for electronically-stored data as well as data on paper or other media.

	
	
	An aggregate count (a number) reflecting the size of the cohort of patients will be identified through the De-identified Clinical Data Repository (DCDR, IRB # 41431).  Following this the same cohort will be identified within the UW Clinical Data Repository. Once the cohort is identified, data will be pulled electronically by query of the UW Clinical Data Repository, coded and loaded into an excel spreadsheet that will be maintained on a secure, password-protected server.  The master list linking the study codes to patient identifiers will be maintained on separate computer.   



	PART 2  - SECTION 2
	
	2.2.1.b. Describe your plan to protect the identifiers from improper use and disclosure in any presentation, publication, or report generated from this research.

	
	
	The data will be coded and the list linking codes to identifiers will be kept separate from the data.  All investigators will sign a binding confidentiality agreement preventing them from disclosing patient identities.  Any data presented or published will be in aggregate and will not include individual reporting that could be traced to a person. 



	
	
	2.2.1.c. On what date do you plan to destroy the identifiers?  If you plan to keep identifiers indefinitely, state so.  [This does not disqualify you from a Waiver.]

	
	
	Enter date: _____)

	
	
	2.2.1.d. Explain why you need to keep identifiers until that date, and why an earlier destruction of identifiers would not be feasible.  If you will keep identifiers indefinitely, provide a similar explanation about why this is necessary. 

	
	
	The list linking codes to identifiers will be kept only until all data is collected and different sets of data (e.g. that obtained electronically and that obtained by manual chart review) can be merged. 



	
	
	2.2.1.e. Describe who will have access to the PHI, and the individuals (if any) to whom it will be disclosed.

	PART 2  - SECTION 2
	
	Only those investigators listed in the HSD application who have signed the confidentially agreement will have access to PHI. 

	
	
	2.2.1.f. Confirm by checking the box below that the identifiable PHI will not be reused or disclosed to any other person or entity, except as required by law, or for authorized oversight of the research, or for other research for which use or disclosure is permitted.

	
	
	[ X ]  CONFIRMED

	
	
	2.2.1.g. If you access Protected Health Information (PHI) maintained at a UW Medicine facility under a waiver of HIPAA Authorization, you are required by UW Medicine to comply with its policy for accounting of disclosures of PHI. UW Medicine Privacy Policy #25 describes this requirement: 

http://depts.washington.edu/comply/docs/PP_25.pdf
Researchers can easily fulfill this accounting requirement through the following website:

https://know1.mcis.washington.edu/disclosure_accounting/
Confirm by checking the box below that you will comply with this accounting requirement, if you access PHI maintained at a UW Medicine facility.

	
	
	[ X ]  CONFIRMED

	
	2.2.2. Describe why the research could not practicably be conducted without access to and use of the PHI.

	
	The objective of this study is to identify the factors affecting the acquisition, progression and outcome of patients suffering from (fill in the blank _____).  This is only possible by review of their medical records 

	
	2.2.3. Describe why the research could not practicably be conducted without the waiver or alteration.

	
	This is a retrospective chart review study that will include patients who suffered from their conditions or infections many years ago.  Many may have died from their condition or infection or died of other causes or moved away and cannot be contacted. 

	
	2.2.4. Describe why the purpose of the research is of sufficient importance to outweigh the intrusion into the privacy of the patient.

	
	We hope to learn those more about those factors that are associated with disease acquisition, progression and particular outcomes (favorable or not).  These data will be useful when caring for future patients and may help patients avoid the disease or infection altogether or have a more favorable outcome.  Given these benefits and the small risk associated with intrusion into their privacy we think the research is justified.


	3. UW Confidentiality Agreement

	
	3.1. Are any of the health care records that you will access considered to be official records that belong to any component of the University of Washington (for example, UW Medicine, Harborview Medical Center, SCCA, UW Dental Clinics, or UW Speech and Hearing Clinic)?

	PART 3 
	[ X]
	YES*

	
	[  ]
	NO**
	

	
	3.2. Are the records being accessed without obtaining the informed consent of subjects?

	
	[ X]
	YES*
	

	
	[  ]
	NO**
	

	
	
	*If you answered “YES” to both of the above questions, then complete a Confidentiality Agreement and attach it to this form.  (See the HSD website for the form, instructions, and information about UW Confidentiality Agreements.)

	
	
	**If you answered “NO” to either of the above questions, then a UW Confidentiality Agreement is not needed.
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