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Form  Confidentiality Agreement

For the Release of UW Records for Research Purposes

Version 2.3
	Human Subjects Division, Box 359470
Seattle, WA 98195-9470
Phone: 206-543-0098
Fax: 206-543-9218

	


PURPOSE

Washington State law places limits and conditions on the release and use of individually-identifiable records held by the University of Washington (UW).  The UW Institutional Review Board (IRB) must review and approve the research use of UW records, if those records are accessed without subjects’ written consent, even if the research activities are reviewed by another IRB.  The UW also must obtain a signed and legally-binding Confidentiality Agreement with the lead researcher (“PI”) and all individuals who will have access to the records or identifiable information extracted from them.  Those individuals may include:  other researchers, staff, statisticians, consultants, or others (collectively referred to as the Study Team). The Agreement must be reviewed, approved, signed on behalf of the UW, and returned to the researcher before the records can be accessed.
A waiver of consent and/or HIPAA authorization needed for records access must be requested separately.

See Confidentiality Agreement Guidance for more information about purpose and procedures.

HOW TO OBTAIN A CONFIDENTIALITY AGREEMENT

Fill out the form carefully!  This is a legally-binding document that cannot be corrected after the study team signs it.  If there is missing or incorrect information, the form will be returned as invalid.

For research reviewed by a UW IRB

Include this completed form with the initial IRB application or the Modification form that describes the use of UW records.   It will be reviewed at the same time as the initial IRB application or Modification request. 

For research reviewed by a non-UW IRB          (such as Western IRB, or the Cancer Consortium IRB)

After the non-UW IRB has approved the use of UW records, send this completed form with a cover memo to the Human Subjects Division for review.  The cover memo should include provide the following information and attachments: 

· Brief description of the research (1/2 page or less)

· What records will be used, for which types of patients, and for what purpose

· The procedures for ensuring the confidentiality and security of the individually-identifiable UW records, or any identifiable information extracted from UW records

· A copy of the approved waiver of HIPAA Authorization (if appropriate)

· (If appropriate) the Modification request

· A copy of the IRB’s approval of the study

AMENDMENTS OR CHANGES 

A new Confidentiality Agreement must be obtained if there are changes, including:

· New members of the Study Team

· New source of records, new variables from same records, new purpose for the same records

· Changes in the procedures for ensuring the confidentiality and security of the identifiable records data

· Change of the date by when any links between records data and subjects will be destroyed. 

Instructions

The proposed changes must be approved by the IRB as a Modification to the existing IRB approval for the research.  

· Complete a new Confidentiality Agreement form, with the same information as the existing Confidentiality Agreement except for the proposed changes.  

· If the only change is adding new people to the Study Team list:  only the lead researcher and new team members sign the new Agreement. This new Agreement becomes an addendum to the existing Confidentiality Agreement.
· For a study team member who no longer has access to identifiable UW records or identifiable information from the records: print the person’s name and write “no longer with study” on the “Signature” line.

· For all other changes:  all team members and the lead researcher must sign the new Agreement.

· Attach a copy of the existing Confidentiality Agreement(s), and send to the Human Subjects Division with the Modification form requesting the proposed changes to the research. When preparing double-sided copies, please make sure that each item (e.g., IRB application, Modification form, cover memo, etc.) begins on the front page of a new piece of paper. If the research is reviewed by a non-UW IRB (such as Western IRB), include documentation of the non-UW IRB approval of the Modification request. 
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Confidentiality Agreement

	For the Release of University of Washington Records for Research Purposes

Version 2.3
	

	


This is a legal agreement between the University of Washington and the undersigned researchers, associates, and staff (hereinafter “Study Team”) who will have access for research purposes to individually-identifiable original records (electronic or paper) maintained by the UW, or identifiable information extracted from such records, without subjects’ written consent.  

Handwritten forms will not be accepted.

	I.  Research Study Information

	Lead Researcher Name
	     

	IRB Application Title
	     

	Study # (UW IRB#, Hutch protocol #, WIRB study number, etc.)
	     

	A. Which Institutional Review Board (IRB) is reviewing the IRB application?
	Mark only

one [ X ].

	· University of Washington IRB
	[ X ]

	· Western IRB (WIRB) 1
	[  ]

	· Fred Hutchinson Cancer Research Center (including the “CC” IRB) 1
	[  ]

	· VA Puget Sound Health Care System IRB 1  - if the study is a “dual review” study, check ONLY the UW IRB
	[  ]

	· Seattle Children’s IRB 1
	[  ]

	· Other 1 (must specify):
	     
	[  ]

	1 For research reviewed by a non-UW IRB, see the Instructions on Page One.
	

	B. Activities to be covered by this Agreement:
	Mark all that

apply [ X ].

	· Screening records to identify potential research subjects without their written authorization or consent.
	[  ]

	· Retrospective record review and/or abstraction of data without subjects’ written authorization or consent. 2
	[ X ]

	· Prospective record review and/or abstraction of data without subjects’ written authorization or consent. 2
	[  ]

	2
For research regulated by the Food and Drug Administration (FDA), these activities are not allowed without subjects’ consent unless the IRB has granted the emergency exception to informed consent.
	

	C. This Agreement is for records maintained by:
	Mark all that

apply [ X ].

	· University of Washington Medical Center
	[ X ]

	· Harborview Medical Center
	[ X ]

	· Seattle Cancer Care Alliance
	[ X ]

	· UW South Lake Union
	[  ]

	· UW Registrar’s Office
	[  ]

	· UW records from Bothell or Tacoma campus
	[  ]

	· Other UW unit (must specify):
	UW Clinical Data Repository
	[ X ]

	D. Date when the purposes of the research project will have been accomplished such that any links or information connecting individual subjects’ identities to the records or records information will be destroyed:
	Mark only

one [ X ].

	· Records and information extracted from information are not being retained in identifiable form (i.e., they cannot be linked to individual subjects’ identities. 
	[  ]

	· The records and information will remain identifiable indefinitely.
	[  ]

	· The records and information will be de-identified and all links between identities destroyed no later than the date of:
	     
	[ X ]


	II.  Study Team Obligations

	A.
The Study Team as listed below represents and warrants that it has submitted to the indicated IRB a human subjects application identified by the above title and application number that describes the study, including its purpose and the information to be collected.  The application describes the provisions for confidentiality and for the security of individually-identifiable records and record information as approved by the above-indicated IRB on the above-indicated date.  The Study Team agrees to comply with the specific safeguards established by the IRB’s approval concerning the confidentiality and security of individually-identifiable records or record information. If the study design is altered in any IRB-approved manner that reduces the specific safeguards established in the earlier IRB approval, the Study Team shall enter a new legally-binding confidentiality agreement.  

B.
The Study Team agrees that it will report and publish research findings and conclusions in a manner that does not permit identification of the persons whose records were used for the research.  Research reports and publications will not include photographs or visual representations contained in the subjects’ records. 

C.
As indicated above, the Study Team agrees that when the purposes of the research project have been accomplished that the individual identities associated with the records or record information will be destroyed, and any links connecting identities to the records or records information will be destroyed.  The Study Team shall notify the UW Human Subjects Division by written memo when this action has taken place.
D. The Study Team agrees that it will not disclose the records or record information in individually-identifiable form except (1) to the research professionals indicated on this confidentiality agreement; (2) under the terms of the provisions indicated in RCW 42.48.040; or (3) to representatives of the review committee that has the responsibility for monitoring, auditing, and reviewing the activities and methods of the research professionals engaged in this study.  The Study Team agrees that it will provide timely notification to the UW Human Subjects Division of all requests for disclosure of information. 




	III.  Penalties

	In the event the Study Team fails to comply with any terms of the agreement, the IRB has the right to take such action as it deems appropriate, including termination of this agreement.  If the agreement is terminated, the Study Team will immediately relinquish all information to the appropriate IRB, including materials derived from this information.  In addition, the unauthorized disclosure of individually-identifiable personal record or record information is a gross misdemeanor and may result in a civil penalty of not more than ten thousand dollars ($10,000) for each violation, under the provisions of RCW 42.48.050.


	IV.  Lead Researcher Signature

	The signature below signifies that the commitments made in this document are hereby acknowledged and accepted.

The lead researcher (principal investigator or PI)’s signature also signifies: 

· That the list of Study Team Members in Section V includes all individuals who will have access to the records described above, or the any identifiable information extracted from the records;

· That the list of Study Team Members in Section V includes only those individuals with a legitimate research need to access the records described above, or any identifiable information extracted from the records; and

· That (per RCW 42.48.020) the UW IRB will be notified in writing when records data or data extracted from records has been completely de-linked from individual subjects’ identities.

Signature must be original, in ink, and dated.  Stamped signatures, faxed signatures, and signatures by a designee will not be accepted.  Printed name must include complete first and last names, and must be legible.

	Lead Researcher Signature:

	Lead Researcher Printed Name:         
	Date Signed:       


	V.  Other Study Team Members

	This table should list everyone (except the lead researcher) who will have access to:   the UW records obtained without subjects’ written consent or to the identifiable information extracted from UW records.  This may include:  other researchers, staff, students, associates, co-investigators, statisticians, etc.   (Copy and Paste this table as needed to add more team members.)

Signatures must be original, in ink, and dated.  Stamped signatures, faxed signatures, and signatures by a designee will not be accepted.

Printed names must include complete first and last names, and must be legible.



	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	

	Printed Name 

Study Team Member
	     
	Signature

Study Team Member
	

	Department/Institution
	     
	Signature Date
	     

	
	
	
	


To be completed by the UW Human Subjects Division
	For research reviewed by the UW IRB

	
	Yes
	No

	The UW IRB that approved this research has approved a waiver of consent,  a waiver of documentation of consent, or the emergency exception to the informed consent requirement, for the activities described in Section 1, part B:
	[  ]
	[  ]

	If the records that will be accessed contain Protected Health Information (PHI), the UW IRB has approved a waiver of HIPAA authorization for the activities described in Section 1, part B:
	[  ]
	[  ]

	Date of above waiver approvals by IRB
	     


	For research reviewed by a non-UW IRB

	
	Yes
	No

	If the records that will be accessed contain Protected Health Information (PHI), the IRB that approved this research has approved a waiver of HIPAA authorization for the activities described in Section 1, part B:
	[  ]
	[  ]

	 Do the regulations of the U.S. Food and Drug Administration (FDA) apply to this research?
	[  ]
	[  ]

	If NO:  Has the IRB that approved this research approved a waiver of consent or a waiver of documentation of consent for the activities described in Section 1, part B?
	[  ]
	[  ]

	If YES:   Do the activities described in Section 1, part B, consist solely of screening records to identify potential subjects, OR has the IRB that approved this research granted an emergency exception to the requirement for consent?
	[  ]
	[  ]

	Date of above waiver approvals by IRB
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Accepted and signed on behalf of the

University of Washington

By Human Subjects Division

Box 359470

Seattle, WA 98195-9470

Phone: 206-543-0098
Fax: 206-543-9218

_________________________________________________________________________________________

Signature of authorized HSD individual
Date

_______________________________________________________________________________________
Printed name
Title

Original is returned to the Lead Researcher

Copy:  UW Human Subjects Division
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<10-09-13>
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<Page 2 of 5>>

