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Box 359470

Seattle, WA 98195-9470

Phone: 206-543-0098

Fax: 205-543-9218
	APPLICATION: Specimen or Data Use, Identifiable


	

	


DO NOT SUBMIT THIS PAGE TO HSD
	PURPOSE
	· This form is to be used only when there is no contact with human subjects – only identifiable data and/or specimens.  

· If your research activity will involve an intervention or interaction with human subjects either now or at any time in the future, instead, complete the standard Human Subjects Review Application, Form 13-11 instead of this form.  

· If your research activity will involve the use of non-identifiable data and/or specimens and none of the investigators listed on this application have access to direct identifiers, complete the Use of Non-Identifiable Biological Specimens/Data Form instead of this form.
· If your research activity will involve the use of non-identifiable data and/or specimens but one or more of the researchers on this project have direct access to identifiers via their role on another study or repository, complete this form and submit as instructed. 
· If the data and/or specimens that you are using are non-identifiable but your sponsor or funding source require IRB approval, be sure to provide the reason why this is being requested in this application, section 10, item 10.2.

· Do not complete this form if you are a member of the Cancer Consortium and your proposed research is cancer-related and not a repository.  Your research must be reviewed by the Cancer Consortium IRB administered by the Fred Hutchinson Cancer Research Center (FHCRC) IRB instead of the UW IRB.  If you are unfamiliar with this process, see the Cancer Consortium website http://www.cancerconsortium.org/en.html  or contact Cancer Consortium Clinical Research Support at 206-667-4520, or CRScustomerservice@fhcrc.org .  For a list of Cancer Consortium members, see http://is-ext.fhcrc.org/sites/consortium/ccdb/members.php .  

· Do not complete this form if your research involves obtaining data from, or interacting with clients of, the Washington State Department of Health or Department of Social and Human Services.  Your research must be reviewed by the Washington State IRB instead of the UW IRB.  If you are unfamiliar with this process, see the WA State IRB website http://www.dshs.wa.gov/rda/hrrs/  or contact their office at: 360-902-8075, or wsirb@dshs.wa.gov .

· A waiver of consent should always be included. For health information, a waiver of HIPAA Authorization; and for State-held records, a Confidentiality Agreement may be appropriate for research that includes a retrospective review of data or specimens that exist at this time. 


	INSTRUCTIONS
	· For Minimal Risk review, send two typed copies of this form and two copies of all relevant materials (chart abstraction forms, etc.) to the Human Subjects Division, Box 359470.  
· For Full IRB review, send three typed copies of this form and three copies of all relevant materials (chart abstraction forms, etc.) to the Human Subjects Division, Box 359470)
· Attach one copy of each protocol, research proposal, or grant or contract proposal.  

· Students should attach one copy of any relevant thesis or dissertation proposal. 
· Include any ancillary documents such as waiver request documents, confidentiality agreement, etc. 
· For information and assistance, visit our web site at http://www.washington.edu/research/hsd/or call (206) 543-0098.  

· We will not accept handwritten and/or incomplete forms.  (Use 10 point type or larger throughout application.)  
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Box 359470

Seattle, WA 98195-9470

Phone: 206-543-0098

Fax: 205-543-9218
	APPLICATION: Specimen or Data Use, Identifiable


	

	


	FOR HSD OFFICE USE ONLY

	APPLICATION NUMBER:
	     
	COMMITTEE:
	     
	DATE RECEIVED STAMP:

	(  MASTER COPY
	(  APPROVED
	(  WITHDRAWN
	
	
	

	(  COMMITTEE COPY
	(  DISAPPROVED
	
	
	

	(  RESEARCHER COPY
	
	EXPEDITED CATEGORY:
	     
	
	
	

	IRB Committee Signature and Printed Name:
	
	DATE:
	     
	
	
	

	
	
	
	
	
	
	

	Subject to the following restrictions:
	     
	
	
	

	
	
	
	
	

	Period of approval is one year from:
	     
	through:
	     
	

	
	


	  1.    Research Study & Contact Information

	
	Full Application Title:
	IRB # (if assigned):
	Committee: (if assigned)

	
	     
	     
	     

	
	Lead Researcher Information (change of Lead Researcher requires a modification)

	
	Name:
	Title:
	Position ( e.g. Asst. Professor or Director):

	
	     
	     
	     

	
	Home Institution (or source of paycheck):

UW Student? Home Institution is UW.
	Other Home Institution:

	
	     
	     

	
	UW Department:
	UW Division (Department of Medicine):

	
	     
	     

	
	UW Position or Appointment (choose the most appropriate one)

	
	Faculty:
	[   ] Regular Faculty Appointment
	[   ] Research Faculty Appointment
	[   ] Clinical Faculty Appointment

	
	
	[   ] Affiliate Faculty Appointment
	[   ] Visiting Faculty Appointment
	[   ] Dual Appointment with PNNL

	
	
	[   ] Other (Describe):
	     

	
	Student:
	[   ] Graduate or Professional Student (Matriculated or Approved “On Leave”)
	[   ] Matriculated Undergraduate Student
	[   ] WWAMI Student

	
	[   ] UW Resident, Fellow, or Post-Doc.
	[   ] UW Administration or Staff
	[   ] None

	
	Phone #:
	Campus Box#:
	Email:
	Other address if not at UW:

	
	     
	     
	     
	     

	
	IRB Contact Person (if other than lead researcher – change of contact person requires a modification )

	
	Name:
	Title:
	Position ( e.g. Asst. Professor or Director):

	
	     
	     
	     

	
	Home Institution (or source of paycheck):

UW Student? Home Institution is UW.
	Other Home Institution:

	
	     
	     

	
	UW Department:
	UW Division (Department of Medicine):

	
	     
	     

	
	UW Position or Appointment (choose the most appropriate one)

	
	Faculty:
	[   ] Regular Faculty Appointment
	[   ] Research Faculty Appointment
	[   ] Clinical Faculty Appointment

	
	
	[   ] Affiliate Faculty Appointment
	[   ] Visiting Faculty Appointment
	[   ] Dual Appointment with PNNL

	
	
	[   ] Other (Describe):
	     

	
	Student:
	[   ] Graduate or Professional Student (Matriculated or Approved “On Leave”)
	[   ] Matriculated Undergraduate Student
	[   ] WWAMI Student

	
	[   ] UW Resident, Fellow, or Post-Doc.
	[   ] UW Administration or Staff
	[   ] None

	
	Phone #:
	Campus Box #:
	Email:
	Other address if not at UW:

	
	     
	     
	     
	     

	
	Name and mailing Address for all paper-based correspondence

(If blank, correspondence will be directed to contact person, or lead researcher if no contact person.)

	
	Name:
	Campus Box#:
	Other address if not at UW:

	
	     
	     
	     

	


	 1a.  Primary Research Roles

	
	Some research projects are conducted by a large team of individuals. Other projects can be performed by only one or two individuals. The IRB does not need to know the name of every member of your research team - instead, the IRB wants to know who is fulfilling the following specific roles for your research.  Note that the same individual may play multiple roles. If it is necessary to identify an individual by name, this will be specified below. Each section below must be completed. 

	
	1a.i. Information for individuals identified by name:

The individual(s) below need to be identified by name. If these individuals change during the course of the research, a Modification approval from the IRB is needed before making the change. Copy and paste the table if more than one study coordinator.

	
	Study Coordinator

	
	Check here if the same as: [  ] Lead Researcher   [  ] IRB Contact Person 

If one (or more) of these boxes is checked, you do not need to complete the rest of this section.

	
	Name:
	Title:
	Position ( e.g. Asst. Professor or Director):

	
	     
	     
	     

	
	Home Institution (or source of paycheck):

UW Student? Home Institution is UW.
	Other Home Institution:

	
	     
	     

	
	UW Department:
	UW Division (Department of Medicine):

	
	     
	     

	
	UW Position or Appointment (choose the most appropriate one)

	
	Faculty:
	[   ] Regular Faculty Appointment
	[   ] Research Faculty Appointment
	[   ] Clinical Faculty Appointment

	
	
	[   ] Affiliate Faculty Appointment
	[   ] Visiting Faculty Appointment
	[   ] Dual Appointment with PNNL

	
	
	[   ] Other (Describe):
	     

	
	Student:
	[   ] Graduate or Professional Student (Matriculated or Approved “On Leave”)
	[   ] Matriculated Undergraduate Student
	[   ] WWAMI Student

	
	[   ] UW Resident, Fellow, or Post-Doc.
	[   ] UW Administration or Staff
	[   ] None

	
	Phone #:
	Campus Box#:
	Email:
	Other address if not at UW:

	
	     
	     
	     
	     


	1b.  Non-UW Institutions or Organizations

	
	1b.i. List all non-UW institutions or organizations whose employees or agents will perform any of the following activities for the research.  Provide a brief description of the activities that will be performed by each non-UW institution or organization you list. (Add more rows, or a separate list if needed)

· Obtain identifiable data, records, or specimens about the subjects 

· Have access to, or receive identifiable or coded data/specimens from the study

	
	Name of Institution or Organization
	Obtain identifiable data, records, or specimens about the subjects
	Have access to or receive identifiable coded data/specimens from the study

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	     
	     
	     

	
	1b.ii.Investigator assurances about the involvement of other institutions and organizations. Complete this section only if you listed any non-UW institutions or organizations in question 1b.i. The application cannot be approved unless all boxes are checked.

	
	[   ]
	By checking this box, the lead researcher acknowledges the following:

	
	
	When the UW is the direct (prime) recipient of federal funding for a research project, the federal government considers the UW to be “engaged” in the entirety of their research project, even when all activities involving human subjects are performed by the other institution through subcontract or other arrangements. This mean that the UW IRB must review all aspects of the project, including those activities performed by other institutions, unless some or all of the review has been deferred to another IRB by an IRB authorization Agreement.

	
	[   ]
	By checking this box, the lead researcher acknowledges the following:

	
	
	It is the lead researcher’s responsibility to (1) determine whether each institution or organization listed under question 1b.i. requires IRB review and approval of its own participation in the research and (2) obtain the IRB review and approval (unless the institution wishes to rely upon the UW IRB review and approval.)

	
	[   ]
	By checking this box, the lead researcher acknowledges the following:

	
	
	It is the lead researcher’s responsibility to maintain records of IRB approvals from the other institutions including: initial review; continuing review (Status Reports), modifications and reporting of problems and new information. The UW IRB does not routinely require these before granting approval.

	
	[   ]
	By checking this box, the lead researcher acknowledges the following:

	
	
	It is the lead researcher’s responsibility to obtain permission from any sites, institutions, etc. as appropriate for the research. The UW IRB does not routinely ask investigators to provide documentation. Example: the lead researcher should obtain permission from a school district before conducting any research in the classrooms.

	END PART ONE B


	   2.    Assurances, Signatures and Certification/Researcher Responsibilities

	
	LEAD RESEARCHER 
· I am aware of and agree with the information provided in this application.

· I understand that I am ultimately responsible for the conduct of this research, the protection of the subjects, and for the work of those I hire or supervise (including the content and accuracy of any correspondence or materials that they provide the IRB on my behalf).
· I understand my responsibilities concerning significant financial interest, as described in UW policy GIM 10. This 

	
	· includes (but is not limited to):
· My compliance with all relevant requirements of GIM 10 prior to beginning the project, and throughout the project.

· Ensuring that all investigators (as defined by GIM 10) on this project are aware of GIM 10 and their responsibility for complying with its relevant requirements.  This includes any investigators that are added after the project has begun.

	
	· I agree to comply with all applicable UW policies and procedures, and federal and state regulations regarding
human subjects in research, including, but not limited to, the following:
· This research will not begin until full IRB approval is received.
· The research personnel are qualified and appropriately trained.
· Adverse events and unanticipated problems related to the research will be reported to the IRB.
· There are adequate resources (personnel, funding, time, equipment, space) for conducting the research. The research will stop if adequate resources become no longer available.

	
	· A co-investigator will assume full responsibility for the research if I am unavailable to direct this research (such as sabbatical leave, vacation, or other absences). I will advise the IRB in advance.

· I will immediately inform the IRB about audits or monitoring visits (except by industry sponsors)

· I will request prior IRB approval for modifications, and request continuing review and approval.

	
	· I will ensure that the data/specimens were/are collected in an appropriate and ethical manner.

	
	· I will determine whether a Materials Transfer Agreement or Data Use Agreement is necessary for obtaining and using the data/specimens.

	
	· I will promptly notify HSD of any new information about the risks of this research to the specimen/data donors or others.

	
	This signature certifies that this document provides a complete and accurate description of the proposed activity and that the researchers agree to abide by the conditions and responsibilities of this IRB approval.

	
	
	     

	
	Signature of LEAD RESEARCHER
	Date

	
	

	
	DEPARTMENT OR DIVISION CHAIR, CENTER DIRECTOR of Lead Researcher

If it is unclear which department should provide this assurance, consult document #931, Signatures on IRB Forms. 

	
	· I certify that the researcher is qualified to conduct the research, and that there are adequate resources (researcher time, personnel, financial support, equipment, facilities) available. 

	
	· I certify that this research has received an intramural review and approval of scientific merit, if it did not go through an extramural review process. 

	
	·  (If applicable) I concur with the student’s choice of an appropriate faculty advisor. 

	
	     
	
	     

	
	Typed name
	Signature of DEPARTMENT CHAIR
	Date

	
	

	
	LEAD RESEARCHER who is a STUDENT
Students may be a Lead Researcher on a human subjects research project only if they provide the following consent in addition to signing the Lead Researcher assurance (above).  

	
	The Family Educational Rights and Privacy Act (FERPA) (20 U.S.C. § 1232g; 34 CFR Part 99) is a Federal law that protects the privacy of student education records.  By signing below, I hereby give my consent to the UW, and to any institution whose IRB reviews this project for or with the UW, to disclose the necessary personally identifiable information from my education records, which are related to and may include my IRB application and my human subjects research, for the limited purposes listed below, to:  UW school officials, including but not limited to IRB members; representatives of relevant state and federal agencies, including but not limited to the Office of Human Research Protections, the Food and Drug Administration, and the Office of Civil Rights; research subjects or recruiters for research subjects; individuals, organizations, or agencies that are involved with this research; and individuals, organizations, or agencies that raise a complaint with the IRB or any UW office or official about my research.  Any disclosure subject to this consent shall only be 

	
	for one or more of the following purposes:  to comply with contractual obligations, funding-related obligations, and state and federal laws and regulations regarding human subjects research; to provide research subjects or recruiters for research subjects with information regarding potential risks and benefits of my research; to investigate and/or respond to any complaint or concern that I may not have complied with UW policies and/or procedures and/or federal, state, and local regulations in conducting my human subjects research; to verify whether my research was approved by the IRB; and to confirm what research activities were approved by the IRB.  I agree that this consent shall remain in effect for the duration that my IRB file is retained by the UW, unless my consent is revoked by me in writing, and my revocation is delivered to the office of the UW Human Subjects Division.  Any revocation of this consent shall not affect disclosures previously made by the UW prior to the receipt of my written revocation. 

	
	     
	
	     

	
	Typed name
	Signature of STUDENT Lead Researcher
	Date

	
	

	
	FACULTY ADVISOR of Student Lead Researcher

	
	· I confirm that I am responsible for working with the Student Lead Researcher to ensure that this research is performed in an ethical manner that complies with appropriate human subjects regulations and with the information provided in this IRB application. 

	
	· I have reviewed and concur with this research proposal, including:  purpose, design, methodology, procedures, subjects, and the provided description of risks and benefits.

	
	· I will assist the student and the IRB as requested if any problems develop with the research.

	
	· I will provide continued oversight and guidance to the student during the course of the research, as appropriate.

	
	· If I will be unavailable (such as during a sabbatical leave or vacation), I will arrange for an alternate faculty advisor to assume responsibility during my absence, and I or the Student Lead Researcher will advise the IRB in advance. 

	
	     
	     
	
	     

	
	Typed name
	Email
	Signature of FACULTY ADVISOR
	Date

	END PART TWO


	   3.    Information about the Funding for this Research

	
	

	
	3.1. Is there funding for this research?

	
	[X]
	YES

	
	[   ]
	NO 
( If NO, please skip to Section 4

	
	If this research is funded, please attach one copy of each complete grant or contract proposal associated with this project. This should include grants that support faculty time for data analysis and manuscript preparation, (i.e. salary support).
For Department of Defense (DOD) funding, complete and attach the SUPPLEMENT: Department of Defense
For Department of Justice (DOJ) funding, complete and attach the SUPPLEMENT: Department of Justice

	
	3.2. Are you receiving a direct award from a federal agency?

	
	[   ]
	YES

	
	[ X  ]
	NO

	
	Provide the following information for each source of support for this project (copy and paste this table if more than one funding source).

	
	3.2. Type of support 

	
	[   ] Grant
	[ X  ] University Funds
	[   ] Gift
	[   ] Fellowship

	
	[   ] Department Funds
	[   ] Contract
	[   ] Other, describe:
	     

	
	3.3. If sub-contract, provide information about prime award: 

	
	
	Name of PI:
	     

	
	
	Title of grant:
	     

	
	
	Agency granting award:
	     

	
	3.4. Status of support  

	
	[  X ] New
	[   ] Non-competing continuation/renewal
	[   ] Competing continuation

	
	[   ] No cost extension
	[   ] Supplement
	

	
	3.5. Title of Grant, Contract, or Award:
	UW ID Division Observational Research Fund

	
	3.6. PI on Grant, Contract or Award:
	Robert Harrington

	
	3.7. Funding Agency or Sponsor:
	UW Infectious Diseases Division

	
	3.8. Funding dates:
	Start:
	     
	End:
	     

	
	3.9. If award has been assigned a number by the funding agency, enter here:
	     

	
	3.10. What institution processed the funding proposal?

	
	[   ] UW Office of Sponsored Programs
	[   ] UW Royalty Research Fund
	[   ]  Seattle Institute for Biomedical and Clinical Research
	[   ]  VA Boise

	
	[   ] Fred Hutchinson Cancer Research Center
	[   ] UW Development Office
	[   ] Puget Sound Blood Center
	[   ] VA Seattle/American Lake

	
	[   ] Public Health Seattle/King County
	[ X  ] Other, describe:
	UW Infectious Diseases Division

	END PART THREE


	  4.   Financial Conflict of Interest

	
	4.1. Confirm by checking the box that the principal investigator on this IRB application has ensured that all investigators (as defined by UW policy GIM 10) are aware of policy GIM 10 and their responsibility for complying with its relevant requirements.

	
	[ X  ]
	CONFIRMED

	
	4.2. Does the individual who is the principal investigator on (1) this IRB application or (2) any grants or contracts supporting this research have a financial conflict of interest with respect to this research? 

	
	[  X ]
	NO

	
	[   ]
	YES
(
	If YES, has it been disclosed to the University? (Since August 24, 2012, all disclosures are made through the University’s online Financial Interest Disclosure System.) Final review of this application cannot occur until the disclosure has been made and reviewed by the University, and the outcome has been incorporated into the IRB’s review.   

	
	
	
	[   ]
	NO

	
	
	
	[   ]
	YES

	END PART FOUR


	   5.    FDA Oversight

	
	5.1. Are the data and/or specimens being used to test the effectiveness of a drug, medical device, or biologic with the possibility that the data may eventually be submitted by you or the sponsor to the Food and Drug Administration (FDA) as part of a research or marketing application?  

	
	[ X  ]
	NO

	
	[   ]
	YES
(
	5.1.a. If YES, please explain:

	
	
	
	     

	
	
	
	5.1.b. Is the activity a diagnostic device study involving only the use of specimens or data? (e.g. in vitro diagnostic study).

	
	
	
	[   ]
	NO
	
	
	

	
	
	
	[   ]
	YES
(
	If YES, answer these questions so that the IRB can determine whether the study is exempt from certain FDA Requirements:

	
	
	
	
	
	
	YES
	NO

	
	
	
	The sponsor will comply with the requirements at 21 CFR 809.10(c) for labeling;
	[   ]
	[   ]

	
	
	
	The testing of the device is noninvasive;
	[   ]
	[   ]

	
	
	
	The testing of the device does not require an invasive sampling procedure that presents significant risk;
	[   ]
	[   ]

	
	
	
	The testing of the device does not by design or intention introduce energy into a subject;
	[   ]
	[   ]

	
	
	
	The device is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product or procedure.
	[   ]
	[   ]

	END PART FIVE


	   6.    Research Description, Design and Methods

	
	6.1. Provide a brief (one-two paragraph), non-technical description of the research study.  

	
	This study is a retrospective, observational study on (fill in the blank _______).  The cohort count for patients suffering from (fill in the blank ______) will be identified using the De-identified Clinical Data Repository (DCDR, IRB # 41431).  Following cohort identification, a standard infectious diseases dataset will be pulled electronically from Amalga (UW Infectious Diseases Database, IRB# 43801) for analysis
.  Additional data elements that will be collected by chart review include (none or name them ______).  The completed dataset will be analyzed to determine risk factors for disease acquisition and outcome and the effectiveness of the various treatments used.



	
	6.2. What specific question(s) (aims) does this research project attempt to answer?

	
	This project will help identify the clinical factors associated with the development and varied clinical courses of (fill in the blank _____).  The study will also seek to identify best diagnostic tests and treatments that are associated with favorable outcomes.   



	
	6.3. Explain briefly how the data and/or specimens you intend to use will help to answer the study question(s) stated above.

	
	A critical review of the clinical records of patients suffering from (fill in the blank _____) should reveal those factors associated with different disease progressions and outcomes.  


	END PART SIX


	   7.    Description of Data and/or Specimens

	
	7.1. Is this study: 

	
	[ X  ]
	retrospective (i.e., the data and/or specimens already exist at the time of this application)

	
	[   ]
	prospective 

	
	[   ]
	prospective and retrospective?  

	
	7.2. Explain what kinds of data and/or specimens you will review for your research (for example: Educational records, employment records, medical records, psychiatric records, drug and alcohol treatment records, medical billing records, pharmacy records, information from clinic databases, fresh tissue, slides, frozen blocks, blood draw, etc).

If you are conducting a review of research records, provide the date range that the data were entered into the records (i.e., medical records generated for a patient between 1/1/2010-12/31/2011). If you will review other data or specimens for your research, provide the date range that the data and/or specimens were obtained by the source (i.e. Samples from the Alzheimer's Institute collected between 10/1/1995-7/31/2005).

	
	Type of Data/Specimens
	Date Range
	Source of Data/Specimens
	HIPAA covered entity? (Y/N)
	UW held records? (Y/N)
	Categories of Variables
	Specific Identifiers to be Recorded for Research

	
	Medical Records
	1/1/1990 to present (fill in the date)
	The DCDR and UW Clinical Data Repository
	Yes
	Yes
	Demographics, medical diagnoses, vital signs, patient histories and exam findings, laboratory tests, radiographic and pathology reports
	See attached list for specific variables

	
	     
	     
	     
	
	
	     
	     

	
	     
	     
	     
	
	
	     
	     

	
	NOTE: Please refer to guidance document for what defines a HIPAA covered entity and UW held records.  “UW” includes Harborview Medical Center but not Northwest or Valley Medical Centers.

	
	7.3 Will you obtain data and/or specimens from a repository and/or another study?

	
	[  ]
	NO

	
	[ X]
	YES
(
	If YES, provide the following information for the repository or other study: 


	
	
	
	7.3.a. PI Name
	     

	
	
	7.3.b. Institution
	     

	
	
	7.3.c. IRB Application #
	     

	
	
	7.3.d. Title
	     

	
	
	7.3.e. For data and/or specimens from a repository, attach the gatekeeping form/specimen/data request form related to the repository. If you cannot do this, please explain:

	
	
	     

	
	
	7.3.f. For data and/or specimens from a research study, attach the consent form related to the repository and/or study. If you cannot do this, please explain:  

	
	
	     

	
	7.4. Will you record any information that could reasonably be considered to place the subjects in your study at risk of criminal or civil liability or be damaging to their financial standing, employability or reputation? (For example, illegal drug activity, excessive alcohol use, undocumented immigration, HIV status, poor academic or job performance, etc.)  

	
	[   ]
	NO

	
	[ X ]
	YES
(
	If YES, provide the following information:

	
	
	
	7.4.a. Provide the variables:

	
	
	
	Any element that exists in the EMR, including but not limited to drug and alcohol use, HIV status, sexually transmitted diseases and any behaviors that might place them at risk for acquiring an infection.



	
	
	
	7.4.b. Please explain why it is necessary to record these variables:

	
	
	
	Many of these data may represent important risk factors for the acquisition and poor outcome of particular infections and therefore need to be included in any analysis of patients with infectious diseases.  Indeed, some of the conditions that could affect a patient’s financial standing, employability and reputation (e.g. HIV) may be the focus of the project. 



	
	7.5. Attach the data abstraction form or attach the form you will use to store data.  If the form is not attached to the application, please explain why you cannot provide it:

	
	A standard “infectious diseases dataset” will be provided by electronic query for this project.  The elements of this dataset are attached.  Additional data elements that will also be collected are included (see attached data abstraction form).

	END PART SEVEN


	   8.    Information about the Research Subjects

	
	If there is more than one population (i.e., “group”) under study in this research, answer each question in this section for each population.

	
	NOTE: Please refer to the vulnerable population guidance if involving data and/or specimens from a vulnerable population (e.g. pregnant women, children, prisoners)

	
	The IRB reviews the number of subjects you plan to study in the context of risks and benefits.  If your research is approved for a specific number of subjects, the data from any “extra” subjects cannot be described as having been obtained with IRB approval.
See the HSD website for the definition of “human subject” http://www.washington.edu/research/hsd/docs/1253.  Before answering the questions below, be sure that you are familiar with the definition.  

	
	8.1. Subject groups/categories and numbers.  Complete this table by listing:
· Your groups or categories of subjects.  “Group” should be defined as appropriate for your research.

· “Units” within a group. For most research, a group will consist of individuals, such as children aged 8-12, or individuals with high blood pressure.  However, this will not be true for all research.  Examples of groups with “units” that are not individuals:

· Dyads such as Alzheimer’s-patient-and-caregiver, with one group of the dyads assigned to one intervention (e.g., behavioral modification) and another group of the dyads assigned to a comparison intervention (e.g., drug treatment).

· Families. For example, a study of mental health interventions for homeless families might have one group of 30 families assigned to one intervention and another group of 30 families assigned to a different intervention.

· Other. For example, the “units” in autism research might be an autistic individual and all his/her living blood relatives. The units in an academic excellence study might be a student-parents-teacher unit.

	
	· Types of groups. There are many ways in which subjects might be grouped.  Examples:

· By intervention. Example: research comparing two different drugs for high blood pressure.

· By subject population. Example: research comparing the incidence of domestic violence in families living in urban settings versus families living in rural settings.

· If you have only one group, fill in only one line in the table.  Add more lines if needed.

· The age range of each group.

· The upper limit/number of completed subjects you need for each group.   Completed means that all research procedures involving the subjects or the obtaining of specimens/records/data have been completed as far as is possible for each subject, including any follow-up (such as follow-up access to medical records.)  In some cases, such as an online survey, it is not possible to predict the number of subjects who will complete the research. If you cannot predict or describe the maximum number of subjects you need in each group, check the appropriate box and provide your rationale in the space provided below the table. 

	
	Group name/description
	Age range of subjects
	Maximum desired number of individuals (or other group unit, such as families) who will complete the research.*
	Cannot provide a number.**

	
	All patients cared for at the UW hospitals and clinics (UWMC, HMC, SCCA, FHCRC and UWNC)
	Any age
	Fill in cohort number (what was generated from the DCDR, maybe double it) or check the next box “Cannot provide a number”
	[ X  ]**

	
	     
	     
	     
	[   ]**

	
	     
	     
	     
	[   ]**

	
	     
	     
	     
	[   ]**

	
	*This is the number of subjects (individuals, dyads, familys, etc., as appropriate) in each group that will be considered for approval by the IRB.

	
	**If you cannot predict or describe the maximum number of subjects you need in each group: 
Provide your rationale and description of research scope here. Include any information or estimates you might have about the number of subjects, so that the IRB has a sense of the scope of your research.  For example, your research might be a small pilot study of all patients presenting with a rare disease at UW Medicine in the next year.  Or, it might involve a survey posted on Craig’s List for two weeks that could result in thousands of responses.  

	
	If you checked the “Cannot provide a number box” – then add this language:  This project will collect data from all UW patients suffering from (fill in the blank ______).  We want to include as many patients as possible to increase the validity of the findings of the study and therefore cannot know how many patients to include until we have run a query to identify the cohort.



	
	NOTE:  In your annual Status Report, you will be asked to complete the table below with your subject numbers. While developing your research protocol, please plan ahead so that you will have an accurate record of the subject numbers above.
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This is for illustration only.  Do not complete this table. 

	
	Third party subjects

	
	8.2. Are you collecting identifiers or identifiable information about others, e.g., health care professionals who provided care or gave services to the individuals whose records (data) and/or specimens are being used? Note that “third party” subjects are human subjects.  All relevant regulations and requirements apply.  If you are collecting identifiable information on third party subjects, then provide information about this additional subject population in 9.1.

	
	NOTE: Please refer to the guidance document “Human Subject Definition” (part 4) for more information about third party subjects.

	
	[ X  ]
	NO

	
	[   ]
	YES
(
	If YES: 

	
	
	8.2.a. Identify the role of the third party subjects:

	
	
	     

	
	
	8.2.b. Provide the identifiers that you will record:

	
	
	     

	
	
	8.2.c. How many of these third-party subjects will you include?

	
	
	     

	END PART EIGHT


	   9.   Research Involving Students

	
	9.1 Does your research involve any of the following:

· Students age 21 or younger who may be participants in your research?

· Access to, or use of, personally identifiable information from student (current or past) education records from any institution or agency of education (including, but not limited to pre-elementary, secondary, post-secondary, job training, adult education, career and technical education, special education?)

· Conducting any research procedures in an educational setting?

	
	[ X  ]
	NO
	

	
	[   ]
	YES
(
	If YES: Your research may be subject to the requirements of the Protection of Pupil Rights Amendment (PPRA) and/or the Family Education Rights and Privacy Act (FERPA).

Consult with the SOP Research Involving Students to determine whether PPRA or FERPA regulations apply to your research.

Check the appropriate box:

	
	
	
	[   ]
	PPRA regulations apply to my research

	
	
	
	[   ]
	FERPA regulations apply to my research

	
	
	
	[   ]
	Both PPRA and FERPA regulations apply to my research

	
	
	
	[   ]
	Neither set of regulations apply to my research

	END PART NINE


	  10.   Confidentiality of the Data and/or Specimens (if Identifiable/Coded)

	
	10.1. Will you access and/or record the subjects’ names or other identifying information (such as patient number, student ID number or Social Security number) for the purpose of maintaining a link between the data and/or specimens and the subjects’ identities throughout your study? 

	
	[   ]
	NO
(
	If NO, please explain why you are requesting IRB review:

	
	
	     

	
	
	Then skip to Part 11: Potential risks of harm/benefits, question 11.1.

	
	[  X ]
	YES
(
	If YES: 

	
	
	10.1.a. Please explain:

	
	
	Patient records will be accessed for this retrospective review.  The initial data collection will be by electronic query using UW Clinical Data Repository (Amalga); however, supplemental data collection by manual chart review will be required for some data elements.  To annotate the electronic data with that obtained by chart review and track it to the correct patient we will need a study code that links to patient identifiers.



	
	
	10.1.b. Describe the procedures you will use to protect identifiable data against breach of confidentiality and how long you plan to maintain the link between identifiers and data and/or specimens.  Check all that apply and answer the follow up questions.  

	
	
	[  X ]
	I will assign a unique study code to the data and/or specimens and keep the master list in a secured location separate from the data.

	
	
	
	Provide the date by when you will destroy the link between identifiers and the data and/or specimens:  

	
	
	
	Fill in the expected date:

	
	
	[   ]
	I will retain the identifiers with the data and/or specimens.  If you check this box, explain why this is necessary.  For example, you may need to keep data and/or specimens with identifiers for a period of time in order to link multiple data sets together. 

	
	
	
	And, I will keep direct identifiers with data and/or specimens until (specify month/day/year) at which time I will assign a unique study code to the data and/or study specimens and keep the master list in a secured location, separate from the data and/or specimens: 

	
	
	
	     

	
	
	
	In addition, explain the extra security cautions you will take while the data and/or specimens are directly identifiable:  

	
	
	
	     

	
	
	[   ]
	OR, I will keep identifiers forever.  If you checked this box, explain why this is necessary.  For example, you intend to follow the course of treatment or disease, or you want to contact subjects.  In addition, describe how you will protect the data from breach of confidentiality:

	
	
	
	     

	
	
	[   ]
	Other, explain:

	
	
	
	     

	
	Future Use and Sharing With Other Researchers

	
	10.2. Is the research activity part of a larger research study such that the UW is considered a ‘site’?

	
	[   ]
	YES 

	
	[ X  ]
	NO

	
	10.3. Will you share identifiable data and/or specimens with anyone outside of the research team?

	
	[  X ]
	NO

	
	[   ]
	YES
(
	If YES:  

	
	
	10.3.a. Please explain why this is necessary and to whom you will disclose the information.

	
	
	     

	
	
	10.3.b. Provide a list of the variables and/or specimens to be shared.  Be sure to include and identifiers that will be shared.

	
	
	     

	END PART TEN


	  11.   Potential Risks of Harm/Benefits

	
	11.1. All research involves some risk to subjects, no matter how small. Please identify the potential risks of harm that may result from this research and describe the steps you have taken to minimize them.  Harms in research using data and/or specimens often include those that may result from invasion of privacy or breach of confidentiality.  There may be harms to individuals and to the groups or communities to which they belong.  In evaluating risks, consider the sensitivity of the data and how long you will keep the subjects identities linked to the data and/or specimens. If there are different harms for different groups of subjects, please identify the harms for each group.

	
	Risks to patients from this study derive from any breach in confidentiality or privacy protections that could result in the reveal of PHI.  No protections (passwords, data coding) are perfect but the storing of coded data on a secure, password protected server with the master list linking the study codes to patient identifiers on a different computer should provide reasonable protection against any security breach.

	
	11.2. Anticipated benefits:  Describe the anticipated benefits of this research for individual subjects (if any) and for society. If there are no direct benefits for the individual, please state this.

	
	     

	END PART ELEVEN


	  12.   Additional Documents

	
	SUPPLEMENT: Waiver Request, Consent Requirements: Always submit this form. You will be accessing identifiable specimens and/or data without the subject’s consent

SUPPLEMENT: Waiver Request, HIPAA Authorization: Submit this form when you are involving PHI in your research activity but will not obtain the authorization of the subjects. However, if the source of any of the data or specimens is a non-UW HIPAA entity, the holder of the data or specimens may grant a HIPAA waiver. 

SUPPLEMENT: Protected and/or Vulnerable Populations: Submit this when the research includes review of data and/or specimens from minors, pregnant women, or any other protected or vulnerable population. Please know that if you will review prisoner data your application will require full committee review, as expedited review of research involving prisoners is not recommended per federal guidance. 

TEMPLATE: Confidentiality Agreement: Include this if you are accessing identifiable UW held records without the subject’s consent. 

Data Use Agreement (if applicable): If you will enter into an agreement with the holders of the data/specimens, include a copy of the agreement along with your application. 



	END PART TWELVE


�Should this be changed to the “UW Clinical Data Repository” rather than Amalga – and, if so, should I take out reference to the IW Infectious Diseases Database?   This has relevance to question 7.3


�The IRB said I should check this as “YES” and therefore need to answer the questions.  This relates to question 6.1 above:  should I enter data regarding the UW Infectious Diseases Database (does have IRB#, gatekeeping form) or should I entoer “UW Clinical Data Repository”…and if the latter – does it have an IRB application, PI, gatekeeping form, etc?
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