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	Application for Review
Human Specimens or Data Research


	Date:
	
	
	This box is for IRO only

	Protocol #:
	
	Version date (if applicable)
	
	IR File #
	
	Date Received:
	
	

	
	
	
	
	
	
	
	
	

	Principal
Investigator:
	
	Mailstop:
	
	Phone:
	

	Contact
Person:
	
	Mailstop:
	
	Phone:
	

	Study
Title:
	     

	PI Primary Appointment:
	
	 FORMCHECKBOX 

Fred Hutch (select division)
 FORMCHECKBOX 

University of Washington
 FORMCHECKBOX 

Seattle Children’s
 FORMCHECKBOX 

Other:  
	(   FORMCHECKBOX 
 Basic    FORMCHECKBOX 
 HB    FORMCHECKBOX 
 VIDD    FORMCHECKBOX 
 CRD    FORMCHECKBOX 
 PHS    FORMCHECKBOX 
 Admin 



	
	INSTITUTIONAL APPROVAL (Required)

Fred Hutch PIs get approval from Division Director or designee; UW PIs get approval from Department Chair or designee. 

Check one box to indicate which method of institutional approval this application has received. 

 FORMCHECKBOX 

Approval signature from Division Director, Department Chair, or designee is below.
 FORMCHECKBOX 
 Other approval documentation (e.g., email from Division Director or designee, UW’s Review Authorization form, etc.) is attached separately. 
This research project has scientific merit. The Principal Investigator is qualified to oversee this project.
	

	
	
	
	
	
	
	

	
	Printed Name 
	
	Signature
	
	Date
	


NOTE:
This application assumes no contact with participants and should only be used for studies using specimens, data, cell lines, or other information derived from a human. This form should also be used for coordinating centers, regulatory master files, or repository only IRB applications.  


If the scope of your project involves interaction with participants to collect specimens or data, please stop and complete the Observational or Interventional Research Application instead. 
1.0 RESEARCH DESIGN AND RESOURCES: The IRB requests the following information to confirm that risks to participants are minimized by using procedures which are consistent with sound research design and which do not unnecessarily expose participants to risk.
1.1
Is there a separate research protocol, synopsis, or other scope of work, document detailing the research activity involving human specimens and/or data? 
 FORMCHECKBOX 
  Yes ( please submit protocol, synopsis, or other scope of work. [image: image3.png]



 FORMCHECKBOX 
  No ( please describe research plan in detail:
	


1.2
What is the background and rationale for this project? If this information is clearly described in a separate protocol or scope of work document, reference the specific page(s) where applicable:
	


1.3
What are the objectives that will be met? If this information is clearly described in a separate protocol or scope of work document, reference the specific page(s) where applicable:
	


1.4
Please describe the specimens and/or data records that are included in your project. If this information is clearly described in a separate protocol or scope of work document, reference the specific page(s) where applicable:
	


1.5
What are the study’s sources of specimens and/or data?  Provide name, address, institution/company, and a brief description of what specimens and/or data will be provided from each source.
	Name
	Address
	Institution/Company
	Description

	
	
	
	

	
	
	
	

	
	
	
	


For non-public/non-medical record sources, please submit a letter of support (e.g., a gatekeeper letter, material or data transfer agreement, contract, etc.) from the provider of the specimens or data acknowledging your use of the specimens or data for purposes of this project. [image: image4.png]



1.5.a.
Are there any restrictions on the research uses for these specimens or data (e.g. they may not be transferred from FHCRC to another researcher, or no genetic testing is allowed on the samples)?

 FORMCHECKBOX 
  No 
 FORMCHECKBOX 
  Yes ( please explain:
	


1.6
Will this research activity be funded or supported by grants, contracts, or other external support?

	 FORMCHECKBOX 

No ( please explain how the study will be conducted with no support:
	


 FORMCHECKBOX 

Yes ( please complete a Funding Source Supplement and submit it along with a copy of the grant, contract, or other funding documentation with this application [image: image5.png]



1.7
Will this research activity be funded by Department of Defense (DoD) or one of its component agencies (e.g., Dept of Army, DARPA, etc.)?  

 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes ( please complete the DoD Supplement and submit with this application. [image: image6.png]



1.8
Are the human specimens and data de-identified prior to receipt by the research team; and the provider of the specimens and data either does not have the identifiers or is prohibited by contract or other agreement from providing the identifiers? 
 FORMCHECKBOX 

Yes ( This project likely qualifies for a determination of “Not Human Subjects (NHS) Research.”  Please proceed to Section 9.0 and submit a Human Subjects Research Determination Form. [image: image7.png]



 FORMCHECKBOX 

No  
Note:
If in completing the determination form you determine the research project will not qualify for a “NHS” determination, please mark “No” and continue with this form.

1.9
What FHCRC or Cancer Consortium locations will be involved in the research?  
Please check all that apply: 
 FORMCHECKBOX 
  FHCRC main campus

 FORMCHECKBOX 

Hutchinson Center Research Institute in Uganda (HCRI-Ug)

 FORMCHECKBOX 

Hutchinson Center Research Institute in South Africa (HCRISA)
 FORMCHECKBOX 

Seattle Cancer Care Alliance (SCCA) South Lake Union
 FORMCHECKBOX 

SCCA at Evergreen Hospital

 FORMCHECKBOX 

SCCA at Northwest Hospital
 FORMCHECKBOX 

Seattle Children’s Hospital
 FORMCHECKBOX 

University of Washington (UW) Medical Center
 FORMCHECKBOX 

University of Washington Clinics

 FORMCHECKBOX 

Harborview Medical Center
 FORMCHECKBOX 

Other FHCRC or Cancer Consortium location, please list: (      
 FORMCHECKBOX 

NA ( no research at FHCRC or Cancer Consortium locations

1.9.a.
Will FHCRC IRB be the IRB of Record for all of the locations listed above? 
 FORMCHECKBOX 
  Yes  

	 FORMCHECKBOX 
  No, please explain (
	


1.9.b.
Will you, or members of your research team personally be conducting research activities at locations other than those listed above and FHCRC will not be the IRB of Record (e.g., Swedish)? 
 FORMCHECKBOX 
  No  

	 FORMCHECKBOX 
  Yes, please identify the locations  (
	


1.10
Will FHCRC IRB be the IRB of Record for any locations outside the FHCRC or Cancer Consortium; or, are you serving as the overall coordinating center for this research? 
 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes ( If yes to either, please complete the Multi-Center Supplement and submit it along with this application then go to Question 1.12  [image: image8.png]



1.11
Will you be serving as a standalone statistical center for a multi-center trial not coordinated by FHCRC? 
 FORMCHECKBOX 
  No
 FORMCHECKBOX 
  Yes ( complete the Statistical Center Supplement [image: image9.png]



1.12
What steps will the Principal Investigator of this study take to ensure that each staff member involved is adequately informed about the protocol and their research-related duties and functions – e.g., new staff orientation, weekly staff meetings?
	


1.13
Have all members of the research team received training on Human Subject Protections as required per FHCRC Policy 2.20 Training?
 FORMCHECKBOX 
  Yes  

	 FORMCHECKBOX 
  No ( please explain:
	


Note:  If any new members join the research team, the Principal Investigator is responsible for ensuring everyone receives and maintains required training. 
1.14
Do all of the specimens and/or data to be used in this research project exist “on the shelf” and are available to the researcher at the time of this application; and the research does not involve accessing University of Washington medical records? 
 FORMCHECKBOX 

Yes ( This project likely qualifies for a determination of “Exemption” from IRB review under category 4.  Please proceed to Section 8.0 and submit an Exempt Checklist. [image: image10.png]



 FORMCHECKBOX 

No ( The specimens or data are being gathered by the provider and will be sent to us as the research progresses, or the research involves accessing University of Washington medical records.
Note:
If in completing the exempt checklist you determine the research project will not qualify for exempt category 4, please complete and submit an Expedited Checklist for Minimal Risk Activity with this form (select category 2 through 6 as appropriate depending on how the specimens or data were collected originally) and complete the rest of this application. [image: image11.png]



Also, if you will be accessing University of Washington medical records a separate Confidentiality Agreement must be obtained from University of Washington Human Subjects Division, or appropriate UW records custodian.  
1.15
Will this study include the establishment of a local repository, registry, or data bank for the purpose of sharing research specimens or data collected for this study with other studies in the future? 

 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes ( please complete the Repository, Registry or Data Bank Supplement and submit with this application. [image: image12.png]



2.0
RISK/BENEFIT ASSESSMENT: The IRB is responsible for determining that risks to participants are reasonable in relation to anticipated benefits, if any, to participants, and the importance of the knowledge that may reasonably be expected to result.
2.1
Are there any anticipated risks involved with research on the specimens and data beyond a potential breach of confidentiality relating to the research records? 
 FORMCHECKBOX 
  No 
 FORMCHECKBOX 
  Yes ( please explain:
	


2.2
What are the expected benefits of the research project for the individual participants, society, or both? Please explain how the benefits outweigh the risks.

	


2.3
Is it possible that this study will discover a previously unknown condition such as a disease, or genetic predisposition as a result of evaluating specimens or data? 

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes ( please explain how you will manage this situation.
	


2.4
Will this study involve the return of any research results to a participant who originally provided the specimens or data? 

 FORMCHECKBOX 

No
 FORMCHECKBOX 

Yes ( please explain (including how results will be communicated back to participants):
	


2.5
What measures will the study take to assure that an individual or group cannot self-identify in publications/presentations? 
	


3.0
SELECTION OF SPECIMENS AND DATA IS EQUITABLE: The IRB is responsible for determining that the research does not exploit vulnerable populations or exclude participants on the unjustifiable basis of race, gender, ethnicity or socioeconomic status.
3.1
What is the estimated number of specimens or data records involved in this research project? 
· For a multi-center study, both local and total numbers must be provided.

· If this study does not involve multiple sites, complete only the local row.  
	
	NUMBER OF SPECIMENS or RECORDS

	
	First Year
	Entire Study

	Locally
	
	

	Study-wide
	
	


3.2
Will the research potentially involve identifiable specimens or data from any of the following vulnerable participant populations?  Please check all that apply. 
3.2.a.
 FORMCHECKBOX 

Pregnant women 

3.2.b.
 FORMCHECKBOX 

Fetuses in utero
3.2.c.
 FORMCHECKBOX 

Nonviable neonates or neonates of uncertain viability

3.2.d.
 FORMCHECKBOX 

Females of childbearing potential

3.2.e.
 FORMCHECKBOX 

Prisoners (including juvenile detainees) → complete the Prisoner Certification Checklist for Investigator [image: image13.png]



3.2.f.
 FORMCHECKBOX 

Children ( Risk Category 1, under 45 CFR 46.404 
3.2.g.
 FORMCHECKBOX 

Others (e.g., educationally or economically disadvantaged, etc.)
	


If you checked any of the boxes above: Are there any additional risks for these vulnerable populations beyond loss of confidentiality?
 FORMCHECKBOX 

No 
 FORMCHECKBOX 

Yes ( please describe the additional safeguards taken to protect the rights and welfare of the vulnerable population.  If applicable, reference the page number(s) in the protocol that describe the additional safeguards.
	


3.3
Will anyone on the study team have their specimens or data in this study? 
 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes ( please provide details of the involvement.

	


4.0
CONSENTING AND COMPENSATING RESEARCH PARTICIPANTS: The IRB is responsible for determining that informed consent will be sought from each prospective subject or the subject’s legally authorized representative in accordance with, and to the extent required by regulations.
4.1
Did the foundational consent form originally signed by the participant when their specimens or data were collected cover the future research use of their specimens or data consistent with the purpose of this project? 
 FORMCHECKBOX 

Yes ( Attach a copy of the foundational consent form(s) originally used to collect the specimens or data; or attach a copy of the gatekeeper letter from the provider of the specimens or data confirming that informed consent was obtained when the specimens or data was collected. Also complete a Waiver of Consent Supplement specifically for this research use of specimens or data. Go to Section 6.0 [image: image14.png]



 FORMCHECKBOX 

No ( Please provide a detailed explanation why use of the specimens or data for this research is acceptable given the foundational consent did not contemplate this future use (e.g., no foundational consent form exists, because the specimens or data were originally collected under a waiver of consent).  Also complete a Waiver of Consent Supplement. [image: image15.png]



	


5.0
DOCUMENTING CONSENT/ASSENT
This section is not applicable since there will be no participant contact in this research project.  If the IRB determines that consent of participants is necessary to cover this research use of their specimens and/or data, you will be directed to complete the Application for Review - Observational Research form.
6.0
DATA AND SAFETY MONITORING: The IRB is responsible for determining, when appropriate, that the research plan makes adequate provisions for monitoring the data collected to ensure the safety of subjects.
6.1
Is there a data and safety monitoring plan for this study? 
 FORMCHECKBOX 

No (
There are no participant safety implications for this research. 

 FORMCHECKBOX 

Yes (
Please briefly describe the plan: 
	


7.0
PRIVACY AND CONFIDENTIALITY: The IRB is responsible for determining that there are provisions for protecting the privacy of subjects and maintaining the confidentiality of data.
Privacy:
7.1
What safeguards will be used to protect participants against being identified, directly or indirectly, in study reports, publications, etc.? 
	


Confidentiality:
7.2
What format will be used to store and protect the confidentiality of participant information?  Please check as appropriate.

 FORMCHECKBOX 
  Hardcopy (paper documentation)

 FORMCHECKBOX 
  Study’s Database System

 FORMCHECKBOX 
  Disk (CD ROM, floppy disk)

 FORMCHECKBOX 
  Audio Tapes

	 FORMCHECKBOX 
  Other, please describe: (
	


7.3
How will participant information be kept confidential and secured?  Please check as appropriate.

 FORMCHECKBOX 
  File cabinets with combination or key lock

 FORMCHECKBOX 
  Locked room with cardkey access

 FORMCHECKBOX 
  Freezer with a padlock

 FORMCHECKBOX 
  Off-site backup vendor

 FORMCHECKBOX 
  Electronic records with user identification and secret password

 FORMCHECKBOX 
  Biometric authentication (e.g., fingerprints, voice, retinal/iris scan)

 FORMCHECKBOX 
  Smart card (e.g., memory or microprocessor cards)

	 FORMCHECKBOX 
  Other, please describe: (
	


7.4
What procedures will be in place for ensuring that only authorized study personnel have access to participants’ information? Please respond to the following:

7.4.a.
Identify anyone other than the Principal Investigator who is authorized to give access to the information.

	


7.4.b.
How does the PI ensure that access is revoked when a study staff member leaves the study?

	


7.4.c.
Are access privileges periodically reviewed?

 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes ( state by whom and how often they are reviewed.  

	


7.4.d.
Please describe the confidentiality training given to study staff regarding access to participant information.
	


7.4.e.
Please describe the timing and methods to remove or destroy identifying information about subjects.  
	


7.4.f.
Will you retain identifying information for purposes of another research project (e.g., keeping participants’ contact information to recruit them for future research projects)?

 FORMCHECKBOX 

No 
 FORMCHECKBOX 

Yes ( Please describe what information will be retained.
7.5
Will this study involve information that, if disclosed, could have significant negative consequences to the participants such as damage to their financial standing, employability, insurability or reputation (e.g., HIV, AIDS, other STDs; use of alcohol, drugs, or other addictive products, illegal behaviors, etc.)?

 FORMCHECKBOX 

No ( go to Question 8.1

 FORMCHECKBOX 

Yes ( please describe:

	


7.6
Will the study obtain a Certificate of Confidentiality issued by the NIH?

 FORMCHECKBOX 

Yes (
Please submit a copy of the Certificate of Confidentiality or the application you plan to send to NIH. [image: image16.png]



 FORMCHECKBOX 

No (
If you answered “yes” to question 7.5 please provide an explanation why you will not obtain a Certificate of Confidentiality:

	


8.0
OTHER REGULATORY AND/OR ADMINISTRATIVE REVIEW REQUIREMENTS:  The following criteria, where applicable, must also be addressed.
8.1
Other IRB Reviews.

8.1.a.
Is this study being transferred from another IRB?

 FORMCHECKBOX 
  No



 FORMCHECKBOX 
  Yes (  submit the Transfer of IRB Oversight Supplement. [image: image17.png]




8.1.b.
Has this study received disapproval from another IRB for this research prior to submission to the Fred Hutch IRB?

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Yes ( please explain: 

	


8.2
Health Insurance Portability and Accountability Act (HIPAA):
8.2.a.
Will this study involve access to, or use of, any participants’ 18 identifiable pieces of protected health information (PHI) defined under HIPAA (45 CFR 164.514(A)(2)) from a covered entity?  
 FORMCHECKBOX 
  No  (  HIPAA does not apply; go to Question 8.3
 FORMCHECKBOX 
  Yes  ( please respond to 8.2.b. and 8.2.c.
8.2.b 
Are you requesting a waiver of HIPAA authorization for all aspects of the research?
 FORMCHECKBOX 
  No  (  Go to Question 8.2.c.

 FORMCHECKBOX 
  Yes  ( please submit a HIPAA Supplement and Waiver of Authorization. Go to 8.3[image: image18.png]



8.2.c.
Will this study be accessing only a limited data set of PHI? 
 FORMCHECKBOX 

Yes ( please submit the HIPAA Supplement and Waiver of Authorization.  [image: image19.png]



Answer “No” to the first question on the supplement and follow the remaining instructions. Go to Question 8.3
 FORMCHECKBOX 

No, we will be accessing more than a limited data set ( continue to Question 8.2.d.
8.2.d.  Will you access PHI for the purpose of determining eligibility prior to obtaining written authorization?
 FORMCHECKBOX 
 No (  go to Question 8.2.e.
 FORMCHECKBOX 
 Yes ( please complete and submit a HIPAA Supplement and Waiver of Authorization. [image: image20.png]



NOTE: if the records are UW Medicine you must also obtain a confidentiality agreement from University of Washington Human Subjects Division prior to accessing medical records.  For more information visit http://www.washington.edu/research/hsd/docs/393 
8.2.e.
How will you obtain authorization to access PHI?  
 FORMCHECKBOX 

Separate HIPAA Authorization Form(s) as indicated below. Please submit a copy of the form(s) checked.  [image: image21.png]



 FORMCHECKBOX 

FHCRC Protocol-Specific HIPAA Authorization for the Use of Patient Information in Research.
 FORMCHECKBOX 

FHCRC Clinical Research Division Transplant Program General HIPAA Research Authorization Form.
 FORMCHECKBOX 

UW HIPAA form – required for UW Consortium investigators.
 FORMCHECKBOX 

Seattle Children’s HIPAA form.
 FORMCHECKBOX 

Other HIPAA authorization form. 

 FORMCHECKBOX 

HIPAA authorization language included in the research consent form.
8.3
Does the study involve the transfer of materials (e.g., specimens or data) to an outside entity other than the sponsor? 

 FORMCHECKBOX 

No (  go to Question 8.4.
 FORMCHECKBOX 

Yes ( please respond to 8.3.a. – 8.3.b.
	8.3.a.
	Please describe the materials/data
to be transferred:
	

	8.3.b.
	List the outside entity and what activities they will perform:
	


Note:
Transfer of specimens or data may require a Material or Data Transfer Agreement. FHCRC researchers, contact the FHCRC Technology Transfer Department at MTA@fredhutch.org for more information. UW researchers, contact the Agreements Group at mta-group@uw.edu.
8.4
Genomic Data Sharing

8.4.a.  Does the study involve the FHCRC depositing genotype or phenotype data generated during this study directly to a genetic information database whose purpose is to share data with the wider research community (e.g., dbGaP, Genome Atlas Project)?

 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes (  please complete and submit the Genomic Data Sharing Supplement [image: image22.png]



Note:  Please see the NIH Guidelines on Genomic Data Sharing for new consent requirements, etc. (specifically section IV; Part C) https://gds.nih.gov/ 
8.5
Embryonic Stem Cell Research:

8.5.a.
Does this study involve the use or destruction of embryonic stem cells? 
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes (
Provide information about where the stem cells are obtained (e.g., NIH approved line). Provide the location and approval date of the Embryonic Stem Cell Research Oversight (ESCRO) Committee review and submit a copy of the ESCRO approval letter. [image: image23.png]



	


8.6
FDA regulated research:

8.6.a.
Are you or the sponsor intending to use results from the study to support FDA approval of a new indication for a drug, biologic or food supplement or to support any other significant change in the labeling?
 FORMCHECKBOX 

No 
	 FORMCHECKBOX 

Yes ( please explain:
	


8.6.b.
Are you or the sponsor intending to use study results to support a significant change in the advertising for a drug, biologic or food supplement?
 FORMCHECKBOX 

No 
	 FORMCHECKBOX 

Yes ( please explain:
	


8.7
Conflict of Interest:
Which institution’s budget is being charged to conduct this study (e.g. where are PI salary and study expenses being charged)? Check all that apply (at least one must be checked) and follow the instructions.
 FORMCHECKBOX 

Fred Hutchinson Cancer Research Center: 
Please refer to the instructions - http://centernet.fhcrc.org/CN/depts/iro/irb/forms/prot-p2-instructions.pdf for definitions of ‘Capitalized’ terms as they related to FHCRC Conflict of Interest questions and respond to questions 8.7.a through 8.7.c below.
 FORMCHECKBOX 

University of Washington:

Please go to http://www.washington.edu/research/hsd/docs/741 to fulfill the UWs Conflict of Interest requirements. Submit the completed UW/CC Coversheet with this application along with any conflict management plans developed by the UW.  Go to Section 9. [image: image24.png]



	 FORMCHECKBOX 
  Other Institution Relying on FHCRC for IRB Review:    (e.g. Seattle Children’s) identify (
	


If the other institution has a conflict management plan please attach.  Go to Section 9. [image: image25.png]



8.7.a.
Institutional Conflict of Interest:

8.7.a.i.
To your knowledge does this study involve the use and/or testing of Licensed FHCRC Technology? (See COI instructions for definitions.)
 FORMCHECKBOX 

No 
 FORMCHECKBOX 
  Yes ( Please describe the Licensed FHCRC Technology being used and/or tested:
	


8.7.b
Research Related Conflict of Interest:

8.7.b.i
To your knowledge, do you or any other Key Personnel who will Participate in Human Subjects Research as part of this study have a Conflict of Interest related to the study? (See COI instructions for definitions.)
 FORMCHECKBOX 

No ( Go to Question 8.7.c.

 FORMCHECKBOX 
 Yes ( Please provide the name(s) of the Key Personnel with a Conflict of Interest and their role in the study: 

	


8.7.b.ii.
Has the Conflict(s) of Interest been reviewed in accordance with the Center’s Policy and Guidelines for Involvement of Outside Interests?
 FORMCHECKBOX 

Yes 
 FORMCHECKBOX 
  No ( Please explain why the review has not been completed:
	


8.7.b.iii.
Did the Conflict of Interest review(s) result in a finding that any Key Personnel have a Significant or Prohibited Financial Interest that limits his/her ability to participate in the human subjects research described in this study? 

 FORMCHECKBOX 

No ( Go to Question 8.7.c.
 FORMCHECKBOX 

Yes (  please submit a copy of the approved FHCRC individual conflict management plan. [image: image26.png]



8.7.b.iv.
Does the FHCRC conflict management plan require disclosure of the conflict in the consent(s) for this study?  

 FORMCHECKBOX 

No

 FORMCHECKBOX 
  Yes ( Please describe the disclosure requirements:
	


8.7.c. 
Study Involving a Commercial Sponsor or the Testing of a Commercial Product and/or Service: 


8.7.c.i.
Will this study receive monetary or other support (e.g. study drug, equipment, personnel time, etc.) from a for-profit Business Entity?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes ( Please provide the name(s) of the for-profit Business Entity and briefly describe the type of support being provided: 

	


8.7.c.ii.
Is this study designed to specifically test the efficacy, or safety, of a product (e.g. drug, device, diagnostic test, etc.) or service of a for-profit Business Entity?

 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes ( Please provide the name(s) of the for-profit Business Entity and briefly describe the product or service being tested: 

	


8.7.c.iii.
Are you aware of any license, or other agreement, between the Center and the for-profit Business Entity(s) listed in Question 8.7.c.i or 8.7.c.ii relating to the commercialization of any product or service of that Business Entity? 
 FORMCHECKBOX 
 NA ( No for-profit Business Entity involved ( Go to Section 9.0.
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 
 Yes ( Please briefly describe the license or agreement: 

	


8.7.c.iv.
If you answered “Yes” to either 8.7.c.i or 8.7.c.ii, please list in the table below the PI and all other individuals who will Participate in Human Subjects Research as part of this study. (See COI section instructions for definition, and an example of who must be listed.) 
INCLUDE ONLY INDIVIDUALS who are FHCRC employees or Affiliates.  
	Role / Name
	Role / Name

	PI - 
	

	
	

	
	



NOTE: All individuals listed above must have submitted an FHCRC “Annual Summary of Outside Activities and Interests” in accordance with FHCRC policy.  If there have been changes since the last submission, or an Annual Summary of Outside Activities and Interests has not been submitted within the last twelve months, a new submission must be made before the individual may participate in this study.  

For more information visit:  https://centernet.fhcrc.org/CN/depts/general_counsel/index.html. 
9.0 CHECKLIST: Order of attachments. (Check all that apply.)

Research Design and Resources

	9.1
	Protocol Synopsis or scope of work
	Per Question 1.1
	 FORMCHECKBOX 
 Yes

	9.2
	Letter of Support from Gatekeeper of Repository, Registry or Databank
	Per Question 1.5
	 FORMCHECKBOX 
 Yes

	9.3
	Funding Source Supplement and funding documents (e.g. grant)
	Per Question 1.6
	 FORMCHECKBOX 
 Yes

	9.4
	Department of Defense (DoD) Supplement
	Per Question 1.7
	 FORMCHECKBOX 
 Yes

	9.5
	Human Subjects Research Determination Form
	Per Question 1.8
	 FORMCHECKBOX 
 Yes

	9.6
	Multi-Center Supplement 
	Per Question 1.10
	 FORMCHECKBOX 
 Yes

	9.7
	Statistical Center Supplement
	Per Question 1.11
	 FORMCHECKBOX 
 Yes

	9.8
	Exempt Checklist or Expedited Checklist
	Per Question 1.14
	 FORMCHECKBOX 
 Yes

	9.9
	Repository, Registry or Data Bank Supplement
	Per Question 1.15
	 FORMCHECKBOX 
 Yes


Selection and Recruitment of Participants is Equitable

	9.10
	Prisoner Certification Checklist for Investigator
	Per Question 3.2.e
	 FORMCHECKBOX 
 Yes


Consenting and Compensating Research Subjects
	9.11
	Foundational consents and/or Gatekeeper letter
	Per Question 4.1
	 FORMCHECKBOX 
 Yes

	9.12
	Waiver of Consent Supplement
	Per Question 4.1
	 FORMCHECKBOX 
 Yes


Privacy and Confidentiality

	9.13
	Certificate of Confidentiality or Application  
	Per Question 7.6
	 FORMCHECKBOX 
 Yes


Other Regulatory and/or Administrative Review Requirements

	9.14
	Transfer of IRB Oversight Supplement
	Per Question 8.1.a
	 FORMCHECKBOX 
 Yes

	9.15
	HIPAA Supplement and Waiver Authorization 
	Per Question 8.2
	 FORMCHECKBOX 
 Yes

	9.16
	Genomic Data Sharing Supplement
	Per Question 8.4
	 FORMCHECKBOX 
 Yes

	9.17
	ESCRO approval letter
	Per Question 8.6.a
	 FORMCHECKBOX 
 Yes

	9.18
	UW/CC IRB Coversheet
	Per Question 8.7
	 FORMCHECKBOX 
 Yes

	9.19
	UW Conflict of Interest Management Plan
	Per Question 8.7
	 FORMCHECKBOX 
 Yes

	9.20
	Other Institution Conflict of Interest Management Plan
	Per Question 8.7
	 FORMCHECKBOX 
 Yes

	9.21
	Individual Conflict Management Plan
	Per Question 8.7.b.iii
	 FORMCHECKBOX 
 Yes

	9.22
	Other pertinent information.
If yes, please list below in sequential order:

	 FORMCHECKBOX 
 Yes


10.
INVESTIGATOR STATEMENT AND SIGNATURE
As PRINCIPAL INVESTIGATOR, I acknowledge that all of the information provided in this application is true to the best of my knowledge; that I am responsible for reporting any emergent problems, unanticipated problems involving risks to subjects or others, serious or continuing noncompliance, or proposed procedural modifications and that no modifications will be put into effect without prior Institutional Review Board (IRB) approval except where necessary to eliminate apparent immediate hazards; that unless otherwise directed by the IRB Chairperson, I will renew this application with the IRB at the frequency specified in the IRB approval; that the research project is being conducted in compliance with the IRB's understanding and recommendations; that the IRB is provided all the information on the research project necessary for its complete review; that each individual listed in the Conflict of Interest section has complied with the FHCRC requirement to submit an “Annual Summary of Outside Activities and Interests”; and that this research project will not be put into effect until final IRB approval is received.
	
	
	

	Signature of Investigator
	
	Date


	
	This box is for IRO only

Reviewing Committee (Reg ID):  ( A (0021)  ( B (0022)  ( C (5619)  ( D (9831) 
Assurance #: FWA00001920
(  Full Review
(  Expedited
(  Exempt 

(  Research does not involve Human Subjects – NHS# _________
	Agenda Date:
	
	

	
	
	
	
	
	
	

	
	Approval Signature, Chair or Designee
	
	Date
	
	Printed Name
	

	
	
	
	
	
	
	

	
	Dates of IRB Approval:
	
	to:
	
	
	

	
	**VALID ONLY AS LONG AS APPROVED PROCEDURES ARE FOLLOWED**
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