	Directions for Initial Submissions 
Please note that a letter of approval from a scientific review committee is required for the following institutions/depts: 

DMC (DMC can be gained concurrent with IRB process)             Department of Psychiatry

Karmanos         Veterans Administration               Other internal review required by the PI’s department, but not by the IRB.
Veteran Administration (VAMC) Expedited Protocol Submissions:
If requesting Expedited Review for a Medical or Social/Behavioral/Education research study, submit one completed Medical/Behavioral Protocol Summary Form (containing original signatures), the entire descriptive protocol and/or grant application and all instruments (survey tools), a HIPAA Summary Form (if applicable), and two copies of other documentation as appropriate [e.g., informed consent, assent, information sheets, HIPAA authorizations, and advertisements] to the IRB office.  There is no deadline for submission of Expedited Protocols. Upon IRB approval please review the approval letter which provides instructions for continuation submission.
  PH1, M1, MP2, & B3 ELECTRONIC SUBMISSION (excluding VAMC submissions)
Non VAMC NEW/INITIAL FULL BOARD & EXPEDITED studies are Submitted via eProtocol
STOP
 DO NOT USE THIS FORM  
Please submit using eProtocol https://ksprodweb.ovpr.wayne.edu/.  For more information about eProtocol and for submission instructions and tools visit the IRB’s Education Website http://research.wayne.edu/irb/education.php.  Please also see IRB submission deadlines.
VAMC Initial Submissions (M1 & B3) Instructions: 

If requesting Full Board Review for a VA study, please use this form and refer to the IRB website for submission deadlines: http://irb.wayne.edu/meetings-deadlines.php.  Submit one copy of the Protocol Submission Checklist, manually checking each box that reflects the items being submitted with this research project.  Submit the following number of packets:
· 3 collated packets containing the IRB Protocol Summary Form (one copy containing original signatures), the entire descriptive protocol/grant application, investigator’s (drug) brochures/package inserts, HIPAA Summary Form (if applicable) and copies of all other documentation as appropriate [e.g., informed consent, assent, information sheets, HIPAA authorizations, all Instruments (survey tools), and any advertisements or flyers]. These documents must also be e-mailed to the respective IRB email addresses: M1 submissions: M1board@wayne.edu.  B3 Submissions: B3board@wayne.edu 
PAPER COPIES ARE NOT ACCEPTED During remote operations please see email instructions above for more information see the IRB Forms and Submissions website.
Response from The IRB:
IRB responses will be forwarded by mail or email to the investigator approximately 7 to 10 working days following review by the IRB committee or Expedited Reviewer.  The IRB requests that the IRB office is not contacted regarding the status of a protocol before the end of the 10 working days after the IRB meeting date or after the Reviewer completed his/her review.  To check the status after the appropriate amount of time, send an e-mail with the PI’s name, committee submitted to, and the study’s title to the IRB Administration Office at irbstatus@wayne.edu
Continuation & Status Update:
Once approval to conduct research is granted, it is the PI’s responsibility to gain approval to continue the research at the interval set by the IRB for the study or submit the required status update report. Continuation and Status Update Forms are available on the IRB forms website: https://research.wayne.edu/irb/forms-requirements-categories
Closing a Study:
It is the PI’s responsibility to close the study by submitting a Closure Form at the end of the study.
Unanticipated Problems:
It is the PI’s responsibility to inform the IRB of any unanticipated problems including events of Non-Compliance.  Please see the Unanticipated Problem report form for further instructions located on the IRB’s forms website. 




Helpful IRB Information 

Before Starting on a Submission 
The IRB Administration Office                      




      (313) 577-1628


87 East Canfield Street, 2nd floor
                                                   
                   http://irb.wayne.edu/index.php
Submission Questions
Please call the IRB if there are questions before starting a submission or if some help is needed along the way: (313) 577-1628 or email IRBQuetions@wayne.edu.  Please always download the forms from the IRB’s website for the most recent versions.
Pre-Review Services

The IRB is piloting pre-review of IRB documents before submission to the full board. In addition, the IRB now has a Self-Pre-Review Assessment Tool that can be used prior to IRB submission. This service is part of a pilot project aimed at improving overall completeness of new study submissions by providing investigator support. To take advantage of pre-review services visit the IRB’s Forms Website http://research.wayne.edu/irb/forms-requirements-categories.php
On-Going IRB Training and Helpful Tools

The WSU IRB’s Education Website has information regarding IRB Training opportunities, helpful tools, resources, policy information, and helpful links to federal agencies.  In addition, training dates for eProtocol and eProtocol submission guidance tools are also available.  Visit the IRB’s Education website: http://www.irb.wayne.edu/education.php
Join the WSU IRB Info Listserv
The WSU IRB Administration Office has created a listserv for all researchers and research staff using the WSU IRB. This listserv provides a means for us to occasionally share information such as form and policy changes, advertising upcoming training, share answers to questions, etc. with the research community.   

It is easy to join:  To subscribe send an e-mail to WSUIRBInfo@wayne.edu. 
Join the WSU Study Coordinators' Advisory Network
Are you a researcher or research staff person? Join the Study Coordinator’ Advisory Network (SCAN).  The Study Coordinators' Advisory Committee lets research staff and researchers from WSU and its affiliates share information, make announcements, ask questions, share answers, etc. with each other.

It is easy to join: Send an e-mail to irbquestions@wayne.edu
To learn more about SCAN, visit their website at: research.wayne.edu/irb/advisory-committee
Protocol Summary Form (PSF) Submission Checklist
Select the documents included in the submission and TURN THIS PAGE IN
PI Name:      
 Protocol Summary Form 

 Bio-sketch of PI (required)
 Appendix A (International-CITI Module Required)

 Appendix B (Internet-CITI Module Required)

 Appendix C (Minors-CITI Module Required)

 Appendix D (Mental disability, cognitive impairment, diminished capacity)

 Appendix E (Prisoners-CITI Module Required)

 Appendix F (Drugs/devices)

 Appendix G (Radiation)

 Appendix H (Biological specimens)

 Appendix I (Department of Defense)

 Appendix J (Studies conducted at or by the VAMC)

 Appendix K (Pregnant women, fetuses, non-viable neonates, or neonates of uncertain viability-CITI Module Required)
 Appendix L (NIH Genomic Data Sharing) & Institutional Certification: Genetic/Genomic Data Sharing 
 Appendix N Resumption of In-Person Research
 Letter of Support on letterhead (state how many:      ) 
 Coordinating Center Form


 Debriefing script
Materials to be distributed to participants or others:


 Pamphlets, brochures  (state how many:      )

 Surveys (state how many:      )


 Measures/assessments given to participants (state how many:      )


 Books (state how many:      )

 Educational/training materials (state how many:      )

 Other        (state how many:      )
Letter of Approval from a scientific review committee 


 Protocol Review Monitoring Committee (PRMC, all research at Karmanos)


 Clinical Investigation Committee (VAMC, all research at the VA)


 DMC Research Review Authorization (all research at DMC)


      Can be gained concurrently, but is required for IRB approval. See: http://www.dmc.org/researchreviewprocess/
                Departmental Review Board (Psychiatry)

 Other review that may be required by the PI’s department
 Financial Conflict of Interest Committee Communication

 Memo for Category 1 FCOI

 FCOI Management plan and Memo of Understanding 

Advertisement/Notice/Flyer: 


 Advertisements (state how many:      ) 

 Notices/Flyers (state how many:      ) 
Consent/Assent/Information Sheet:


 Consents (state how many:      )
 HIPAA Authorization Form included in consent

 Parental Permission/Research Informed Consent (state how many:      ) 

 Assents (state how many:      ) 

 Information Sheets (state how many:      ) 

 Oral Scripts (state how many:      ) 

Other Documents:

 HIPAA Summary Form

 Research Protocol, Prospectus, Proposal, or Grant Application (required)
 Investigator Brochure for a drug/device

 Package Inserts (state how many: 
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IRB Administration Office
87 E. Canfield, Second Floor

Detroit, MI  48201

(313) 577-1628
irb.wayne.edu
Medical/Behavioral Protocol Summary Form (PSF)
· All IRB submission forms must be the current form date (download from http://irb.wayne.edu/forms-requirements-categories.php) and typed or computer generated.

· Submit with original signatures—no faxed or copied signatures.
· Check the website for full board review deadlines:   http://irb.wayne.edu/meetings-deadlines.php
· If the PI, coordinator, or the person completing the form does not regularly use their @wayne.edu account, forward @wayne.edu e-mail to a @med.wayne.edu, @karmanos.org, etc. e-mail in order to receive important communications regarding the study.  Non-WSU employees, please enter your e-mail. An e-mail address is required.
IRB Number








IRB Use ONLY

      Section A: Administrative Information
	1. 
	Principal Investigator (PI):
	     
	Date:
	     

	2. 
	Department:
	     
	E-mail:
	     

	3. 
	Division:
	     
	Phone:
	(     )      

	4. 
	Campus Address:
	     
	Pager: 
	     

	5. 
	PI Status:

(Select all that apply)
	 Wayne State Faculty

 DMC Staff

 Karmanos Staff
	 J. D. Dingell VAMC Staff

 Resident/Fellow/Trainee*
 Graduate Student*
	 Undergraduate Student*

 Other*:      

	6. 
	*PI home address, PI home phone number, and a faculty supervisor/sponsor is required if the PI is a resident, fellow, trainee, student, part-time faculty, adjunct faculty, or not faculty/staff at Wayne State University, Detroit Medical Center, Karmanos Cancer Institute or J. D. Dingell VAMC.

	7. 
	PI’s Home Address:
	     
	PI’s Home Phone:
	(     )      

	8. 
	Faculty Supervisor/ Sponsor:
	     
	Supervisor/ Sponsor E-Mail:
	     

	9. 
	Protocol Coordinator:

	     
	 N/A
	E-mail:
	     

	10. 
	
	
	
	Phone:
	(     )      

	11. 
	Form completed by:
	     
	E-mail:
	     

	12. 
	Research Role: 
	     
	Phone: 
	(     )      

	13. 
	Project Title:
	     

	14. 
	Is this protocol within the PI’s area of expertise?
	  No  Yes      


	15. 
	a. Briefly describe the PI’s research, professional, and/or educational experience in the specific topic the proposed research will study.
	     

	16. 
	b. Please also attach a bio-sketch (any bio-sketch format will be accepted).  
	  Bio-sketch is attached.



	17. 
	CITI Training

The PI and all of their study personnel must have completed the CITI training program at https://www.citiprogram.org/Default.asp   

Further directions at:  http://irb.wayne.edu/mandatory-training.php.     Affiliate with WSU at CITI for courses to count. You may be directed in the forms and Appendixes to take additional CITI trainings. Please complete these prior to submission to avoid delays. 

HIPS= Health Information, Privacy & Security     RCR= Responsible Conduct of Research (under “Human Subject Research” tab)

Have you taken all of these?:           HIPS              RCR            Basic/Refresher Course for Human Subjects

 Yes            No - STOP: do not submit this form until above training is complete.
If these were taken under a different name (maiden, etc.), please list that name here:      


	18. 
	Endorsements and Financial Conflict of Interest Disclosure:

If any response below is “yes,” there must be a “Financial Conflict of Interest Detailed Disclosure Form” submitted directly to the Financial Conflict of Interest Committee prior to the time of this submission and then annually or when changes occur.  

If any response below is “yes,” the FCOI committee communication must be included with this submission. If this communication is not included, then the IRB will not be accepted your submission. 

FCOI form and more information are available at www.research.wayne.edu/coi  For additional information please contact the Conflict of Interest Coordinator at 313-577-9064, 5057 Woodward, Suite 6304, Detroit, MI 48202, Fax 313-577-2159.

Endorsements and Financial Conflict of Interest Disclosure:
Objectivity in research is a key component of any research project.  One method for maintaining objectivity is to have all individuals involved in research design, development, or data evaluation/analysis disclose any potential and/or real financial conflict of interest.  

Examples of relevant relationships for potential conflict of interest include but are not limited to: 

(1) receiving past, current, or expecting future income in the form of salary, stock or stock options/warranties, equity, dividends, royalties, profit sharing, capital gain, forbearance or forgiveness of a loan, interest in real or personal property, or involvement in a legal partnership with the sponsor

(2) receiving past, current, or expecting future income in the form of consulting fees, honoraria, gifts, gifts to the University, or payments resulting from seminars, lectures, or teaching engagements, or service on a non-federal advisory committee or review panel 

(3) serving in a corporate or for-profit leadership position, such as executive officer, board member, fundraising officer, agent, member of a scientific advisory board, member of a scientific review committee, or member of a data safety monitoring committee, regardless of compensation  

(4) inventor on a patent or copyright involving technology/processes/products licensed or expected to be licensed to the sponsor.

See  Financial Conflict of Interest policies: http://research.wayne.edu/coi/docs/wsu-financial-conflict-of-interest-and-commitment-research-policy.pdf  and http://www.irb.wayne.edu/policies-human-research.php

	
	Principal Investigator FCOI:
For students or individuals without a WSU faculty appointment, a WSU faculty supervisor/sponsor or outside authorized signatory (official from DMC, KCI, VAMC, etc.) is required (see next section, below).  Please answer and sign by hand. 

1) Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?          No                YES - see instructions above and attach correspondence

	
	2) In signing as the Principal Investigator (PI) I agree to abide by the IRB’s policies and procedures.  I attest I have reviewed this application, attachments and the description of this research project and all information contained is accurate to the best of my knowledge.  As the PI, I agree to accept primary responsibility for the scientific and ethical conduct of the research and I am responsible for the performance of any co-investigators or key personnel including their adherence to all applicable policies and regulations. I attest the following: changes in any aspect of the study will be submitted to the IRB for approval before instituting the changes, human participant training must be completed by all key personnel and kept updated every three years, the IRB will be notified when the study is complete via closure submission, I agree not to enroll any participant or collect data intended only for research prior to issuance of an IRB approval, I agree to submit a continuation in order to maintain active status of the approved protocol, and I agree to submit any protocol violations/unexpected problems that occur throughout the course of the research study per IRB policies.  An Original signature must be submitted with this application. 
                                                                                                                                                                          
PI Signature                                                                                    Title                                                                                  Date

 

	
	Faculty Supervisor or Sponsor FCOI and Certification (if applicable):
 Please answer and sign by hand.   A Faculty supervisor or sponsor is required if the principal investigator is a fellow, student, trainee, or not faculty/staff at Wayne State University, Detroit Medical Center, Karmanos Cancer Institute, or J. D. Dingell VAMC.
1) Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?        No           YES - see instructions above and attach correspondence
Campus Address:     
Email Address:      
Phone: 

(     )      
2) In signing the description of this research project, the faculty supervisor/sponsor certifies that he/she has reviewed the research plan and has approved the scientific and ethical aspects of this research. The faculty supervisor/sponsor will supervise all compliance with the IRB’s guidelines.
                                                                                                                                                                                                    

  Signature of WSU Faculty Supervisor/Sponsor                                                                                    Date                                                                           

                                                                                                                                                                                                                    .
Printed name of WSU Faculty Supervisor/Sponsor                                                                                Title



	Scientific Review:
The WSU Department Chair or Dean or Outside Authorized Signatory Official 
Indicate the College, Department, or Division 

     
Must answer all of the questions below:

1) The research uses procedures consistent with sound research design:

a) Is the research design sound enough to yield the expected knowledge? 

Comments:       
b) Are the aims/objectives likely to be achievable within a given time period?

Comments:       
c) Is the rationale for the proposed number of participants reasonable?

Comments:       
d) Is the scientific design described and adequately justified?

Comments:       
e) Is there a clear differentiation between research procedures and standard care and evaluation?

Comments:       
 Select this box if a Scientific Review Committee approval letter* is submitted in lieu of completing scientific review 
      questions  #1a – e.

*Scientific review committees review research affiliated with (1) the Veterans Affairs Medical Center (Clinical Investigation Committee), 
 (2) the Department of Psychiatry and Behavioral Neuroscience (Departmental Review Board), (3) the Karmanos Cancer Institute 
 (Protocol Review Monitoring Committee) for review of all cancer-related research, and (4) Detroit Medical Center (Research Review 
 Authorization).  If the approval letter does not include answers to all questions above, the Signatory Official should complete questions 
 #1a – e.

2)  Any comments or feedback related to this certification should be in writing and accompany this research proposal submission.

           
Please answer and sign by hand:
3) Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?   No                YES - see instructions above (PSF Q#8)
                                                                                                                                                       and attach correspondence

4)  In signing for submission of this research project: I attest that I am the authorized signatory for the Department Chairperson, Dean, Institute/Center Director for the above noted College/Department/Institute/Center.  I certify that: (a) appropriate support will be provided for the research project including adequate facilities and staff;(b) appropriate scientific and ethical oversight has been and will be provided; and (c) the research uses procedures consistent with sound research design; (d) the research design is sound enough to yield the expected knowledge; (e) I understand that I am responsible for closing this study in the event that the PI leaves the institution and fails to close the study him/her-self.
                                                                                                                                                                                                                  .                        
Signature of Chair/Dean of the WSU Faculty or authorized signatory                Date                                                                    

                                                                                                                                                                                                             .

Printed name of the person signing above                                                            Date


	9.
	Key Personnel and Co-Investigators
List and briefly describe the role of all personnel in the study and disclose any potential and/or real financial conflict of interest.  Please see previous FCOI section for directions. 
Key personnel are persons engaged in the collection of data or have access to data through intervention or interaction with the participant, including the consent process, or have access to the participant’s identifiable private information. This may include collaborators, fellows, residents, research assistants, research nurses, co-investigators, etc.  Co-PIs are not allowed— only Co-Is.
If any response below is “yes,” there must be a “Financial Conflict of Interest Detailed Disclosure Form” submitted directly to the Financial Conflict of Interest Committee prior to the time of this submission and then annually or when changes occur.  

If any response below is “yes,” the FCOI committee communication must be included with this submission.   If this communication is not included, then the protocol cannot be submitted to the IRB. 

Name
Division/Dept
Research Role
E-Mail Address
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources? 

No                YES—see additional directions above.  Answer and sign by hand.
Signature:
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources? 

No                YES—see additional directions above.  Answer and sign by hand.
Signature:
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?

 No                YES—see additional directions above.  Answer and sign by hand.
Signature:
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources? 

No                YES—see additional directions above.  Answer and sign by hand.
Signature:
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources?
 No                YES—see additional directions above.  Answer and sign by hand.
Signature:
     
     
     
     
Do you, your spouse or domestic partner, or any of your dependent children have a potential and/or real financial conflict of interest with the sponsor of this project, including all secondary sources? 

No                YES—see additional directions above.  Answer and sign by hand.
Signature:
Additional Key Personnel list available at: http://irb.wayne.edu/forms-requirements-categories.php, under “Additional Forms”



	10
	Select the type of IRB committee review. 
	 Medical
	  Social, Behavioral, Education (Non-Medical)

	11
	Clinical Trial Determination

· Does the study involve human participants?         No 
 Yes  
· Are the participants prospectively assigned to an intervention?      No 
 Yes  
· Is the study designed to evaluate the effect of the intervention on the participants?  No 
 Yes  
· Is the effect that will be evaluated a health-related biomedical or behavioral outcome?   No
Yes 
For more information see NIH definition of a clinical trial https://grants.nih.gov/policy/clinical-trials/definition.htm
	Is the proposed research a controlled clinical investigation and/or a clinical investigation of drugs, biologics, or devices? 
 No – go directly to Q#12
 Yes– answer 11(a) & 11(b)


	
	a. According to federal regulations all clinical trials must register with ClinicalTrials.gov. Has this study been registered with ClinicalTrials.gov?

http://research.wayne.edu/irb/clinicaltrials.php
	 Yes, if yes provide the registration number below
 No, indicate pending and date of anticipated registration below
WSU IRB Administration will conduct periodic review of ClinicalTrials.gov registration completion. This includes a review at the point of continuation submission.

	
	b. NIH registration number:
	

	12
	Select the applicable type of review being requested: (Select one)
M1, MP2, B3, & PH1 full board submissions must submit using eProtocol (excluding VA)
	 Full Board – go directly to Q#13
 Expedited

	
	a. Will knowledge of the research methods and/or results only be available to individuals who have U.S. government security clearances?
	 No

 Yes – request a Full Board review

	
	b. Expedited review is appropriate when a proposed study will only use procedures listed in one or more Expedited Research category.  Select all applicable Expedited Research categories for the proposed study: 
Refer to Expedited Research category descriptions: http://research.wayne.edu/irb/expedited-review.php 
	 4          
 3      2       1      
76       5       

	13
	Select all that apply to the proposed study. If none apply, the study may be eligible for flexible review and oversight.

Flexible Review and Oversight: Eligible studies may receive extended approval periods (up to a 3-year approval period) and have fewer requirements related to some vulnerable participant groups (pregnant women, fetuses, neonates, and participants incarcerated after enrollment). See the “Flexible Review and Oversight of Research Not Covered by Federalwide Assurance” policy: 
http://irb.wayne.edu/policies-human-research.php
	 The study presents more than minimal risk to participants

 The study is federally funded/sponsored

 An application for federal funding/sponsorship for this study will be submitted in the future

 The PI is paid or supported from a federal training grant or otherwise paid or supported from a supervisors’ or advisors' federal funds
 The study has Food and Drug Administration (FDA) regulated components (drugs, biologics, medical devices, etc.)

 Data from this study will be used to support applications to the Food and Drug Administration (FDA)

 This is a Department of Veterans Affairs (VA) study
 The study will target prisoner participants

 The study sponsor, outside collaborators, or other entities require annual IRB review of the study

 There are contractual obligations with the study sponsor, outside collaborators,  or other entities to adhere to federal research regulations
	 None

	14
	The proposed research will collect data about individuals in the following age range(s):

	19. 
	a. Adult Age Range:
	      to      

	20. 
	b. Child (<18 years) Age Range: 
	      to       
NOTE:  For research outside of Michigan, check local laws for legal definition of a “child.”

	15
	Type of Project
	 Research Proposal

 Thesis/Dissertation
	 Master’s Project

      Other (describe): 


	Section B:  Narrative Summary 

	16
	Provide a brief description of the protocol.  Do not cut and paste text from the full protocol or refer to protocol page numbers.  Do not include literature citations.  

NOTE: Q#16 should be a total of 1-3 pages in length.  If the response to Q#16 exceeds 4 pages, the submission will be returned to the PI.  

	
	a. Describe the background and rationale for the study using lay language (non-technical and simplified language):
	     


	
	b. State the goals/aims/ hypothesis for the study using lay language (non-technical and simplified language):
	     


	
	c. List inclusion criteria:  
	     


	
	d. List exclusion criteria: 
	     



	e. Describe the methods and procedures of the study using lay language (non-technical and simplified language).  Include data collection, study variables, sample size justification, and statistical considerations:
	     


	f. List all non-research procedures that will be done in conjunction with the proposed research (i.e. clinical standard of care, clinical diagnostic tests, educational assessments):
Please be sure to distinguish between study procedures and standard of care.
	     

	 N/A 

– Only research procedures will be done


	Section C:  Research Project Characteristics

	17


	Select the applicable type of submission

(Select one)
	 Initial Submission
 IRB Requested Resubmission

	 Resubmission of an Expired Study 

· provide IRB #      
· Attach a continuation form so that the IRB can see the study progress of the last year.

	
	(a) Is this an Initial Multi-Site Submission in which WSU is the IRB of Record (relying IRB) (i.e. NIH Single IRB)? 
	 No – go directly to Q#18
 Yes 


	
	(b) Has a request to rely on WSU as the reviewing IRB been submitted to relyirb@wayne.edu?
	relyirb@wayne.edu No – before submitting this PSF Application for IRB review please e-mail  to notify the WSU IRB of a reliance agreement request and assistance.  

	 Yes- Attach communication from the IRB Reliance Agreement Reviewer.


	18
	Funds for this project are being provided by or requested from:

(Select all that apply)

	 None – go directly to Q#21
 FORMCHECKBOX 
 Federal funding
 FORMCHECKBOX 
 State/local government
 Industry

 Private/Pharmaceutical

 Drug/Device Provider
	 Departmental/College/Division/Institute Funds – go directly to 18(a)
 WSU Institute

 Foundation

 Non-Profit Organization

 Other (describe): 

	(a) 
	Please indicate the Department, College, Division, or Institute that will be responsible for funding support of this research project (i.e. research facilities & staff, oversight, funding support or management).



	19
	Sponsor:
	1.     
2.      


	
	Contact Name:
	

	
	Address:


	     

	
	Phone:
	     

	
	Grant Number:
	     

	
	SPA Proposal  Number (ePROP/COEUS):
	     

	
	If there are multiple funding sources, list the Sponsor who is supplying the funds first.

Department of Defense funding – complete Appendix I.  

Department of Veterans Affairs funding – complete Appendix J.
Department of Energy funding – Refer to Department of Energy research policy and ensure that all requirements are met prior to submitting the proposed research to the IRB: http://humansubjects.energy.gov/research/default.htm

	20
	Status of Funds:
	 Approved
 Pending


	21
	Select all affiliated institutions where the proposed research will be conducted:

(Select all that apply)

*An approval letter from the institutional or

departmental scientific review committee

must be included with the IRB submission.
**A DMC review approval letter is required

before the proposed research can be

approved
	Wayne State University (WSU)

           Department/Institute/Location (specify): 
      Department of Psychiatry and Behavioral Neuroscience*

      Kresge Eye Institute Outpatient Care
Detroit Medical Center (DMC)**
      Children’s Hospital of Michigan

      Detroit Receiving Hospital/University Health Center

      DMC Heart Hospital

      Harper University Hospital 

      Huron Valley/Sinai Hospital 

      Hutzel Women’s Hospital

      Kresge Eye Institute Operating Room

      Michigan Orthopedic Specialty Surgery Hospital

      Rehabilitation Institute of Michigan

      Sinai-Grace Hospital

      WSU University Physician Group (UPG) (specify): 
 Barbara Ann Karmanos Cancer Institute (KCI)*
 J. D. Dingell Veterans Affairs Medical Ctr. (VAMC)* – complete Appendix J

      Other WSU-affiliated site (specify): 

	
	a. Will research activities at the selected affiliated institutions be done outside of the PI’s department or practice plan?
	 No

 Yes – Include a letter of support from each outside department or practice plan

	
	b. Will research activities occur in-person or remote?

(select all that apply)
	 Remote (go to question 22)
 In-Person – complete Appendix N if research will not be conducted in a hospital or clinical/care setting

      Other (specify & review Appendix N): 

	
	c. Will the research take place in a clinical care/hospital setting?
	 Yes –Attached the clinical care/hospital setting SOPs for a Health Pandemic
 No – complete Appendix N if research will not be conducted in a hospital or clinical/care setting
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	List all unaffiliated locations where the PI or key personnel of the proposed research will conduct research activities:
	
	 N/A 

– No unaffiliated locations

	
	a. Are there letters of support or IRB approval letters from research locations that are not affiliated with Wayne State University? 
	      No, because: 
 Yes – Include a letter of support or IRB approval letter from each unaffiliated location.  For Single IRB Multi-site research in which WSU is the IRB of Record please review the instructions provided for 17(b).
	

	
	b. Are any of the unaffiliated research locations outside of the United States?

*Complete CITI training for International 

 Research.
	 No
 Yes* – complete Appendix A and contact Export Control for 

       review of international activities:  

       http://research.wayne.edu/exportcontrol/IRB_Export_Control_Review.php
	

	23


	Is the proposed research a multicenter study (i.e. multiple principal investigators at different sites)?
	 No – go directly  to Q#24
	 Yes

	13. 
	a. If yes, is Wayne State University, Detroit Medical Center, Karmanos, or J. D. Dingell VAMC the Coordinating Center for this study?
	 No       
	 Yes – complete the 

       Coordinating Center Form

	24
	Is the local PI conducting research in a U.S. State other than Michigan?
	 No – go directly to Q#25

	 Yes

	
	a. List the State(s) and confirm that the PI has reviewed State laws and the proposed research will abide by these laws:
	State(s):      
 Yes, all applicable State laws have been reviewed

 Yes, the proposed research abides by applicable State laws

	25
	Is this is a treatment study, intervention study OR a Veterans Affairs (VA) study? 
	 No – go directly to Q#26

	 Yes 

	
	a. a)  Will any of the following characteristics apply to the proposed research?
· A large study population with the potential for many participants to be harmed before problems are recognized.

· A blinded study.

· Study with vulnerable participants.

· Study with high risk interventions, such as highly toxic therapies or dangerous procedures.

· Study population will likely have high morbidity and/or mortality rates, meaning adverse events and unexpected problems that occur from a research intervention may be difficult to identify.

· A high likelihood that the study may be terminated for reasons of safety, efficacy, or futility.

· Part of a multisite study where no single Principal Investigator (PI) will study more than a few participants and it will be difficult to recognize a pattern of increased or unusual problems.

· A data and safety monitoring plan is required by the NIH, FDA, or study sponsor
· A Veterans Affairs (VA) study collecting prospective data.
Note: For research that does not meet any of the criteria cited above, the IRB will determine if submission of a data safety and monitoring plan is required on a case-by-case basis.
	 No – go directly to Q#26 

 Yes

	14. 
	  Data and Safety Monitoring Plan or Plan and Board: 

  If yes, describe your plan to protect and  monitor the study data to ensure safety of the participants (Data Safety 

  Monitoring Board, safety committee, PI oversight, etc.) See IRB Policy/Procedure: Data Safety Monitoring Board 

 

	15. 
	b)   Who will monitor the research (PI, 

      medical monitor, independent 

      committee, sponsor’s DSMB 

      committee, outside consultant, etc.).  

      What is the number of persons

      monitoring and their expertise?
	     

	16. 
	c) State at which intervals during the research your data monitoring will occur to check for harm (specified intervals and when harm is first identified). What safety information will be collected, including SAEs?
	

	17. 
	d) How many persons will be enrolled prior to interim analyses?
	     
	 None

	18. 
	e) State your plan for collection and storage of data and security measures for the data. How will the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants)?
	     

	19. 
	f) What type of data and safety monitoring will be done?
	     

	20. 
	g) How will the data be analyzed and by whom (comparing character, incidence, and actual harm to that expected, comparing the magnitude and probability of benefits to that  expected, or determining causality of unexpected harm)?
	     

	21. 
	h) Who will be responsible for monitoring and reporting the occurrence of adverse events  and unexpected problems throughout the study?
	     

	22. 
	i) What outcomes/endpoints in data will be used to stop/suspend the study?
	     

	23. 
	j) Provide the name of the board  and their contact information:
	     
	  N/A 

– No data safety and monitoring board


	Section D:  Data Collection

	26
	Will human participants be enrolled in the proposed research?
	 Yes
 No – go directly to Q#27

	
	a. How many participants are expected to be enrolled in the proposed research study?  List the number of people that will be screened or the number that you will consent in order to find eligible participants.
	      human participants 

If the study requires more participants to be consented than the number stated here, an amendment will need to be submitted to increase enrollment.

	
	b. Number of participants expected to complete some or all observations/interventions at WSU? This is the number of people that will actually end up in your study. This includes research done in the community.
	      human participants

	
	c. Number of participants expected to complete some or all observations/interventions across all sites (WSU plus affiliate sites or multi-center research sites)? This is the total number at WSU plus at other multi-center research sites. If you are only doing research at WSU or in the community, the number for c would equal b. 
	      human participants 



	27
	Is this a chart review only study (medical records, school records, employment records, etc.) OR biological specimens only study (specimens from a biobank)?
	 Yes
 No – go directly to Q#28

	
	a. How many records/charts or specimens are expected to be used? To include any more than the number stated here, an amendment to increase the number is needed prior to doing so. 
	      documents/charts

      specimens

	28
	Prospective Data Collection Methods 

Select all that apply and include a copy of each data collection instrument, assessment tool, and/or interview/focus group script with the submission:

*All human research conducted at DMC sites requires DMC Research Review Authorization, including the use of medical records, specimens, imaging, etc. (can be gained concurrent with IRB process, but is required for IRB approval).
http://content.dmc.org/ResearchReviewProcess/
** Audiotapes, pictures, and videotapes can be a significant risk to the participant’s confidentiality. Consequently, such materials should be destroyed at the end of the study unless specified in the consent form and the participant has given explicit permission for their retention.
	 Medical Records/Database* – Location:      
      – Complete the HIPAA Summary Form
 Database with protected health information (PHI) originating from medical records* – Location:      
      – Complete the HIPAA Summary Form
 Biological specimens* – Location:      
 School records – Location:      
 Non-medical Records/Charts/Database – Location:      
 Observation of participants (i.e. their behavior)

 Questionnaire/Survey
 Diaries
 Interview
 Psychological testing     

 Educational testing/evaluations
 Focus groups
 Audio/video taping**
 Internet – Complete Appendix B and complete the CITI module (under “optional” section) for Internet Research, if not already complete.
 Imaging* – Location:      
 Other (specify):      
	 N/A 

– No prospective data collection

	29
	Retrospective data sources

Select all that apply and include a copy of each data collection instrument, or a list of variables that will be collected, with the submission:
*All human research conducted at DMC sites requires DMC Research Review Authorization including the use of medical records, specimens, imaging, etc. (can be gained concurrent with IRB process, but is required for IRB approval).

http://content.dmc.org/ResearchReviewProcess/
	 Medical Records/Database* – Location:      
      – Complete the HIPAA Summary Form
 Database with protected health information (PHI) originating from medical records* – Location:      
      – Complete the HIPAA Summary Form
 Biological specimen repository* – Location:      
 School records – Location:      
 Non-medical Records/Charts/Database – Location:      
 Archival data* – Location:      
 Internet – Complete Appendix B and complete the CITI module (under “optional” section) for Internet Research, if not already complete.
 Images* – Location:      
 Other (specify):      
	 N/A

– No retrospective data collection

	30
	Not including consent documents, what items will be given to participants? 

NOTE: Include a copy of each print item.  If a device will be distributed, submit the device manual.  If an object will be distributed, provide a written description.
	 Pamphlets, brochures

 Educational materials (curriculum, etc.)

 Training materials

 Other (specify):      
	 N/A

– No items given to participants

	31
	How many study visits/sessions will be required for a participant to complete the study?
	     
	 N/A

– No study visits/ sessions

	24. 
	a. How long will each study visit/session be?

NOTE: include time to obtain informed consent
	     
	

	32
	Will the proposed study include deception or intentionally withhold study information from participants?
	 No – go directly to Q#33
	 Yes

	10 
	a. Why is it necessary to deceive or intentionally withhold study information from participants in the proposed research?
       *Request an alteration of informed consent in Q#46.
	     

	11 
	b. Describe the debriefing plan to inform participants of all study details (also, include a debriefing script in the submission).  If debriefing will not be done, state why it is not appropriate, or impossible to inform participants of all aspects of the proposed research.
	     

	33
	 Will a “control” group (normal healthy volunteer; participants with an absence of the condition under study; participants who are receiving standard of care, placebo or no intervention, etc.) be used in the study?
	 No – go directly to Q#34
	 Yes 



	12 
	a. Explain what is meant by “control” in the proposed study:

See the IRB Policy/Procedure: “Vulnerable Participants: Normal Volunteers”
	     

	
	b. What are the potential risks or benefits for the control group?
	     

	34
	Indicate if any of the below apply to the proposed research:

 

	13 
	a. Pregnant women will be identified by the investigators and excluded from the proposed research
See the IRB Policy/Procedure: “Inclusion of Pregnant Women in Research”
	 No


	 Yes – provide scientific justification
Justification:      

	14 
	b. Research participants will be selected based on race or ethnic criteria 
See the IRB Policy/Procedure: “ Inclusion of Women and Minorities in Research” 
	 No



	 Yes – provide scientific justification
Justification:      

	15 
	c. Research participants are selected based on gender. 

See the IRB Policy/Procedure: “Inclusion of Women and Minorities in Research”
	 No


	 Yes – provide scientific justification
Justification:      

	35
	Vulnerable Groups: 

Select all vulnerable groups that the proposed research will study.  Do not select a group if the research is not designed to target the vulnerable population.

See the IRB policy on vulnerable participants. 

Complete the CITI module for the specific vulnerable group (www.citiprogram.org)

*If students are involved complete the CITI modules (under “optional” section) “Students in Research-SBR” and if applicable, “Research in Public Elementary & Secondary Schools-SBR” if not already complete.

**For  Environmental Protection Agency sponsored research, please see IRB Policy, “Vulnerable Participants – Children” – Pg 2 for guidance

***For Department of Education sponsored research, please see IRB Policy, “Vulnerable Participants – Children” – Pg 8 and 9 for guidance. 
****Prisoners: individuals (children or adults) who are held in a jail, prison or treatment facility; who have been convicted; or awaiting arraignment, trial, or sentencing.  This includes those in hospitals or alcohol/drug treatment facilities under court order.  This includes children in detention facilities as an alternative to prison.


	 Children (under 18 years of age)*,**, *** 

       – complete Appendix C and Research Involving 

       Children/Minors CITI module  (Appendix C or specialized 

       CITI training is not required if the proposed research is a 

       chart review study only)
 Fetuses – complete Appendix K and Research Involving 

       Pregnant Women and Fetuses in Utero CITI module

       (Appendix K or specialized CITI training is not required if the 

       proposed research is a chart review study only)

 Neonates (birth to 4 weeks) that are non-viable or have 

       uncertain viability – complete Appendix K 

       (Appendix K or specialized CITI training is not required if the 

       proposed research is a chart review study only)

 Viable neonates (birth to 4 weeks) – complete 

       Appendix C and Research Involving Children/Minors 

       CITI module (Appendix C or specialized CITI training is not 

       required if the proposed research is a chart review study 

       only)
 Pregnant Women – complete Appendix K and Research 

       Involving Pregnant Women and Fetuses in Utero CITI 

       module (Appendix K or specialized CITI training is not 

       required if the proposed research is a chart review study 

       only)
 Adults with a mental disability or cognitive impairment that 

       affects capacity to consent – complete Appendix D
 Adults with diminished functional abilities that affect 

       capacity to consent* – complete Appendix D
 Prisoners (adult or juvenile)**** – complete Appendix E
 Non-consenting participants in emergency situations    

 Terminally ill
      Other – describe: 
	 N/A

– No vulnerable groups are targeted

– go directly to Q#37

	36
	Why is it necessary for the proposed research to target the vulnerable group(s) selected in #35?
	     

	37
	Will the proposed research collect information about students and/or employees that the PI or other key personnel supervise?

See the IRB policy/procedures:  “Vulnerable Participants: Students, Trainees and Employees”
	 No – go directly to Q#38
	 Yes

If students are involved, complete the CITI modules (under “optional” section) “Students in Research-SBR” and if applicable, “Research in Public Elementary & Secondary Schools-SBR” if not already complete.                                              

	30. 
	a. Will the PI or key personnel recruit students or employees they supervise?
	      Yes – explain:   
 No

	31. 
	b. How will the potential coercion of, or undue influence on students/employees be minimized?
	     


	Section E:  Recruitment & Consent of Research Participants

	38
	How will participants be recruited?  Submit copies of any scripts, letters, e-mails, messages, posts, notices, flyers, advertisements, or other recruitment documents. (Select all that apply)
For Recruitment guidance, see IRB policy/procedures: “Recruitment of Research Participants,”  “Advertising for Research Participants,” and “Finder’s Fee.”


	 Direct person-to-person solicitation

 Clinician/Nurse

 Co-Investigator/Collaborator 

 Primary Care Provider
 Principal Investigator
 Research Nurse

 Research Assistant

 Resident/Fellow

 Student/Student Assistant

 Psychology Student Pool Appendix B is not required for           recruitment only.

 WSU Academica If selected, complete Appendix B and complete the CITI module (under “optional” section) for Internet Research, if not already complete.
 Internet (e-mail, website, etc.) If selected, complete Appendix B and complete the CITI module (under “optional” section) for Internet Research, if not already complete.
      Advertisement – Location: 
       – Submit letters of support from locations where permission to post is required.
      Notice/flyer – Location: 
       – Submit letters of support from locations where permission to post is required.

      Other (specify):  
	 N/A

– No active recruitment will be done for the proposed research (i.e. retrospective study)


	39
	Narrative description of the recruitment procedures informed consent and/or assent process 

Provide descriptions, including measures to protect personal privacy:
	 N/A 

– No active recruitment will be done for the proposed research (i.e. retrospective study)


	32. 
	a. How will potential participants be identified? (Select all that apply)

*Request a waiver of informed consent in Q#46.  If WSU, DMC, KCI, or JDDVAMC medical records will be screened, request a Waiver of HIPAA Authorization on the HIPAA Summary Form.
	 Potential participants will respond to an advertisement, notice, or flyert notice, or flyerformed osed to participants during informed consention of consent may not untient documented?ate:for thearch c.

 Potential participants will be identified by a clinician during clinical care and referred to the proposed research study.

 Medical records will be screened* for research purposes to identify individuals that meet eligibility criteria, and a person with an established clinical relationship will introduce the study to potential participants.

 Other (specify):       
	

	33. 
	b. Describe study-specific recruitment procedures:

For behavioral research:  teachers, service providers, or supervisors cannot personally recruit their own students, clients, employees, etc.  Verify that the study introduction will include:  (1) the study involves research, (2) the topic of research, (3) the time commitment required, (4) the basic procedures (e.g., interview, survey, observation, etc.) and (5) study participation is voluntary.
	     
	

	c. 
	d. Describe the informed consent and/or assent process including measures to protect personal privacy and time allocated for the consent/assent process. 
Note: Consent process begins when a potential research participant is initially contacted.)
	     

	

	e. 
	f. Describe any safeguards in place for PI and/or recruiters to protect participants likely to be vulnerable to coercion or undue influence.
	     

	

	g. 
	h. Identify the language to be used by those obtaining consent.
	 English    Other (specify):      

	

	i. 
	j. Identify the language to be used by the prospective participant or the legally authorized representative.
	 English    Other (specify):      

	

	40
	Is it appropriate to remove the Research-Related Injury section from the consent documents?
	 Yes         No – go directly to Q#41
	 N/A

– No consent documents will be used

	
	a. State why there is minimal risk of a research-related injury in the proposed research:
	     
	

	41
	Identify the personnel who will be responsible for obtaining informed consent of the participants. (Select all that apply).
NOTE: These individuals must be among those identified as “key personnel” (from the Key Personnel section previously completed), except for the PI.  

NOTE:  The wording here needs to match the wording of the role under the key personnel section.
	 Principal Investigator

 Co-Investigator/Collaborator

 Research Nurse
 Research Assistant  
 Research Associate 

 Resident/Fellow

 Student Assistant
 Other (specify):       

	 N/A

– Informed consent not obtained

	42
	How many informed consent documents will be used in the proposed research (informed consent forms, adolescent assents, parental permission forms, information sheets, etc.)? 

Consents       Assents     

	 N/A

– Informed consent or assent not obtained

	43
	Identify the type(s) of informed consent that will be used. (Select all that apply)
Attach copies of all written informed consent forms, adolescent assent forms, information sheets, and oral consent scripts that will be used.

NOTE: To avoid requests for revisions, consent documents should be in simplified language that is written for the lay community.  The study purpose and procedures should be clearly stated.  Risks should be clearly stated.  Avoid spelling and grammatical errors.
	 N/A

– Informed consent not obtained

	k. 
	a. Written informed consent/parental permission will be obtained from:
	 Adult participants

 Parents or guardians of child participants
	

	
	b. Research Information Sheet 
(document contains all elements of consent without the signature line)

	 Adult participants     

 Parents or guardians
	

	
	i. A waiver of the requirement for written documentation of informed consent must be granted to use an information sheet.  Provide rationale for use of an information sheet rather than a written informed consent form: 
	     
	

	
	c. Internet information Sheet

NOTE: complete Appendix B and complete the CITI module (under “optional” section) for Internet Research.
	 Adult participants

 Parents or guardians
	

	
	i. A waiver of the requirement for written documentation of informed consent must be granted to use an internet information sheet.  Provide rationale for use of an internet information sheet rather than a written informed consent form:
	     
	

	
	d.    Oral informed consent using a script that will  

      be read to potential participants:
	 Adult participants

 Parents or guardians
	

	
	i. A waiver of the requirement for written documentation of informed consent must be granted to use an oral informed consent.  Provide rationale for use of an oral informed consent rather than a written informed consent form:
	     
	

	
	ii. Provide justification for why it is not possible to use an information sheet:
	     
	

	
	iii. Describe how oral consent will be documented:
	     
	

	
	e.    School-Parental Information Letter with Decline Participation Option
See OHRP guidance: http://answers.hhs.gov/ohrp/questions/7249
	 Parents or guardians  – request a waiver of consent (Q#46) 
	

	
	i. Provide justification for use of a letter with decline option rather than written parental consent:
	      
	

	
	f. Assent from children will be obtained using:


	 Written assent form (age 13-17) 

 Oral assent script (age 7-12)

 Information Sheet (age 13-17)
	

	44
	Will a Non-English consent form, assent form, information sheet, or consent/assent script be used?
	 No – go directly to Q#45
	 Yes
	 N/A

– Informed consent not obtained

	
	a. Specify the languages that will be used:
	  Spanish

  Arabic

  Other:      
	

	45
	FOR MEDICAL RESEARCH ONLY: Is a waiver of informed consent for planned emergency research being requested?

See IRB policy available at 

http://www.irb.wayne.edu/policies-human-research.php
	 No – go directly to Q#46

 Yes
	 N/A

– Not medical research

	l. 
	a. Justify why a waiver of consent for planned emergency research is necessary
	     
	

	m. 
	b. Describe the proposed consent process including community consenting.

	
	

	46
	Is a waiver or alteration of informed consent requested for the proposed research?  

NOTE: A waiver is required for studies that: access private records (medical, school, etc.) to screen for eligible potential participants; use private records without individuals’ consent (i.e. chart review, record review); and/or conduct research on participants without obtaining prior informed consent.

When some or all of the elements of informed consent have been altered, or for which some elements have been left out, the IRB must grant approval for the alteration of informed consent. 

See federal regulations 45 CFR 46.116(d), and 46.408(c).
	 No – go directly to Q#47

 Yes
Is this waiver request for screening for study eligibility only?
   No
 Yes


	
	a. Is the risk more than minimal?
	 No
 Yes – if selected, a waiver/alteration of informed consent cannot be granted

	
	b. Will the waiver or alteration adversely affect the rights and welfare of the research participants?
	 No
 Yes – if selected, a waiver/alteration of informed consent cannot be granted

	
	c. Can the research be practicably carried out without the waiver or alteration?
	 No
 Yes – if selected, a waiver/alteration of informed consent cannot be granted

	
	d. Will the participants be provided with additional pertinent information after participation, if appropriate?
	 No, not appropriate for the research design
 Yes

	
	e. Provide study-specific justification for a waiver or alteration of informed consent. Why is it not possible to obtain informed consent?  Why are the study procedures minimal risk?
	     


	Section F: Confidentiality

	47
	How will individuals or biological specimens be identified in the research data?
NOTE: Social Security numbers, medical record numbers, employee numbers, or school identification numbers can be directly linked to individuals and must NOT be used as a code number.
	 Study codes or pseudonyms linked to identifiers (name, medical record number, etc.) using a master list

 Video or audio recordings with identifiable images or voices
 Study codes or pseudonyms that are not linked to identifiers
 Other (specify):      
 No identifiers will be used

	
	a. What is the media format of the master list or recordings (i.e. paper, electronic, etc.)?
	     
	 N/A

Study does not require a master list or recordings not used

	
	b. Where will the master list or recordings be stored?
	     
	

	
	c. If signed consent documents will be obtained, how will the master list or recordings be kept separate from the consent documents?
	     
 Signed consent documents are not obtained
	

	
	d. State who will have access to the master list or recordings, and for what purpose:
	     
	

	
	e. What measures will be used to ensure that the master list or recordings cannot be stolen or accessed by individuals that are not part of the research team?
	     
	

	
	f. Describe the plans for eventual disposal of the master list or recordings:
	     
	

	48
	Where will the original signed informed consents and/or assents be kept? 
	 N/A

– No signed consent documents obtained

	n. 
	a. State the location where signed documents will be kept
	     
	

	o. 
	b. State provisions for confidentiality
	     
	

	49
	Who, other than study personnel, WSU IRB, Food and Drug Administration, Office for Human Research Protections, and/or Office of Civil Rights will have access to the research data?

(Select all that apply)  
	 Sponsor
 National Cancer Institute

 Cooperative group
 Other (list and explain):      
	 N/A – Research data will not be shared

	50
	Will any research activities potentially identify the following:

	
	a. Child or elder abuse
	 No
	 Yes*

	
	b. Reportable communicable diseases

Please refer to: http://www.michigan.gov/mdch/0,4612,7-132-2945_5103_26138-15166--,00.html 
	 No
	 Yes*

	
	c. Intention to harm another person
	 No
	 Yes*

	
	d. Suicidal thoughts or behavior
	 No
	 Yes*

	
	* If yes to any of the above, this must be noted in the risk section of the consent documents.  Please state for question 52 how these risks will be managed and select breach of confidentiality if applicable.  NOTE: For information on obtaining a Certificate of Confidentiality, refer to: http://grants.nih.gov/grants/policy/coc/index.htm
Effective October 1, 2017 NIH now automatically issues Certificates of Confidentiality (CoC) to all NIH funded or conducted research studies that are collecting or using identifiable, sensitive information. Visit the NIH CoC Kiosk for more information: https://humansubjects.nih.gov/coc/index)


	Section G:  Benefits and Risks to Research Participants

	51
	Describe the potential direct benefits to participants in the proposed research:

NOTE:  Financial compensation or free testing, in any form, is not a “benefit.”
	      
	 None

	52
	Describe the benefits to society that may result from participation in this research project.
	     

	53
	Describe the nature and degree of potential risks to research participants in nontechnical terms (lay language). Include all risks identified in the protocol and/or Investigator’s Brochure. All obvious risks should be listed.

See Glossary under “risk” on the IRB website for a description of the different types of risk. For chart review, include potential for breach of confidentiality under “social”.

	p. 
	Physical
	     

	 N/A

– Physical risks are unlikely

	q. 
	
	The following precautions will be taken to minimize these physical risks:

     

	

	r. 
	Psychological
	     

	 N/A

– Psychological risks are unlikely

	s. 
	
	The following precautions will be taken to minimize these psychological risks:

     

	

	t. 
	Social
	     

	 N/A

– Social risks are unlikely

	u. 
	
	
	

	v. 
	
	The following precautions will be taken to minimize these social risks:

     
	

	w. 
	 Breach of confidentiality (Select if you are keeping identifiers)

The following precautions will be taken to minimize this social risk:
     
	

	x. 
	Economic
	     

	 N/A

– Economic risks are unlikely

	y. 
	
	The following precautions will be taken to minimize these economic risks:

     

	

	z. 
	Legal
	     

	 N/A

– Legal risks are unlikely

	aa. 
	
	The following precautions will be taken to minimize these legal risks:

     
	

	54
	All risks and benefits identified in Q#53 must be noted in the consent documents.   Have all risks been listed in the consent document(s)?
	 Yes

 No
	 N/A

– A waiver of consent is being requested


	Section H:  Study Design

	55
	Does this study provide compensation for research participants?

(IRB policy available at   

http://www.irb.wayne.edu/policies-human-research.php
	 No – go directly to Q#56
	 Yes 
	 N/A 

– Retrospective study only go to question 59

	
	a. Describe the type and total amount of compensation
	     

	
	b. Specify the amount and milestone for each payment: 
	     

	56
	Will the research participants incur any additional expenses for experimental or protocol specific diagnostic tests or procedures?
	 No – go directly to Q#57
	 Yes 
	 N/A

– Retrospective study only

	ab. 
	a. List the costs that participants will incur:
	     

	57
	DRUGS & DEVICES 
	 N/A

– Retrospective study only


	
	a. Will any marketed drugs, experimental/investigational drugs, chemotherapeutic drugs, biological products, recombinant DNA (plasmid or non-plasmid), infectious agents, or diagnostic agents be used?
	 No 
	 Yes – complete Appendix F
	

	
	b. Will a medical device be studied to evaluate its effectiveness and/or its safety?
	 No 
	 Yes – complete Appendix F
	

	58
	Will research participants be exposed to ionizing radiation from imaging, PET scans, CT, or other diagnostic measures for research purposes?
	 No 
	 Yes – complete Appendix G
	 N/A

– Retrospective study only


	59.
	Will biological specimens (e.g., blood, urine, tissue, organs, cell lines, fetal tissue, etc.) or standard of care laboratory results be used as part of this study?

Refer to IRB policy on research studies involving biological specimens available at: http://www.irb.wayne.edu/policies-human-research.php
	 No 
	 Yes – complete Appendix H

	60
	Is a specimen repository bank being established?

See helpful resource materials on the IRB website.

 
	 No 
	 Yes – complete Appendix H     


Were all questions answered and all documents and Appendixes included in the submission?
Incomplete submissions will delay the review process.
Pre-Review Services are available to assist with the submission process.  Please see the “Before Starting This Submission” section of this form (pages i and ii).
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