Directions for Social/Behavioral/education 
EXEMPT Protocol Submission

Complete a submission packet for review using the following checklist:
 The appropriate IRB form has been filled out and is the most recent version on the IRB website
 The appropriate appendices have been filled out completely. 
 The form is complete with typed text and all questions have an appropriate response

 All signatures are original and inked by pen (faxed, digital and Xeroxed copies are not allowed)
 The Scientific Review on the form has been completed and signed by Department Chair or Dean

 CITI training has been completed and is up to date for everyone who has signed the form
 A Financial Conflict of Interest (FCOI) question has been answered by hand and in ink by 

   everyone who has signed the form

 Any communication from the FCOI committee regarding FCOI disclosures is included
 All questions on the form have been answered and enough detail provided where appropriate
 Any appendices for the form that are required have been completed and are included
 Letters of approval from all required review committees are included; if applicable
 Letters of support for research activity at outside institutions are included; if applicable
 A HIPAA Summary Form for the use of Protected Health Information is included; if applicable
 The PI has signed the HIPAA Summary Form in Section A; if applicable, and Section D; if 

   applicable

 Two copies of all documents needing IRB stamps, are attached as follows:
 Advertisements (flyers, emails, study brochures); if applicable
 Data collection tools (survey questions, questionnaires): if applicable
 Consent/assent/parental permission documents; if applicable (templates are available on
   
     IRB website)

 A descriptive protocol (proposal) with scientific references, or grant application is included
 Each document is stapled individually and then a copy of each is collated (assembled) into one  

    packet (using binder clip)
Submit a hard copy and electronic version of the packet to the IRB
· Submit to the IRB Administration Office in person (preferred) or by mail. Submissions are accepted in 
person, Monday - Friday, 8:30 am – Noon and 1:00 pm - 4:30 pm. The office is closed Noon – 1:00pm for lunch.
· Email the electronic copies of the documents to: B3board@wayne.edu 
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
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IRB Administration Office
87 E. Canfield, Second Floor

Detroit, MI  48201

(313) 577-1628
irb.wayne.edu
Social/Behavioral/Education 

Exempt Protocol Summary Form
· All IRB submission forms must be the current form date (down load from http://irb.wayne.edu/forms-requirements-categories.php) and typed or computer generated.

· Submit with original signatures—no faxed or copied signatures.
· 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. WSU employees should use their professional e-mail account. Non-WSU employees, please enter your e-mail. An e-mail address is required.

IRB #







COEUS #






IRB Use ONLY






    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)
	 FORMCHECKBOX 
 Wayne State Faculty

 FORMCHECKBOX 
 DMC Staff

 FORMCHECKBOX 
 Karmanos Staff
	 FORMCHECKBOX 
 J. D. Dingell VAMC Staff

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

 FORMCHECKBOX 
 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:

	     
	 FORMCHECKBOX 
 N/A
	E-mail:
	     

	10. 
	
	
	
	Phone:
	(     )      

	11. 
	Form completed by:
	     
	E-mail:
	     

	12. 
	Research Role: 
	     
	Phone: 
	(     )      

	13. 
	Project Title: 
	     

	14. 
	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 all key personnel taken all of these?:         FORMCHECKBOX 
   HIPS            FORMCHECKBOX 
   RCR           FORMCHECKBOX 
  Basic/Refresher Course for Human Subjects

 FORMCHECKBOX 
 Yes            FORMCHECKBOX 
 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:      


	15. 
	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


	16. 
	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

	17. 
	2) In signing the description of this research project, the PI agrees to accept primary responsibility for the scientific and ethical conduct of the research. An Original signature must be submitted.
                                                                                                                                                                                          
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:     
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

Printed name
*An e-mail address is required to
Title
keep you informed.  
                 Date
The Department Chair/Dean or Authorized Signatory FCOI and Certification:
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 the submission of this research project, the Department Chairperson, Dean, Institute/Center Director, or other authorized signatory certifies that (1) appropriate support will be provided for the research project including adequate facilities and staff;(2) appropriate scientific and ethical oversight has been and will be provided; and (3) the research uses procedures consistent with sound research design; (4) the research design is sound enough to yield the expected knowledge. Any comments or feedback related to this certification should be in writing and accompany this research proposal submission.                                                                                                                                                                                              
                                                                                                                                                                          
  Signature of WSU Dept Chair/Dean or authorized signatory (official from DMC. KCI, etc.)                      Date
                                                                                                                        
______________________________________________________________________________________________________________________________________

Printed name                                                                                                         Title


	18. 
	Key Personnel and Co-PIs
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. 

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 amendment submission and then annually or when changes occur.  FCOI committee communication for this study must be included with submission. If this communication is not included, the IRB will not accept the submission. . 
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, etc.
Name
Division/Dept
Research Role
     
     
     
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.  Complete answer and signature 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.  Complete answer and signature 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.  Complete answer and signature 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.  Complete answer and signature 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.  Complete answer and signature by hand.
Signature:




          Additional Key Personnel page is available at: http://irb.wayne.edu/forms-requirements-categories.php
B: Administrative Details

	9.
	Funds for this project are being provided by or requested from:
(Select all that apply)
	 FORMCHECKBOX 
 None – go directly to Q#12
 FORMCHECKBOX 
 Federal funding
 FORMCHECKBOX 
 State/local government
 FORMCHECKBOX 
 Industry
 FORMCHECKBOX 
 Private/Pharmaceutical

 FORMCHECKBOX 
 Drug/Device Provider
	 FORMCHECKBOX 
 Departmental funds – go directly to Q#12 if only using

                                          Departmental funds
 FORMCHECKBOX 
 WSU Institute
 FORMCHECKBOX 
 Foundation

 FORMCHECKBOX 
 Non-Profit Organization

 FORMCHECKBOX 
 Other (describe):      

	10.
	Funding Source:
	     

	13. 
	Contact Name:
	     

	14. 
	Address:
	     

	15. 
	Grant Number:
	     

	16. 
	SPA Proposal  Number (ePROP/COEUS)
	     

	11.
	Status of Funds:
	 FORMCHECKBOX 
 Approved

 FORMCHECKBOX 
 Pending

	12.
	Where will the exempt research be conducted?

*All human research conducted at DMC sites requires DMC Research Review Authorization which can be gained concurrently with the IRB process. For more info see: http://www.dmc.org/ResearchReviewProcess
**You may need a letter of support from unaffiliated sites.
	 FORMCHECKBOX 
 Wayne State University (WSU)

 FORMCHECKBOX 
 Detroit Medical Center (DMC)*
 FORMCHECKBOX 
 WSU University Physician Group (UPG)

 FORMCHECKBOX 
 Barbara Ann Karmanos Cancer Institute

 FORMCHECKBOX 
 Other WSU-affiliated site (specify):      
 FORMCHECKBOX 
 A site that is not affiliated with WSU** (specify):      


	17. 
	Are any of the research sites international?
	 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Yes – complete Appendix A


B:   Risk Details
	13.
	Will the proposed research include activities that are more than minimal risk or involve discomfort beyond what is normally experienced in daily life?
	 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes – STOP, the research does not qualify for exemption

	
	a. What are the potential risks to participants or for individuals whose data is collected?

NOTE: Risks can be physical, psychological, social, economic, or legal.
	 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 Breach of confidentiality (Select if keeping identifiers)
 FORMCHECKBOX 
 Minimal discomfort with answering questions

 FORMCHECKBOX 
 Other (describe):      

	14.
	Will the research involve a clinical investigation of FDA regulated drugs, biological products, or medical devices?
	 FORMCHECKBOX 
 Yes – STOP, the research does not qualify for exemption
 FORMCHECKBOX 
 No

	15.
	Will the proposed research target populations (children or adults) who are held in a jail, prison or treatment facility; who have been convicted; or awaiting arraignment, trial, or sentencing?
	 FORMCHECKBOX 
No
 FORMCHECKBOX 
Yes – STOP, the research does not qualify for exemption


C. Benefit Details

	16.
	Describe the background, rationale, and hypothesis of the proposed research using lay language (non-technical and simplified language):
     

	17.
	Describe the benefits, if any, to the research participants for involvement in this project:
NOTE:  Financial compensation or free testing in any form is NOT a benefit)
     
	 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 N/A only using specimens or existing data

	18.
	Describe the benefits to society, if any, that may result from the proposed research:

     


C: Exempt Research Category Selection

	Please select the exempt research category that best describes your study.

	19.
	 FORMCHECKBOX 
 Category #1- Research conducted in established or commonly accepted educational settings that specifically involve normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, or research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.   

Complete Category 1 Appendix

	
	 FORMCHECKBOX 
 Category #2- Research that only includes interactions involving the use of educational tests (Cognitive, diagnostic, aptitude achievement), survey procedures, interview procedures or observation of public behavior. 

Complete Category 2 Appendix

	
	 FORMCHECKBOX 
 Category #3- Research involving benign behavioral interventions in conjunction with the collection of information from an adult participant through verbal or written responses (including data entry) or audiovisual recording if the participant prospectively agrees to the intervention and information collection.  Note: Child participants are excluded from this category.  

Complete Category 3 Appendix

	
	 FORMCHECKBOX 
 Category #4- Secondary research for which consent is not required. Secondary research uses of identifiable private information or identifiable biospecimens.

Complete Category 4 Appendix

	
	 FORMCHECKBOX 
 Category #5- Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects) and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefit’s or services under those programs. Such projects include, but are not limited to: internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 115 and 115A of the Social Security Act as amended. 

	
	 FORMCHECKBOX 
 Category #6- Taste and food quality evaluation and consumer acceptance studies. Please check all that apply. At least one of the boxes below must be checked to qualify for this exemption. 

 FORMCHECKBOX 
 Wholesome foods without additives are consumed, or
 FORMCHECKBOX 
 A food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural  

      chemical or environmental contaminant at or below the level found to be safe, by the FDA or approved by the EPA or the Food  

      Safety and inspection service of the U.S.D.A


D. Research Details

	20.
	Which population(s) will be the focus of the proposed research? 

(Select all that apply)
	 FORMCHECKBOX 
 Adults

 FORMCHECKBOX 
 Children (under 18 years of age)
 FORMCHECKBOX 
 Unknown (will use anonymous data or specimens)

	21.
	List all identifying or demographic information (gender, age, zip code, name, etc.) about individuals that will be recorded:
	     
	 FORMCHECKBOX 
 None

	22.
	Does the research involve collecting information directly from research participants (i.e. interviews, focus groups, observation of activities, paper surveys, internet surveys, etc.)?
	 FORMCHECKBOX 
 No – go directly to Q#23
 FORMCHECKBOX 
 Yes

	18. 
	a. Describe the recruitment procedures.  How will potential participants be identified?  If using any advertisements or flyers, provide a copy of each, identify posting locations, and provide any necessary letters of support.
        NOTE: If posting on WSU’s campus, provide a letter of support from the Dean of Students.
            
       – if using the internet, submit Appendix B

	19. 
	b. How will informed consent be obtained?  Include copies of all consent documents or scripts with the submission.
	 FORMCHECKBOX 
 Information sheet
 FORMCHECKBOX 
 Verbal consent

 FORMCHECKBOX 
 Informed consent form
 FORMCHECKBOX 
 Other (specify):      

	20. 
	c. Describe how informed consent will be obtained:

     


	21. 
	d. Will the proposed research target adults with diminished functional abilities that affect capacity to consent?
	 FORMCHECKBOX 
 No 
 FORMCHECKBOX 
 Yes – provide protocol-specific justification for targeting this population:
      

	23.
	Will the proposed research collect information about students and/or employees that the PI or other key personnel supervise?
	 FORMCHECKBOX 
 No – go directly to Q#24
 FORMCHECKBOX 
 Yes

	22. 
	a. How will the potential coercion of, or undue influence on students/employees be minimized?

     

	24.
	Will data be collected from records, documents, or databases (i.e. medical records, school records, etc.)?
	 FORMCHECKBOX 
 Yes- Complete Exempt Category 4 Appendix
 FORMCHECKBOX 
 No – go directly to Q#26

	25.
	Describe the data that will be collected for the proposed research:

     

	23. 
	a. Describe how the data will be obtained: – if using the internet, submit Appendix B
     

	24. 
	b. How will individuals/specimens be identified in research documents? 

     

	26.
	Consent and/or data collection documents submitted with this exempt application:
(Select all that apply)
	 FORMCHECKBOX 
 Information Sheets – How many versions are used?:      
 FORMCHECKBOX 
 Verbal Consent Scripts – How many versions are used?:      
 FORMCHECKBOX 
 Surveys – How many versions are used?:           

 FORMCHECKBOX 
 Interview scripts – How many versions are used?:      
 FORMCHECKBOX 
 Assessments/measures – How many versions are used?:            

 FORMCHECKBOX 
 Data collection sheets – How many versions are used?:            

 FORMCHECKBOX 
 Advertisements/flyers/brochures – How many versions are used?:          

 FORMCHECKBOX 
 Letters to potential participants – How many versions are used?:          

 FORMCHECKBOX 
 Other (specify):       – How many versions are used?:      
 FORMCHECKBOX 
 None


IRB USE ONLY

	Is the research more than minimal risk to participants?
	      FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	Is the selection of participants equitable?
	      FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No           FORMCHECKBOX 
 N/A

	Are there adequate provisions to maintain participant privacy and confidentiality?
	      FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No

	Is the consent process appropriate?
	      FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No           FORMCHECKBOX 
 N/A

	Will data be collected in a manner in which the identity of the participants could be readily ascertained? (If yes, Limited Review is required)
	      FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 No           FORMCHECKBOX 
 N/A

	Determination:

 FORMCHECKBOX 
 Concurrence of Exemption – Category Number(s):   FORMCHECKBOX 
 1       FORMCHECKBOX 
 2       FORMCHECKBOX 
 3       FORMCHECKBOX 
 4       FORMCHECKBOX 
 5*       FORMCHECKBOX 
 6      
* If category 5 is selected the following note must appear in the approval letter:

Each Federal department or agency conducting or supporting the research and demonstration projects must establish on a publicly accessible Federal website or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human participants. 

 FORMCHECKBOX 
 Limited IRB Review Required 
 FORMCHECKBOX 
 Expedited Review required
 FORMCHECKBOX 
 Full Board Review required

 FORMCHECKBOX 
 Not Human Participant Research (IRB Review not required)- If so, state rationale. 


	Reviewer’s Signature:
	
	Date
	     

	Reviewer’s Name:
	     


Reviewer’s Comments:      
Social/Behavioral/Education Protocol Summary Form
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