Before You Get Started on Your Protocol Submission, Here is Some Help from the IRB…

The IRB Administration Office                      





  (313) 577-1628


87 East Canfield Street, 2nd floor
                                                                     
   http://irb.wayne.edu/index.php
                                    Handbook for Investigators: 

A Guide to the IRB and Human Research Protection Program

The Handbook for Investigators is designed to provide comprehensive direction and assistance to faculty, staff, students or other personnel who are conducting human participant research at Wayne State University or any of its affiliated institutions. Download your copy today! This document is located on the IRB’s website at:    http://www.irb.wayne.edu/forms-requirements-categories.php
Join the WSU IRB Info Listserv:  irb-info@lists.wayne.edu
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, make announcements, advertise the training calendar, share answers to questions, etc. with the research community.   

It is easy to join:  To subscribe send a blank e-mail to irb-info-subscribe-request@lists.wayne.edu. Be sure to confirm the reply e-mail. To unsubscribe at any time, send an e-mail to irb-info-signoff-request@lisits.wayne.edu.  To send a message to all of the people currently subscribed to the list, just send an mail to irb-infor@lisits.wayne.edu
On-Going Trainings and Helpful Tools
Our Website has the training calendar, helpful tools and documents, policies, and helpful links to federal agencies: http://www.irb.wayne.edu/education.php.  Always download the forms from our website for the most recent version.

Join the WSU Study Coordinators' Advisory Committee 

Are you a researcher or research staff person? Join the Study Coordinator’ Advisory Committee (SCAC)!  The listserv for the Study Coordinators' Advisory Committee lets research staff and researchers from WSU and it’s affiliates share information, make announcements, ask questions, share answers, etc. with each other.  

It is easy to join: To subscribe to the listserv send a blank e-mail to scac-subscribe-request@lists.wayne.edu. To send a message to all of the people currently subscribed to the list, just send mail to scac@lists.wayne.edu.
To learn more about SCAC, visit their website at: http://irb.wayne.edu/study_coord_adv_comm.php 
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Medical Exemption 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.
· See the directions on the last page of this form for the number of copies.
· Please call us if you have any questions along the way: (313) 577-1628

IRB Protocol Number








IRB Use ONLY

      Section A: Principal Investigator (PI), Project Title & Endorsements

	1. 
	Name of PI:
	     
	Phone: (     )      
	Date     

	2. 
	Department:
	     
	Fax: (     )      

	3. 
	Division:
	     
	E-mail:      

	4. 
	Campus Address:
	     
	Pager: (     )      

	5. 
	All PIs who are students or who are not WSU faculty or employees of WSU or an affiliated health care institution, must provide home mailing address and phone number in addition to the above information.  (If provided, all correspondence from the IRB Administration office will be sent to this address.)

	6. 
	Home Address:
	     

	Home Phone: (     )      

	7. 
	Name of Protocol Coordinator:

	     
	N/A FORMCHECKBOX 


	8. 
	Phone: (     )      
	E-mail:      

	9. 
	Form completed by:
	     
	Title:     

	10. 
	Phone: (     )     
	E-mail:      

	11. 
	Project Title:      

	12. 
	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 for courses to count.
HIPS= Health Information, Privacy & Security     RCR= Responsible Conduct of Research (under “Human Subject Research” tab)
Have you taken:         FORMCHECKBOX 
   HIPS             FORMCHECKBOX 
   RCR       &          FORMCHECKBOX 
  Basic/Refresher Course for Human Subjects?

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



	13. 
	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 amendment submission and then annually or when changes occur.  

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

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 authorized signatory (official from DMC, KCI, etc.) is required.  Please answer Q. #1 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 description of this research project, the PI agrees to accept primary responsibility for the scientific and ethical conduct of the research, as approved by the IRB, and abide by the IRB’s policies and procedures. The PI change does not take effect until the investigator has received documentation of IRB review and final approval.   Original signature must be submitted.
                                                                                                                                                                                          
PI Signature                                                                                   Title                                                                                  Date
Faculty Supervisor or Sponsor FCOI and Certification:
Please answer Q. #1 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
Campus Address:     
Phone:      
E-mail:      
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

Title

                 Date
The Department Chair/Dean or Authorized Signatory FCOI and Certification:
Please answer Q. #1 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

If PI is a student, or person without a WSU faculty appointment, a WSU faculty supervisor/sponsor or authorized signatory is required (official from DMC, KCI, etc.).


	14. 
	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.  

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

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 list available at: http://irb.wayne.edu/forms-requirements-categories.php
B:   Research Project Characteristics
	15. 
	Check the applicable categorys for exemption. Prisoners cannot be enrolled in exempt research.  

 

	16. 
	 FORMCHECKBOX 
 (1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as 
· 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.

	17. 
	 FORMCHECKBOX 
 (2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, where information obtained is recorded in such a manner that human subjects cannot be identified, directly or through identifiers linked to the subjects.
If children are participants in the research and there is to be interaction with them, a research exemption will NOT apply.

	18. 
	 FORMCHECKBOX 
 (3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under item (2) of this section, if:

· The human subjects are elected or appointed public officials or candidates for public office; or 
· federal statutes require without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.

	19. 
	 FORMCHECKBOX 
 (4) Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.  

	20. 
	 FORMCHECKBOX 
 (5) Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:

· public benefit or service programs;

· procedures for obtaining benefits or services under those programs;

· possible changes in or alternatives to those programs or procedures; or 

· possible changes in methods or levels of payment for benefits or services under those programs.

	21. 
	 FORMCHECKBOX 
 (6) Taste and food quality evaluation and consumer acceptance studies, 
· if wholesome foods without additives are consumed or 

· if 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture

	22. 
	Funds for this project are being provided by or requested from:

*Must answer question #11

	 FORMCHECKBOX 
 Private/Pharmaceutical

      Industry* 

 FORMCHECKBOX 
 Governmental agency*

 FORMCHECKBOX 
 Foundation*
	 FORMCHECKBOX 
 WSU Institute*

 FORMCHECKBOX 
 Non-Profit Organization*

 FORMCHECKBOX 
 Departmental  (WSU/DMC/VAMC)

 FORMCHECKBOX 
 Other (describe):      

	23. 
	Funding Source:
	     
	 FORMCHECKBOX 
 N/A

	24. 
	Contact Name:
	     
	

	25. 
	Address:
	     
	

	26. 
	Phone:
	     
	

	27. 
	Grant Number:
	     
	

	28. 
	SPA Proposal  Number from FES Form

(eight digit number)
	     
	

	29. 
	Status of Funds:
	 FORMCHECKBOX 
 Approved

 FORMCHECKBOX 
 Pending
	 FORMCHECKBOX 
 n/a

	30. 
	Indicate which vulnerable group, if any, will be central to the focus of this research. Check all that apply.
Prisoners cannot be enrolled in exempt research.
	 FORMCHECKBOX 
 Minors (under 18 years of age)

http://irb.wayne.edu/policies/8-2-vulnerable-participants-children.pdf
 FORMCHECKBOX 
 Fetuses

http://irb.wayne.edu/policies/8-1-research-involving-fetuses-and-neonates.pdf
 FORMCHECKBOX 
 Pregnant Women
	 FORMCHECKBOX 
 N/A

	31. 
	Will non-identifying information about the research participants ( sex, race, age, etc.) be collected?
	 FORMCHECKBOX 
 Yes, please describe:      

	 FORMCHECKBOX 
 No

	32. 
	What is the approximate number of participants/documents/ specimens to be collected?
	At this site?      
	At other sites?      

	33. 
	What biological specimens will be collected/used?
	 FORMCHECKBOX 
 Blood 

 FORMCHECKBOX 
 Tissue

 FORMCHECKBOX 
 Urine

 FORMCHECKBOX 
 Other (describe)      
	 FORMCHECKBOX 
 N/A

	34. 
	How will the specimens/results be obtained?  

Check all that apply
	 FORMCHECKBOX 
  Cell Lines:     FORMCHECKBOX 
Embryonic       FORMCHECKBOX 
 Adult
 FORMCHECKBOX 
  Discarded/waste specimens
 FORMCHECKBOX 
  Specimens already in existence at time of  

       submission

 FORMCHECKBOX 
  Tissue banks/repositories

 FORMCHECKBOX 
  Other (describe)      
	 FORMCHECKBOX 
 N/A

	35. 
	Will Medical Records/databases be used during data collection?

All human research conducted at DMC sites requires DMC Research Review Authorization.

http://content.dmc.org/ResearchReviewProcess/

	 FORMCHECKBOX 
 Yes   If yes, complete a HIPAA Summary Form-request a waiver of authorization.
	 FORMCHECKBOX 
 No

	36. 
	Describe the data, documents, or records needed for this project-be specific regarding origin of data. 
	     
	 FORMCHECKBOX 
 N/A                             

	37. 
	Describe how the data, documents, or records will be obtained for this project
	     
	 FORMCHECKBOX 
 N/A                             

	38. 
	If accessing the medical records initially in order to extract anonymized data, describe how the initial list will be destroyed.
	     
	 FORMCHECKBOX 
 N/A                             

	39. 
	How will the research participants/specimens be identified in the research documents?
	      

	40. 
	Will there be a link kept connecting the human participants to the coded specimens/documents?
	 FORMCHECKBOX 
 No (Go to Question #24)
 FORMCHECKBOX 
 Yes 

	
	If yes, will the investigative team have access to the link?
	 FORMCHECKBOX 
 No (Provide a letter from the holder of the link stating that the investigative team will not have access.)
 FORMCHECKBOX 
 Yes (Not eligible for exemption, please complete a Medical/Behavioral Protocol Summary Form)

	41. 
	If an anonymous survey is being used will an information sheet be provided? 
 FORMCHECKBOX 
 No










 FORMCHECKBOX 
 Yes


	42. 
	Below, provide a summary of the research project:


	43. 
	a. Describe the background, rationale, and hypothesis:

      

	44. 
	a. State protocol-specific examples of how this research qualifies for the selected exemption category:

     


Directions for EXEMPT Protocol Submission

	
	· Submit one completed Medical Exemption Form, 
· the entire descriptive protocol/grant application, 
· the HIPAA Summary Form (if applicable), 
· one copy of other documentation, and

· all survey tools,

· Submit to the IRB Administration office.  There is not a deadline for Exempt Protocols submissions.
· If this protocol does not qualify for exempt status, you will be instructed to complete the Medical/Behavioral Protocol Summary Form and resubmit your protocol for approval.

· Responses will be mailed or faxed to the investigator following review by the IRB.


Medical Exemption Protocol Summary Form
Page 2 of 8 
Form date:. 9/30/10 (AAHRPP)


