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	INSTRUCTIONS for INVESTIGATORS:

The Kent State University Institutional Review Board (IRB) is responsible for reviewing research involving human subjects conducted by KSU investigators.  However, in cases where use of an external (non-KSU) IRB is appropriate (e.g., in multi-site studies where all sites are using the same IRB; or in cases where review at another IRB is required and duplicate review by the KSU IRB could add unnecessary administrative burden on the investigator), the KSU IRB may defer to the external IRB under a fully-executed “IRB Authorization Agreement” (IAA). This process is pursuant to guidance from the DHHS Office for Human Research Protections (OHRP), at http://www.hhs.gov/ohrp/IRBfaq.html.  
	IRB Office use only

AGENDA DATE

Date of fully signed agreement received
Date of IRB Determination email to Investigator


	1. Complete this form in its entirety and provide copies of the following documents:

· Approved IRB application and approval letter(s)
· Approved consent documents

· Funding Proposal (if applicable)
· Additional research site support documentation (if applicable)
2. Submit all documents via email attachment to Researchcompliance@kent.edu .  To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. If completed form is signed and then scanned as a PDF attachment, the @kent.edu email requirement does not apply.  
3. Each IRB decides the appropriateness of ceding or accepting responsibility for the review of any research involving human subjects. The IAA must be approved and signed by the Institutional Officials at both institutions. We will notify you of the determination via email. The process can take up to 3 weeks.
4. Do not begin data collection prior to receiving notification from the KSU IRB that the IAA agreement has been fully approved. 
	

	IRB Office Use

 FORMCHECKBOX 
  Project does NOT qualify for external IRB review/approval      Initials________Date_________

	Reason:


To complete this form: Single left-click to complete text fields ( i.e.,       ). To check a box, double left-click on the box (i.e.,  FORMCHECKBOX 
), then click “checked”. Click OK.
	Project Title (should match at both institutions): 

     

	Section I - KSU Investigator Information

	Last Name:       First Name:      
	IRB Log #      

	Email:       @kent.edu

	Phone: (   ) -     -      or extension      
	Department:      

	Does this research have external funding or have you requested external funding for this research? 
	 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No

	If Yes ( Specify sponsor:      

	Protocol/Proposal #:       
	Institution (if not KSU):      

	Any new KSU personnel must be added via the amendment form

	Section II  - IRB Authorization Agreement Request

	 FORMCHECKBOX 
  EXTERNAL IRB REVIEW - I have received IRB approval from another institution for this project. I am requesting that the KSU IRB enter into an agreement with the Institution/IRB to avoid duplicate review. 

Check all that apply:
 FORMCHECKBOX 
  Kent State faculty/staff will be performing the majority of the study procedures at an external institution/site and the institution/site holds a current FWA and IRB registration.

 FORMCHECKBOX 
  The involvement of the KSU investigator(s) is limited. (For example, data analysis of information collected at another institution.)
 FORMCHECKBOX 
  Another institution’s reviewing IRB is more properly constituted to review a certain scope of work, or may have knowledge of the local research context. (For example, an international research project where the interaction with subjects is performed at an external site and the site has a FWA.)

 FORMCHECKBOX 
  This is a multi-site study with multiple IRB reviews/approvals.
 FORMCHECKBOX 
  This is a multi-site study and all sites are deferring to only one approving IRB.
 FORMCHECKBOX 
  Other,  (Provide details:      )
 FORMCHECKBOX 
  KSU IRB REVIEW - I am requesting that the KSU IRB be the IRB of record for this project.

Check all that apply:

 FORMCHECKBOX 
  The majority of the study procedures will be performed at Kent State, or by Kent State faculty/staff.

 FORMCHECKBOX 
  This is a multi-site study and all sites are deferring to one approving IRB.

 FORMCHECKBOX 
  This is a multi-site study with multiple IRB reviews/approvals.
 FORMCHECKBOX 
  Other,  (Provide details:      )

	Provide a summary of your role in the space below:

	     

	Section III - External Institution and Investigator Information

	Please note if your institution does not have an IRB, please fill out an Individual Investigator Agreement

	Name of External Institution:      

	External Institution’s Address:      

	External Investigator Last Name:       First Name:      

	Email:       @     

	Phone: (   ) -     -      or extension      
	Department:      

	External IRB Application number      

	External IRB Registration number      
	FWA #      

	Name of IRB representative:      

	Email Information for External IRB representative:      

	Phone Number Information for External IRB representative: (   ) -     -      extension      

	Provide a summary of EXTERNAL INVESTIGATOR’S role in this project in the space below:

	     

	For requests for KSU IRB to be the IRB of record…Are there any additional EXTERNAL Investigators that will be working on this project?
	 FORMCHECKBOX 
 Yes (Complete Appendix B 
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 FORMCHECKBOX 
 No

	Section V - Investigator Assurance Statements

	I certify that the information provided in this document, and in all attachments, is complete and correct.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	I understand that I have ultimate responsibility for the protection of the rights and welfare of human participants, the conduct of this project, and the ethical performance of this project.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	I agree to comply with all KSU policies and procedures, the terms of its Federal Wide Assurance, and all applicable federal, state, and local laws regarding the protection of human participants in research.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	Unanticipated problems, adverse events, and new information that may affect the risk–benefit assessment for this project will be reported to the KSU IRB Office (330-672-2704) and to my Departmental Chair/Director/Dean.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	I certify that the proposed project/research has not yet been done, is not currently underway, and will not begin until IRB determination/approval has been obtained.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	I understand that I am responsible for ensuring that the KSU IRB office receives copies of approvals/renewals/amendments/consent forms and subsequent approvals from the external approving IRB for inclusion into the KSU IRB file. Protection of participants in research projects remains the responsibility of all institutions involved in the research. Designating a reviewing IRB does not absolve another institution involved in the research of such responsibility.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	 Section VI - Signature 

	I attest that the information contained herein is a true and accurate representation of this study and the typed name below can serve as my signature. 

IMPORTANT: To have your typed name serve as your signature, you MUST send the completed form to Research Compliance via your @kent.edu email account. Alternatively, you can hand-sign this form, scan to PDF, and then send the completed form to Researchcompliance@kent.edu .
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	Signature:       
	Date:      

	Attach copies of the following:

	
[image: image2]  Approval letter(s)   
[image: image3]  Approved Consent form(s)  
[image: image4]  Approved Application  
[image: image5]  Measures, Instruments, Surveys, etc…

	Section VII – Relying Sites 
	External personnel/admin complete this section when KSU is to the IRB of record.

	Describe any local or state laws or other requirements that apply to this study which require revision at your site:

If none, state N/A:          

	Describe any ancillary reviews (biosafety, radiation safety, HIPAA) that need to be conducted at your site:
If none, state N/A:          

	Describe any necessary changes to the consent form or consent process:
If none, state N/A:          
Submit a copy of the local consent form if applicable. 

	Describe any special characteristics or cultural/community concerns that need to be addressed at your site:

If none, state N/A:          

	Describe any other site-specific requirements or changes to the research:

If none, state N/A:          


Page 3 of 4

Rev 3.1

[image: image6.png][image: image7.wmf]