IRB REVIEW DETERMINATION FORM

IRB LOG NUMBER

	INSTRUCTIONS for INVESTIGATORS:
	IRB Office use only

AGENDA DATE

Received email notification

Emailed IRB Determination


	1. Complete this form in its entirety and submit via email attachment to the Research Compliance office at researchcompliance@kent.edu.  To submit the form with a typed signature, the form must be submitted from the Investigator’s @kent.edu email account. 
2. The KSU IRB will determine whether your research is in need of additional IRB review and notify you of the determination via email.  It is important that you retain the determination for your records.  For additional guidance refer to http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html#c1 
3. Do NOT begin data collection prior to receiving the IRB determination.
	

	IRB Office Use

 FORMCHECKBOX 
  Project does NOT need IRB review.  Date:__________Initials_____
	

	Reason:
	

	 FORMCHECKBOX 
  Project DOES need IRB review.        Date:__________Initials_____
	

	Reason




To complete this project screening form: Single left-click to complete text fields/Double left-click to check a box
	INVESTIGATOR INFORMATION

	PI Last Name:       First Name:       

	Please list any Co-Is in the table 

	Email:       @kent.edu

	Phone: (   ) -     -      or extension      
	Department:      

	COEUS Proposal number (if any)      

	Title of Study:      

	1. Are the data being obtained about/or from living persons, directly or indirectly (as through observation)?
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	2. Are the data collected through intervention or interactions (i.e., interviews, examinations, questionnaires) with persons?
Intervention is defined as physical procedures by which data are gathered (for example, venipuncture) and/or manipulations of the subject or the subject’s environment that are performed for research purposes. Interaction means communication or interpersonal contact between investigator and subject. 
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	3. Does the data contain identifiable private information?
Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (for example, a medical record). OHRP generally considers private information or specimens to be individually identifiable as defined at 45 CFR 46.102(f) when they can be linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	4. Is the study a systematic investigation (see definition), including research development, testing and evaluation, designed to develop or contribute to generalized knowledge (see definition at end of this document).
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	5. Include a brief summary (methods, procedures, etc…) of your project in the space provided below. Include the intent and procedures that you intend to use in the project.  If collecting information from existing files, include information about the files/location, etc.  If applicable, attach copies of survey/interview questions, focus group scripts/protocols, recruitment emails, etc…
(1500 characters or less):

	     


	C0-INVESTIGATORS

	Last Name, First Name
	Status

	     
	Student:  FORMCHECKBOX 
 Faculty:   FORMCHECKBOX 


	
	Other:      

	     
	Student:  FORMCHECKBOX 
 Faculty:   FORMCHECKBOX 


	
	Other:      

	     
	Student:  FORMCHECKBOX 
 Faculty:   FORMCHECKBOX 


	
	Other:      

	INVESTIGATOR RESPONSIBILITIES AND ASSURANCES

	I certify that the information provided in this application, 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

	SIGNATURE 

	I attest that the information contained herein is a true and accurate representation of my 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. 

Please  be sure to attach:

· Survey/interview questions

· focus group scripts 

· recruitment emails/letters or communications to Research Compliance at researchcompliance@kent.edu
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	Name:       
	Date:      


	Definitions

	Generalized knowledge is data and/or conclusions that can be applicable beyond a particular place, person, or setting and/or may be intended for publication or presentation.

Examples of activities that typically are not generalizable include:

· Biographies

· Oral histories that are designed solely to create a record of specific historical events.
· Service or course evaluations, unless they can be generalized to other individuals.
· Services, or concepts where it is not the intention to share the results beyond KSU or any agency supporting the research.
· Classroom exercises solely to fulfill course requirements or to train students in the use of particular methods or devices.

· Quality assurance activities designed to continuously improve the quality or performance of a department or program where it is not the intention to share the results beyond KSU. (Teaching evaluations, customer service surveys).
	Systematic investigation means the implementation of rule-based methods that are repeated with multiple participants in a consistent manner across the participants.  Alternatively, the method may be implemented according to specified rules with a single participant for certain types of investigations. For example, case studies designed for publication are systematic investigations of a single person.
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