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BOISE STATE
UNIVERSITY




Division of Research & Economic Development
Office of Research Compliance |Institutional Review Board

(phone) 208.426.5401| MS 1138 
humansubjects@boisestate.edu 
EXEMPT PROTOCOL APPLICATION  
	INSTRUCTIONS


· The application must be typed. Handwritten applications will not be accepted.
· All Questions MUST be answered.
· Submit completed application to: HumanSubjects@boisestate.edu
	SECTION A: General Information

	1.
	This project is:  
	 FORMCHECKBOX 
 
	Social Behavioral 
	 FORMCHECKBOX 

	BioMedical

	
	
	

	2.
	Project Title: 
	     

	

	3.
	Anticipated Start Date:
	     
	Anticipated End Date:
	     

	

	4.
	PRINCIPAL INVESTIGATOR (PI) (Refer to the IRB PI Eligibility requirements. IRB staff will confirm your eligibility. Graduate thesis or dissertation students MUST list eligible faculty as PI – student may be a Co-Principal Investigator.


	
	Name:
	     

	
	Title:
	 FORMCHECKBOX 

	Full Professor
	 FORMCHECKBOX 

	Associate Professor
	 FORMCHECKBOX 

	Assistant Professor

	
	 FORMCHECKBOX 

	External Investigator
	 FORMCHECKBOX 

	*Other:       

	
	
	
	
	*(This category is allowed under special circumstances only)

	
	
	( If you DO NOT fall into one of the above titles, you may be a Co-Principal Investigator (Co-PI) with a qualified PI.   

	
	Department:
	     
	Phone:  
	     

	
	E-mail:  
	     

	
	Roles and responsibilities in this study:


     
	
	CITI Training Completed:
	 FORMCHECKBOX 
 Social & Behavioral Researchers
	 FORMCHECKBOX 
 Biomedical Researchers


	5.
	CO-INVESTIGATOR (IRB staff will confirm your title with the directory.)

	
	Name:
	     

	
	 FORMCHECKBOX 

	Full Professor
	 FORMCHECKBOX 

	Associate Professor
	 FORMCHECKBOX 

	Assistant Professor

	
	 FORMCHECKBOX 

	Adjunct Faculty
	 FORMCHECKBOX 

	Lecturer
	 FORMCHECKBOX 

	Undergraduate Student

	
	 FORMCHECKBOX 

	Staff
	 FORMCHECKBOX 

	Graduate Student 
	 FORMCHECKBOX 
 Thesis  
	 FORMCHECKBOX 
 Dissertation

	
	 FORMCHECKBOX 

	Other:
	     

	
	Department:
	     
	Phone:
	     

	
	E-mail:
	     

	
	Roles and responsibilities in this study:


     
	
	CITI Training Completed:
	 FORMCHECKBOX 
 Social & Behavioral Researchers
	 FORMCHECKBOX 
 Biomedical Researchers


	6.
	Do you have additional research personnel (Co-Investigators, key personnel, student research assistants, etc.)?

	
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES 

	
	To list additional investigators and/or key personnel, complete and attach an ADDITIONAL PERSONNEL form.


	SECTION B: Financial Conflict of Interest Disclosure

	Conflicts of interest must be disclosed in accordance with the Boise State Conflict of Interest and Commitment Policy #1110. 

	1.
	Do any investigators (PI, Co-Investigator) or research team members (key personnel) have any relationship or equity interest with any institutions or sponsors related to this research that might present or appear to present a conflict of interest (COI) with regard to the outcome of the research? 

	
	 FORMCHECKBOX 
 NO POTENTIAL CONFLICTS EXIST 

	
	 FORMCHECKBOX 
 YES:

	2.
	Name of the person(s) with the potential COI:  
	     

	
	 FORMCHECKBOX 
 This potential conflict has been disclosed to the Boise State Conflict of Interest Office via the electronic disclosure form: https://web.boisestate.edu/conflictofinterest/app.html.

	
	 FORMCHECKBOX 
 This conflict has not been disclosed to the Boise State COI Office.


	
	Note: If a significant conflict of interest exists, you must also attach the Boise State COI Committee approved management plan. If you have questions about conflicts of interest, contact the Boise State Conflict of Interest Officer at (208) 426-1252.


	3.
	Is this research supported in whole or in part by a grant or contract? 

	
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES: 

	
	Sponsor Name:
	     

	
	PI on Grant:
	     

	
	Grant Title/Contract:
	     

	
	Project Period:
	From:
	     
	To:
	     

	
	 FORMCHECKBOX 
 Grant Project Summary Attached

	
	OSP Proposal Number (if known):
	     

	

	
	Is this research funded internally by Boise State University? 

	
	 FORMCHECKBOX 
 NO   
	 FORMCHECKBOX 
 YES:
	


	SECTION C:  
	YES
	NO

	Will the data be recorded by the investigator in such a manner that the identity of the subjects can be readily ascertained OR be potentially damaging to a participant’s financial standing, employability or reputation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Will your research participants include prisoners, cognitively, economically, or educationally impaired participants?
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Will the information be obtained in such a manner that the identity of the participant can be readily ascertained, directly or through identifiers, linked to the subjects? (Exempt Category 2 or 3-requiring Limited IRB Review)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Does the research involve federal department or agency heads for the purpose of assessing or changing public benefit or service programs? (Exempt Category 5)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Does the research involve the storage or maintenance of identifiable private information or bio-specimens?
(Exempt Category 7 – requires Limited IRB Review)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	
	

	Does the research involve using identifiable private information or identifiable bio-specimens?
(Exempt Category 8 – requires Limited IRB Review)
	 FORMCHECKBOX 

	 FORMCHECKBOX 



· If you answered YES to any of these questions, your application does NOT qualify for exempt review.  STOP COMPLETING THIS FORM and complete the “Expedited or Full Board Protocol Application” for IRB review.
	SECTION D: Exempt Research Category

	  Exempt Categories 5, 7, and 8 require Expedited Application. Study must fit exactly into one of these categories.
  Indicate the applicable Exempt Category (1-4 or 6):

	
	 FORMCHECKBOX 

	1. 


	Research, conducted in established or commonly accepted educational settings that specifically involves 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 educational instructional strategies, and the research on the effectiveness of or the comparison amount instructional techniques, curricula, or classroom management methods.

	
	

	
	 FORMCHECKBOX 

	2.
	Research that only includes interactions involving educations tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least ONE of the following criteria is met:

	
	
	 FORMCHECKBOX 
 i.
	the information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

	
	
	 FORMCHECKBOX 
 ii.
	any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.

	
	

	
	 FORMCHECKBOX 

	3.
	Research involving benign behavioral interventions in conjunction with the collection of information from an ADULT subject through verbal or written response or audiovisual recording if the subject prospectively agrees to the intervention and information collection at least ONE of the following criteria is met:

	
	
	 FORMCHECKBOX 
 i.
	Information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 

	
	
	 FORMCHECKBOX 
 ii.
	Any disclosure of the human subjects’ responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, educational advancement, or reputation.

	
	

	
	 FORMCHECKBOX 

	4.


	Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable bio-specimens, if at least ONE of the following criteria is met:

	
	
	 FORMCHECKBOX 
 i.
	The identifiable private information or identifiable bio-specimens are publicly available;

	
	
	 FORMCHECKBOX 
 ii.
	Information, which may include information about bio-specimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;

	
	
	 FORMCHECKBOX 
 iii.
	The research involves only information collection and analysis involving the investigator’s use of identifiable health information when that use is regulated under 45 CFR 160 and 164, subparts A and E, for the purpose of “health care operations” or “research” as defined by the regulations;

	
	
	 FORMCHECKBOX 
 iv.
	The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995.

	
	

	
	 FORMCHECKBOX 

	6.
	Taste and food quality evaluation and consumer acceptance studies, if: 

	
	
	 FORMCHECKBOX 
 i.
	wholesome foods without additives are consumed; or 

	
	
	 FORMCHECKBOX 
 ii.
	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 USDA.


	SECTION E: Summary

	1.
	Please provide a detailed description of your project. Include information on recruitment, consent process, incentives (if applicable), methods of data collection, data storage, etc.:

	
	     

	


	SECTION F: Population

	1.
	Will your population include:

	
	

	
	 FORMCHECKBOX 
 Adults (18 and over)

	
	 FORMCHECKBOX 
 Minors (17 and younger):     
	 FORMCHECKBOX 
 Ages 15-17   
	 FORMCHECKBOX 
 Ages 11-14  
	 FORMCHECKBOX 
 Ages 10 and younger  

	
	 FORMCHECKBOX 
 At risk population:
	Explain:       

	            *Additional school district permissions may apply if research is being conducted in primary or secondary schools. Check with 
              the appropriate school district.

	

	2.
	Will your population include Boise State University students or employees? *If so, additional permissions may apply. 

	
	 FORMCHECKBOX 
 NO

	
	 FORMCHECKBOX 
 YES: 

	
	If BSU students or employees report to you, list the third party contact who will hold all data until final grades have been given or data has been coded:      


	SECTION G: Applicable Documents

	1.
	Please check the boxes for the documents included with this submission:

	
	

	
	 FORMCHECKBOX 
 Recruitment Scripts 
	 FORMCHECKBOX 
 Survey(s) 
	 FORMCHECKBOX 
 Interview Questions  
	 FORMCHECKBOX 
 Letter(s) of Support

	
	 FORMCHECKBOX 
 Consent 
	 FORMCHECKBOX 
 Assent (15-17) 
	 FORMCHECKBOX 
 Assent (11-14)
	 FORMCHECKBOX 
 Verbal Assent (10 and younger)

	
	 FORMCHECKBOX 
 Other:       

	


	SECTION H: Signature


My signature below and/or by submitting protocol documents from my Boise State email address indicates:

· I agree to fully comply with the policies and procedures outlined in Boise State University's IRB

Policy (5050) as well as all applicable program guides, rules and regulations.

· I will ensure all personnel involved in the activities outlined in this application have received 
training on appropriate practices and procedures.

· I ensure the information provided in this document is accurate and complete and that I am qualified 
to perform the described activities.

· I agree to stay within the scope of activities outlined in this application, and I understand any

changes in activities must be approved by the IRB before they begin.
PI Signature_________________________      Date______________
Co-I Signature_______________________      Date______________
You will receive a Notification of Exemption once the IRB has reviewed this application. Research cannot begin until this letter is received.
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