Institutional Review Board                                                         North Dakota State University                                                            
Exempt Determination Checklist
This checklist is utilized by IRB staff to determine a project’s eligibility for exempt status, and verify that the research proposal is consistent with Belmont ethical principles.  
Title:      
PI:                            

 Protocol #:       


	Research Team Training


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No   Investigator, co-investigator(s), and all research team members have completed initial or refresher training in the protection of research participants.  Documentation is on file with the IRB.
	Protocol Form


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Protocol form contains all required signatures 


All applicable questions on the protocol form and attachments are answered completely, with sufficiently detailed information:

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
 
Project description:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Exemption categories:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Participants, recruitment and informed consent:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Privacy and Confidentiality:
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

Other Information:
	Attachments


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Recruitment materials (ie, ad, flyer, email invite, oral script, etc.)         

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Survey(s), questionnaire(s), measures, interview questions or outline

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Grant proposal (final version)

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Children in Research Attachment form

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     PHI and HIPAA in Research Attachment form

	Applicable Category of Exemption


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Responses to all exemption screening questions are appropriate

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Project meets all the requirements, as specified on the protocol form, for category: 
#1  
#2 
#3
#4
#5
#6

Comments:

NOTE that the IRB may elect to err on the side of caution to require expedited or full review to ensure protection of participants, and compliance with terms of the FederalWide Assurance.  
	Informed Consent Documents


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Informed consent form, oral script, information sheet 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Child Assent form (ages 7 – 12) 
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Youth Assent form (ages 13 -17)
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Parent/Guardian Permission form
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
     FORMCHECKBOX 
 N/A     Consent documents are written in language and terms understandable to potential participants

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
     FORMCHECKBOX 
 N/A     Consent documents contain the NDSU dept. letterhead, or equivalent (name, address, phone number for department is prominently displayed at the top of the document or online posting)

Consent document(s) contain all required elements, as applicable: (Refer to the applicable template(s) for suggested format.  Elements that include the ‘N/A’ option may not be applicable for all projects; the remaining elements are required for all projects, unless a waiver is requested.)
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

a statement that the study involves research 

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

an explanation of the purposes of the research

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

the expected duration of the subject’s participation

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

a description of the procedures to be followed

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
a description of any reasonably foreseeable risks or discomforts to the participants


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
     FORMCHECKBOX 
 N/A
a description of any benefits to the subject or others which may be expected from the research 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
     FORMCHECKBOX 
 N/A     
an explanation of any potential alternatives available to participants (if applicable)
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No


a statement describing the extent, if any, to which confidentiality of records identifying the participant will be maintained

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
an explanation as to whether any compensation is available, when applicable
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

an explanation of whom to contact for answers to pertinent questions about the research
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

an explanation of whom to contact for answers to pertinent questions about research subjects’ rights, or to report a problem (NDSU IRB office; 701-231-8908 or ndsu.irb@ndsu.edu )

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

a statement indicating that participation is voluntary, refusal to participate or discontinue participation will involve no penalty or loss of benefits to which the subject is otherwise entitled
	Belmont Ethical Principles


Procedures are described in the protocol in sufficient detail to determine that:  

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A    
Subject selection procedures will be equitable

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
Subjects will have the opportunity to make their own choice regarding participation in the study, free from coercion or undue influence

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     
Participants will be able to decline at any time without penalty

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A    
Participants will be adequately informed of the research

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A 
Available alternatives will not be coercive, or unduly influence participants

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A 
Compensation schemes will not be coercive, or unduly influence participants

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     
If voluntary consent of participants will not be sought, justification is appropriate (in the opinion of the IRB Chair)

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     
Participants’ privacy, and the confidentiality of their data will be respected.  

 Comments:  

	                                         Off-Site and Collaborative Research                                 FORMCHECKBOX 
 N/A


· Exempt research:  

· Protocol should NOT list collaborator’s employees or agents on the protocol.  

· Submission of training documentation for collaborator’s employees or agents to the IRB is NOT Needed.  However, the PI remains responsible for providing appropriate training for these individuals.   

 FORMCHECKBOX 
  Submit a letter of permission/cooperation or other documentation from each collaborating entity engaged in research stating:  

· a brief description of the entity’s role in the research

· a statement that appropriate training will be completed prior to involvement of human subjects

· a statement that the project will be conducted according to the approved protocol and NDSU policy for protecting research subjects. 

(A protocol may be approved prior to receipt of the letter, providing all other requirements have been met.)

* If letter(s) or approval(s) from sites or collaborator(s) are not immediately available, the IRB may approve the protocol provided that: 1) all other requirements are met, and 2) the documentation from the site(s) will be forwarded to the IRB prior to initiating research at each site.  
	Comments:  

Date:                     IRB initials:  
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