Institutional Review Board                                                         North Dakota State University                                                            
Protocol Submission Checklist
This checklist is provided to investigators (for optional use) to assist with filing a complete protocol submission (note that incomplete applications may be returned without review or approval).  This checklist is also utilized by IRB staff in pre-review of protocols for expedited or full review.  Please contact the IRB Office at 231-8995 or 231-8908 if you have questions regarding the protocol forms.
Project title:                                                     
PI:                                   Protocol #:       
	Research Team Training


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


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
Protocol form contains all required signatures 


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No 
All applicable questions on the protocol form and attachments are answered completely, with sufficiently detailed information 
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Project meets requirements for a category of exemption

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Project appears to be eligible for expedited review 

 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 
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Additional Materials Attachment 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Informed Consent Waiver or Alteration Request. 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Prisoners in Research Attachment 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Use of Medical Records Attachment 

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A     Expedited Review Categories Attachment 
	Informed Consent Documents


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

 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 yrs)
 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 and contact information is prominently displayed at the top of the document or online posting)

Consent document(s) contain all required elements, as applicable: (Templates are available on the ‘Forms’ page of the website.  Additional examples may be found on the ‘Resources page.  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     
identification of procedures that are experimental
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No    

a description of any reasonably foreseeable risks or discomforts to the participants

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
    

a description of any benefits to the subject or others which may be expected from the research 
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No
     FORMCHECKBOX 
 N/A     
a disclosure of appropriate alternative procedures, or courses of treatment that may be advantageous

 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 they will receive any compensation 
 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
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
an explanation as to whether any medical treatments are available in injury occurs and, if so, what they consist of, or where further information may be obtained

 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 HRPP office; 701-231-8908 or ndsu.irb@ndsu.edu )

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
an explanation of whom to contact in the event of a research-related injury

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A 
lines for signature and printed name of participant and researcher obtaining consent

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
a statement that the particular treatment or procedures may involve risks to the subject which are currently unforeseeable

 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to their consent
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
any additional costs to the subject that may result from participation
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
the consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of their participation
 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A
a statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participation will be provided to them


 FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No     FORMCHECKBOX 
 N/A 
the approximate number of subjects involved in the study
	                                         Off-Site and Collaborative Research                                 FORMCHECKBOX 
 N/A


For Collaborative or Multi-site research, please reference the NDSU Collaborative, Multi-site or Off-Site Research Worksheet.
 FORMCHECKBOX 
 Worksheet attached
	                                         Protocol Submission Procedures                              


Exempt Certification:  Include 1 signed original protocol form, and attachments.  Allow a minimum of 5 working days for processing.  
Expedited Review:  Include 1 signed original, and an electronic copy (if available) of the protocol form, and attachments.   Allow a minimum of 10 working days for processing and review.  
Full Review:  Include 1 signed original of the final version of the protocol form, and attachments.  Receipt is required by the posted deadline, at least 2 weeks prior to each meeting (see IRB website for Meeting Schedule and Submission deadlines). 
Research may not be initiated prior to written IRB approval.
Protocols may be submitted to the IRB office by campus mail:  Research 1, fax:  231-8098, email:  ndsu.irb@ndsu.edu, or US mail: NDSU IRB Office,  NDSU Dept 4000, PO Box 6050, Fargo, ND  58108-6050.  

For IRB Use Only:
	IRB Pre-Review (expedited or full review applications)
Comments:  

Special representation required for review?   FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
Date:                        IRB staff member:
Retain documentation in protocol file.  
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