
Human Research Protection Program                                 North Dakota State University        

Audit Checklist - Research Records

Ref:  SOP 12.1 and 12.2
PI:                 Funding:                                                         Audit date:       
IRB Protocol #:               Category:   FORMCHECKBOX 
 Exempt       FORMCHECKBOX 
 Expedited       FORMCHECKBOX 
 Full Board                                                
Title:       
Initial IRB approval period:        through               Audit review is:     FORMCHECKBOX 
 Random         FORMCHECKBOX 
 Directed
Project remains active for:      FORMCHECKBOX 
 recruitment    FORMCHECKBOX 
 additional data collection     FORMCHECKBOX 
 data analysis 
	Research team members are consistent with IRB approved protocol:
	Yes    No   

	PI, co-investigator, and those assisting with recruitment, obtaining informed consent, conducting research interventions or interactions, or analyzing identifiable data 

Training records 
	       FORMCHECKBOX 
    FORMCHECKBOX 
   

       FORMCHECKBOX 
    FORMCHECKBOX 



	Research procedures are consistent with IRB approved protocol:                          Yes No N/A

	Date of initiation of research procedures involving human subjects 

Research performance site(s)

Collaborator(s)
Participants
Recruitment, inclusion/exclusion criteria, #s   
Informed consent process and documentation

Research interventions and interactions
Data collection procedures, instruments and measures
Compensation scheme

Privacy and confidentiality provisions

Data safeguarding:  hard copy and electronic data
	 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 



	Continuing Review
                                                                                                                                         Yes  No N/A

	Ongoing approval has been obtained as needed

Changes made to the research protocol were approved by the IRB as needed prior to implementation
New findings that would change the risk benefit ratio have been reported to the IRB, and subjects, as necessary

Unanticipated problems involving risks to subjects or others, complaints or adverse events were reported promptly to the IRB
	 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 

 FORMCHECKBOX 
   FORMCHECKBOX 
   FORMCHECKBOX 



	Audit summary:

 FORMCHECKBOX 
  Complies with IRB-approved protocol, federal regulations, NDSU policy and procedures.  

 FORMCHECKBOX 
  Minor discrepancies noted; no corrective action required.  
 FORMCHECKBOX 
  Apparent noncompliance noted; refer for further investigation.
Comments:

     



Audit reviewer:   ___________     ________________________    Date _______     ______
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