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Form IRB-10.08.01

Principal Investigator IRB Submission Checklist – Initial Review

Effective Date:  





PNU Institutional Review Board (IRB)
	1. Administrative Information

	· IRB #
	(to be completed by IRB) 
	· Date of this request
	     

	· Study Title
	     

	· Department
	     
	· Division
	     

	Role*
	Name
	Email
	Phone
	Fax

	Principal Investigator
	     
	     
	     
	     

	Contact Person
	     
	     
	     
	     

	Co-Investigator(s)
	     
	     
	     
	     

	Study Coordinator
	     
	     
	     
	     

	     
	     
	     
	     
	     

	* Place a double asterisk (**) after the name of each person authorized to obtain informed consent.

	Status of PI:
	Graduate Student
	Medical Student
	Resident
	Faculty
	Consultant

	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Other:
	 FORMCHECKBOX 

	     

	Faculty sponsor:
	
	


2. Description Of Study 
	Protocol Categories
	Ck
	NA

	Abstract 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	1. Introduction and background information
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2. Objectives (specific aims) and rationale
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3. Results of previous related research
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4. Study methods and procedures (including frequency and duration of any tests)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5. Parameters to be measured
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6. Resources required and documented availability
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7. Role of key members
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8. Study site(s)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9. Duration of study
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10. Study population (include age, ethnicity, etc.) and rationale
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11. Will vulnerable populations be involved
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12. Vulnerable populations:  Identify, justify, justify methodology, describe their protection
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13. Number and age of subjects
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14. Recruitment methods (advertisements included when applicable)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15. Inclusion/Exclusion criteria - equitable selection of subjects including:

· If women are excluded, justification is provided

· If subjects under 21 are excluded, justification is provided
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16. Role of subject and research procedures 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17. Samples (eg, blood, tissue, etc.) to be obtained and, for blood, volume, frequency, and route, eg, venepuncture, venous catheter, arterial puncture, arterial catheter, cutaneous 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18. Payment to volunteers
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	19. Justify use of a placebo, if applicable
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	20. If existing data will be used, specify the source and how the data will be retrieved, reviewed, coded, and stored
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	21. Data analysis
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	22. Benefits to subject and to society (also in Informed Consent Document)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	23. Risks to subjects and to society (also in Informed Consent Document)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	24. How the study will be monitored
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	25. Any costs to subjects (also in Informed Consent Document)
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	26. Alternatives (also in Informed Consent Document) 
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	27. Research materials, records, and confidentiality
	 FORMCHECKBOX 

	 FORMCHECKBOX 


	28. Subject consent/assent or waiver or alteration of consent, and description of process
	 FORMCHECKBOX 

	 FORMCHECKBOX 



	PI’s Signature

	Date
	     

	Print Name
	     

	Signature
	
I attest that the information contained herein is a true and accurate representation of my proposed study.  I will abide by the requirements of the PNU IRB in the conduct of this research study’s protocol.



