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	INSTRUCTIONS:

· Please reference the ‘Research Protocol Guidance for Non-Exempt Projects’ available on the UNE IRB website for assistance with completing each section of the research protocol template. 

· Depending on the nature of your project, some sections of the research protocol template may not apply. Please enter a response of ‘N/A’ if a particular section is not applicable. Do NOT delete numbered sections within the template.

· E-mail the IRB at irb@une.edu for any questions you may have with regard to this template. 




	Version Date:
	Enter date when protocol is first drafted or date when protocol is last updated 
	Principal Investigator:
	Enter text
	IRB #:
	Enter ‘To Be Determined’ if IRB # not assigned yet
	Project Title:
	Enter text


	1. [bookmark: _Hlk91787173]BACKGROUND, AIMS, & SIGNIFICANCE

	



	2. DESCRIPTION OF STUDY PROCEDURES

	



	3. USE OF MEDICAL DEVICES

	



	4. PARTICIPANT POPULATION

	



	5. PARTICIPANT RECRUITMENT

	



	6. RESEARCH SETTING

	



	7. MULTI-SITE RESEARCH

	



	8. COMPENSATION & COSTS

	



	9. CONSENT/ASSENT PROCESS

	



	10. USE OF PARTICIPANT HEALTH INFORMATION

	



	11. CONFIDENTIALTY & PRIVACY PROTECTIONS

	



	12. RISKS TO PARTICIPANTS

	



	13. POTENTIAL BENEFIT TO PARTICIPANTS & SOCIETY

	



	14. PROVISIONS TO MONITOR DATA FOR PARTICIPANT SAFETY

	



	15. ADDITIONAL PROTECTIONS FOR VULNERABLE POPULATIONS

	



	16. SHARING RESULTS WITH PARTICIPANTS OR OTHERS

	



	17. WITHDRAWAL OF PARTICIPANTS

	



	18. RESOURCES AVAILABLE

	



	19. INTERPRETATION OF DATA

	



	20. STUDY TEAM EXPERIENCE & CONFLICT OF INTEREST
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