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	COMMENT/S
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	1
	DETERMINATION OF RISK

	1.1
	Does the device fall under the Significant Risk Category?
	
	
	
	
	
	

	1.2
	Is it intended to be used as an implant and does it present a potential serious risk to the health, safety, or welfare of a subject?
	
	
	
	
	
	

	1.3
	Is it purported or represented to be used for supporting or sustaining human life and presents a potential serious risk to the health, safety, or welfare of a subject?
	
	
	
	
	
	

	1.4
	Does it have a substantial importance in diagnosing, curing, mitigating, or treating disease, or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject?
	
	
	
	
	
	

	1.5
	Does the device fall under the Non-Significant Risk Category?
	
	
	
	
	
	

	2
	PRIOR INVESTIGATION

	2.1
	Is there a report of prior investigations that includes all prior clinical, animal, and laboratory testing of the device?
	
	
	
	
	
	

	2.2
	Is it comprehensive and adequate to justify the proposed investigation?
	
	
	
	
	
	

	2.3
	Does it contain all results of publications, whether adverse or supportive, that are relevant to an evaluation of the safety and effectiveness of the device?
	
	
	
	
	
	

	3
	INVESTIGATIONAL PLAN

	3.1
	Are the name and intended use of the device and the objectives and duration of the investigation clearly stated?
	
	
	
	
	
	

	3.2
	Is there a written protocol describing the methodology to be used and an analysis of the protocol demonstrating its scientific soundness?
	
	
	
	
	
	

	3.3
	Is there a description and analysis of all increased risks to the research subjects and how these risks will be minimized; a justification for the investigation; and a description of the patient population including the number, age, sex, and condition?
	
	
	
	
	
	

	3.4
	Is there a description of each important component, ingredient, property, and principle of operation of the device and any anticipated changes in the device during the investigation?
	
	
	
	
	
	

	3.5
	Are there written procedures for monitoring the investigation?
	
	
	
	
	
	

	3.6
	Is there a description of the methods, facilities, and controls used for the manufacture, processing, packing, storage, and installation of the device?
	
	
	
	
	
	

	
	
	
	
	
	
	
	

	

	I hereby pledge to uphold the integrity of this research and to protect human subjects in accordance with the Declaration of Helsinki, International Conference on Harmonization of Good Clinical Practice (ICH-GCP), Council for International Organizations of Medical Sciences (CIOMS), and the National Ethical Guidelines for Health Research (PHREB-DOST).
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