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1.0 Purpose

1.1 To assess the hazards associated with the usage and application of this device.

2.0 Scope


2.1 This document serves to provide guidance when designing the proposed device.

3.0 Revision History

3.1 Initial hazard analysis created (11/06/2003)

3.2 Updated hazard analysis based on information provided by advisors (04/14/2004)

Initial Hazard Analysis

	Potential Hazards
	Causes of Hazardous Condition
	Assignment of Risk
	Systems Intended Response

	Strain of hand/arm
	Improper restraint
	11
	Nothing-manual inspection is required

	Perfusion impairment
	
	
	

	Bruising
	
	
	

	Shock to patient
	Electrical problems
	15
	Display registration on voltmeter

	Shock to administrator
	
	
	

	Fire
	
	
	Alarm triggered by temperature regulations of system

	Stability of device
	Excessive force
	17
	Nothing-manual inspection is required

	
	Repetitive use
	
	

	
	Improper manufacturing
	
	

	Misdiagnosis
	Incorrect wiring of connector block
	8
	Calibration error message

	
	Readability issues
	
	

	
	Sensitivity
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