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Table 1. Risk Classification, Based on Occurrence Probability and Severity of Consequences

	
	Consequences

	Occurrence
	Negligible
	Marginal
	Critical
	Catastrophic

	Frequent
	A
	C
	D
	D

	Occasional
	A
	B
	D
	D

	Remote
	A
	A
	B
	C

	Improbable
	A
	A
	B
	B

	Incredible
	A
	A
	A
	A


Table 2. Interpretation of Risk Level

	Risk Level
	Interpretation

	A
	Negligible risk

	B
	Tolerable risk

	C
	Undesirable risk

	D
	Intolerable risk


Table 3. Risk Management Summary

	Hazard
	Consequences
	Cause
	Probability of Harm
	Risk
	Method of Control
	Control Measures
	New Probability
	New Risk

	Insufficient air flow to patient
	Critical
	Insufficient VAG training/improper attachment
	Remote
	D
	Process
	Provide adequate training and instructive materials
	Improbable
	D

	Device components enter patient’s airway
	Catastrophic
	Tubing degradation/fracture
	Remote
	D
	Design
	Strong material chosen and adequate tolerances designed
	Improbable
	B

	Over/under inflation of patient’s airway
	Critical
	Device displays incorrect volume
	Occasional
	C
	Design
	Periodic maintenance of VAG; use electrical components w/broad temp. range
	Remote
	B

	Inaccurate volume display 
	Critical
	Rubber gasket/seal failure; water/liquid enters system
	Remote
	C
	Design
	Minimize gasket surface area used; incorporate  backup adhesive seal
	Remote
	B



	Over/under inflation of patient’s airway
	Critical
	No/incorrect reset after each cycle
	Occasional
	C
	Design
	Use of microprocessor to minimize reset function error
	Improbable
	B

	Insufficient airflow to patient
	Critical
	Crack/leak in tubing
	Remote
	D
	Design
	Incorporate tubing w/broad temp. range; periodic maintenance
	Improbable
	B

	Under-inflation of patient’s airway
	Critical
	Inadequate seal between device and BVM
	Remote
	C
	Design
	Comply with standard BVM tubing dimensions; QC test for portal diameters
	Improbable
	B

	Patient develops immune response


	Marginal
	Improper device disinfection
	Remote
	B
	Process
	Allow sufficient disinfection time in alcohol
	Improbable
	A

	Hazard
	Consequences
	Cause
	Probability of Harm
	Risk
	Method of Control
	Control Measures
	New Probability
	New Risk

	Improper inflation/def. Cycle
	Marginal
	LED metronome malfunction
	Remote
	B
	Design
	QC test on LED’s.  recommend periodic maintenance
	Improbable
	B

	Inoperable
device
	Marginal
	Power LED indicator

failure, user doesn’t replace batteries 
	Remote
	A
	Design
	QC test on LED’s, recommend periodic maintenance
	Improbable
	A

	Inaccurate volume display, over/under inflation
	Critical
	Thermstor malfunction
	Occasional
	C
	Design
	Thermistor must be protected by housing
	Improbable
	B

	Inaccurate volume display
	Critical
	Improper calibration of mass flow device 
	Occasional
	C
	Design
	QC test on device, exact methodology for calibration steps
	Remote
	B



