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Risk Classification
	Risk Level
	Interpretation
	Example

	1
	Minor
	Virtual image is delayed

	2
	Marginal
	Blank display and no virtual image

	3
	Moderate
	Image shown misrepresents actual anatomy

	4
	Severe
	Device falls into patients eye


Implementation of Risk Classification

	Occurrence
	Consequences

	
	Minor
	Marginal
	Moderate
	Severe

	Frequent
	2
	3
	4
	4

	Occasional
	2
	2
	3
	4

	Remote
	1
	1
	2
	3

	Improbable
	1
	1
	1
	1


*1: acceptable…4: unacceptable

Failure Mode and Effects Analysis (FMEA)

	Function or Component
	Failure Mode
	Effect on System
	Possible Hazards
	Risk Index
	User Detection Means
	Applicable Controls

	Calibration Mechanism
	Calibration incorrect
	Displays image in incorrect location
	Procedure is performed on wrong location
	3
	Test on phantom before patient
	Adjust calibration parameters using the phantom

	Software
	Software is slow
	Time lag between image acquisition and virtual image display
	Image shown might misrepresents actual anatomy
	1
	Same virtual image displayed even if moving the OCT Penlight
	OCT Penlight should only be used with fast computers

	Software
	Software crash
	System must be restarted
	During procedure time may be of importance
	2
	System suddenly becomes unusable
	Reset the system

	Display
	Circuitry failure
	System unusable
	Unable to complete procedure
	2
	No image is shown on the display
	Allow display to be easily changed

	Hardware
	Circuitry failure
	System unusable
	No signal to display
	2
	Blank or noisy display
	Accessible wire connections so user can check

	Mechanical Bracket
	Mechanical failure
	System unusable
	Drop parts on patient
	4
	Parts either broken or disconnected
	Ensure bracket is stable and secure before use

	Handheld OCT
	Imaging failure
	No Image to display
	Unable to complete procedure
	2
	Display is blank or image shown not what expected
	Allow the Penlight to be moved easily onto another handheld OCT


