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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
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New 
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New 

Risk

No image 

display

Low

Faulty wire/device 

connection

Low 2 Design

Accessible controls to verify 

connection

Very low 1

Software crash Low 2 Design

Make the software able to restart 

easily and quickly

Very low 1

Handheld OCT 

device not working

Low 2 Design

Allow the Penlight to be easily 

removed and attached to another 

OCT device

Very low 1

Inaccurate 

Image reading

High

Incorrect 

calibration

Medium 3 Design

Process simple and quick with 

given calibration arm

Low 1

Incorrect 

measurements of 

bracket lengths

Low 3 Design

Bracket can move along lens to 

provide a margin of error

Very Low 1

Inexperienced 

surgeon

High 3

Design 

labeling

Provide tutorials on how to read 

images and calibration

Medium 2

Software runs 

slow

Low 1

Design 

labeling

Tell users to restart computer and 

only run software on a fast 

computer

Very low 1

Device falls into 

surgical area

High Unsecure parts Low 4 Design

Flexible arm and clamp tested to 

ensure stable over long periods

Very low 1
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		Hazard		Severity		Cause		Probability of Harm Due to Cause		Risk		Method of Control		Control Measures		New Probablity		New Risk

		No image display		Low		Faulty wire/device connection		Low		2		Design		Accessible controls to verify connection		Very low		1

						Software crash		Low		2		Design		Make the software able to restart easily and quickly		Very low		1

						Handheld OCT device not working		Low		2		Design		Allow the Penlight to be easily removed and attached to another OCT device		Very low		1

		Inaccurate Image reading		High		Incorrect calibration		Medium		3		Design		Process simple and quick with given calibration arm		Low		1

						Incorrect measurements of bracket lengths		Low		3		Design		Bracket can move along lens to provide a margin of error		Very Low		1

						Inexperienced surgeon		High		3		Design labeling		Provide tutorials on how to read images and calibration		Medium		2

						Software runs slow		Low		1		Design labeling		Tell users to restart computer and only run software on a fast computer		Very low		1

		Device falls into surgical area		High		Unsecure parts		Low		4		Design		Flexible arm and clamp tested to ensure stable over long periods		Very low		1
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