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Potential Hazards Associated: 

Since the OCT Penlight is a device that merges two already existing technologies, the potential hazards remain a minimum although still present.  These include contamination introduced into the operating room, misalignment of the virtual image, user’s unfamiliarity with the device, mechanical failure of the flexible arm or bracket, and software/electrical failure.  Contamination could result in unwanted infections.  Misalignment of the virtual image and user unfamiliarity could result in the clinician operating on an incorrect area of the eye.  Mechanical failure could result in minor to serious injury.  And software/electrical failure would disable the clinician from using the device during the procedure. 
Causes: 
Contamination
· Failure to effectively sterilize the device 

Misalignment of the virtual image 

· Inaccurate calibration

Unfamiliarity with device 
· Implementation of this relatively new technology that is not commonly used yet
Mechanical failure

· Flexible arm breaks or bracket becomes loose around the OCT lens 
Software/electrical failure
· Device is disconnected from the computer and an image is no longer displayed
· Software crashes

· Circuitry failure
Assignment of risk: 

The risks associated with the device range from minor, such as prolonging the procedure, to severe, such as tissue damage or vision impairment. 

Systems intended response: 

Contamination

· Make the device with a smooth material that is easy to sterilize
Misalignment of the virtual image 

· Design a simple and reliable calibration mechanism
Unfamiliarity with device 

· Include manuals with the device that explain how to set up and operate the device correctly

Mechanical failure

· Test the device to ensure stability
Software/electrical failure

· Include instructions informing the user to restart the computer if software fails and check wiring connections before use

