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Device Overall Characteristics

· The purpose of the laryngoscope is to aid in opening the throat for intubation.  

· The device will be used on pre-hospital and hospital patients when emergency intubation is needed.

· Use of the laryngoscope in intubation can lead to tooth damage.  We have designed a tooth guard that slides over the Miller blade which will decrease this damage.

· The device is shaped like a cylinder with a hole in the long axis extruding through the two faces.  Parallel to the hole in the middle, the cylinder is flattened on the top and bottom.  The cylinder is also tapered slightly.
· The tooth guard fits tightly against the junction of the handle and blade.
· It is made out of PolyJet Tango Elastomer, a resin used in stereolithography to simulate rubber.

Device User Interface

· The user will interface with a metal handle and the tooth guard will slide over the blade of the laryngoscope.

· Each unit will be individually wrapped and have short directions for usage.
Device Use

· After removing the packaging the user will simply slide the tooth guard over the blade until it is tight.

· The primary task will be decreasing the damage to the oral cavity caused by intubation.


Device User Population

· Intubation is performed by anesthesiologists, nurse anesthetists, emergency medicine and critical care physicians, dentists and maxillofacial surgeons, and in the out-of-hospital setting by paramedics. All of these types of caregivers would be target customers.  The marketplace for the laryngoscope is every operating room, emergency department, intensive care unit, and every ambulance in the world.  
· The professionals are trained during their residency.  

· The device should not be used by untrained individuals.

Device Use Environments

· The device is intended to be used by settings such as:  hospital, ER, ICU, and MedEvac vehicles.

· The device is portable and does not need to be used in a specified location.

Human Use-Related Hazards

· The device will fit in the mouth and contact the upper and lower maxillary incisors.  

· The device will decrease damage due to pivoting on the upper maxillary incisors and decrease damages due to incidental impact on the lower incisors.  

· The device could cause more blockage of the airway if it slid off the blade.
· The user could apply unnecessary force because he/she feels there is more protection from damage. 

Proposed Verification and Validation
· Determine forces required to break the teeth with the laryngoscope.  

· Determine the force required to break the teeth with the laryngoscope using the tooth guard.

· Evaluate if the force required to break the teeth decreases due to the increase in the surface area in contact with the teeth.  

