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Initial Hazard Analysis
Improper Positioning
A brace for the correction of bowleggedness in children that is not properly aligned when placed on the body may produce errors in its corrective functioning, resulting in improper healing.  If the support beams are not aligned along the bone shafts properly and corrective straps do not reassign loads in the joints correctly, pressure will not be directed to the proper areas to result in correction.  Other problems associated with improper positioning may include discomfort, pain, pressure sores, rubbing, or impaired movement.

Improper Adjustment
With improper adjustment, the brace will not be able to function properly for corrective healing of the condition.  Adjustment of the support beams lengthwise is crucial to allow a proper fit, as well as proper placement of support straps and corrective straps and, thus, corrective pressures.  As in the analysis of improper positioning, the reassignment of these pressures may lead to improper healing.  Adjustment circumferentially using the support and corrective straps is also important to ensure a comfortable fit and proper healing.  A brace that is too loose will permit undesired movement and could potentially cause the patient to twist a joint or experience a similar accident or injury.  A loose fit will also reduce the amount of corrective pressure applied to the joints and bones, as well as permit sliding of the straps, resulting in less correction.  If the brace is too tightly adjusted, circulation could be restricted and the patient could again suffer from discomfort, pain, rubbing, pressure sores, or impaired movement.
Material Interactions
The patient may experience some sort of negative interaction with the material of the brace beams and straps.  Although rare, in a small number of patients, the material could potentially cause an allergic reaction.  Sharp edges on the brace were covered to reduce the risk of rubbing on the skin of the patient, creating pressure sores, or skin puncture. 

Motion restriction
As a brace, this device is designed to offer correction and support, while allowing proper movement for gait, sitting, etc. and restricting unwanted movement due to bone growth abnormalities, injury, etc.  However, in the effort to achieve this control, the brace may also cause the restriction of some desired or safe motion, leading to unwanted adaptive movements and further gait complications.  Restricting motion may also cause some muscle atrophy, resulting in weakness.
Joint Strain
The heaviness of the brace may place some unwanted strain on joints, resulting in further injury, unwanted adaptive movements, and gait complications.  Although the brace weight will be minimized as best is possible, heaviness could still lead to these problems, especially in children with weakened bones due to rickets or other bone softening conditions.
