Failure Mode Effects Analysis
	Function/

Component
	Failure

Mode
	Effect on System
	Possible Hazards
	Risk Index
	User Detection Means
	Applicable Controls

	Entire brace system
	Breakage/

Improper use
	Constant (excess) pressure on part of leg
	Pressure sores; infection
	10
	Visual observation, pain, infection
	Check before use, Readjust/mend brace; place barrier between skin and brace at injury site

	
	Breakage/ Improper

use
	Friction between brace and skin
	Rubbing; skin irritation
	16
	Visual observation, discomfort
	Check before use, Readjust/mend brace; place barrier between skin and brace at injury site

	
	Breakage/ Improper use
	Puncture skin
	Skin abrasions
	16
	Visual observation, pain
	Check before use, Readjust/mend brace; place barrier between skin and brace at injury site

	
	Improper use
	Motion restriction
	Muscle atrophy; undesirable changes in gait
	14
	Discomfort; inability to move, weakening muscle
	Readjustment of brace

	
	Unsafe material
	Skin-material interaction
	Allergic reaction/ skin irritation
	14
	Allergy symptoms, irritation, visual observation
	Place barrier between skin and brace; know patient allergies prior to treatment

	
	Unsafe material
	Brace heaviness
	Joint strain
	11
	Discomfort, bone shifting
	Proper fitting according to patient size; removal of excess padding/straps causing extra weight

	Fastening component
	Improper use/ unsecured fit
	Shifting
	Improper healing; accidents/ injury
	11
	Discomfort, visual shifting
	Readjustment of brace

	
	Improper use
	Over-tightening of system
	Circulation problems; pressure sores; rubbing
	16
	Discomfort, numbness, pain, visual observation of symptoms
	Loosening of fastening device
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HAZARD RISK INDEX ACCEPTANCE CRITERIA
Tto5 Unacceptable
6109 Undesirable: Written and feviewed decision
required to proceed
01016 “Acceptable upon completion of quality
assurance review
171020 Acceptable without review





