FMEA – Medication Use in the OR








Criticality Index:   9


Process


	Potential Failure Modes


	Similar Looking Drugs, Multiple Concentrations
	Wrong Drug, Wrong Concentration
	
	Switched drugs, Contamination
	
	Wrong drug, Wrong dose
	

	Potential Effect on Patients
	Potentially Serious if dispensed
	Potentially Serious if dispensed
	
	Potentially serious if administered
	
	Potentially serious depending on drug
	

	Possibility of Occurrence 1
	Low - 1
	Medium - 5
	
	High – 10
	
	High – 10
	

	Severity of Failure 2
	Low - 1
	Medium - 5
	
	High - 10
	
	High – 10
	

	Likelihood of Detection 3
	Medium - 5
	Medium - 5
	
	High - 10
	
	High – 10
	

	Root Causes
	Open Formulary, Ambiguous Labels
	Alphabetical Storage, Ambiguous Labels
	
	Unnecessary complex process, Approved procedure not consistently followed
	
	No means of verifying drug/dose after transfer to sterile field
	

	Strategies (Action)
	P&T Committee Review/Redesign for Formulary content & process
	Redesign storage system, Introduce bar-coding
	
	Simplify procedure, eliminate open vessels of IV drugs, monitor compliance
	
	No action required, risk eliminated earlier in the process
	


 1 Possibility of Occurrence:  1 = Remote possibility, 5 = Possibility, 10 = Almost certain

 2 Severity of Failure:  1 = Will not cause patient harm, 5 = may affect patient adversely, 10 = Injury or death may/will occur

 3 Likelihood of Detection:  1 = Will always be detected, 5 = Might be detected, 10 = Detection not possible

Criticality Index = Mean of Possibility Occurrence, Severity of Failure, Likelihood of Detection

Goal of the Process is to lower the Criticality Index
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