         ABL 80 RISK ASSESSMENT – TEST SYSTEM
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Risk Assessment Component

	Possible sources of error
	How risk can be reduced
	Documentation

	
	Gather information, from the manufacturer’s instructions and other resources, on how we should be performing the testing process.
	Indicate how to reduce possible error sources.
· Internal controls
· Actions taken by laboratory
· Safeguards in the test system or laboratory practices
	

	
TEST SYSTEM
Hb, O2 Sat




	Internal quality control does not take entirely the same pathway as the patient sample.
	Run manual quality control once per week.
Train user to rely on feedback from physician and to run manual controls if problems are suspected.
Do not transfuse patient without collecting a second sample to confirm with lab.

	ABL 80 training
History of stable QC results

	
	Errors that could lead to an inaccurate result reporting.
	Train users on the more common errors.
Train users to take notice of any flags beside results and how to proceed.
	See Operator’s Manual for list of errors.
ABL 80 training

	
	Sensor drift
Heater circuit failure
Air detection system failures
	System checks are automatically performed every 30 minutes and will trigger a repeat if failed or, if necessary, a system cycle event is initiated.
	ABL 80 SOP;  ABL 80 Operator’s Manual

	
	Sensor drift
	Analysis check (with 1pt calibration) performed with every sample analysis to ensure sensor drift has been compensated for.  If sample is not analyzed within 20 seconds of lifting probe, the ABL will not allow analysis.
	ABL 80 SOP;  ABL 80 Operator’s Manual

	
	Air in flush, calibration or sample solutions.
Low sample volume.

	Analyzer will flag results with “possible air” to cue the operator to repeat the specimen.
	ABL 80 Operator’s Manual

	
	Fluid pathway blockage
	Detected by the analyzer during sample analysis, QC or calibrations. 
	ABL 80 Operator’s Manual

	
	Failed 2pt calibration – 
Automatic cal performed every 8 hours.



	The analyzer will not report sample results for any parameter that fails to meet the acceptable calibration criteria.
	ABL 80 Operator’s Manual

	
	Failed hemoglobin calibration.

	Train super users to know what an acceptable calibration is.
The analyzer will not revert back to the good calibration and inform the user of the failure.

	ABL 80 Operator’s Manual; ABL super user training.

	
	Invalid measuring chamber temperature.

	Analyzer will disable analysis if the temperature is outside the acceptable range.

	ABL 80 Operator’s Manual 

	
	Poor accuracy, precision
	Accuracy and precision studies are included in the validation of each new/replacement ABL 80.
Accuracy is checked every 8 hours of patient testing with internal liquid quality control.
Accuracy and precision is monitored with monthly internal liquid qc evaluation.
Both ABL 80’s are checked against each other and are compared with lab every 6 months using a patient blood sample.  
	Validation plans and summaries
Comparison worksheets



	
	Liquid internal control test intervals are not configured correctly.  (Every 8 hours patient testing)
	Validation of each new or replacement ABL includes a check to ensure controls run as expected.
	 Validation summaries

	
	Internal liquid quality control fails.
	The analyzer will not report sample results for any parameter that fails to meet the criteria.
System cycle report reviewed monthly to ensure that all were appropriately repeated.

	 ABL 80 configuration.
 System Cycle Report

	
	Failed manual QC
	Train super users on troubleshooting
	ABL 80 Super user training; 

	
	Poor accuracy
	Hb is enrolled in proficiency testing
Records to show good performance
	  PT records

	
	Poor accuracy
	Compare to lab method every 6 months.
Records to show good performance
	  ABL 80 SOP; Comparison records  



Hemoglobin and O2 Sat are used in the Adult Cath Lab to calculate the FICK values.  Hemoglobin values that suggest blood transfusions should be checked with the lab before acting upon.  
*Moderate risk or higher of harm to the patient or even death could occur.  These test results should be interpreted in conjunction with other clinical data.
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