Multi-analyzer Cross-check/Validation Guideline



Crosscheck/Validation Guideline for those facilities with multiple Chemistry/Hematology Instruments performing the same test procedure:

· Proficiency testing registration is required for each analytical ‘test’. 

· The laboratory shall integrate the external proficiency testing samples within the routine laboratory workload, and the samples shall be analyzed by personnel who routinely test patient samples, in the same manner as patient samples (i.e. on the next available analyzer).
· An internal cross-check/validation protocol is required to ensure that there is correlation between all analyzers providing the same test result in the same facility.

	Chemistry/Hematology High Volume Analyzers (e.g. Electrolytes/CBC)

	Validation/Crosscheck Element:
	Requirement:
	Frequency/Data Points:



	Patient correlation
	· Regularly scheduled intervals

· Whenever criteria for recalibration/validation is met:

· change of manufacturer for reagents or equivalent

· after maintenance or service as per manufacturers recommendations

· as required for purposes of troubleshooting /validation of reagent lot # changes or as indicated by quality control data
	· Minimum of 20 data points/2 times per year or equivalent

(i.e. 10 data points/4 times per year or on-going data collection as appropriate)

· As necessary per recalibration/validation event



	Chemistry/Hematology Low Volume Analyzers (e.g. Fibrinogen)

	Validation/Crosscheck Element:
	Requirement:
	Frequency/Data Points:



	Patient correlation
	· Regularly scheduled intervals

· Whenever criteria for recalibration/validation is met:

· change of manufacturer for reagents or equivalent

· after maintenance or service as per manufacturers recommendations

· as required for purposes of troubleshooting /validation of reagent lot # changes or as indicated by quality control data
	· Minimum of 5-10 data points/2 times per year or equivalent

· As necessary per recalibration/validation event
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