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TITLE:  Reportable Range for the iQ200
PRINCIPLE: 

Reportable range is the functional range of an assay over which the concentrations of an analyte can be measured with acceptable accuracy and precision. Reportable ranges should not be confused with the reference range (normal range). Reportable ranges include the analytical measurement range (AMR). 

CLINICAL SIGNIFICANCE: 

The following tables indicate the reference range, reportable range and the analytical measuring range (AMR) for the iQ200/AX-4030 Automated Urinalysis analyzer. 
	Analyte
	Reporting Units
	Reference (normal) Range
	Reportable Range
	Analytical Measuring Range

	MACROSCOPIC

	Gluc
	mg/dL
	Norm
	Neg - >1000
	0 - 1000

	Prot
	mg/dL
	Neg
	Neg - Large
	10 - 600

	Bili
	mg/dL
	Neg
	Neg - >10
	0 - 10

	Uro
	mg/dL
	Neg – 1.0
	Neg - >12
	0 - 12

	pH
	NA
	5.0 – 8.0
	<5.0 - >9.0
	5.0 – 9.0

	Blood
	
	Neg
	Neg – Large
	0 – 1.0

	Ket
	mg/dL
	Neg - trace
	Neg - Large
	0 - 150

	Nitrate
	mg/dL
	Neg
	Neg/Pos
	0 – 2+

	Leuk
	Leu/uL
	Neg
	Neg - Large
	0 - 500

	S.G.
	NA
	1.000-1.030
	1.000 - >1.050
	1.000 - >1.050

	MICROSCOPIC

	RBC’S
	/hpf
	0-5
	None Seen to Packed
	0 - 99

	WBC’S
	/hpf
	0-5
	None Seen to Packed
	0 - 99

	BACTERIA
	/hpf
	None Seen
	None Seen to Packed
	0-50

	WBC Clumps
	/hpf
	None Seen
	None seen to Present
	0 - 1

	EPI
	/hpf
	None seen - Few
	None Seen to Packed
	0 - 50

	CRYSTALS


	/hpf
	None Seen to
	None Seen to Packed
	

	CASTS Hyaline
	/lpf
	None Seen - 2
	None Seen to Packed
	0 - 100

	MUCOUS
	/lpf
	None Seen - Few 
	None Seen to Packed
	0 – 160

	Budding Yeast/Hyphae
	/hpf
	None Seen 
	None Seen to Packed
	0 - 50

	Amorphous
	/lpf
	None
	None Seen to Packed
	0 - 500


REFERENCES:

CAP  Urinalysis Checklist 06.04.2020
Beckman Coulter iQ200 Elite Performance Verification Data Manual 03/25/2020
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