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	Policy Statement
	CAP requires that when more than one instrument/method is used to test for a given analyte, the instruments/methods are checked against each other at least twice a year for comparability of results. 

	Purpose
	To ensure that results are reproducible between different instruments/methods within acceptable limits.

	Scope
	This policy applies to all instruments/methods in the Clinical and Pulmonary Laboratories.

	Responsibility
	All associates are responsible for following this procedure.  The Lead Technologist or designee is responsible for completion of the study.  Completed studies must be approved by the Laboratory Medical Director.


General Requirements for all Clinical Laboratory Areas
Each month analyze at least two random or pooled patient samples for all reportable parameters/analytes performed by more than one instrument /methodology. Quantitative results must be less than or equal to acceptable limits for that analyte.  Semi-quantitative results must be within one gradient or dilution. Raw data is entered on an excel spreadsheet and retained per regulatory guidelines. The Medical Director of the section will review graphed data twice a year. Graph content is based on the type of testing and Medical Director Specifications.
Point of Care Testing

	
	Waived
	Moderate

	Frequency
	Once per year
	Every six months

	Meter to Meter
	Glucose, Hemoglobin, BNP
	ACT, PT/INR, Cardiac

	Meter to Lab

(5 specimens)
	Glucose, Hemoglobin, Lipids, Hb A1C
	PT/INR, 

Cardiac (Myo & CKMB only)


Corrective Action Plan
The following steps will be taken if a result falls outside of the acceptable limits:
1. Review quality control results from the previous 30 days.

2. Review calibration results for specified lot number.

3. Review maintenance records.

4. Correct any issues discovered upon investigation

5. Repeat testing with a new patient sample.

6. If testing is still outside of the acceptable limits, call for technical service.

Acceptability Limits
	ANALYTE
	LIMITS**
	SOURCE

	CHEMISTRY
	
	

	A1C
	8%
	CAP

	Acetaminophen
	10%
	CAP

	Albumin
	10%
	CAP

	Alkaline Phosphatase
	15%
	CAP

	ALT
	15%
	CAP

	Amylase
	15%
	CAP

	Amylase, Urine
	3SD
	CAP

	AST
	15%
	CAP

	Bilirubin, Direct
	15%
	CAP

	Bilirubin, Total
	15%
	CAP

	BUN
	15%
	CAP

	BUN, Urine
	15%
	CAP

	Calcium
	1.0
	CAP

	Calcium, Urine
	15%
	CAP

	Cholesterol
	10%
	CAP

	CK
	15%
	CAP

	CKMB
	3SD
	CAP

	Chloride
	5%
	CAP

	Chloride, Urine
	15%
	CAP

	CO2
	3SD
	CAP

	Creatinine
	15%
	CAP

	Creatinine, Urine
	15%
	CAP

	CRP
	3SD
	CAP

	Digoxin
	15%
	CAP

	ETOH
	15%
	CLIA

	Glucose
	10%
	CAP

	Glucose, Urine
	15%
	CAP

	Glucose, CSF
	10%
	CAP

	HCG
	3SD
	CAP

	HDL
	15%
	CAP

	Iron
	15%
	CAP

	Potassium
	0.5
	CAP

	Potassium, Urine
	15%
	CAP

	Lactate
	3SD
	CAP

	LDL
	15%
	CAP

	Lipase
	15%
	CAP

	Microalbumin
	3SD
	CAP

	Magnesium
	15%
	CAP

	Magnesium, Urine
	15%
	CAP

	Myoglobin
	15%
	CAP

	Sodium
	4.0
	CAP

	Sodium, Urine
	15%
	CAP

	Ammonia
	2.5SD
	WLSH

	Phenytoin
	15%
	CAP

	Phosphorus
	10.7%
	CAP

	Phosphorus, Urine
	15%
	CAP

	PTH
	3SD
	CAP

	Salicylate
	10% 
	CAP

	Troponin T
	15%
	CAP

	Total Protein
	10%
	CAP

	Total Protein, Urine
	15%
	CAP

	Total Protein, CSF
	15%
	CAP

	Triglyceride
	9%
	CAP

	TSH
	3SD
	CAP

	UIBC
	15%
	CAP

	Valproic Acid
	15%
	CAP

	Vancomycin
	10% 
	CAP

	COAGULATION
	
	

	APTT
	15%
	CAP

	D-dimer
	3SD
	CAP

	Fibrinogen
	20%
	CAP

	INR
	20%
	CAP

	PT
	15%
	CAP

	HEMATOLOGY
	
	

	WBC
	5%
	Manufacturer’s Criteria

	RBC
	2.5%
	Manufacturer’s Criteria

	HGB
	2.0%
	Manufacturer’s Criteria

	HCT
	2.5%
	Manufacturer’s Criteria

	MCV
	2.5%
	Manufacturer’s Criteria

	Platelet
	7%
	Manufacturer’s Criteria

	RDW
	3SD
	CAP

	Basophils
	1.0%
	Manufacturer’s Criteria

	Eosinophils
	2.0%
	Manufacturer’s Criteria

	Lymphocytes
	4.0%
	Manufacturer’s Criteria

	Monocytes
	3.0%
	Manufacturer’s Criteria

	Neutrophils/Granulocytes
	5.0%
	Manufacturer’s Criteria

	NRBC
	2.0%
	Manufacturer’s Criteria

	Reticulocyte
	20.0%
	Manufacturer’s Criteria

	URINALYSIS
	
	

	Specific Gravity
	1 gradient
	SAH

	pH
	1 gradient
	SAH

	Protein
	1 gradient
	SAH

	Glucose
	1 gradient
	SAH

	Ketone
	1 gradient
	SAH

	Bilirubin
	1 gradient
	SAH

	Blood
	1 gradient
	SAH

	Nitrite
	Exact
	SAH

	Urobilinogen
	1 gradient
	SAH

	Leukocyte Esterase
	1 gradient
	SAH

	BLOOD GAS
	
	

	pCO2
	5.0 
	CLIA

	pO2 (Blood Gas)
	3SD
	CLIA

	pH
	.04
	CLIA

	Calcium Total
	1.0
	CLIA

	Calcium, Ionized
	3SD
	CAP

	FCOHb
	3.0
	R&D

	FMetHb
	3.0
	R&D

	FO2Hb
	3.0
	R&D

	POCT
	
	

	Glucose
	20%
	CLIA

	Hemoglobin
	7%
	CAP

	BNP
	7%
	CAP

	Cholesterol
	10%
	CAP

	HDL
	30%
	CAP

	Triglyceride
	2.0 or 9%
	CAP

	LDL
	30%
	CAP

	A1C
	8%
	CAP

	ACT (meter to meter only)
	20%
	Manufacturer’s Criteria

	INR
	20%
	CAP

	Myoglobin, CKMB and Trop I
	Obtain the same interpretive outcome when compared to each method respective reference ranges.

Interpretive Outcomes:

Neg - ≤ Upper end of reference range

Pos - > Upper end of reference range


**Chemistry Limits: if CAP limit >15% SAH limit adjusted to current value of 15%
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