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ALP – ALKALINE PHOSPHATASE, Continued

	Principle
	



The Alinity c Alkaline Phosphatase assay is used for the quantitation

	of alkaline phosphatase in human serum or plasma on the Alinity c analyzer.
	


	Clinical Significance
	Alkaline phosphatase measurements are used in the diagnosis and treatment of liver, bone, parathyroid, and intestinal diseases



Several substrates have been used to measure alkaline phosphatase

activity such as glycerophosphate,1 phenyl phosphate,1 and p-

nitrophenyl phosphate.2 Bowers and McComb3 improved the method of Bessey et al. to include a kinetic measurement. Tietz et al.4

optimized this method to include a chelated metal-ion buffer of zinc,  magnesium, and HEDTA. This Alkaline Phosphatase procedure is

a modification of this method. Alkaline phosphatase in the sample

catalyzes the hydrolysis of colorless p-nitrophenyl phosphate (p-

NPP) to give p-nitrophenol and inorganic phosphate. At the pH of the  assay (alkaline), the p-nitrophenol is in the yellow phenoxide form.

The rate of absorbance increase at 404 nm is directly proportional  to the alkaline phosphatase activity in the sample. Optimized

concentrations of zinc and magnesium ions are present to activate  the alkaline phosphatase in the sample.

Methodology: Para-nitrophenyl Phosphate

	
	


	Type of Specimen
	     Specimen Type                                           Collection Vessel
· Serum                                  Serum Tubes (with or without gel barrier)

· Plasma                                Collection tubes Acceptable anticoagulants 

                                            are: Lithium Heparin (with or without gel 

                                                              barrier)

                                                   Sodium Heparin     



Sample Dilution Procedures
Serum/Plasma
Samples with an alkaline phosphatase value exceeding 4555 U/L

(are flagged with the code "> 4555 U/L"  and may be diluted with either the Automated Dilution Protocol or the Manual Dilution Procedure.

Automated Dilution Protocol
Serum/Plasma
If using an automated dilution protocol, the system performs a


Manual Dilution Procedure
Dilute the sample with saline (0.85% to 0.90% NaCl).

The operator must enter the dilution factor in the Specimen or

Control tab of the Create Order screen. The system will use this

dilution factor to automatically calculate the concentration of the

	sample and report the result.


	

	Reagent
	



Reagents are susceptible to the formation of foam and bubbles. Bubbles may interfere with the detection of the reagent level in  the cartridge and cause insufficient reagent aspiration that may  adversely affect results.

	· 
	



Maximum  Storage Time


Additional Storage  Instructions

	

Until

expiration  date

		Store in upright position


System

	Temperature
	8 days
		

Opened


Until

expiration  date


Store in upright position. Do not reuse original

reagent caps or

replacement caps due to  the risk of contamination  and the potential to

compromise reagent

performance.

	

	
	


 The  R2 reagent is light sensitive. Always store reagents protected from light.

Reagents may be stored on or off the system. If removed from the

system, store reagents with new replacement caps in an upright  position at 2 to 8°C. For reagents stored off the system, it is

recommended that they be stored in their original trays or boxes to  ensure they remain upright.

	
	


	Calibration
	



For instructions on performing a calibration, refer to the Alinity ci-

series Operations Manual.


Calibration is stable for approximately 8 days (192 hours), but is

required with each change in reagent lot. Verify calibration with

at least 2 levels of controls according to the established quality

control requirements for your laboratory. If control results fall outside  acceptable ranges, recalibration may be necessary.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

	
	


	Quality Control
	See Policy Chemistry Quality Control Policy  


	Sample Processing
	See Policy RIV-PPP-1199 






Test unit= U/L
 for all ages and both sexes.


    
	Reference Range
	Gender

Age Day Low

Age Day High 

Age Year low

Age Year High

Ref Low

Ref High

 

0

15

 

 

0

273

 

15

 

 

1

0

518

 

 

 

1

10

0

369

 

 

 

10

13

0

460

F

 

 

13

15

0

280

F

 

 

15

250

0

150

M

 

 

13

15

0

517

M

 

 

15

17

0

365

M

 

 

17

19

0

164

M

 

 

19

250

0

150

U

 

 

13

15

0

280

U

 

 

15

17

0

150

U

 

 

17

19

0

150

U

 

 

19

250

0

150

    


	Analytic Range
	AMR Low

AMR High

CRR Low

CRR High

9
4555
9
4555
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