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QC-COUNT10 TM SYSTEM

	METHOD
	COUNT-10 TM TROL I and II


	PRINCIPLE
	The COUNT-10 TM system consists of lyophilized controls derived from human urine containing measured amounts of chemicals, stabilized human erythrocytes and simulated leukocytes. These controls provide a basis for determining the validity of urinalysis test results. The urine con​trols containing known concentrations are subjected to normal test con​ditions. Results are then compared to assigned value charts to assess levels of test accuracy and precision




	REAGENTS & EQUIPMENT
	· Multistix 10 SG
· QC Log Book

· COUNT-10 TM TROL I and II


	QUALITY CONTROL
	Control Preparation - COUNT-10 TM TROL I and II


	Step
	Action

	1.
	Bring controls vials to room temperature.

	2.
	Slowly-vent cap on the control vial to avoid loss of reagent.

	3.
	Reconstitute each control vial with DI water as directed on the vial label. Date and initial the vial. Reconstituted controls are good for 7 days and must be stored refrigerated.

	4.
	Cap and swirl the vial for 20 seconds and then allow the vials to sit 20-30 minutes for complete reconstitution.


	PROCEDURE
	COUNT-10 TM  TROL II is the positive control; COUNT-10 TM  TROL I is the negative control.  Perform each test in the same manner as a patient specimen.


	Step
	Action

	1.
	Daily, remove 2-3 mls of each control and place them in labeled centrifuge tubes. Perform all the chemical checks on these aliquots.

	2.
	Dip a strip from the opened container of Multistix 10 SG.  Date and initial all reagent strip vials when opened. Record the results of each control on the appropriate sheets located in the Preventive Maintenance Book.

	3.
	Compare the test results with the lot-specific assigned values recorded on the QC sheets. If the controls are out of control, follow procedure 02-020-01.


	LIMITATIONS
	· The assigned value charts are lot-specific for the COUNT-10 TM TROL I and II. Lot numbers on the charts and vial labels must be the same.

· Reagents should be mixed prior to each use to ensure a uniform suspension.

· KPOC Irvine Medical Center laboratory has validated seven day stability for these controls once reconstituted.


	REFERENCE
	MEYERS-STEVENS GROUP 2931 Vail Avenue Commerce, Ca. 90040 
 888 313 9191
Multistix 10 SG: Siemens Product Insert 2008
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