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I.


PRINCIPLE:
    A.
The Clinitek500 is a semi-automated, reflectance spectrophotometer designed to 

"read" Bayer Reagent Strips for Urinalysis. The Clinitek500 instrument analyzes 

the color and intensity of the light reflected from the reagent area and prints the 

results in clinically meaningful units.

II.

REQUIRED MATERIALS:

        
A.

Clinitek500 Siemens Healthcare Diagnostics,Inc.      

            B.      
Siemens Healthcare Diagnostics Multistix 10 SG
    C.      
Distilled Water

    D.      
Abnormal Urine Control, Count-l0-trol III, Myers-Stevens Group
    E.      
Normal Urine Control, Count-l0-trol I, Myers-Stevens Group
III.

INSTRUMENT SET - UP:


A.
Daily cleaning: (Clinitek500 manual section 5.1-5.3)

 
Each morning the Clinitek500 must be cleaned. 


1.
With the instrument at the Ready / Run screen (see manual p.4.1)


2.
Turn instrument OFF



Note: Must be in this screen when turning the instrument off for daily 


cleaning. Any other screen will inhibit the replacement of the platform.


3.
Remove the push bar by tilting it slightly upwards and pulling straight out.


4.
Remove the plastic waste liner and discard used reagent strips.


5.
Remove the fixed platform by pulling entire assembly forward.


6.
Remove the moving table (black piece) under platform in same manner. 


7.
Remove the holdown plate from fixed platform by pressing up against the 


tab at the back of the plate. Then pull the other end from its retaining hole.


8.
Wash all removed parts with mild soap and warm water.


Note: when cleaning platform, avoid wiping across white calibration 
bars. Clean bars with cotton swabs and plain water. Allow to air dry.


9.
Reinstall moving table by aligning the grooves and pushing as far as it 


goes.    


10.
Reinstall the holdown, arrow side facing up and arrow pointing in the 


back.  You should hear a snap when you press back in place.

11.
Reinstall fix platform, push all the way on.


If there is difficulty replacing platform after cleaning, turn instrument 
on and that will move the black ledge (the piece which moving table 
rests on) to lowest position. Then turn power off again and reinstall 
moving table then platform.


12.
Hold push bar by flattened end and slightly upward to insert in position. 


Extra care should be made to correctly seat push bar back into 


position; otherwise error message 24 or 25 will occur.

13.
Then turn the instrument back on.

IV.
QUALITY CONTROL: 

A. 
Daily Instrument Calibration is not necessary on Clintek 500. Calibration is 
performed at each read head immediately before reagent strip is read.

B.
Daily: directions for control preparation in macroscopic general procedure.
1.
Verify normal and abnormal controls are valid to run (5 day open vial 
stability)

2.
Warm normal and abnormal controls to room temperature.

3.  
Run controls on Clinitek 500 following “running specimens” procedure.

            Follow Soft procedures for Urinalysis Q.C.


4.            Any unacceptable control runs will generate new orders. Controls should

be repeated and noted in problem log. Instrument should not be run when 

controls are  unacceptable and a supervisor should be alerted.

                   Note:   Controls should be run after opening new bottle of Multistix and noted on 

                                bottle that normal and abnormal controls ok.  
C.
Each shift of operation:

1. Normal and Abnormal controls are ordered in Soft Total Q.C. and run on Clinitek 500 each shift.  Controls are then posted in “Clinitek Instrument Menu.”

2. Access Result Entry in Total Q.C. to add color and opacity.

V.
RUNNING SPECIMENS:

A. Touch display screen. This prompts the Ready / Run screen. Press ID key and with Barcode Reader scan barcode of urine sample.     
Same process if adding a list of specimens.

         
B. 
After entering all accession numbers, then press     (        to return to Ready/Run

                       
Screen.

C.
With the push bar on the left side, dip strip into specimen, tap off excess on 

side of the tube and place strip with reagent pad up parallel to the push bar and against rear wall of the platform. The push bar will move to the right and then back to the left, ready for the next urine specimen.         

Note:  “ Place strip” will be seen on screen when it is time to dip the next 

specimen and  ID( accession #)  of the next specimen in the list is displayed

on the screen.  

           D.
To stop a run press         (        .

           E. 
The instrument will continue in “Run” mode until all reagent strips have moved to 

                      
waste container. On screen, “Completing Run   Please wait.” will be displayed  
                        and results will be printed out.                      
 
           F. 
Perform confirmatory test(s) on urines with positive findings as specified in 

                      
macroscopic general procedure.  

VI.
RESULT REPORTING:


A.
The Clinitek 500 directly reports results in a slightly different format. Below are 


the results the instrument prints and the corresponding value we report. Normally 


this translation is down on the interface computer.

	TEST
	Instrument Report
	YNHH REPORT

	PH
	5.0 - 8.5
	5.0 - 8.5 (same)

	
	>=9.0
	>8.5

	Protein
	Negative
	Negative

	
	Trace
	Negative

	
	30 mg/dl
	1+

	
	100mg/dl
	2+

	
	>=300 mg/dl
	3+

	Glucose
	Negative.
	Negative

	
	100 mg/dl
	Trace

	
	250 mg/dl
	1+

	
	500 mg/dl
	2+

	
	>=1000 mg/dl
	3+

	Ketones
	Negative
	Negative

	
	Trace
	Negative

	
	15 mg/dl
	Small

	
	40 mg/dl
	Moderate

	
	80 mg/dl
	Large

	               Blood
	 Negative
	Negative

	         
	 Trace-Lysed
	Trace

	
	Trace-Intact
	Trace

	  
	Small
	Small

	
	Moderate
	Moderate

	 
	Large
	Large

	Leuk. Esterase
	Negative
	Negative

	
	Trace
	Positive

	
	Small
	Positive

	
	Moderate
	Positive

	          
	Large
	Positive

	Nitrite
	Negative
	Negative

	 
	Positive
	Positive

	              Bilirubin            
	Negative
	                      Negative

	
	Small (+)
	                      Small

	
	Moderate (++)
	                      Moderate         

	
	                       Large (+++)    
	                      Large

	         Urobilinogen
	                      0.2 E.U./dl
	                     0.2 E.U./dl

	
	                      1.0 E.U./dl
	                     1.0 E.U./dl



B.
Specific gravity is done on refractometer and those results reported. (there is a 


bias in the upward trend on Clinitek 500.)

VII.
TROUBLESHOOTING:
    
A.
Problems or error messages consult Section 8 “Troubleshooting” of Clinitek 500

    

manual.


B.
Error code 24 or 25 – can result from improper installment of platform or push 


bar. 
        
1.
If push bar has erratic movement along metal rod- wipe rod with alcohol 



wipe and lightly grease with Cell Dyn tube grease. 

VIII.
REFERENCES:


1.
Clinitek 500 Operating Manual, Siemens Healthcare Diagnostics  

2.
Siemens Multistix10sg package insert, Siemens Healthcare Diagnostics     
   3.
Graff, Sister Laurine, A Handbook of Routine Urinalysis and Body Fluids,  Lippincott, Philadelphia, 2011.

 
IX.  
HISTORY:

H-1
This procedure was written by Donna Fico on 9-2006.
            H-2      This procedure was revised by D.Fico on 12/2010.

            H-3      This procedure was revised by D.Fico on 1/2012.

            H-4      This procedure was revised by D.Fico on 11/2012.

            H-5      This procedure was revised by D. Fico on 11/2013.

