
Automated Urinalysis 
Automated Reflectance Spectrophotometer and Flow cytometry
AUWi (Clinitek Atlas and the UF-1000i)



I. PRINCIPLE
The CLINITEK ATLAS® Urine Chemistry Analyzer is a fully automated reflectance spectrophotometer. It uses CLINITEK ATLAS Reagent Paks that are made specifically for use with this analyzer. Each Reagent Pak contains a roll of reagent strips, each containing reagent areas for testing glucose, bilirubin, protein, pH, occult blood, ketone,  urobilinogen, nitrite, and leukocytes.  The reagent roll also includes a pad for determining the color of the specimen. The analyzer determines the specimen’s specific gravity (SG) using the refractive index method; it also determines the clarity by measuring the transmission and scattering of light that passes through the specimen. The CLINITEK ATLAS analyzer performs the intensity and color of the light reflected from the reagent areas and converts the data into clinically meaningful results. 
The Sysmex UF-1000i is a fully automated urine particle analyzer intended for in vitro diagnostic in urinalysis. The instrument is a medical device to replace microscopic testing of normal and abnormal urine specimens and to flag samples containing certain abnormal formed elements. The UF-1000i is intended to screen patients for urine abnormalities that indicate the need for further assessment.
The analyzer automatically mixes, aspirates and analyzes formed elements in urine using flow cytometry measurements of forward scatter of light (Fsc) and fluorescence (Fl). The UF-1000i displays and enumerates populations of formed elements and provides flagging information for other pathological elements. The elements enumerated by the UF-1000i are RBC, WBC, Squamous Epithelial Cells, Hyaline Cast and Bacteria. Flagged elements are Crystals, Yeast Like Cells (YLC), Pathological Casts, Small Round Cells, Sperm and Mucus.

II. CLINICAL SIGNIFICANCE
Reagent test strips are for in vitro diagnostics use. These multi-parameter reagent strips are used to test urine for glucose, bilirubin, protein, pH, occult blood, ketone (acetoacetic acid), urobilinogen, nitrite, and leukocytes.  When included with instrumental results for specific gravity and clarity, the results are useful in the detection and evaluation of hepatic, renal, metabolic and genitourinary disorders as well as hemolytic and infectious diseases.
Urinalysis can provide the physician with important information regarding the status of a patient’s health, and can detect metabolic disease and renal disorders. Urinalysis test results are used in at-risk patient groups to assist diagnosis in the following areas: 
kidney function
urinary tract infections
carbohydrate metabolism (e.g., diabetes mellitus)
	
III. SPECIMEN
1. Uncentrifuged urine without preservatives is the preferred sample type.
1. A fresh urine specimen (<1 hours at room temperature) collected in a clean, dry, covered container.  Microscopic analysis should be performed as soon as possible.  Formed elements may disintegrate at varying rates depending on pH, osmolality and storage conditions.  If testing is delayed (>1 hours after collection), the specimen should be refrigerated for preservation. No significant interference from amorphous urates or phosphates has been demonstrated on the UF-1000i.  Allow the urine specimen to return to room temperature before testing.  
1. The volume of urine needed depends on the number of tests to be performed.  6 mL  or more of uncentrifuged urine without preservatives is preferred for macroscopic and microscopic urinalysis. All specimens should be free from fecal and vaginal contamination.  
1. Minimum volume of urine is 5 mL. 
IMPORTANT: DO NOT analyze urine specimens on this instrument that are visibly mucoid, bloody, urine with fluorescent colors, urine with large visible particles or urine to which glutaraldehyde, antibiotics or formalin has been added after collection.  Also a large amount of foam on top of a specimen may cause inaccurate results or a dispensing error.
IV. SPECIMEN REJECTION
		Criteria for rejection of urine specimens for routine urinalysis.
A. [bookmark: _GoBack]Improper identification or no identification
B. Quantity not sufficient to perform testing procedure
C. Specimen known to have been at room temperature for more than 1 hour.
D. Specimen that has been frozen
E. Specimen containing a preservative
F. Specimen contaminated with fecal material
G. Specimens that arrive in glass jars, pill bottles, etc.
H. Leaking specimen containers.
I. Specimen which does not meet collection requirements for a specific test, 
      ie.timed.

V. REAGENTS AND SUPPLIES
	REAGENTS
CLINITEK ATLAS® Reagent Pak
CLINITEK ATLAS® Calibration Kit
CLINITEK ATLAS® Rinse Additive 
UFII SHEATH™
UFII PACK™- SED
UFII PACK™-BAC
UFII SEARCH™-BAC
UFII SEARCH™-SED
CLINITEK ATLAS® Positive and Negative Controls
Bi-level Commercial Control, UFII Control

	SUPPLIES
	     Specimen tubes diameter of 12-15mm and a height of 95-120mm
	     	Kimwipes, gauze, or plastic lined wipes
                       Tweezers
                         Deionized water
                           Plastic squeeze bottles 
                      Household bleach (5.25% sodium hypochlorite)

VI. INSTRUMENTATION/EQUIPMENT Storage and Stability
     CLINITEK ATLAS Analyzer
Ambient Operating Conditions: 18° to 30°C (64° to 86°F) with 20% to 80% relative humidity
Optimum Operating Conditions: 22° to 26°C (72° to 79°F) with 35% to 55% relative humidity
CLINITEK ATLAS® Reagent Pak
Refer to CLINITEK ATLAS Operating Manual for loading instructions. Load the reagent roll into the instrument immediately after removing it from the canister. If the reagent roll is exposed outside the sealed canister or the closed reagent compartment of the instrument for longer than 15 minutes, the reagents may not yield satisfactory results.
CLINITEK ATLAS Reagent Pak Active Ingredients
	Test
	Ingredients

	Glucose
	3.8% w/w glucose oxidase (bacterial); 0.3% w/w peroxidase (horseradish); 19.2 % w/w 4-aminoantipyrene; 11.7% 4-methylcatechol; 26.2% w/w buffer; 38.8% w/w nonreactive ingredients

	Bilirubin
	0.4% w/w 2,4-dichloroaniline diazonium salt; 37.3%w/w buffer; 62.3% w/w nonreactive ingredients

	Protein
	0.3% w/w tetrabromphenol blue; 97.3% w/w buffer; 2.4% w/w nonreactive ingredients

	pH
	0.2% w/w methyl red; 2.8% w/w bromthymol blue; 97.0% w/w nonreactive ingredients

	Blood
	6.8% w/w diisopropylbenzene dihydroperoxide; 4.0% w/w 3,3',5,5'-tetramethylbenzidine; 48.0% w/w buffer; 41.2% w/w nonreactive ingredients

	Ketone
	7.1 % w/w sodium nitroprusside; 92.9% w/w buffer

	Urobilinogen
	0.2% w/w -diethylaminobenzaldehyde; 99.8% w/w nonreactive ingredients

	Nitrite
	1.4% w/w -arsanilic acid; 1.3% w/w 1,2,3,4-tetrahydrobenzo(h)-quinolin-3-ol; 10.8% w/w buffer; 86.5% w/w nonreactive ingredients

	Leukocytes
	0.4% w/w derivatized pyrrole amino acid ester; 0.2% w/w diazonium salt; 40.9% w/w buffer; 58.5% w/w nonreactive ingredients



Store the unopened reagent canister at room temperature 15°-30°C (59°-86°F). DO NOT store in a refrigerator.
Use the reagent roll within 14 days after installing it into the instrument. Do not remove the packet of desiccant from the center of the reagent roll.
When the Reagent Pak is properly stored in its sealed canister, it is stable until the expiration date. Each CLINITEK ATLAS Reagent Pak provides at least 490 profiles.
Quality Control Solutions
Initial and date the control bottles when first opening them. 
Prepare the CLINITEK ATLAS Control Solution(s) using CLINITEK ATLAS Positive or Negative Control Strips, as instructed in the direction insert accompanying the product. 
Store the control solutions according to the information in the control product insert. 
CLINITEK ATLAS Calibration Kit 
Initial and date the reagent bottles when first opening.
Store at 2°-8°C (36°-46°F); do not freeze. 
Expiration date is printed on the Calibrator bottle labels.
Do not use the Calibrator Solutions after the stated expiration date.
     Tube of Bleach
Use household bleach with a sodium hypochlorite concentration of 5.25%.  If the concentration of the sodium hypochlorite is higher than 5.25%, it must be diluted with distilled water.

Rinse Additive
Initial and date the Rinse Additive bottle when first opening.
Rinse Additive Ingredients
	Rinse Reagents
	Ingredients

	Rinse Additive
	3.5% W/vv hexadecyltrimethylammonium hydrogen sulfate; 3.5% w/v magnesium chloride hexahydrate; surfactant



Store at 15°-30°C (59°-86°F)
Expiration date is printed on the rinse bottle label.
Do not use the Rinse Additive after the stated expiration date.
Rinse Solution
Refer to the Rinse Additive package insert for preparation instructions.
Prepare the Rinse solution according to the CLINTEK ATLAS Rinse Additive by adding 2 ml of Rinse Additive to 1000 ml of distilled or deionized water.  Swirl gently to mix, trying to avoid producing excess bubbles.
Store at 15°-30°C (59°-86°F)
Label the rinse bottle container with the preparer’s initials, the date the solution was prepared and the expiration date.  The expiration date is defined as two weeks from the day the solution was mixed.
Do not use the Rinse Solution after the expiration date.
UF-1000i Analyzer
All reagents are azide-free and intended for in vitro diagnostic use. Do not ingest.
UFII SHEATH (UTS) 
· UFII SHEATH is an isotonic saline solution used to form a laminar sheath flow around diluted and stained samples for flow cytometry on the UF-1000i.
· UFII SHEATH Active Ingredients
           Tris Buffer	0.14%
· UFII SHEATH Storage
0. Store UFII SHEATH at 2-35O C, out of direct sunlight and dust.
0. Do not freeze.
0. Use care to avoid creating bubbles in the reagent before use.
0. UFII SHEATH, which shows signs of contamination such as turbidity or discoloration, should not be used.
· UFII SHEATH Stability
3. Unopened, UFII SHEATH is stable until expiration date shown on the container.
3. Opened, UFII SHEATH is stable for 60 days.



UFII PACK-SED (UPS)
· UFII PACK-SED is the diluent for RBC, WBC, Epithelial Cells and Casts on the UF-1000i. UFII PACK-SED can also be used to dilute urine samples prior to analysis on the UF-1000i. When used as a diluent, samples must be analyzed within 30 minutes.
· UFII PACK-SED Active Ingredients
	Buffer	1.2%	
· UFII PACK-SED Storage
0. Store UFII Pack-SED at 2-35O C, away from direct sunlight and dust.
0. Do not freeze.
· UFII PACK-SED Stability
0. Unopened UFII PACK-SED is stable until the expiration date shown on the container. 
0. Opened, UFII PACK-SED is stable for 60 days. 
0. 
1. 

UFII PACK-BAC (UPB)
· UFII PACK-BAC is the diluent for Bacteria on the UF-1000i.
· UFII PACK-BAC Active Ingredients
	Buffer 	1.2%
· UFII PACK-BAC Storage
1. Store UFII Pack-BAC at 2-35O C, away from direct sunlight and dust.
1. Do not freeze.
· UFII PACK-BAC Stability
1. Unopened, UFII PACK-BAC is stable until the expiration date shown on the container.
1. Opened, UFII PACK-BAC is stable for 60 days.


     UFII SEARCH-SED (USS)
· UFII SEARCH-SED is a stain for flow cytometric measurement of RBC, WBC, Epithelial Cells and Casts on the UF-1000i. 
· UFII SEARCH-SED Active Ingredients
Polymethine dye 	0.03%
Ethylene glycol 	99.9%
· UFII SEARCH-SED Storage
0. Store UFII SEARCH-SED at 2-35O C, away from direct sunlight and dust.
0. Do not freeze.

· UFII SEARCH-SED Stability
0. Unopened, UFII SEARCH-SED is stable until the expiration date shown on the container.
0. Opened, UFII SEARCH-SED is stable for 60 days. 
0. 


     UFII SEARCH-BAC (USB)
· UFII SEARCH-BAC is the stain for flow cytometric measurement of Bacteria on the UF-1000i.
· UFII SEARCH-BAC Active Ingredients
Polymethine dye 	0.01%
Ethylene glycol 	99.9%
· UFII SEARCH-BAC Storage
1. Store UFII SEARCH-BAC at 2-35O C, away from direct sunlight and dust.
1. Do not freeze.
1. 
· UFII SEARCH-BAC Stability
a. Unopened, UFII SEARCH-BAC is stable until the expiration date shown on the container.
b. Opened, UFII SEARCH-BAC is stable for 60 days. 


    Clorox Bleach
· Clorox bleach is a strong alkaline detergent used to clean the filter on the  UF-1000i. Clorox bleach is recommended for use in cleaning. If Clorox is not available, generic bleach may be used but must be filtered.

Note:	Used for sample filter cleaning only. Do not aspirate.
· Clorox Active Ingredients:
Sodium Hypochlorite 	6.0%
· Clorox Storage:
Room temperature, away from direct sunlight
· Clorox Stability:
Stable under normal use and storage conditions

· Clorox Health Risk
Respiratory irritant if mist or vapor is inhaled, nausea and vomiting if ingested. May irritate skin. Contact with eyes can cause severe, but temporary injury to the eye.

        UFII CONTROL Commercial Control Material
· UFII CONTROL is a bi-level commercial control for in vitro diagnostic use with the UF-1000i.
· UFII CONTROL Active Ingredients:
UF II CONTROL contains latex particles representing Red Blood Cells, White Blood Cells, Epithelial Cells, Casts, and Bacteria.
UFII CONTROL-L
Control particles: 	0.10%
UFII CONTROL-H
Control particles: 	0.40%
· UFII CONTROL Storage:
1. Store UFII CONTROL at 2-10O C.
1. Do not freeze.
1. When not in use, store in box to avoid direct sunlight.
· UFII CONTROL Stability:
1. Unopened, U II CONTROL is stable until the expiration date printed on the box, assay sheet and control bottle label.
1. Opened, UFII CONTROL is stable for 30 days.


VII. EQUIPMENT DAILY MAINTENANCE
Clean the CLINITEK ATLAS analyzer daily as described in your CLINITEK ATLAS Operating Manual
How to Clean SG Well
Clean SG Well
	The SG well must be cleaned once a day or after loading a new reagent roll, whichever is 
more frequent. The procedure is performed automatically by the instrument and takes about 3 
minutes. 
	• 	The display will prompt for SG well cleaning when 24 hours have elapsed since 
		the 
		last cleaning and again after a new reagent roll is loaded. The instrument will not 
		begin processing until the cleaning procedure has been performed.
		The cycle is started by pressing the softkey under the option CLEAN SG WELL 
		that 
		is displayed when the “Clean SG Well” warning is displayed.
	• 	The SG well is also cleaned as part of the calibration procedure, regardless of 
		whether calibration is requested through the Analyze Mode or is performed after 
		a new reagent roll is loaded.
	• 	TIn addition, the cleaning cycle can be requested at any time by pressing 6 from 					the Main Menu.
If the SG well needs to be cleaned at any time other than during calibration, the STAT holder must be used, as described in the following steps:. 
     1.    Press 6. Clean SG Well from the Main Menu or press the CLEAN SG WELL softkey.

     2.    Pour at least 2 mL of household bleach (5.25% sodium hypochlorite) into an 
	       appropriately labeled sample tube. This bleach solution is used to clean the SG well.

     3.    Pull the STAT holder forward (toward you) and place the tube of bleach into the holder. 
	      Push the holder back as far as it will go.

     4.    Press BEGIN on the Analyzer.
	       When the cleaning cycle is complete, the display returns to the Main Menu. Pull the 
	       STAT holder forward and remove the tube of bleach.

CAUTION
	Use of bleach stronger than 5.25% sodium hypochlorite will damage the SG sensor. 
	Therefore, check the concentration of sodium hypochlorite in the bleach being used. If it 
	is higher than 5.25%, the bleach must be diluted with distilled water. For example, if the 
bleach is 6% sodium hypochlorite (e.g., Ultra Clorox), add 0.75 mL of water to 5 mL of the 6% bleach and mix gently.
Perform Shutdown Sequence on the UF-1000i
The shutdown sequence automatically cleans the aspiration pipette and internal parts of the hydraulic system. Perform shutdown at the end of each day’s analyses or at least once every 24 hours or 500 samples when the instrument is used continuously.
1. Double-click SHUTDOWN on the Menu screen. The Shutdown dialog box will display.
2. Press the green “Start” switch on the front of the Main Unit. Status of the shutdown process will be displayed.
3. When the shutdown process is complete, the power to the Main Unit is turned OFF automatically if “Yes” was selected in step 2.
4. If the automatic Main Unit power off is set to “No”, manually turn off the power switch or click “Restart” to continue with analysis.
5. Record cleaning on maintenance log.
Check and Remove Fluid from Trap Chamber
At the end of the day’s analyses, check the vacuum trap chamber for fluid and discard if present.
1. If fluid is present, turn the Main Unit off and wait for one minute for the pressure to drop.
2. Open the cover of the Main Unit. The trap chamber is located on the upper right side.
3. Turn the chamber counterclockwise to remove.
4. Discard the fluid. Rinse the ball and chamber. 
5. Replace the ball (pointed side up) in the chamber. Replace the chamber and turn clockwise to tighten finger-tight. Pressure and vacuum errors can occur if the chamber is not properly seated.
6. If fluid accumulates on a daily basis, contact Sysmex Technical Assistance Center. 
7. Record on maintenance log.
8. 
AS-NEEDED MAINTENANCE ON THE ATLAS AND UF-1000i
Note:	This is the only use of Clorox on the UF-1000i. Do not aspirate bleach.
Sample Filter Maintenance on the UF-1000i
If a sample contains a large amount of foreign particles, clogging of the Sample Filter can occur. When this occurs, a “Short Sample” message may display even when sufficient sample is in the tube. The sample filter is cleaned or replaced on an as-needed basis.
1. Turn off the power to the Main Unit. Wait one minute for the pressure to drop.
2. Open the front cover of the Main Unit.
3. Remove the sample filter from the sample filter holder.
4. Remove the filter fixture from the tube supporting brace by holding the tube supporting brace and turning the filter fixture counter-clockwise.
5. Hold the tube supporting brace and turn the filter fixture counter-clockwise to remove the complete filter assembly.
6. Carefully remove the filter and packing within the filter fixture using tweezers.
7. Rinse the filter and packing with Clorox bleach followed by thorough rinsing with deionized water.
Note:	After disassembling sample filter, reassemble in reverse order.
8. Re-install the cleaned filter OR replace with a new filter.
9. Record the cleaning on the maintenance log.

Clean Sample Rotor Valve (SRV) and Reset the SRV counter
Clean the Sample Rotor Valve (SRV) monthly or every 9,000 cycles. If the SRV cycle count reaches 9000 since the last cleaning, the message “Clean the SRV” will be displayed when the analyzer is powered up. 

1. Turn off the power to the Main Unit. Wait one minute for the pressure to drop.
2. Open the Main Unit cover.
3. Turn the fixing screw counter-clockwise and remove it from the Sample Rotor Valve (SRV) mounting shaft.
4. Remove the front fixed valve by pulling gently towards you.
5. Remove the SRV. The valves are held together by suction and may be difficult to separate. Pull the valve gently, carefully twisting it off, without separating them from each other. Take care not to lose the washer between the rotary valve and the front fixed valve.
6. Wash the surfaces of the front and rear fixed valves, the SRV, the shaft and the washer with gauze soaked in deionized water.
7. Reassemble the SRV in reverse order of disassembly. Turn the fixing screw clockwise to tighten against the shaft with a gap of about 1mm.
8. Remove, clean and dry the SRV tray, and replace.
9. 
Note:	Make certain that the metal knob is between the valve switching plates on the right and is touching the top one.
10. Close the Main Unit front cover and switch the power on.
11. Verify background values are within acceptable limits.
12. Perform QC.
13. Reset the SRV counter. 
a. Double-click the Controller icon on the main menu. 
b. Double-click the Maintenance icon and Counter icon. The Counter dialog box will display.
c. Click Reset button next to the SRV counter to reset to zero.
d. Click OK to save.
Record the cleaning on the maintenance log.


LOADING THE REAGENT ROLL ON THE ATLAS
	Step-by-step instructions for loading and unloading the CLINITEK ATLAS Reagent Pak 
	are given on the screen display and are explained in detail in this section. 



BIOHAZARD
	Wear personal protective equipment. Use universal precautions.

The SG well must be cleaned each time a new reagent roll is loaded. 
The instrument must also be calibrated: 
   • 	ifIf the lot number of the reagent roll is different from that previously entered;
   • 	If more than 24 hours have elapsed since the last calibration was performed.

	Testing of control specimens is strongly recommended following calibration. They can be 
	tested following completion of the Calibration Mode by entering the Control Analyze 
	Mode (see Section 6, CALIBRATION/TESTING CONTROLS).
	If calibration is to be performed, be sure you have available a tube of bleach (5.25% 
	sodium hypochlorite), the CLINITEK ATLAS Rinse Additive and CLINITEK ATLAS 
	Calibrators #1, #2, #3, and #4 before entering the Load Reagent routine. Two mL of the 
	Rinse Additive are added to 1000 mL of distilled or deionized water to make the Rinse 
	Solution.
             NOTE: The reagent loading sequence can be aborted at any time by pressing the STANDBY 
	key ( ).
1. 	Press 4 from the Main Menu to load the reagent roll. 
	The display changes to the first set of Load Reagent instructions. The display will 
	provide ongoing instructions for loading the reagent, which will be repeated and 
	supplemented in this section.
2. 	Remove racks from the Sample Handler, as necessary, to open the doors
3. 	Open the right instrument door first, turning the small knob counterclockwise to release 
	the latch. Then open the left door. 
	The loading diagram is located on the inside of the left door. The same diagram is shown 
	at the end of this section. Refer to this diagram for each of the remaining steps.
4. 	Press the CONTINUE softkey and continue to Step 6: 
      • 	ifIf there are no reagents already loaded;
      • 	Iif the entire backing is already clear of the readhead (“D”).
	Press the ADVANCE softkey if a reagent roll is loaded into the instrument.
5.	 Press CONTINUE when the entire plastic backing is free of the readhead.
	If there is a problem with the advancement, press HALT to stop the mechanism. Correct 
	the problem, then press ADVANCE again. 
	After CONTINUE is pressed, the display changes to allow entry of the lot number of the 
	new CLINITEK ATLAS Reagent Pak.
6. 	Enter the lot number of the reagent. The lot number is printed on the plastic canister. For 
	numeric entries, use the keypad. For alphabetic and character entries, use the softkeys. 
      a. 	Press the softkey under the correct letter (or character) until the letter is 
	displayed at the cursor. 
	The displayed letter (or character) will be accepted when any other key is 
	pressed. 
	If a second letter is required that uses the same softkey, press to accept the 
	first letter and move the cursor one position to the right.
      b. 	If a space is needed, press the softkey under the symbol “ ”. This symbol will be 
	shown above the cursor until it is accepted, at which time a space will appear on 
	the data entry line.
      c.	 If an error is made, press to erase the previously entered character on the 
	 display.
      d.	 Press when the lot number has been correctly entered.
	The display will provide ongoing instructions for loading the new reagent roll:
7. 	Remove the used reagent roll from “G” (the takeup reel) as follows:
      a.	 Rotate “G” until the notch on the back plate is aligned with the hook on the back 
	wall of the instrument. Use the hook to lock the back plate into position.
      b.	 Firmly grasp the used reagent roll and turn it counterclockwise (the same 
	direction as the roll is wound) about 1/4 turn. This loosens the tension on the roll 
	and allows it to be removed from “G.” The reagent roll will be very difficult to 
	remove if you do not first loosen the tension.
      c. 	Holding “G” at its exposed end, turn it firmly counterclockwise to unlock “G” 
	from the back plate (Figure 5-1). 
      d.	 Remove “G” with the used reagent roll wound around it.

[image: ]

E Tension Sprocket
F Idler/Stationary Rod Sleeve
G Take Up Reel
____________________________________
Figure 5-1 
      e. 	Slide the used roll off of “G” and into a plastic bag. You may need to push it 
	slightly to get it started. Close the bag securely and discard appropriately.
      f.	Align one of the lines on “G” with the “Unlock” symbol on the back plate.
      g.	Push “G” in as far as it will go. Then firmly turn “G” clockwise until the line 
	aligns with the “Lock” symbol. 
      h. 	Remove the hook from the back plate so “G” is free to rotate.
8. 	Wipe “E” (Tension Sprocket) with a damp paper towel.

9.	 Remove “F” (stationary rod sleeve) by pulling it forward (Figure 5-2). Clean the sleeve
thoroughly, using a wet paper towel and/or by soaking. Be sure to remove all built-up
residue. Replace the sleeve onto its holding stem, pushing it all the way on.
A replacement sleeve is included in the Supply Kit. This one can be used while the other
one is being cleaned.
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Figure 5-2

10. 	Clean “D” (the readheads). Remove the platform and thoroughly wipe the underside with
a damp, lint-free cloth or paper towel until there is no sign of dirty streaking. Then
replace the platform.
Refer to Section 9, MAINTENANCE, Periodic Maintenance for complete information on
this procedure.
NOTE: Failure to clean the readheads before loading each new reagent roll may cause a Dry
Calibration Error.
11.	 Press CONTINUE when finished with the above steps.
The display continues to the next set of instructions.
12.	 Open the reagent compartment door by turning the knob counterclockwise. Remove and
discard the old packet of desiccant.
13. 	Lower “B” by rotating the handle on “B” counterclockwise as far as it will rotate. While
holding the handle in this position, press down firmly on “B” until it drops down.
14. 	Load the reagent onto the instrument.
      a.	 Carefully remove the foil lid from the canister.
Leave the large packet of desiccant in the center of the roll in place.
      b.	Grasp the reagent roll, holding the desiccant packet in place, and lift it from the
canister.
      c.	 Partially insert the roll into the reagent compartment with the clear plastic leader
unrolling over the top (counterclockwise) and the black stripe at the back side
(Figure 5-3).
      d.	 Be sure the leader is positioned to the left of “A” (a stationary rod).
      e.	 While still holding the roll with one hand, remove the tape that secures the
leader. Then push the roll the rest of the way into the reagent compartment.
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Figure 5-3
NOTE: Before inserting the reagent roll, check that the guide plate attached to “A” is in its
proper position. The guide pins on the right side of the plate should be laying inside the two
small grooves in the rounded edge of the reagent compartment.
15. 	Follow the instructions given on the prompts and refer to the diagram on the instrument
	door to thread the reagent leader.	
Gently guide the leader:
    	  • 	behind and under “A” (the reagent format guard),
     	  • 	under “C” (the first rotating spool with pins),
    	  •	 through “D” (the readhead assembly),
    	  • 	over “E” (the second rotating spool with pins),
    	  • 	and under “F” (the stationary rod).
16.	 Press CONTINUE when these steps have been completed.
The display changes to the next set of instructions.
17. 	Turn “G” (the takeup reel) until you locate the slot that has two white lines in the middle.
The slot is wider at the front and back than at the center.
      a.	 insert the end of the leader into the wider part of this step-ups it in about an inch,
and slide it to the center, narrower part (Figure 5-4).
      b.	While holding the leader in the slot, rotate “G” counterclockwise until the leader
is securely wound around the reel.
      c.	Continue rotating “G” until the holes along the side of the leader have been
engaged by the pins on spool “C.”
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Figure 5-4

18. 	Raise “B” by lifting up firmly on the handle of “B” until “B” snaps up. Then rotate the
handle fully clockwise. Make sure that it slides into the small notch on the plate under
	“B.”
19.	When these steps are complete, press  CONTINUE.
The takeup reel will rotate several turns to the point at which the holes on each side of the
leader are past the readheads.
      a. 	If there is no advancement, or if there is a problem in the advancement, press
HALT.
      b.	Correct the problem, ensuring that the holes in the plastic leader are engaged on
the pins of “C.” Then press ADVANCE to begin advancing the reagent again.
After the reagent movement ends, the display changes the next set of
instructions.
      c.	Follow the prompt, ensuring that the holes on each side of the leader are fitted
onto the pins of “E.” You may need to press ADVANCE one or more times, then
rotate “E” slightly to fit the pins into the holes.
     d.	Press CONTINUE when all steps are complete.
The instrument will automatically advance the backing until the first strip is located.
When the first strip is detected, the reagent installation is complete. The display will
prompt: “Close and latch reagent compartment door.”
20.	Close the reagent compartment door and turn the knob fully clockwise.
21. 	Complete the following steps prior to calibration.
      a. 	The prompt changes to “Check and refill rinse solution container” and
“Close Analyzer doors.” Check the volume of Rinse Solution remaining in the
container and ensure that at least one liter is available. If using the bottle
supplied with the Sample Handler, prepare a fresh bottle of Rinse Solution.
Empty any remaining Rinse Solution from the rinse bottle, then fill with 1000
mL of distilled or deionized water. Add 2 mL of CLINITEK ATLAS Rinse
Additive (Product Number 5007A) and swirl gently to mix.
      b. 	Replace the rinse bottle, then close both instrument doors (closing the left door
first).
      c. 	Remove the tubing from the waste bottle and empty the bottle if it is more than
half full. Replace it into its proper position and replace the tubing.
This completes the Load Reagent process.
• 	If 24 hours or more have elapsed since the last calibration or if the lot number of the
reagent roll just loaded is different from the previous reagent, the instrument will
proceed to the automatic calibration sequence (see Section 6).
• 	If the last calibration was performed within the previous 24 hours and the lot number
of the reagent roll has not changed, calibration is optional. However, you must clean
the SG Well before testing a new batch of samples.
Press CALIBRATE to enter the Calibration Routine (refer to Section 6). Press CLEAN SG to begin the SG Well Cleaning cycle. Or press CONTINUE to return to the Standby Mode. The SG Well must be cleaned before a new run can be started.



[image: ]

A Reagent Format Guard
B Reagent Guide Shoe
C Drive Sprocket Assembly
D Readhead
E Tension Sprocket
F Idler/Stationary Rod Sleeve
G Take up Reel
H Desiccant Pillow/Packet
Figure 5-5 Loading Diagram

REAGENT REPLACEMENT on the UF-1000i
1. When the UF-1000i runs out of a reagent, an alarm sounds and the instrument stops after completing analysis of the sample being processed. 
2. A message indicating which reagent requires replacement is displayed in the “Help” dialog box. Click OK. 
3. The Reagent Replacement dialog box will display.
4. Select the tab for the reagent being replaced. 
5. Enter the reagent lot information by one of the following methods:
· Using the keyboard, type the lot number and expiration date.
· Using the handheld barcode reader, scan the barcode on the container.
· Scan barcode on bottles of UFII Pack SED and UFII Pack BAC and on pouches of UFII Search SED and UFII Search BAC
6. Remove the cap from the new container. 
7. Remove cap and tubing from empty container and using clean technique, insert the tubing into the new container.
8. Click RUN in the dialog box to begin priming the reagent.
9. Dispose of empty containers according to local regulations.


VIII. CALIBRATION FOR CLINITEK ATLAS
Calibrator Preparation
Follow the directions in the package insert.
Gently mix each Calibrator Solution from the CLINITEK ATLAS Calibration kit and then gently pour the solutions into sample tubes. 
Immediately recap the bottles and return them to the refrigerator. 
Allow the tubes of calibrator solution to warm to room temperature before use. Gently mix before using. 
Calibration Frequency
Calibration is required when: 
A new reagent roll is loaded into the instrument (at least every 14 days). The system prompts you to calibrate when you load a new reagent roll.
EXCEPTION: Calibration is not required if the last calibration was performed within the previous 24 hours and the lot number of the new reagent roll has not changed.
Certain error conditions or repair/replacement procedures occur.
The ambient room temperature has changed by more than 5°C from the last calibration (room temperature should be logged at time of every calibration in order to monitor this).
You may recalibrate the analyzer at any time by pressing “CALIBRATE” from the Analyze Mode (the second Ready for Testing screen).
Calibration Procedure
IMPORTANT: Before calibrating, be sure the SG well has hydrated for at least one hour if the instrument is newly installed or if the power has been off for longer than one hour.

Procedural Notes for Entering Alpha and Numeric Data
For numeric entries, use the keypad; for alphabetic and character entries, use the softkeys. Press the softkey under the desired letter (or character) until the appropriate letter is displayed at the cursor. The displayed letter will be accepted when any other key is pressed. However, if a second letter is required that uses the same softkey, press “” to accept the first letter and move the cursor one position to the right.
If a space is needed, press the softkey under the displayed symbol “”; this symbol is shown above the cursor until it is accepted (by pressing “” or another key), at which time a space appears on the data entry line.
If an error is made, press “” to erase the previously entered character on the display. If there are no characters remaining, pressing “” redisplays the number that was previously entered into memory.
Prepare the tubes of calibrators and cleaning solution
1. Pour at least 2 mL of 5.25% bleach into a properly labeled sample tube. 
You can reuse this tube during the day as needed without discarding it; however, it must always contain at least 2 mL.
Pour each of the four Calibration Solutions (from the Calibration Kit) into properly labeled sample tubes (one tube per solution). 
The tubes of Calibrator #1, #2, and #3 must each contain a minimum of 3 mL of solution to allow for duplicate testing; the tube of Calibrator #4 must contain a minimum of 5 mL of solution to allow the instrument to automatically repeat the clarity calibration sequence when needed. Allow all solutions to warm to room temperature before being used.
Review the previously entered lot numbers for the calibrators on the display (if numbers were entered).
If all the lot numbers are correct, press “CONTINUE”.
If the five-minute warming time has elapsed, the calibration sequence begins immediately. If the lamp has been off for longer than ten minutes, it must warm for 45 seconds before testing begins. The display shows the message “Optics Stabilizing” and a time bar indicates the time remaining. 
	If the lot numbers . . . 
	Then . . . 

	
Are incorrect or not displayed 
	a. 	Press “Up or “DOWN” to move the arrow to the appropriate line. 
The arrow moves in a circular pattern; for example, if it is located at the bottom line (Calibrator 4) and “DOWN” is pressed, it moves to the top line (Calibrator 1).
b.	When the arrow is pointing to the calibrator lot number that you need to be change, press “”. 
The display changes to allow you to enter new numbers (up to 13 digits).
c.	Enter the new lot number.
d. 	Press “” when the lot number has been correctly entered. 
e. 	Enter the lot number for the next calibrator. Repeat for each line, as needed.
f.	When all calibrator lot numbers have been correctly entered, press “CONTINUE.


Load the calibrators and cleaning solution
1. Place the tube of 5.25% bleach and the four tubes of Calibrator Solution into a specimen rack in the order specified on the display.
Place the rack onto the right side of the Sample Handler, with the open side facing to the back as shown in Figure 6-1 of your operating manual. Align the rack along the retaining rail by pushing it to the right; then press “CONTINUE” on the Analyzer. 
If the five-minute warming time has elapsed, the calibration sequence begins immediately. If the lamp has been off for longer than ten minutes, it must warm for 45 seconds before testing begins. The display shows the message “Optics Stabilizing” and a time bar indicates the time remaining. 
The rack is moved into position for testing, beginning with the cleaning cycle (about 3 minutes counted down by a time bar) and dry pad calibration (about 45 seconds).  When the readings are complete, the instrument rewinds the strips just read so the first strip is in position to be wetted during the wet calibration sequence.
Review the status on the display. 
The display changes with each calibrator tested, decrementing the number of strips remaining and incrementing the tube number. Calibrator #4 is tested first, without the use of any reagent strips; Calibrators #1, #2, and #3 are then tested, each in duplicate.
After all calibrators are pipetted, and while the instrument is analyzing the results, the display shows the message “Completing Calibration Process. Please wait.” 
The “Calibration Successful” screen is displayed for five seconds, after which the display returns to the Standby Mode (Ready for Testing screen).
Remove the calibration rack after it has been moved to left side of the Sample Handler. 
You can now process controls or routine samples as required. Place the rack with the control solutions or the racks of samples onto the Sample Handler (see Section 7 in your operating manual).
NOTE: If “Auto. Run After Cal.” was selected (through the Set Up Analyzer routine), the instrument automatically proceeds to the ROUTINE Analyze Mode and starts analysis of specimens in any additional racks that have been loaded onto the Sample Handler. Refer to Section 7 of your operating manual for information on the Analyze routine.
NOTE: If an error occurs during the Calibration Mode, an appropriate screen is displayed. The problem (and in some cases an error number) and a brief solution  aresolution are displayed. Some errors require more than one screen to provide a complete description of the problem or the action needed. These screens displays a softkey of “MORE” that moves the display to the continuing information. The screens also offersscreens also offer one or more softkeys to correct the error. Refer to Section 11, Troubleshooting/ Diagnostics, in your operating manual.
    CALIBRATION FOR THE UF-1000i
Initial calibration is performed during installation and verified bi-annually during preventive maintenance (PM) by the Sysmex Field Service Representative (FSR). Calibration compensates for any bias inherent to the pneumatic, hydraulic, and electrical system that may affect the accuracy of results. Calibrators traceable to reference methods are used in the calibration of the instrument.

The laboratory must verify calibration every six months or on an “as needed” basis to ensure accuracy of the system. Calibration is also required if one or more of the following occur:
1. Critical parts are replaced such as the SRV or circuit boards.
1. Controls show an unusual trend or are outside of acceptable limits and cannot be corrected by maintenance or troubleshooting.
1. When advised by Sysmex Field Service Representative (FSR) or Technical Assistance Center (TAC).
Calibration verification may include review and documentation of acceptable performance of both levels of commercial control and proficiency testing results.

IX. QUALITY CONTROL
A.)	QC FOR CLINITEK ATLAS
Testing quality control solutions provides confidence that the CLINITEK ATLAS Reagent Paks are reacting and being read properly by the analyzer. Quality control testing also detects errors resulting from operator technique. 
QC Materials
Clinitek Atlas Positive and Negative Control Strips for Urine Chemistry
Prepare the QC solutions as instructed in the package insert that comes with the control product.
QC Frequency
QC will be run once every 24 hours or as follows:
Analyze QC materials following a calibration. This provides a check to ensure that the Reagent Pak is reacting properly and the instrument is reading properly.
When you have questionable test results.
QC Procedure 
NOTE: If five control samples are analyzed consecutively (with no other urine specimens run between the controls), it is strongly recommended that the SG well be cleaned immediately after the fifth control, before analyzing any patient specimens or additional controls.
You can test QC materials as often as needed through the Control Analyze Mode. It is strongly recommended that you analyze controls after calibration. Additional control runs may be performed as required by individual laboratory practices.
Before entering the Control Analyze Mode, prepare the required CLINITEK ATLAS Control Solution(s) using CLINITEK ATLAS Positive or Negative Control Strips.
Procedural Notes for Entering Alpha and Numeric Data
For numeric entries, use the keypad; for alphabetic and character entries, use the softkeys. Press the softkey under the desired letter (or character) until the appropriate letter is displayed at the cursor. The displayed letter will be accepted when any other key is pressed. However, if a second letter is required that uses the same softkey, press “” to accept the first letter and move the cursor one position to the right.
If a space is needed, press the softkey under the displayed symbol “”; this symbol is shown above the cursor until it is accepted (by pressing “” or another key), at which time a space will appear on the data entry line.
If an error is made, press “” to erase the previously entered character on the display. If there are no characters remaining, pressing “” redisplays the number that was previously entered into memory.
Testing QC Materials
Pour at least 2 mL of each control into properly labeled tubes.  You can run a total of three controls in a single run.
Press “ANALYZE” to enter the Control Analyze Mode from the Standby Mode (“Ready for Testing” screen), then press the “CONTROL” softkey.
The display shows the appropriate positioning of the control solutions.
Place up to 3 tubes of control solution into a specimen rack in positions 1, 2, and 3, as shown on the display. 
Place the rack onto the right side of the Sample Handler, with the open side facing to the back.   Push the rack to the right side so it is aligned along the retaining rail. 
Press “CONTINUE” on the Analyzer.
NOTE: You must place the control tubes in the rack in the correct positions; otherwise one or more controls will not be tested.
Review the previously entered QC lot numbers on the display (if numbers were entered).
	If the lot numbers . . . 
	Then . . . 

	
Are incorrect or not displayed 
	
a. Press “Up or “DOWN” to move the arrow to the appropriate line. 
b. When the arrow is pointing to the control lot number that you need to change, press “.” 
The display changes to allow you to enter new numbers (up to 13 digits).
c. Enter the new lot number, as instructed in “Procedural Notes for Entering Alpha and Numeric Data” previously.
d. Press “” when the lot number has been correctly entered. 
e. Enter the lot number for the next QC sample. Repeat for each line, as needed.



When the lot numbers are correct, press “CONTINUE”.
The specimen rack is moved into position for testing. The instrument then searches for a tube in position 1.
Review the status on the display. 
The display changes with each control tested, decrementing the number of strips remaining and incrementing the tube number. In addition, the message on the display changes to signify which control is being tested (1st through 3rd). Each control is tested once.
During testing, the display continually updates the status of “Strips Remaining,” “Tray ID,” and “Tube Number” of the specimen currently being aspirated, as well as “Specimen ID” (if patient specimens are also being tested).  
9.	After all QC samples are pipetted, and while the instrument is analyzing the results, the display shows the message “Analyzer Completing Test Cycle. Please wait.” 
As each set of results becomes available, they are displayed for review and printing, if needed. If entry of specimen ID, color and/or clarity is being used, and these have not yet been entered, the first screen displayed provides the opportunity to enter the information through the keyboard (see "End of Run Review" in Section 7 of your operating manual), unless this option was selected as OFF through the Set Up Analyzer routine. When all necessary information is available, the results are displayed.
The following information is also displayed: 
	Tray/Tube
	The sequential rack number and the tube position of the control record being displayed

	Test Type
	The type of Analyze Mode that was used for this specimen (Control).

	Seq
	The sequential number that was assigned to the record. A prefix of “C” or “CN” (depending upon the Results Format selected) is assigned to each sequence number.

	Time and Date
	The date and time at which the control was aspirated for testing.

	ID
	The identification number (if being used) of the specimens.

	Lot #
	The lot number that was entered at the beginning of the Control Analyze Mode for the control in the designated position.



10.	Review the control record, and then press “CONTINUE” to display the next record. 
NOTE: Abnormal results are not flagged on the control records. If results for another control are available, the new record is displayed. Press “CONTIUE” after each record. If “Print Control Results” and/or “Send Control Results” have been selected as “ON” (through the Set Up Analyzer routine described in Section 4), the control results are printed and/or transmitted to a computer as soon as they are available.
1. When the last record has been displayed, the display returns to the Ready for Testing screen (Standby Mode) from which the Routine Analyze Mode can be requested.
1. Record the control results. If any results are not within the expected range, DO NOT test patient specimens. Troubleshoot and rerun the controls. Test and report patient specimens ONLY when control results are acceptable.
1. Remove the rack after it has been moved to left side of the Sample Handler.

EXPECTED QC RESULTS WITH CLINITEK ATLAS
	TEST
	EXPECTED RESULTS WITH CLINITEK ATLAS ANALYZER

	
	POSITIVE CONTROL
	NEGATIVE CONTROL

	Color (instrumentally determined)
	Yellow-Orange
	Yellow, Green, or Other

	Clarity
	Clear
	Clear

	Glucose
	100-500 mg/dL
	Negative

	Bilirubin
	Positive
	Negative

	Ketone
	Positive
	Negative

	Specific Gravity
	<= 1.006
	1.004 – 1.014

	Occult Blood
	Large
	Negative

	pH
	>= 8.0
	6.0 – 7.0

	Protein
	Trace – 100 mg/dL
	Negative

	Urobilinigen
	1 – 2 E.U./dL (mg/dL)
	0.2 – 1 E.U./dl (mg/dL)

	Nitrite
	Positive
	Negative

	Leukocytes
	Small – Large
	Negative



Troubleshooting Out-of-Range QC Values
Are the control solutions expired?
Are the control solutions deteriorated? Try a fresh control solution.
Was the proper control level tested? Rerun the correct level.
Has the ambient room temperature changed by more than 5°C from the last calibration? Recalibrate and rerun controls.
Has the CLINITEK ATLAS Reagent Pak deteriorated? Load a new reagent roll and recalibrate. 
Is the Analyzer not functioning properly? Refer to Section 11, Troubleshooting/Diagnostics, in your operating manual..
Call Siemens Healthcare Diagnostics Customer Service at 1-877-229-3711.
B.)	QC FOR THE UF-1000i
A. Frequency of Quality Control Analysis and Review
QC will be run once every 24 hours or as follows:
When you have questionable test results.
The Hematology Lead reviews control charts every week.

B. Control Use
1. Preparation of QC Files
Before analyzing controls, input the lot numbers and expiration dates in the QC files to be used.
a. Click QC Files on the toolbar or press F5 on the keyboard.
b. Click on the line for the QC lot information to be input. 
c. Open the Input dialog box by clicking Edit or pressing F9 on the keyboard.
d. Select the appropriate control level (UFII Control-L or UFII Control-H) from the drop-down box for “Material”.
e. QC Lot information may be entered by one of the following methods:
· Using the keyboard, enter the 8-digit lot number. Using the drop-down box for the expiration date, select the date stated on the assay sheet from the calendar.
· Using the handheld barcode reader, scan the barcodes for the lot number and expiration date.
f. Enter the target and limit values by one of the following methods:
· Using the keyboard, enter each target and limit value from the assay sheet. For UFII Control-H, enter the upper and lower limits for each of the sensitivity parameters.
· Using the handheld barcode reader, scan the barcodes for each parameter on the assay sheet.
g. Click OK to save.
h. Repeat steps b through g for remaining level.

2. Analysis of Quality Control Material
Allow control material to come to room temperature (15-30OC) for 20-30 minutes before use. *Note: Prior to running QC and/or survery material in the manual mode, perform an auto rinse to confirm that the back ground count is OK.  This will help with  the prevention of possible carryover. 
a. Click Manual on the toolbar or press F2 on the keyboard.
b. Click QC on the right side of the dialog box.
c. Select the appropriate file from the list and click OK. Verify that appropriate lot and level are displayed on the QC Analysis dialog box.
d. Mix the UFII control bottle vigorously (at least 20 times).
e. Within 10 seconds after mixing, dispense 1.0 mL of UFII Control into a new test tube.
f. Within 10 seconds after dispensing, hold the tube with dispensed control up to the aspiration pipette with the tip near the bottom of the tube, and press the green Start switch on the front of the Main Unit.
g. When aspiration is complete and beeping stops, pull the tube away from aspiration pipette.
h. Discard the test tube after measurement and do not reuse.
i. After analysis is complete, results will display in the dialog box. Click Accept for points to plot or Cancel to end without saving. Click Reanalyze to process same QC level again.
j. Repeat steps a through i for remaining QC level.
3. Review of QC Results
a. To view the QC Radar charts, click QC Files on the toolbar on the IPU or press F5 on the keyboard.
b. Click on the file to be viewed (1-24). Do not open the file.
c. The radar charts display to the right of the file selected. Date and time of analysis are displayed next to the radar charts.
d. Most recent results are displayed on the radar chart in blue. Points outside of acceptable limits are displayed with red “X”, the name of the parameter is backlit in red and the word ERROR is displayed.
e. To view the Levy-Jennings (L-J) chart of the selected file, open the chart by clicking QC Charts on the toolbar on the IPU, pressing F11 on the keyboard or double clicking on the line for the file to be viewed.
f. View all of the parameters on the QC chart using the scroll bar on the right side.
g. After completion of the QC analysis, verify the RBC-S_FSC histogram on the browser screen for each QC level is a single peak as shown on the UFII Control assay sheet.

C. Quality Control Corrective Action Plan

D. Recording/Storage of Quality Control Data
Complete this section with your laboratory’s policy for documenting and retaining Quality Control Data.

1. Printing Quality Control data
a. Click QC Files on the toolbar on the IPU or press F5 on the keyboard.
b. Click on the line for the QC file to print. Display the chart by clicking QC Charts on the toolbar on the IPU, pressing F11 on the keyboard or double clicking on the line for the appropriate file.
c. Set the range of points to be printed by clicking the cursor and dragging to the left. If all points are to be included, press Ctrl and A.
d. Click Report on the toolbar on the IPU or press F12 on the keyboard. Select: Report (GP)(R) for L-J charts or Report (LP)(L) for numeric data.
2. Sending Quality Control data to Host
a. Click QC Files on the toolbar on the IPU or press F5 on the keyboard.
b. Click on the line for the QC file to send to the host. Display the chart by clicking QC Charts on the toolbar on the IPU, pressing F11 on the keyboard or double clicking on the line for the appropriate file.
c. Set the range of points to be sent to the host by clicking the cursor and dragging to the left. If all points are to be included, press Ctrl and A.
d. Click Report on the toolbar on the IPU or press F12 on the keyboard. Select Host (HC)(H).
e. 

X. PROCEDURE: 
Instrument Start-Up
After installation of the CLINITEK ATLAS analyzer, the instrument should be left on at all times. When the instrument is on, the Specific Gravity well is hydrated every 15 minutes. 
NOTE: If the instrument is turned off for an hour or longer, the SG well must be allowed to rehydrate for at least 1 hour before being used to test calibrators, controls, or patient specimens. 
Refer to Section 2, Initial Power-up, in your operating manual for information on the display screens and instrument operation when the power is turned on. After the operating software is loaded into memory, the instrument begins a warming period of 5 minutes. During this time, you can enter the Main Menu. Refer to Section 3, Main Menu, in your operating manual for complete information on this menu.
UF-1000i Start-Up
1. Check physical status of the analyzer:
a. Fill printer with paper.
b. Remove racks from sampler.
c. Empty waste container (if used).
2. Power on the Information Processing Unit (IPU).
a.	Press the power button on the front lower right side of the IPU.
The UF-1000i log-on box displays. Using the keyboard, enter the log-on name. Press Enter when prompted for a password
3. Power on the Main Unit (MU).
a. Press the power switch on the right side of the Main Unit.
Note:	Power switch will remain on following a Shutdown when “Main Unit power OFF” is selected. 
b. Press the green Start-Up button on the front right side of the Main Unit.
· The instrument automatically performs checks on the following: microprocessor, mechanical parts, temperature and background.
· If any of the checks are outside of specifications, an error message will be displayed.
· Pressure and vacuum are monitored by the analyzer.

	UF-1000i Acceptable Background Counts

	Parameters
	Acceptable Limit

	RBC
	1.0    [/ μL]

	WBC
	1.0    [/ μL]

	EC
	1.0    [/ μL]

	CAST
	0.20  [/ μL]

	BACT
	1.0    [/ μL]

	Total Count
	300   [count]

	BAC Total Count
	3000 [count]



4. Power on the printer.

	Routine Analysis
Ensure that your reagents are within their use life. If the reagent use life has been exceeded, the screen prompts the message: “REAGENT USE LIFE EXPIRED.”  If this message is displayed, you must load a new reagent roll.
Prepare the first tray of patient specimens for testing, as follows:
1. Allow the specimens to reach room temperature (if they have been refrigerated), and then mix each specimen thoroughly
3. Pour each specimen into an appropriately labeled URIN-TEK Specimen Tube, or equivalent, up to at least the 6 mL line. 
IMPORTANT: DO NOT analyze urine specimens that are visibly mucoid or bloody on this instrument. Also a large amount of foam on top of a specimen may cause inaccurate results or a dispensing error.
4. Load the tubes of patient specimens into the racks, ensuring that each tube is placed into the appropriate position corresponding to the laboratory logbook, if used. 
If using bar coded ID labels, make sure each label is placed vertically on the tube and each tube is placed in the rack so the bar code is facing the open side of the rack. Make sure the bar code lines are perpendicular to the length of the tube; a skew or greater than 5° may result in reading problems.
NOTE: The analyzer ends the run if 10 consecutive empty positions are detected (not necessarily a single empty rack). Therefore, it is suggested that you always load tubes beginning with position 1 in each rack. This ensures that no more than nine empty positions are detected consecutively.
5. Place the racks onto the Sample Handler with the open side of each rack facing the back.
6. Align the racks along the retaining rail by pushing all the racks to the right. 
7. Ensure that the Standby screen is displayed on the Sample Handler. Then press “ANALYZE” on the Analyzer screen.
If samples have not been analyzed within the previous ten minutes, the lamp has a warm-up time of 45 seconds; the display shows the message “Optics Stabilizing” and a time bar indicates the time remaining. The display then briefly shows the message “Synchronizing with external sample handler”; it then changes to the Analyze screen.

The Routine Analyze screen shows the following information, which is continually updated with each specimen tested:
	Strips Remaining
	The number of strips (minimum) that are remaining in the reagent roll. A new reagent roll contains at least 490 strips. This display counts down with each strip that is used. The display remains at “1” until the last strip is detected.

	Tray ID
	Sequential number of the rack being tested.

	Tube Number
	Tube position at which testing is being performed.

	Specimen ID
	Identification number of the specimen that is currently being aspirated. This will be displayed only if the Bar Code Reader is being used.

	Results Completed for Tube
	The rack and tube number of the last specimen for which results have been completed.

	First Tube Marked for Review
	Rack and tube position number of the first set of results that have been flagged for the “End of Run Review.”

	Total # Tubes Marked for Review 
	Total number of tubes that have been flagged for the “End of Run Review.”


The display also shows one active softkey option:
CANCEL – terminates the run. The display then shows the last specimen for which results were processed. Pressing “CONTINUE” from this screen returns the display to the Standby Mode (Ready for Testing screen) or to the appropriate "End of Run Review" screen.
For each sample, the pipette moves to the appropriate tube and aspirates a small volume of sample. The pipette moved into position above the first reagent pad and the rack moves to the next tube. At a specific time in a precise timing cycle, the pipette then dispenses a specific amount of urine onto each reagent pad and into the SG well. If then dispenses the remaining sample, followed by a larger volume of Rinse Solution, into the rinse well; this rinses both the inside and outside of the pipette. It then returns to the SG well and dispenses Rinse Solution for comparison. The pipette moves to the sample tray and the cycle begins again for the next sample.
When all samples in the loaded racks have been tested, the display shows the message “Analyzer Completing Test Cycle. Please Wait.” until all specimens have been completely processed.  Errors that have occurred during the testing process are displayed to alert the operator; refer to the Operating Manual, Section 7 for more information on “End of Run Review.”
8. As soon as all testing is complete, the instrument returns to the Standby Mode (Ready for Testing Screen) and two tones sound. Confirm that all the data have been transferred to the printer and/or computer before continuing, by pressing “STATUS” from Standby. 
9. The UF-1000i will automatically turn the tube to read the barcode, mix and aspirate the sample.
Results will be displayed on Explorer screen and will print if auto-output is selected.
10. Remove the racks after they have all been moved to left side of the Sample Handler. 
NOTE: DO NOT turn the instrument off when finished; it is designed to be left on at all times.
Testing  Specimens Manually
STAT specimens can be tested by manually placing a single specimen into the STAT holder.
Using the STAT Holder on the ATLAS
1.	Pull the STAT holder toward you and place the STAT tube into the holder. Then push the holder back as far as it will go.
2.	Press the yellow “STAT” key on the Sample Handler. 
The STAT holder is locked into proper position for sampling, and the display shows “Stat Analyzing.” The STAT specimen is assigned a unique sequence number with a prefix of “S”; the rack number is designated as “999.”
After the STAT sample has been analyzed, the display returns to its previous status, and the STAT holder is released.
3.	Pull the STAT holder forward and remove the STAT tube.
4.	Enter the ID number as soon as the results are available, either by scanning the bar coded label with the handheld scanner (if being used) or through the analyzer keyboard.

Manual Mode Analysis on the UF-1000i
1. MANUAL MODE ANALYSIS (800μL aspirated volume). 1.0mL is required for manual mode analysis.
a. When “Ready” LED is green, click Manual on the IPU tool bar or press F3 on the keyboard. 
b. Enter specimen ID number by one of the following methods:
· Using the keyboard, type the sample ID number.
· Using the handheld barcode reader, scan the barcode on the specimen tube.
Note:	After the first specimen, the numbers will be added sequentially.
c. Specimen and Collection information may be entered if appropriate.
d. Place the well-mixed specimen tube up to the aspiration pipette with the aspiration tip well below the meniscus of the sample. 
e. Press the green manual Start switch on the front of the Main Unit. Hold the tube in place until aspiration is complete (beeping stops).
f. The next sample may be analyzed when the “Ready” LED is green.
		Results display in Explorer when complete and print if auto-output is selected
Recovering from Errors
If an error is detected by the Rack Sample Handler, the following occurs:
All processing stops
An error message and number are displayed
The error alarm sounds, and the red key is lit
An error number is also displayed on the analyzer screen.
1.	Press the red key (“STOP”) to silence the alarm. 
2.	Determine the cause of the error. Refer to Section 11 Troubleshooting/Diagnostics in your operating manual for specific information.
3.	To begin testing again:
a. Move all racks out of the sampling and circulation area (moving the rack in the same direction as occurs during instrument operation).
b. If testing was not completed on a rack, replace it into the front position in the right side (so it is the first rack to be tested). 
c. Reset the starting sample number, if necessary.
The CLINITEK ATLAS display provides the rack and position number of the last tube for which processing was completed; use this number to determine the starting number.

XI. REPORTING RESULTS
Before verifying results:
UMACRS (UA with relex to microscopic) , verify if negative. The following are the criteria for reflexing  microscopic test on any  positive results: Leukocyte Esterase; Nitrites, Protein > (trace),  and Blood.
UA  (Dr. request) automatic order of microscopic classification and enumeration of elements
•	check for input errors, completeness of test and accuracy of results. 
•	correlate microscopic results with Chemstrip results such as crystals correlated with pH, RBCs correlated with blood, WBC correlated with protein & leukocyte esterase, casts correlated with protein, bacteria correlated with nitrites. 
•	perform confirmation testing:
· Positive test for Bilirubin on the Multistix must be confirmed using the Ictotest.	
· Urobilinogen readings of greater than 2.0 EU/dl on the analyzer need to be confirmed visually.	
•	perform Clinitest on all infants and children under 4 years of age.
· Perform visual evaluation of dipsticks on any urines suspected of having erroneous results.
·  Computer will transmit the word “recheck” as suppose to the value on all positive results on the bilirubin from the Clinitek. Technologist must perform Ictotest procedure to confirm testing and enter appropriate result.

When results have been correlated, confirmed and/or retested and control performed and in-control, verify results.

Review Criteria and Actions

	Parameter or Condition
	
Positive
	
Review Flag
	Limit Defaults
	
Action

	Pathological Casts

	+
	ON
	1.0/µL
	Spin sediment for description of Inclusion and Waxy Casts

	SRC

	+
	ON
	10.0/µL
	Spin sediment for microscopic analysis

	YLC

	+
	ON
	25.0/µL
	Spin sediment for microscopic analysis

	X-TAL

	+
	ON
	25.0/µL
	Spin sediment for microscopic analysis

	Sperm

	+
	ON
	10.0/µL
	SEE NOTE SECTION BELOW

	Mucus

	
	OFF
	(not selected)
	

	RBC

	
	
	
	Report as >5,000/µL or TNTC

	WBC

	
	
	
	Report as >5,000/µL or TNTC

	EC

	
	
	>200
	Report as >200/µL   or TNTC

	Cast

	
	
	2.5/µL
	Report as >30/µL      or TNTC

	Bacteria

	
	
	10,000/µL
	Report as PACKED

	RBC Abnormal Cluster Errors

	
	
	
	Spin sediment and check RBC enumeration

	Vote Outs

	?????
	
	
	Spin sediment for microscopic analysis

	Abnormal DC Sensitivity Error
	
	
	
	Spin sediment for microscopic analysis



REFERENCE RANGES

	Test
	Report

	Glucose
	Negative 

	Bilirubin
	Negative 

	Protein
	Negative, Trace, <30mg/dL

	pH
	5.0 – 8.0

	Occult Blood
	Negative 

	Ketone
	Negative 

	Urobilinogen
	0.2-1.0 EU/dL

	Nitrite
	Negative 

	Leukocytes
	Negative 

	Specific Gravity
	1.005– 1.030

	Color
	Yellow to Amber

	Clarity (optional)
	Clear

	WBC
	0-5

	RBC
	0-5

	Epithelial Cells
	0-5

	Hyaline Cast
	0-5

	Bacteria
	Negative



REPORTABLE RANGES

	Test
	Report

	Glucose
	Negative, 100,250,500,>=1000 mg/dL

	Bilirubin
	[bookmark: OLE_LINK3]Negative, Small, Moderate, Large

	Protein
	Negative, Trace, 30,100,300,>=1000

	pH
	5.0 to 8.0 (in 0.5 increments)

	Blood
	Negative, Trace, Small, Moderate, Large

	Ketone
	Negative, Trace, 15, 40, 80, >=160

	Urobilinogen
	0.2-8.0

	Nitrite
	Negative, Positive

	Leukocyte
	Negative, Trace, Small, Moderate, Large

	Specific Gravity
	1.005-1.030

	Color
	Yellow, Straw, Dk Yellow, Amber, Orange, Red, Green, or Other

	Clarity 
	Clear, Slightly Cloudy, Cloudy, Other



UF-1000i Series Manufacturer Stated Linearity
	Range of element concentrations

	Formed Element

	Measuring Range

	RBC
	1.0 – 5000.0 / µL

	WBC
	1.0 – 5000.0 / µL

	Epithelial Cells
	1.0 – 200.0 / µL

	Cast
	1.00 – 30.0 / µL

	Bacteria
	 5.0 – 10000.0 / µL




Samples containing fluorescent dyes should not be analyzed due to possible interference with dyes used on the UF-1000i.


XII. PROCEDURAL NOTES/PROBLEM-SOLVING TIPS
General notes:
•	Do not report the presence of spermatozoa in any urine specimen, unless specifically ordered by physician.  If spermatozoa are seen in female younger than 14 years, have a Pathologist review slide.
•	If sediment is packed with a specific type of element, make a 1:2 dilution with saline (1 drop of sediment plus 1 drop of saline) and enumerate elements.  Multiply # seen by 2.
•	If amorphous urates or phosphates are indistinguishable from bacteria, make a 1:2 dilution with either 10% sodium hydroxide for urates or dilute acetic acid for phosphates.  Enumerate bacteria and multiply by 2.
•	Unusual microscopic elements must be referred to a pathologist.
	The criteria for re-flexing to a UA-Culture are:
1. Any positive test for Leukocyte Esterase or Nitrite,
2.  And/Or WBC >5/HPF. 
Regardless of whether or not a Culture needs to be set up all urines from ED or Labor/Delivery need to be delivered to Micro.  When the testing does indicate a Culture needs to be set up, mark the cup with a “+” sign (or write POS).  If the testing does NOT indicate a Culture needs to be set up, mark the cup with a “—“sign (or write NEG).
False positives and negatives may occur in the presence of interfering substances. Refer to the table in the section, Method Limitations. 
The instrument should be left on at all times. The SG well is automatically rehydrated every 15 minutes to prevent drying of the fiber optic. The instrument doors should be kept closed at all times (except when required by a procedure being performed) to prevent dust and debris from entering the readhead area and to ensure proper rehydration of the SG well.
If the instrument is going to be idle for several days, empty the waste bottle before the idle period to prevent excessive bacterial growth in the bottle.
If the instrument is off longer than one hour, prime the pump and allow the SG well to hydrate for at least one hour before calibrating or analyzing specimens.
All UA aliquot specimens must be poured off and labeled with the initials of the person doing so and distributed to the appropriate departments.
Finished urine specimens will go to the Micro Dept. for storage for 3 days.



XIII. LIMITATIONS
CLINITEK ATLAS optical system
There are inherent differences between the colors that are perceived by the human eye and that are detected by any instrumental optical system. The human eye is capable of detecting minute differences in shade and very small areas of color; artificial optical systems are less sensitive to such small changes. Conversely, analyzer optics are capable of detecting certain colors that are masked by or blended with other colors to the human eye. For this reason, exact agreement between visual results and analyzer results might not be found. However, agreement is generally within one reported level and is equal to or better than the agreement between two visual readers. Agreement of urine color is generally within one step along the chromatic scale.
Interfering Substances
For all tests, false positive results (increased values) and/or false negative results (decreased values) can occur when substances that cause abnormal urine color are present, such as:
visible levels of blood or bilirubin
drugs containing dyes 
nitrofurantoin
riboflavin
Sensitivities listed in the following table depend upon the presence or absence of inhibitory and matrix factors typically found in urine, such as specific gravity and pH.  
	Test Name
	False Positive or Increased values
	False Negative or Decreased values

	Glucose
	Temperature
	· Ascorbic acid ( 30mg/dL) may affect a 100 mg/dL glucose level
High specific gravity 
Temperature

	Bilirubin
	Metabolites of Lodine (etodolac)
	· Ascorbic acid ( 15 mg/dL).

	Protein
	· Highly buffered or alkaline urines
· Contamination with quarternary ammonium compounds (from some antiseptics and detergents) or Chlorhexidine (found in some skin cleansers and preservatives)
	

	pH
	
	

	Occult Blood
	· Oxidizing contaminants (e.g. bleach)
Microbial peroxidase from urinary tract infections
	· High specific gravity 
Capoten® (Captopril)

	Ketone
	· Highly pigmented urines
Large amounts of levodopa (L-dopa) metabolites
Compounds that contain sulfhydryl groups 
High specific gravity and low pH (trace reaction)
	

	Urobilinogen
	· Temperature > 26°C (79°F)
-aminosalicylic acid (PAS) and sulfonamides
	Formalin 
Temperature < 22C (72F)

	Nitrite
	Colored precipitates
	· Infections caused by organisms that don’t contain reductase
Urine was not in bladder long enough (at least 4 hours)
Absence of dietary nitrate
Ascorbic acid ( 75 mg/dL) 

	Leukocytes
	
	· Elevated glucose ( 3 g/dL)
Cephalexin (Keflex®) or Cephalothin (Keflin®)
High concentrations of oxalic acid
Tetracycline

	Specific Gravity
	· Pyridium
	· Pyridium

	Color
	· Concentration
Food Pigments
Dyes
Blood
Various pathological conditions
	· These all can affect negatively as well.

	Clarity
	
	· Particulate matter that settles




XIV. REFERENCES
CLINITEK ATLAS Operating Manual revised 9/01. Siemens Healthcare Diagnostics, Elkhart, IN 4651
CLINITEK ATLAS Reagent Pak package insert, revised 5/02. . Siemens Healthcare Diagnostics, 
Elkhart, IN 46515
Sysmex UF-1000i Instructions for Use, Sysmex Corporation, Kobe, Japan. March 2008.
Sysmex UF-1000i Software Guide, Sysmex Corporation, Kobe, Japan. March 2008.
UFII Control package insert, Sysmex Corporation, Kobe, Japan. June 2007.
Material Safety Data Sheets, Sysmex America, Inc. January 2008.
Product inserts and reagent packaging, Sysmex Corporation, Kobe, Japan.

	 




MMCI Laboratory is a CAP accredited facility, as of 7/1/11 the responsibility of new and/or substantially revised policies and procedures will be restricted the Laboratory Director whose name appears on the CLIA certificate, whose signature appears below. The biennial review will be completed by the Administrative Director. 
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