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URINE MICROSCOPIC ANALYSIS USING THE IRIS iQ200
	Policy
	Iris iQ200 will be the primary analyzer for urine microscopic.  Specimen of less than 2 ml must be centrifuged and sediment will be used under the microscope.  No other testing can be added on the tube that was run on Iris iQ200 due to lamina.


	Theory of Operation
	The iQ200 performs the microscopic portion of the urinalysis and provides a quantitative or qualitative count of formed elements such as cells, casts, crystals and organisms. The iQ200 photographs particles as they are passed in front of a digital camera. The images are classified, counted and stored for verification of the operator. 


	Principle
	The microscopic portion of the routine urinalysis is performed on the iQ200 module.  It auto identifies and processes specimens by mixing, sampling and analyzing the data obtained from the sample.  A portion of the mixed specimen is aspirated and is sandwiched between enveloping layers of a suspending fluid.  This fluid or “lamina” is positioned exactly within the depth of focus and field of view of the objective lens of a microscope that is coupled to a video camera.  The iQ Lamina is used to position the formed elements in an orthoscopic orientation that presents asymmetric particles with their largest profile facing the direction of view.  The camera captures 500 frames per sample as each field is illuminated by the flash of strobe lamp.  The pictures are digitized and sent to the instrument processor.  Individual particle images are classified into one of 12 categories using size, shape, contrast, and texture.  The auto classified categories are RBC’s, WBC’s, WBC clumps (WBCC), hyaline casts, unclassified casts (UNCC), squamous epithelial cells, non-squamous epithelial cells (NSE), bacteria, budding yeast, unclassified crystals (UNCX), mucus, and sperm.  Images that do not classify as any of these 12 types are placed in the artifact category.  Particle concentration is calculated using the number of images and the volume scanned.  User defined criteria are checked and results are sent either directly to the host computer or to the workstation monitor for review and/or revision.
Only non-auto released specimens will appear on the system screen for verification. During the verification process, individual images may be displayed. The operator can manually reclassify digital images when necessary. Unclassified crystals (UNCX), unclassified casts (UNCC), and non-squamous epithelial cells (NSE) may be further sub-classified during the verification process. Once the verification process has been completed and “ACCEPT” has been chosen, the results will be sent to the LIS, screen or printer.
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	Specimen and Collection Handling
	


 Patient Preparation:  Collect urine in a clean and or sterile container.

 Specimen Type:

· A freshly voided urine sample collected by the “clean catch” method is the specimen of choice. First morning urine yields the most meaningful results.
· A “clean catch” urine is recommended to prevent the possibility of a positive leukocyte test caused by leukocytes external to the renal-urinary system.
  Specimen Rejection Criteria:

· Do not run grossly bloody specimens. Gross hematuria may cause incorrect results in subsequent samples. 
· Do not run very viscous or very dense specimens. These may cause flow errors or clogs.
NOTE: Run bloody and viscous specimens on the Clinitek Advantus. Perform microscopy analysis using manual method.

· No gray top tubes are acceptable; specimens received several days after collection are unacceptable.

    Specimen Volume:

· The specimen volume placed on the iRICELL (iChem VELOCITY and iQ200) must be at least 4 mL.

· If testing on the iChem VELOCITY urine chemistry analyzer alone, the minimum volume is 2 mL.

· If testing on the iQ200 urine microscopy analyzer alone, the minimum volume is 3 mL.
    Specimen Handling/Transport:

· Specimens should be delivered to the laboratory as soon as possible after collection.
· Do not add disinfectant or detergent to the specimen.
· Do not centrifuge the specimen.
    Specimen Stability:

· Urines, kept at room temperature are stable for one hour.

· If the specimen is not processed within one hour after collection, cap the container tightly and store at 2-8o C.

· Specimens must be at or brought to room temperature before analysis. 
    Note: Do not use the urine specimen ran on the iQ200 for any other urine tests due to lamina.                          
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	Materials/

Equipment
	Consumables and Part Number
	Storage
	Packaging and Use

	iQ200 Consumables

	
	IQ® Lamina 

[800-3236]
	(Room temperature.

(Unopened stability= date on bottle.

(Change filter when replacing first bottle from a new case of 2. Write on bottle the date when new filter was installed.
	2 bottles/cs; 7000 mL/bottle; 14mL/test. Use daily.

	
	Iris System Cleanser 

[800-3203]
	(Room temperature

(Unopened stability= date on bottle.


	4 bottles/cs

475 mL/bottle; 3ml/test. Use daily.

	
	Iris Diluent

[800-3202]
	(Room temperature

(Unopened stability= date on bottle.


	4 bottles/cs

475 mL/bottle; 3 ml/test. Use daily.

	
	iQ® Calibrator

[800-3103]
	( Refrigerate 2-8 °C.                       ( Unopened stability= date on bottle.

(Open bottle stability=24 hours
	4 bottles/cs

125 mL/bottle; 2ml/test. Use monthly.

	
	iQ® Control/Focus Set

[800-3104]
	( Refrigerate 2-8 °C.       (Unopened stability= date on bottle.

(Open bottle stability=30 days


	1 bottle ea Pos/Neg; 2 bottles of Focus; 125 mL/bottle; Lot-specific Barcodes: Positive control, Negative control; Focus reagent; 3ml of Control/test; 6 ml of Focus/test. Use daily.

	
	Dilution Code labels

[800-3211]
	N/A
	1 set; 1 each /test as needed. Use as needed.

	
	16x100mm polystyrene tubes

[660-0036] or polystyrene plastic tubes
	N/A
	Box of 200; 1 each/test. Use daily.


Consumables Descriptions:

· iQ Lamina is a buffered, isotonic solution containing proprietary laminar flow stabilizers, bacteriostatic agents, fungicidal agents and preservatives. It is used to hydrodynamically position the flow of specimen within the focal depth of the lens of the microscope and to ensure streamlined flow by rinsing and wetting all fluidic components.
· Iris System Cleanser is a ready for use solution specifically developed as a wash solution for the iQ200 analyzer. A wash cycle must be performed at the beginning of each work day to prevent accumulation of residue in the fluidic system. Iris System Cleanser must be used to clean the sample lines and the flow cell.
                                                                                                                                Continued on next page      
URINE MICROSCOPIC ANALYSIS USING THE IRIS iQ200, Continued        


· Iris Diluent is a particle free aqueous salt solution which is used for diluting urine and body fluid samples. It is also used to rinse the system to prevent carryover of system cleanser and samples

· iQ Calibrator is a suspension of fixed human red blood cells in a particulate-free solution. It is used to automatically calibrate the iQ200 analyzer. An accurate count is certified and the expected value (accurate to approximately 8.3%) is printed on each label. Barcodes are provided that contain lot number, expiration date and expected value.

· iQ Control/Focus Set is used to control and focus the iQ200 analyzer. iQ Positive Control is used as an abnormal, and iQ Negative Control is used as a normal control to verify accurate counting by the instrument. iQ Focus is used to check light level and focus the instrument.
Barcode labels that contain lot number, expiration date and expected value are provided for each product. iQ Positive Control and iQ Focus are suspensions of fixed human red blood cells in a buffered, isotonic balanced solution. An accurate concentration count of these cells is certified and the expected counting reference value (accurate to +/- 10%) is printed on each label.

· Sample Tubes are 16 x 100mm polystyrene tubes for urine specimens.
· Sample Racks/Routine Racks are racks that hold specimens for processing through the instrument.

· iQ Calibrator Rack is used for monthly calibration  of the iQ200. 

· QC Rack/Maintenance Rack is used for daily maintenance and running QC.
· Barcode Labels that contain lot numbers for the QC (positive and negative), Focus and Calibrator.
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Instrument Maintenance

     Daily Maintenance
· Run urine control rack (see Quality Control and additional information on Operator’s Manual, Chapter 8, page 203)
· Clean instrument surfaces: Items required – Iris System Cleanser diluted 1:10, paper towels and protective gloves. Clean the instrument using a paper towel moistened in diluted Iris System Cleanser. Wipe again using distilled water and then dry. Note: To prevent sample transport problems, immediately clean any spills.
· Clean the Sampler: Items required- Iris System Cleanser diluted 1:10, lint-free tissue and protective gloves. Moisten a tissue with the diluted Iris System Cleanser and wipe the sampler to remove any deposits. Check under the belts and the pulleys. Wipe again using distilled water then dry.
· Check Lamina Supply – replace lamina supply as needed.
      Monthly Maintenance
· Perform an iQ200 series calibration (see Operator’s Manual, Chapter 6, page 138)

· Perform Backup (see Operator’s Manual, Chapter 8, page 215)

      As Needed Maintenance 
· Clean Rinse/Waste Bath (see Operator’s Manual, Chapter 8, page 208)
· Replacing iQ Lamina Container (see Operator’s Manual, Chapter 8, page 209)

· Cleaning the Sample Tube Detector (see Operator’s Manual, Chapter 8, page 210)

· Cleaning the Barcode Reader Window (see Operator’s Manual, Chapter 8, page 210)

· Inspect and Clean Racks – Moisten a paper towel with distilled water and clean racks. Dry before using.
· Clean Optical Sensors (see Operator’s Manual, Chapter 8, page 211)

· Replace Lamina Filter ( see Operator’s Manual, Chapter 8, page 209)

· Clean Sample Filter (see Operator’s Manual, Chapter 8, page 212)

Troubleshooting

     Before Calling for Service

· Refer to the troubleshooting section of the Operator’s Manual.

· Visually verify Lamina container level.

· Make a note of any error messages displayed
· Alarms causes and remedies are located on the troubleshooting section of the Operator’s Manual
                                                                                                                                Continued on next page      
URINE MICROSCOPIC ANALYSIS USING THE IRIS iQ200, Continued
	Quality Control
	Assay QC once every 24 hours for both chemistry and microscopy modules.   
QC material for microscopy module:

· iQ® Positive Control

· iQ® Negative Control

· iQ® Focus reagent.

Parallel testing between the old shipment or lot number and the new shipment or lot number ensures that the system is operating within acceptable criteria.
Run QC parallel testing before switching to the new lot of control. If you’re using the last QC material for the current lot, be sure to run the new lot of QC in parallel. Be certain to use the barcode labels from the box containing the new lot on these tubes.
Apply barcode labels so that the start of the barcode (not the label edge) is approximately one half inches from the top of the tube.

Upper limits, lower limits and target values are encoded within the lot-specific barcodes for the Positive, Negative and Focus iQ control material. 
· Criteria for Acceptable Control Results: 
· Quality control material results must fall within the ranges provided by the manufacturer of the material.  

· Refer to the section below for corrective action(s) if the values fall outside of the published limits.
· Always use the Problem Log Documentation when there’s an unacceptable QC run and document corrective actions performed.
Note: The system will “lock out” patient testing for microscopy when microscopy controls fail and patient testing for chemistry when chemistry controls fail.



	Running QC: iQ200 analyzer.


	Follow the activities in the table below to Run QC on the iQ200 analyzer.



	Before you begin
	· If control is refrigerated, bring control set to room temperature before use.

· Make sure that only unexpired reagents are used

· Expired reagents will cause an ALARM

	
	Step
	Action
	

	
	1
	· Place appropriate barcode labels on 16x100mm glass (or polystyrene plastic) tubes [Positive, Negative, Focus]. 

· Mix iQ Positive control and iQ Focus by holding the bottle upside down and giving five hard sharp shakes followed by five gentle inversions. Do not shake the Negative Control bottle.
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	2
	Pour  the following into 16x100 mm glass (or polystyrene plastic) tubes and place in the iQ200 QC rack:

· Position 1:   3ml of Iris Cleanser

· Position 2:   3ml of Iris Diluent

· Position 3:   3ml of Iris Diluent

· Position 4:   Leave Empty

· Position 5:   6 ml of Focus reagent

· Position 6:   3 ml of Positive Control

· Position 7:   3 ml of Negative Control

Secondary control positions, 8 and 9, are optional and intended to allow the laboratory to run controls in parallel for new lots. Use appropriate barcode labels. Any control rack containing a tube in Position 8 and 9 must contain tubes in Position 6 and 7. Do not place a tube in position 10. This will shut down the system.
Control rack must be run immediately after pouring focus and controls.

	
	3
	· Place the rack on the iQ200 sampler.  

· Press the START button located at the upper left corner of the iQ200, if the instrument is in the standby mode (green light).  

· If in measure mode (blue light), the rack will be detected and processed automatically.

	
	4
	Review results under:

· Quality Review screen

· QC Statistics

	
	
	If…
	Then…

	
	
	 QC Failed
	· Look at message code to see why the control failed.
· Do not rerun the Iris Cleanser and Iris Diluent anymore. This is done at least once per 24 hours and the optimal time to perform this is while running a QC rack. 
Note:  If control failed due to an identification error or QC out of order, resolve this error.

· Pour fresh aliquots and re-run control.
· Calibrate if necessary.
· If results are still not acceptable, notify Iris’ Clinical Support.
· Contact Manager.
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iQ200 Calibration

    Calibration notes:
· iQ Calibrator, REF 475-0059; Purchase package REF 800-3103 is used to automatically calibrate  the instrument. Each bottle is intended for a single calibration. Do not save leftover material or mix calibration material from different bottles.
· Discard QC, focus and calibration barcode labels between lot numbers. The barcodes contain specific lot number information.

· Store iQ Calibrator at 2-8oC and bring to room temperature before use. Shake the bottle as described before use: Hold the bottle upside down and give FIVE HARD SHARP SHAKES followed by five gentle inversions. Let sit about one minute until the air bubbles are dispersed.

· Clean the instrument first (run Iris System Cleanser followed by 2 Iris Diluents) then run Focus before calibration. Run iQ positive and negative control after calibration with the new REF (run equivalency factor) value. 

· Perform iQ calibration once a month, when QC fails to meet established criteria, after major maintenance or service or when recommended by manufacturer.
     Running a Calibration

1. Transfer at least 4 mL of iQ Calibrator into 10 round-bottom 16 x 100mm glass test tubes.
2. Place one provided barcode label on the tube that will be placed in the first position, and then load the tubes into the Calibration rack.
3. Load the Calibration rack onto right side of the iQ Series sampler.

4. Press Start. The rack will be processed and all calculations performed automatically.
5. If an expired material was used, the system will display a red alarm and sample processing cannot be performed.

6. When the calibration is successful, the date/time and new REF value will be displayed in the Last Calibration field on the Instrument screen.

7. Run iQ positive and negative control to verify calibration.
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	Preparing Patient Specimens:


	Follow the activities in the table below to Prepare Patient Specimens



	
	Step
	Action

	
	1
	Bring Samples to room temperature

	
	2
	Label an empty 16 x100mm glass tube (or polystyrene plastic) with patient identifier.

· Apply the barcode to the tube so that the start of the barcode (not the label edge) is approximately ½ inches from the top of the tube.  


	
	3
	Mix sample thoroughly by inversion.



	
	4
	Pour 4ml of well-mixed specimen into labeled tube.

	
	5
	Put the sample tube in position number 1 on the sample rack 
Note: 

· The rack’s black barcode should be facing to the right.
· The tube’s barcode should face the instrument.

	
	6
	Load up to 10 samples in each rack in consecutive positions.


	
	
	


	Logging on to the iRICELL:


	Follow the activities in the table below to Log on to the iRICELL:



	
	Step
	Action
	

	
	1
	· Access the Instrument Screen.

· Click on the Logon button.
	

	
	2
	· Click on the down arrow.

· Select your identifier (Do Not type in your identifier). 

· Press tab.
	

	
	3
	Enter your password.
	

	
	4
	Click on OK.

Note: The current user’s name will now appear at the top of the Instrument screen.
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	Operating the iRICELL System


	Follow the activities in the table below to Operate the iRICELL System


	
	The iRISCELL system has been set up with parameters common to KP – Southern California region.

	
	Step
	Action
	

	
	1
	Ensure that sufficient supplies and consumables are loaded.


	

	
	2
	Load up to 10 samples in each rack in consecutive positions.


	

	
	3
	Place rack(s) on right hand side of the iChem VELOCITY.

· Ensure that the notch of the rack base is placed onto the Sampler track ridge.

Note: The instrument will automatically advance the rack.
	

	
	4
	THE REMAINDER OF THE PROCESSING IS PERFORMED AUTOMATICALLY ON THE SYSTEM:

1. The sample rack will be moved along the sample transport tray to the barcode reader.

2. After the barcode is read, the probe mixes the sample, aspirates an aliquot, analyzes the SG, color, clarity and dispenses the sample onto a test strip.

3. When the sample processing is complete, the sample rack will be automatically transferred, via the bridge, to the iQ200 Analyzer.

4. If the specimen does not need to be run on the iQ200 Analyzer, remove the rack from the instrument at this point.  If the rack is to be run on the iQ200 Analyzer, allow the rack to transfer across the bridge.

5. After the rack is transferred via the bridge to the iQ200 Analyzer, the sample rack will be moved along the iQ200 Sampler to the barcode reader.  

6. The iQ200 Analyzer barcode reader reads the specimen barcode.

7. If a microscopic examination is to be done (as determined by the user-defined criteria), the probe will mix the sample, aspirate an aliquot and perform the microscopic examination.  If a microscopic examination is not to be performed, the tube will be passed.

8. After sample processing is complete, unload the sample racks from the left side of the iQ200 Analyzer.


	

	
	5
	Note: Completed, auto-released results will appear on the Found List.

Verify any pending, flagged results on the Work List as follows in next section of this document.
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  iRISCELL Workstation

 Work List Screen

           The Work List contains only unreleased results. The Work List screen is accessed by        clicking on the Work List button. The Work List displays the specimen ID, date and time at which the specimen was processed, rack and tube position numbers, and status of each specimen. Clicking on a specimen ID and clicking on the Specimen tab, or double-clicking on the specimen ID opens the Result Specimen screen for that sample.
Specimen Screen

            The Specimen screen shows a summary of the results for the specimen chosen from the Work List/Found List.
The Main area displays:

· Particle button showing the short name of the particle category.

· Concentration button showing the particle concentration.

· Graphical representation of the results for each particle with user-defined thresholds. Results in the normal range are green; those in the abnormal range are red. If no threshold was selected, the concentration bar will be gray.

The Information area displays:

· Current status for the specimen.

· Specimen ID and patient demographics (if enabled).

· Date/Time of specimen aspiration by the iQ series.

· Rack number and tube position number (sequence number).

· Dilution ratio (1:1 is the default).

· Red blood cells section and dysmorphic RBCs (if enabled)
· Bacteriuria checklist – provides information that can indicate the presence of UTI. Yjis includes Nitrite and Leukocyte esterase results as well as the Bacteria and WBC results and small particles count from the microscopy.

· Chemistry results

· Comment, if any, entered by the operator.

· Active/cleared flag, if any
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Available Buttons

1. All AMOR button- Clicking All AMOR classifies all the particles in the specimen as amorphous. Any cells that are not amorphous must all be accounted for by the user.

2. Other…button – Clicking Other… opens a pop up box with two options:

· All ART which classifies all the particles in the specimen as artifact. All cells that should not be called Artifact must all be accounted for by the user.

· Separate chemistry and microscopy results.

3. Edit Comment button – Clicking Edit Comment displays the Edit Comment screen, where the user can enter a single line of comment for the specimen.
4. Turbo Edit button – Turbo Edit on the iQ Series is a statistical sampling procedure that reduces the number of images shown without significantly reducing sensitivity or precision. This button is not enabled.

5. Full Edit button- In Full Edit mode, all particles are available for review. We review all specimens using this mode.

6. Edit button – Clicking Edit displays images from the first particle category shown in the Results screen.

7. Redo button – clicking Redo restores the particle classifications to the instrument classifications.

8. Skip button – Clicking Skip will display the next specimen on the Work List/Found List.
9. Hold button – the Hold button is enabled once an edit has been made by the operator. Upon clicking Hold, all edits made to this specimen will be saved. The operator can then exit the specimen review screen without losing their edits or accepting the results. Before leaving the Specimen screen, click the Hold button.

10. Accept button

· If the specimen was flagged and the Review Flag Specimen button was used, click Accept to:

· Assign the new identifier to the specimen if it had the ID flag;

· Clear the specimen’s flags and display the next specimen on the Work list.
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· If the specimen was flagged and the Delete Flagged Specimen button was used, click Accept to:
· Delete the specimen and display the next specimen on the Work List.

· If the specimen was not flagged, click Accept to:

· Release the specimen results with any changes made and display the next specimen on the Work List.

· If the specimen was selected for separation of chemistry and microscopy results, click Accept to:

· Separate the specimen results, release the chemistry results to the printer and the LIS.show the released chemistry result on the Work List, and place the microscopy results on the Work List pending review.

Workstation Procedure
1. At the workstation, results of the chemistry profile and the microscopic are collated, compare to user-defined criteria and stored for review. The user can review results including the images of the formed elements. As needed the user may sub-classify or edit results. 
2. Under normal operation, all tasks- running, reviewing, editing and verifying results, are concentrated on the workstation. There is no need to go to Cerner to enter or release results. Cerner may still be used for inquiries, manually entering results by specimen number and to file corrected results.

3. After running specimens on the iQ200, results are reviewed by the CLS at the workstation monitor.

4. For a quick review of the specimens needing to be edited/reviewed, click on Work List. This brings up the work list screen which contains all unreleased specimen results.

5. The default list order is in descending chronological order: oldest first, with any flagged specimen at the top.

6. To review a specimen result, double click on it or highlight it and then click on Specimen at the top of the screen.
7. The results screen for that specimen will be displayed. On the right side are the chemistry results and on the left are the microscopic results.
8. The microscopic screen from left to right lists the particles, the concentration of the particles and a graphic representation of the particle concentration.
9. If the concentration is normal, the green bar will display. If the concentration is abnormal, the red bar will display.
10. If flags are displayed on the right side of the screen, they must be cleared before any particle type detail can be reviewed.
11. Click on Clear Flags to remove them, then click on Accept.
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12. In the specimen screen, click on the button of the first particle to be reviewed.
13. Images of the particles in that classification will be displayed.

14. If the classification of particles is acceptable, continue to review by clicking on the right arrow on the right side near the top of the screen. This takes you to the next set of images. Clicking on the left arrow takes you to the previous screen.

15. Continue reviewing until you return to the specimen screen.

16. If everything is acceptable, click on the Accept button on the right of the screen. The results will automatically transmit to Cerner.
Re-classifying or Sub-classifying Particles

1. In the specimen screen, click on the button of the first particle to be reviewed.
2. Images of the particles in the category will be displayed. There may be multiple pages of the same particle type.
3. If there are images that are incorrectly classified, they may be re-classified if the re-classification will change the clinical significance of the result.
         Example 1: You look at the WBC and find 24 images of WBCs with 2 artifact.      

                             Do not take the time to re-classify the artifact as it will not change 

                             clinical significance of the result.

          Example 2: You click on BYST and see 6 images of amorphous or artifact. Click 
                              on ART and leave the screen. This removed the BYST category from 

                              the report and is appropriate.

4. On the right side of the screen, all categories are listed. To re-classify, click on the particle type that an image is to be classified into and then click on the image(s) in question.

5. This transfers the image to the chosen category. Note: If you click on an image in error, re-click on the space to return the image to the screen.

6. Continue to re-classify by clicking on the category and then clicking on all the images that should go into it. The majority of the time all of the particles will be sub-classified or re-classified into the same category. In this case, leaving the screen moves all images on the screen into the category indicated by the lit button on the right. This saves the time and effort of clicking on the individual images.
7. When all images are not being moved to the same category, move the fewest images individually, then choose the category for the rest of the images and leave the screen.

          Example: You are reviewing UNCC (unclassified casts), click on the CELL 
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                         button. Click on the images that are cellular casts. They will disappear 

                         from the screen. If the rest are granular casts, choose GRAN and leave the   

                         screen. All the remaining images are sub-classified as granular casts.   

8. If the remaining images are to remain in the original category, click on that category at the upper left corner. This confirms all the images on the screen in their original category. If you do not, all the images on the screen will go to whichever category is highlighted. Note: Remember that leaving the screen sends all images on the screen at this time to the category highlighted when you exit the screen.

9. When everything has been reviewed and edited, return to the specimen screen by clicking on the Results button at the bottom or by continuing through the screens using the right arrow.

10.  Crystals, Casts, Yeast and Others Buttons- Clicking on Crystals, Casts, Yeast or Others will display a sub-category of particles available for reclassification of particle images. For a list of the available choices see the iQ200 Series Operator’s Manual, Chapter 7 Results, page169.
11.  Review the Results. Once all classifications are acceptable, click on the Accept button at the bottom right of the screen. Results will automatically transmit to Cerner verified. 
12. Return to the microscope (manual) for the following:

· Oval fat bodies – to view using polarized light
· Fat – to view using polarized light

· Trichomonas – to observe motility

· Cellular Casts – only necessary when the operator cannot make a definite identification of the cell type using the iQ.

· Whenever you feel the need to use the microscope to verify images.
	Formed Particles Key Names
	The iQ200 analyzer software uses specific key names to classify the pictures. For a list of these key names and category, see iQ200 Series Operator’s Manual, Chapter 3 Setup, pages 76-77.


	Power Up, Re-Booting, Power Off
	For proper instructions in powering on and off, short term and long term shutdowns, see iQ200Series Operator’s Manual, Chapter 4 Specimen Processing, pages 102-103. Follow all instructions in correct order to achieve correct communications between the instrument and the computers.
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	Interpretation
Of Results

	INTERPRETATION OF RESULTS for iChem Velocity and iQ200 Seies
· Glucose, protein, and ketones are reported semi-quantitatively as mg/dL.
· Bilirubin is reported semi-quantitatively grading and as mg/dL.
· Leukocytes are reported as positive or negative
· Urobilinogen is reported semi-quantitatively grading and as mg/dL.
· pH is reported in quantitative units.

· Blood is reported semi-quantitatively as mg/dL
· Nitrite is reported semi-quantitatively as positive or negative.
· Specific Gravity is reported by refractive index quantitatively with a value to 3 decimal places, ranging from 1.000 to >1.060. in 0.001 increments.

· RBCs and WBCs are reported as number of cells per HPF. 
· Renal, transitional, and cells are reported as per HPF.
· Squamous epithelial cells are reported as per HPF.
· Bacteria are reported semi quantitatively per HPF.

· Crystals are reported semi quantitatively per HPF.
· All casts are reported by type and enumerated per LPF.
· Yeast, Trichomonas are reported as present or none per HPF.
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	Precautions and Safety
	· Risk of injury, Iris International urges its customers to comply with all national health and safety standards such as the use of barrier protection. This may include, but is not limited to, protective eyewear, gloves and suitable laboratory attire.

· The iQ200 analyzer is not intended to be lifted, carried, or moved by the customer. These should be done by an experienced Field service Engineer if needed to be carried out.
· Make sure the barcode labels are properly oriented in the rack. The sample tubes must be placed straight and resting in the middle of the grommets located in the base of the rack.

· The instrument should be allowed to warm up for 1 or 2 hours to operating temperature if it was turned off for more than 6 hours.

· Do not insert the cotton swab inside the Rinse/Waste Tube; cotton particles may clog the tubing connectors.

· Wear fresh gloves when changing the Lamina filter. Have a supply of paper towels to catch spills and drips.

· Use only Iris System Cleanser for the Wash Cycle. Other similar solutions of hypochlorite should not be used because of the risk of particulate contaminants, trace oils, or releasing compounds that could cause blockage or damage to the optical window.
· For more information about Warnings, Precautions and Safety, see iQ200 Series Operator’s Manual, Chapter 1 Introduction, pages 27-29. These must be observed by the operator to ensure safe operation of the system.
· All laboratory employees are expected to maintain a safe working environment and an injury-free workplace. Laboratory employees are responsible for their own safety, and the safety of others and adhering to all departmental and medical center safety policies and procedures.

Note: The urine specimen ran on the iQ200 analyzer cannot be used for any other urine tests.
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	References
	· IRIS Diagnostics Division – iQ200 Series Operator’s Manual, 300-4320-English North America Rev CA 9/2015, 9172 Eton Ave., Chatsworth, CA 91311 USA

· IRIS Diagnostics Division, Package Inserts – iQ Lamina, Iris System Cleanser, Iris Diluent, iQ Calibrator, iQ Control/Focus Set



	Author
	Marissa G Calilung, CLS (MT)


	Distributions
	Kaiser Permanente Moreno Valley Medical Center Laboratory












           

     End

                                                                                                                                                  Continued on next page
URINE MICROSCOPIC ANALYSIS USING THE IRIS iQ200, Continued        

  
Reviewed and approved by:

	SIGNATURE
	DATE

	
	

	Denise Topliff, MHA, CLS
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