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	Iris Automated Urinalysis: iQ® 200 Analyzer SW Version 7.0


	Purpose
	This procedure template provides instructions for the Iris Automated Urinalysis: iQ200 System.
NOTE:  The following procedure template is designed to assist laboratories in developing their own working laboratory procedure.  This procedure template does not supersede the Operator’s Manual or product inserts.  Areas requiring “facility-specific” input are bolded, underlined and are preceded by “XXX”.  

· Search for “XXX” using the “Find” function:

· Click on Edit.

· Choose “Find” from the dropdown menu or Choose Ctrl+F.  

· Type “XXX”  into the box next to “Find” and click on “Find Next”.  The program will take you to the first “XXX”.  

· Edit the section to insert the information specific to your facility’s laboratory.


	Materials/

Equipment
	Supplies/

Consumables and Part Number
	Storage
	Packaging and Use

	iQ Consumables

	
	IQ® Lamina 

[800-3102]
	(Room temperature.
(Unopened stability= date on bottle.
(Change filter when replacing first bottle from a new case of 4.
	4 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. Lot-specific Barcodes; 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.

	
	Urine Dilution Code labels
[800-3211]
	Room temperature
	1 set; 1 each/test as needed. Use as needed.

	
	16x100mm glass tubes

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


	Sample
	Patient Preparation:  
· Give patient instructions to collect a “clean catch” urine specimen in a clean and/or sterile container. 
· XXX State facility-specific proper collection instructions or their location.

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 and to prevent contamination.
Specimen Rejection Criteria: 
· Dilute grossly bloody specimens for iQ200 microscopy analysis.
· XXX Add any facility-specific specimen rejection criteria [Example:  No Gray Top tubes are acceptable; specimens received several days after collection are unacceptable]. 
· XXX Add facility-specific procedure for documenting the disposition of unacceptable specimens.
Specimen Volume:  
· 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. 
· XXX Add any facility-specific specimen handling/transport issues.
· XXX Add information about any preservative transport tubes that are utilized.

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 - 8° C.  
· Specimens must be at or brought to room temperature before analysis.

· XXX Add any additional specimen stability information; describe how facility maintains specimen integrity (ex: preservative tubes).


	Special safety precautions

	Use Universal Precautions due to the potential presence of pathogenic material.
XXX Describe any facility-specific special safety precautions here.


	Quality Control
	Assay Quality Control material daily 
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.

XXX State your facility’s specifics for parallel testing

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.

Note: The system will “lock out” patient testing for microscopy when microscopy controls fail.  




	Running QC on iQ200 analyzer

	Follow the activities in the table below to Run QC on the IQ200 analyzer.


	Before you begin
	· Bring controls 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.
Note: Do NOT mix the Negative Control.
	


	Running QC on iQ200 analyzer continued...

	Step
	Action continued…
	

	
	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

Note: 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.
Note:  If control failed due to an identification error or QC out of order, resolve this error.

· Pour fresh aliquots and re-run control.
· If results are still not acceptable, notify Iris’ Clinical Support.
· XXX include other facility-specific information required when QC fails; Example: Contact Supervisor or Lead.
	


	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.  
Note: This leaves room for the dilution label should it be required.
	

	
	3
	Mix sample thoroughly by inversion.
	

	
	4
	Pour 4 ml 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 iQ200 System 

	Follow the activities in the table below to Log on to the iQ system.


	
	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.
	


	Enabling Edit-Free Release and Setting the Particle Verification Range (PVR)

	Follow the activities in the table below to Enable Edit-Free Release and set the Particle Verification Range (PVR).


	Before you Begin
	· It is recommended to consult with an Iris Product Specialist or Clinical and Customer Care Specialist before altering a setting.


	
	Step
	Action
	

	
	1
	· Access the Instrument Screen

· Click on the Logon button.

· Log on as a Manager
	

	
	2
	Go OFF LINE 

Click YES at the Confirm window
	

	
	3
	Select SETTINGS
	

	
	4
	Select Urine Auto-Release
	

	
	5
	Select Enable Auto-Release

Note: The following will also be automatically enabled:

(1) Enable Automatic Bacteria Grading and 

(2) Review when Linearity is Exceeded will automatically be enabled 
	

	
	6
	If Automatic Bacteria Grading is not desired, uncheck the box

If Review when linearity is exceeded is not desired, uncheck this box
	

	
	7
	Abnormal Thresholds will automatically populate in the PVR box.

Enter the Minimum and Maximum Ranges for RBC’s , SQEPS and WBC’s.
	

	
	8
	Enter any exceptions to Auto-Release under Exceptions

[Refer to Enabling Auto-Release Exceptions}
	


	Enabling Auto-Release Exceptions 

	Follow the activities in the table below to Enable Auto-Release Exceptions


	Before you Begin
	· Suggested Auto-Release criteria are listed in Appendix E of this procedure.
· The Auto-Release function is suggested for specimen results falling below the abnormal threshold (normal or negative).
· It is recommended to consult with an Iris Product Specialist or Clinical and Customer Care Specialist before altering a setting.


	
	Step
	Action
	

	
	1
	· Access the Instrument Screen

· Click on the Logon button.

· Log on as a Manager
	

	
	2
	Go OFF LINE 

Click YES at the Confirm window
	

	
	3
	Select SETTINGS
	

	
	4
	Select Urine Auto-Release
	

	
	5
	Enable Auto-Release Exceptions by selecting the “Enable this screen” checkbox

[Note 10 screens are available for 10 different sets of exception criteria]
	

	
	6
	Choose appropriate column to set up auto-release exception criteria [Prevent Auto-Release if all selected particles are greater than zero or Prevent Auto-Release if any checked particle exceeds its threshold.]

Note: The user-defined abnormal threshold is commonly selected for the value entered in the threshold window.
	

	
	
	Choose the demographic group [Location or Age]to whom the Auto-Release Exceptions criteria will apply
	

	
	7
	Press OK

[Note: Press Next if more criteria will be entered]
	

	
	8
	Press OK again to return to the Instrument screen

Note: Specimens not meeting the criteria to prevent auto-release will be auto-released and will be found on the Found List  [Exception: Flagged specimens will display on the Work List].
	

	


	Operating the iQ200 Analyzer

	Follow the activities in the table below to Operate the iQ200 Analyzer


	Before You Begin
	Each iQ200 System will be set up with parameters that are unique to the each facility.  

· For facilities that report out Sperm, it is recommended to enable the optional Sperm Present and/or Previous Sample Had Sperm Flags.

· For those who do not report out Sperm, it is recommended to set the Minimum to Auto-Classify to prevent automatic classification.

· For both activities, refer to the iQ200 Operator’s Manual or contact Iris Diagnostics Call Solutions Center.
	

	
	Step
	Action
	

	
	1
	Ensure that sufficient supplies and consumables are loaded.


	

	
	2
	Load up to 10 samples in each rack in consecutive positions.
Note: Up to 6 racks can be loaded on one side of the sampler (load/unload trays accommodate an additional 15 racks)
	

	
	3
	Place rack(s) on right hand side of the iQ Analyzer
· 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. The iQ200 Analyzer barcode reader reads the specimen barcode.

3. 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.
	


	Locating Autoreleased Results

	Follow the activities in the table below to Locating Autoreleased Results
Note: 
· The majority of results will have been auto-released. 
· Results can be printed to the printer, the LIS or the screen

	
	Step
	Action
	

	
	1
	Click on the Found List


	

	
	2
	Specimens results will appear as user defined.
	

	
	3
	No further action is necessary
	


	Performing On-Screen Verification of Results 
	Follow the activities in the table below for Performing On-Screen Verification of Results
Note: 
· The majority of results will have been auto-released using Edit Free Technology (refer to Locating Autoreleased Results). 
· Only results for those specimens that did not auto-release [i.e. specimens appearing on the Work List] are verified by on-screen review.
· Verify only Yellow-colored categories

	Before You Begin
	· Green and Red colored categories will be autoreleased

· Yellow categories require on-screen review
	

	
	Step
	Action
	

	
	1
	Click on the Work List button located on the top right part of the instrument screen to bring up all unreleased samples.
Note: Samples may be sorted by Specimen ID, Date-Time, Rack/Pos or Status by header at the top of the row.  (Clicking a second time will reverse the order.)
	

	
	2
	Highlight the specimen to be verified as follows: 

· Click on Specimen Identifier:

· Click on the Specimen button.  

· Verify consolidated Chemistry and Microscopy results.
	

	
	3
	Clear flags that are displayed before results are verified or deleted as follows:

· To Review Flagged Specimen:

· Click Review Flagged Specimen button.

· Click Accept. 

· To Delete Specimen results (if the result must be discarded):

· Click Delete Flagged Specimen button.

· Click Accept.
	

	Continued on next page


	Performing On-Screen Verification of Results
continued…

	Step
	Action continued…

	
	5
	Verify auto-classified particles as follows:

· Click on “Edit” 
Note: You will be directed to the first yellow particle category 

	
	
	If
	Then

	
	
	The classification of the particle is acceptable, 
	Continue the verification by clicking on the right arrow to move forward.
Note: The Yellow category will appear.

	
	
	The classification is not acceptable,

	Reclassify the misidentified particle(s) as follows:

· Determine whether or not reclassification will make a clinical difference. 

· Reclassify particles only when it will make a clinical difference.

· Click on the particle type that the image(s) should be classified into (use right-hand button).

· Click on the image(s) to be moved.

· Press the forward arrow to proceed to the next category.
Note: 

· If all images of a category are misclassified, click on the particle type and then click on the right arrow to move to the next category.

	
	7
	Press ACCEPT to release the results when verification is complete.

	
	8
	Return to the microscope 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)


	Assaying Diluted Specimens 

	Follow the activities in the table below to Assay Diluted Specimens on the iQ200 analyzer.


	Before you Begin
	Dilutions must be prepared for the iQ for the following specimens:

· Grossly bloody

· Mucoid

· Dense/Viscous
· Short Samples

	

	
	Step
	Action
	

	
	1
	Select dilution and corresponding dilution code (refer to Dilutions under Formed Particles or Fluid Type under Settings on the Instrument Screen).


	

	
	
	If…
	Then…
	

	
	
	You have barcodes


	· Fix patient barcode onto specimen tube.

· Decide dilution to be made for the specimen.

· Fix corresponding dilution code label below the specimen barcode.
· Prepare dilution in clean empty tube.

· Make sure the total volume will be at least 3ml.

· Pour diluted specimen into tube.

· Place the diluted tube in a patient rack and place on right hand side of the iQ analyzer
· Press START to run the sample.

· If auto-release has been enabled, results will auto-release as the user has defined, unless flagged.

· Proceed to Verify results (refer to previous section of this document) of any specimen that was not auto-released.
	


	Assaying Diluted Specimens continued…

	
	If continued…
	Then continued…
	

	
	
	You do not have barcodes


	· Click on Manual Orders
· Choose the rack number and position in which you will manually place the specimen.

· Identify the specimen ID, select URN, Dilution code and Work order=run.

· Pour diluted specimen (at least 3 ml volume is necessary)

· Place into sample rack and position that was programmed into the system.

· Place rack on the right hand side of the iQ analyzer.

· Press START to run the sample.

· If auto-release has been enabled, results will auto-release, as the user has defined, unless flagged.
· Proceed to Verify results (refer to previous sections of this document) of any specimen that was not auto-released.

	


	Performing a Search

	Follow the activities in the table below to Perform a Search.


	
	Step
	Action
	

	
	1
	· Access the Work List
· Select SEARCH


	

	
	2
	Clear all previous entries by Clicking “Clear”.


	

	
	
	To Search by
	Then
	

	
	
	Specimen ID
	· Enter specimen identifier

· Press OK
	

	
	
	Sequence number
	· Enter desired Sequence number 

· Press OK
	

	
	
	Operator
	· Enter Operator Log-in ID

· Press OK
	

	
	
	Date and Time


	· Enter the specific date and time

· Press OK
	

	
	
	24 hours
	· Select 24 hours

· Press OK
	

	
	
	Today
	· Select Today

· Press OK
	

	
	
	Lot
	· Select Lot number

· Select specific lot from lots displayed

· Select OK

[Note: This function enables the user to search for Results Tied to a Specific Lot number]
	

	
	
	Last Name


	· Enter the Last Name or range of last names.

· Press OK
	

	
	
	First Name
	· Enter First Name or range of first names.

· Press OK
	

	
	
	Age
	· Enter in the specific age expressed in decimals (For example: 10 years and 5 months is entered as 10 and 5/12=10.42)

· Press OK
	

	                                                                                                                                                                                            Continued on next page


	Performing a Search continued…

	Step
	Action continued…


	

	
	
	Location
	· Enter Location

· Press OK

Note: Location must match the LIS entry exactly.
	

	
	
	Urine Additional Criteria


	· Enter Urine Culture Candidates or No Urine Culture Indicators Observed.

· Press OK
	

	
	
	Specimens awaiting transmission
	· Check “Show Specimens Awaiting Transmission Only” and only these specimens will appear

· Press OK.
	

	
	
	Released specimens
	· Check “Show Released Specimens Only” and only released specimens will appear.

· Press OK

Note: Imported images appear as Released specimens.
	

	
	
	Incomplete Specimens
	· Check “Show Incomplete Specimens Only” and only incomplete or specimens in progress will appear.

· Press OK
	

	
	
	
	
	


	Creating a Consolidated Patient Result Report

	Follow the activities in the table below to Create a Consolidated Patient Result Report.


	
	Step
	Action
	

	
	1
	Perform a Search using desired criteria (as directed above)
	

	
	2
	Access the Found List
	

	
	3
	Click on RE-REPORT
	

	
	4
	Go to the Section listed “All Rows”
	

	
	5
	Click on Consolidated Report
	

	
	6
	Go to Destination section and Select Screen and/ or Printer
	

	
	7
	Click OK.

Note: A Consolidated report will appear.  This report is not sent to the LIS.
	


	Creating a Urine Culture Candidates Report

	Follow the activities in the table below to Create a Urine Culture Candidates Report


	
	Step
	Action
	

	
	1
	Make certain that ASP is set properly.

Refer to Setting ASP section below.
	

	
	2
	Perform a Search for Urine Additional criteria as indicated above selecting Urine Culture Candidates.
	

	
	3
	Access the Found List
	

	
	4
	Click on RE-REPORT
	

	
	5
	Go to the Section listed “All Rows”
	

	
	6
	Click on Urine Culture Candidates Report
	

	
	7
	Go to Destination section and Select Screen and/ or Printer
	

	
	8
	Click OK.

Note: A  Urine Culture Candidates report will appear.  This report is not sent to the LIS.
	


	Creating a No Urine Culture Indicators Observed Report

	Follow the activities in the table below to Create a No Urine Culture Indicators Observed Report


	
	Step
	Action
	

	
	1
	Make certain that ASP is set properly.

Refer to Setting ASP section below.
	

	
	2
	Perform a Search for Urine Additional criteria as indicated above selecting No Urine Culture Candidates Observed.
	

	
	3
	Access the Found List
	

	
	4
	Click on RE-REPORT
	

	
	5
	Go to the Section listed “All Rows”
	

	
	6
	Click on No Urine Culture Candidates Observed Report
	

	
	7
	Go to Destination section and Select Screen and/ or Printer
	

	
	8
	Click OK.

Note: A No Urine Culture Indicators Observed report will appear.  This report is not sent to the LIS.
	


	Accessing Consumables Traceability

	Follow the activities in the table below to Access Consumables Traceability



	
	Step
	Action

	
	1
	Log in as Manager

	
	2
	Go OFFLINE

	
	3
	Access Consumables

	
	4
	Select Traceability

	
	5
	View all reagents that have been automatically entered by the reagent’s barcode

	
	6
	Manually enter reagents that do not have barcodes as follows:

· Enter Reagent, expiration date, start date, etc.

· Select ADD

· Select Update

	
	7
	Delete manually entered reagents as follows:

· Enter a Deletion Comment

· Select  Update

Note: The reagent will not disappear completely but will be removed from the queue.


	Handling an Expired Consumables Alarm

	Follow the activities in the table below to Handle an Expired Consumables Alarm


	Before you begin
	If an expired reagent or strip is run on the instrument, a red alarm will appear.

	
	Step
	Action

	
	1
	· Obtain an unexpired consumable

· Re-run


	Utilizing the HELP menu


	Follow the activities in the table below to Utilize the HELP menu



	
	Step
	Action

	
	1
	Access Instrument Screen

	
	2
	Select “?” icon

	
	3
	Operator’s Manual will appear as a PDF

	
	5
	Click on PDF to open the manual

	
	6
	Find topic desired and click on Table of Contents

Note: The operator will be directed to the appropriate section

	


	Enabling  Automatic Bacteria Grading 


	Follow the activities in the table below to Enable Automatic Bacteria Grading 

Note: Automatic bacteria grading is enabled as a default



	
	Step
	Action

	
	1
	Log-in as a Manager

	
	2
	Access SETTINGS

	
	3
	Access Urine Auto Release

	
	4
	Select Enable Auto release

	
	5
	Enable Automatic Bacteria Grading will automatically be enabled

	


	Restoring Settings
	Follow the activities in the table below to Restore Settings



	
	Step
	Action

	
	1
	Log on as a Manager

	
	2
	Select SETTINGS

	
	3
	Select View Log

	
	4
	Select Restore to Restore settings from a user-defined location or device [ex:USB]

	
	5
	Select Restore…to Restore settings to a user-defined location or device [ex:USB]

	


	Saving and Emailing Settings
	Follow the activities in the table below to Save and Email Settings 

	
	Step
	Action

	
	1
	Log on as a Manager

	
	2
	GO OFFLINE

	
	3
	Select SETTINGS

	
	4
	Select View Log

	
	5
	Select SAVE AS…

	
	6
	Name file to desired location [ex: Desktop]

Note: File will be saved as a “.slf” file

	
	7
	Click SAVE

	
	8
	Access the file under which the file was saved

	
	9
	Right click and rename the file with a }.xml” extension

	
	10
	Email the file to Global Service for troubleshooting in this format


	Enabling the Detailed Audit Trail
	Follow the activities in the table below to Enable the Detailed Audit Trail 
Note: The detailed Audit Trail will capture any change made to the system and record the name of the Operator who made the changes

	
	Step
	Action

	
	1
	Log on as a Manager

	
	2
	GO OFFLINE

	
	3
	Select SETTINGS

	
	4
	Select Specimen

	
	5
	Check Enable Detailed Audit Trail

	
	
	


	Manually Adding Chemistry Results
	Follow the activities in the table below to manually add Chemistry Results 

	Before you begin
	To add Chemistry Results from a non-Iris manufactured chemistry analyzer, the Detailed Audit Trail must be enabled [refer to the Enabling the Detailed Audit Trail]

	
	Step
	Action

	
	1
	Access the Specimen Screen

	
	2
	Select Other

	
	3
	Select Edit Chemistry

	
	4
	Select the result(s) to be manually added

	
	5
	Use the drop-down menu when available

	
	6
	Add comment in comment field to explain why the result is being manually added

	
	7
	Click OK

	
	8
	Review the Chemistry result screen to ensure that the manually entered result now appears on the consolidated screen


	Adding Signature line to patient report
	Follow the activities in the table below to Add Signature line to patient report

	
	Step
	Action

	
	1
	Log on as a Manager

	
	2
	GO OFFLINE

	
	3
	Select SETTINGS

	
	4
	Access Laboratory Information

	
	5
	Add text to be displayed on the patient report

[Ex: Signature line or Approved by]

Note: The patient report or any re-reported patient report will include the selected message.


	Calculations


	          None


	Interpretation/

Results/Alert values


	INTERPRETATION OF RESULTS:

· RBCs and WBCs are reported XXX usually reported as cells per HPF.  Indicate user-defined reporting format here.
· WBC clumps are reported XXX usually reported qualitatively.  Indicate user-defined reporting format here.

· Renal, transitional, and cells are XXX usually enumerated per HPF.  Indicate user-defined reporting format here.
· Squamous epithelial cells are reported XXX usually reported per LPF.  Indicate user-defined reporting format here.

· Bacteria are usually reported XXX usually reported qualitatively.  Indicate user-defined reporting format here.
· Crystals are reported XXX usually reported qualitatively or per HPF.  Indicate user-defined reporting format here.
· All casts are reported XXX usually by type and enumerated per LPF.  Indicate user-defined reporting format here.

· Yeast is reported XXX usually reported qualitatively or per HPF.  Indicate user-defined reporting format here.
NOTES: 

1. Iris recommends confirming any suspicious Sperm result that may have medicolegal implications by manual review of the original specimen. 

2. XXX State the conditions under which a microscopy will be performed.

3. XXX State the conditions under which results require confirmatory testing.  

4. XXX Enter any user-defined procedure utilized for confirmatory testing.
5. XXX State any result that would be considered a “Critical result” and policy for notification.
6. XXX Enter Alert Values.


	Reference Intervals

	1. Microscopy Results

WBC





XXX/HPF

RBC





XXX/HPF


Bacteria 




               XXX

Epithelial Cells




XXX/HPF
Squamous Epi’s




XXX/LPF

Transitional Epi’s



               XXX/HPF
Renal Epi




XXX/HPF
             Casts





XXX/LPF


Hyaline Casts




XXX /LPF

Broad Casts




XXX /LPF


Granular Casts




XXX/LPF

Cellular Casts




XXX/LPF

WBC Cast




XXX/LPF

RBC Cast




XXX/LPF

Waxy Cast




XXX/LPF

Fatty Cast




XXX/LPF

Epi Cell Cast




XXX/LPF

             Crystals




              XXX/HPF
Calcium Oxalate Cry.



XXX/HPF


Amorphous Crystals



XXX/HPF

Uric Acid Crystals



XXX/HPF

Triple Phosphate Cry.



XXX/HPF

Calcium Carbonate Cry.



XXX/HPF

Calcium Phosphate Cry.



XXX/HPF
Leucine Crystals



              XXX/HPF

Cystine Crystals



               XXX/HPF
              Tyrosine Crystals



              XXX/HPF 
2. Miscellaneous Particles

Yeast





XXX/HPF

WBC Clumps




XXX/HPF or XXX

Oval Fat Body




XXX/HPF



Trichomonas




XXX/HPF




Sperm





XXX/HPF or Present/Absent

Mucus





XXX



	Method performance specifications


	Instrument linearity for microscopic particles is from 0-1000/uL, 0-182/HPF, or 0–2857/LPF.

 

	
	

	Result reporting
	· Complete auto-release process.

· Perform verification of results as listed above for those not auto-released.

Note: Results are released to the LIS  (or middleware) when the operator clicks on the “Accept” button.
· XXX Describe laboratory-specific process to report results here using criteria from Interpretation/Results/Alert Values section above.
· XXX Enter auto-release criteria if applicable.
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APPENDIX A
PRINCIPLE AND THEORY OF OPERATION:

	INTENDED USE:

	This procedure template references the iQ® 200 analyzer as a stand-alone unit.

The iQ 200 Analyzer can be used as a stand-alone unit to perform a urine microscopic urine sediment analysis, or the results from the iQ 200 analyzer can be combined with other urine chemistry results received from an LIS.  The analyzer produces quantitative or qualitative counts of all formed sediment elements present in urine, including cells, casts, crystals, and organisms.  A competent human operator can set criteria for auto-reporting and flagging specimens for review.  All instrument analyte image decisions may be reviewed and overridden by a trained technologist.

	THEORY OF  OPERATION:

	The iQ Analyzer 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 iQ Analyzer photographs particles as they are passed in front of a digital camera.  The images are classified, counted and stored for verification by the user.

The workcell consists of a computer that is interfaced with an approved chemistry analyzer and the iQ200 Analyzer.  At the workcell, results of the microscopic analysis are compared to user-defined criteria for auto-release, or stored for review.  The majority of specimens can be autoreleased if user-defined criertia are entered.  The user can verify results including the images of the formed elements.  As needed, the user may sub-classify or verify results.  After verification the results may be sent to the host computer or printed.


	PRINCIPLE: iQ200 MICROSCOPY SYSTEM

	The microscopic portion of a routine urinalysis is performed on the iQ200 Analyzer.  The iQ200 Analyzer auto-identifies and processes specimens by mixing, sampling and analyzing the data obtained from the sample. Approximately 1mL 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 the best orientation that presents the particles with their largest profile facing the direction of view.  The camera captures five hundred pictures per sample. The flash of a strobe lamp illuminates each field.  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 RBCs, WBCs, 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. Any images that do not classify into any one of these 12 categories are placed in the UNCL category.  The particle concentration is calculated using the number of images, normalization factor and the volume scanned.  
User-defined criteria for the auto-release of results is checked and if user-criteria is met, results are sent directly to the LIS. 

Only non-autoreleased specimens will appear on the system screen for verification.  The operator may manually reclassify digital images when necessary and in accordance with the laboratory’s policy.   Unclassified crystals (UNCX), unclassified casts (UNCC), and non-squamous epithelial cells (NSE) may be further sub-classified during the verification process. XXX  State here if there are any criteria for your facility that must be met to allow results to be reported.  (Example: If XXX are not sub-classified, the accession will fail and cannot be verified in the LIS.)  
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