WINCHESTER HOSPITAL
LABORATORY / HEMATOLOGY MANUAL

______________________________________________________________________

TITLE:  LIAT FLUENZA A / B

POLICY #:  Micro.06.0012.01 _____________________________________________________________________

I. POLICY STATEMENT:

The cobas® Liat Influenza A/B Assay is a rapid, automated CLIA waived in vitro diagnostic test for qualitative detection and differentiation of Influenza type A and type B viral RNA. The assay is performed on the cobas® Liat. The cobas® Liat automates and integrates sample purification, nucleic acid amplification, and detection of the target sequence in biological samples using real-time RT-PCR assays. The system consists of an instrument and preloaded software for running tests and viewing the results. The system requires the use of a single-use disposable cobas® Liat Influenza A/B Tube that holds the sample purification and RT-PCR reagents and hosts the sample preparation and RT-PCR processes. Other than adding the sample to the cobas® Liat Influenza A/B Tube, no reagent preparation or additional steps are required. Because each cobas® Liat Influenza A/B Tube is self-contained, cross-contamination between samples is minimized. Turnaround time for a test is 20 minutes. The cobas® Liat Influenza A/B Assay includes reagents for the detection and differentiation of Influenza A and B viral RNA. The assay targets a well-conserved region of the matrix gene of Influenza A viral RNA (Inf A target) and non-structural protein (NS) gene of Influenza B (Inf B target). An Internal Process Control (IPC) is also included. The IPC is present to control for adequate processing of the target viruses through all steps of the assay process and to monitor the presence of inhibitors in the RT-PCR reactions.
II. CLINICAL SIGNIFICANCE AND INTENDED USE:
A. Intended Use:
The cobas® Influenza A/B nucleic acid test for use on the cobas® Liat System (cobas® Liat Influenza A/B) is an automated multiplex real-time RT-PCR assay for the rapid in vitro qualitative detection and discrimination of Influenza A virus and Influenza B virus RNA in nasopharyngeal swab specimens from patients with signs and symptoms of respiratory infection in conjunction with clinical and epidemiological risk factors. The test is intended for use as an aid in the differential diagnosis of Influenza A and Influenza B in humans and is not intended to detect Influenza C. Negative results do not preclude Influenza virus infection and should not be used as the sole basis for treatment or other patient management decisions. Conversely, positive results do not rule-out bacterial infection or co-infection with other viruses. The agent detected may not be the definite cause of disease. Performance characteristics for Influenza A were established when Influenza A/H1 and A/H3 were the predominant Influenza A viruses in circulation. When other Influenza A viruses are emerging, performance characteristics may vary. If infection with a novel Influenza A virus is suspected based on current clinical and epidemiological screening criteria recommended by public health authorities, specimens should be collected with appropriate infection control precautions for novel virulent Influenza viruses and sent to state or local health department for testing. Viral culture should not be attempted in these cases unless a BSL3+ facility is available to receive and culture specimens.
B. Summary and Explanation
Influenza is an acute respiratory illness caused by infection with the Influenza virus. Influenza viruses consist of three types: Influenza A, Influenza B and Influenza C. Influenza A viruses are further classified by two membrane proteins, hemagglutinin (H) and neuraminidase (N). In the U.S., Influenza A/H1N1, A/H3N2 and Influenza B are the predominant seasonal viruses. Symptoms of Influenza include fever, chills, headache, malaise, cough, coryza, nausea, vomiting, and diarrhea. Automated and rapid assays that identify patients infected with Influenza can aid in effective control, proper choice of treatment, and prevention of Influenza outbreaks.
III. SPECIMEN:

Nasopharyngeal swab (NPS) specimens in universal transport media (UTM) from patients suspected of having Influenza. 

Acceptable collection kits include Universal Transport Medium (UTM) Swab Collection Kits, each kit containing a Collection Swab (flexible nasopharyngeal flocked swab, nylon tipped, plastic applicator, sterile, and individually wrapped) and a tube containing 3 mL of UTM. 
NOTE: handle all specimens as if they are infectious material, safety shield is required.
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IV. REAGENTS:

1. The cobas® Liat Influenza A/B Pack contains sufficient reagents to process 20 specimens or quality control samples. The pack contains 20 sets of a cobas® Liat Influenza A/B Assay Tube and a transfer pipette. A Package Insert Barcode Card with a lot-specific barcode is also included

2. Store cobas Liat Influenza A/B Assay Tube at 2-8°C

3. Do not open individual tube packaging until you are ready to perform testing.

4. Store the cobas® Influenza A/B Quality Control Kit at 2–8ºC.
V. QUALITY CONTROL:
The cobas® Liat System has a number of built-in quality-control functions, such as:
· Functional checks of electronic and mechanical components each time the cobas® Liat is powered on.

· Validation of each cobas® Liat Assay Tube lot on first use with assay specific appropriate controls.

· Verification that the cobas® Liat Assay Tube being used is not expired and has not been previously used after its barcode is scanned.

· Confirmation of correct sample volume added into the cobas® Liat Assay tube after the tube is inserted into the cobas® Liat for an assay run.

· Monitoring of system operation while an assay is in progress.

· Analysis of assay internal process control.

· Assay result checks for correct or abnormal patterns.

· Automated periodic self-calibration.
A. Internal Process Control (IPC): is an encapsulated RNA that is included in each cobas® Liat Influenza A/B Tube to verify adequate processing of target viruses. The IPC verifies that sample purification of the target viruses has occurred and verifies that the specimen processing is adequate. Additionally, this control detects specimen-associated inhibition of the RT-PCR reactions. The IPC should be positive in a negative sample and can be negative or positive in a positive sample. The IPC is valid if it meets the acceptance criteria.
B. External Controls: (Liat Influenza A/B Quality Control Kit or Previous Residual Patient samples) provide additional quality control materials to demonstrate positive or negative assay results using the cobas® Liat and cobas® Liat Influenza A/B Tube.  External Kit Controls are run during the Add cobas® Liat Influenza A/B Tube Lot procedure.

C. New Shipment Same Lot Checkout (QC Kit or Patient samples)
1. External Kit Controls for checking out a new shipment of Liat Influenza A/B. Tubes using the Liat Influenza A/B Quality Control Kit see next steps:
· The Dilution UTM is used as the sample for the Negative Control run.

· Using the Dilution UTM as sample, run the assay following the “Performing FLU Assay” procedure. Scan the Negative Control Barcode on the Control Kit Barcode Card as the Sample ID.

· View the Results Report by touching or clicking Report after the completion of the assay. The Report Result must be “Influenza A Not Detected” and “Influenza B Not Detected” for the negative control to pass.

· The Positive Kit Control is a unit-dose of dried chemically-inactivated Influenza A and Influenza B and can be used as the Positive Control.

· Follow procedure of the Add cobas® Liat Influenza A/B Tube Lot to prepare the Positive Control sample.

· Using the Positive Control as sample, run the assay following the Running cobas® Liat Influenza A/B Assay procedure. Scan the Positive Control Barcode on the Control Kit Barcode Card as the Sample ID.

· View the Results Report by touching or clicking Report after the completion of the assay. The Report Result must be “Influenza A Detected” and “Influenza B Detected” for the positive control to pass.
2. Previous Residual Patient Samples for checking out a new shipment same lot of Liat Influenza A/B Tubes using Patient samples see next steps.
· Use a previously characterized Positive A / Negative B sample and Negative A / Positive B sample as Controls and run as unknown samples.
D. Monthly QC Check.  Follow the procedure above to run External Controls either Kit QC Controls or Previously characterized patient residual specimens at least every month if a new lot or shipment QC was not performed within 30 days.
E. Record QC results in the “Monthly QC or New Lot/Batch Reagent Checkout Log”
F. If the controls do not perform as expected, do not test patient specimens, seek supervisory personnel or contact Roche Service Representative

VI. PROCESS:
Basic LIAT Operation:
A. The control panel consists of a touch screen presenting a Graphic User Interface (GUI), the function buttons, the navigation buttons, and barcode scanner.

B. Always:

1. Use only cobas® Liat Assay Tubes – other disposables can damage the cobas® Liat and/or provide inaccurate results.

2. Check the tube to ensure it is not punctured or damaged before using.

3. Load the sample to the bottom of the sample segment of the cobas® Liat Assay Tube without an air gap or any large bubbles. Take care not to break the seal at the bottom of the sample segment. 

4. Keep the protective sleeve on the cobas® Liat Assay Tube until the tube is inserted into the cobas® Liat. If the tube sleeve is prematurely removed, match the serial number on the tube “shoulder” near the opening to that on the sleeve to obtain the correct tube barcode.
C. Never: · 

1. Manually move the tube entry door. 

2. Remove or insert a cobas® Liat Assay Tube while the cobas® Liat is performing an assay. 

3. Use the cobas® Liat Assay Tube barcode from another cobas® Liat Assay Tube sleeve.

4. Break any seals in the cobas® Liat Assay Tube, especially the top one when adding a sample. 

5. Force or rotate a cobas® Liat Assay Tube when inserting or removing it from the cobas® Liat.

6. Reuse a spent cobas® Liat Assay Tube.

7. Open the cap of the cobas® Liat Assay Tube during or after the run on the cobas® Liat.
D. Power On by pressing the Power on/off button on the front right side of instrument. The LED will turn green, touch screen will light, and the sample entry door will open and close. The Instrument will perform a series of self-tests. When ready the Login screen will appear.
E. To Login: Touch Login on the screen or the white button under “Login”.
1. Obtain the Supervisor Bar Code Card and place under the laser scan beam to scan bar code. (you can also type in the word “supervisor”)
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2. Enter the Supervisor PIN “78737” (changed from manufacturer default startup)

3. From the Main Menu, touch Run Assay on the touch screen.
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F. To Power Off:  Press and hold the power button for at least 3-10 seconds until the cobas® Liat powers off. Both the power indicator and the touch screen turn dark

VII. ADD NEW TUBE LOT:
Before using a new lot of cobas® Liat Influenza A/B Tubes, the Add Lot procedure must be performed on the cobas® Liat to validate the cobas® Liat Influenza A/B Tube lot at your site. The procedure comprises running a negative and a positive control sample. 

The cobas® Liat will prompt you to add the lot if you try to run an assay from a new un-validated lot. You can also compare the lot number on the cobas® Liat Influenza A/B Tube against the list of validated tube lots in step 1 below to check if the lot was previously added.
4 barcodes are needed for this procedure. Make sure to scan the right barcode when prompted by the cobas® Liat. 

1. Package Insert Barcode: On the Package Insert Barcode Card contained in the cobas® Liat Influenza A/B Assay Tube Pack. This barcode is lot-specific; match the lot number next to the barcode with the lot number on the cobas® Liat Influenza A/B Tubes. 

2. cobas® Liat Influenza A/B Tube Barcode: on the cobas® Liat Influenza A/B Tube sleeve.

3. Negative Control Barcode: on the Control Kit Barcode Card contained in the QC Kit. Match the lot number next to the barcode with the lot number on the Dilution UTM tube. 

4. Positive Control Barcode: on the Control Kit Barcode Card contained in the QC Kit. Match the lot number next to the barcode with the lot number on the Positive Control tube.
Procedure to Add New Tube Lot
1. Prepare and test Negative Control sample
a. Obtain:
i. Package Insert Barcode on the Package Insert Barcode Card contained in the cobas® Liat Influenza A/B Assay Tube Pack

ii. Negative Control Barcode on the Control Kit Barcode Card

iii. 1 Dilution UTM tube (used as the negative control sample) 

iv. 1 cobas® Liat Influenza A/B Tube from this lot
b. Select Assay Menu on the main menu of a cobas® Liat. 

c. Select New Lot at the bottom of the list. 

d. Select Scan and scan the Package Insert Barcode on the Package Insert Barcode Card from the cobas® Liat Influenza A/B Assay Tube Pack. 

e. Select Scan and scan the Negative Control Barcode on the Control Kit Barcode Card. The cobas® Liat will prompt “Add Negative Control & scan Liat Tube ID.”

f. Take a Dilution UTM tube from the QC Kit; this is used as the negative control sample. Hold the Dilution UTM tube by the tube cap and shake down the liquid in the tube using a quick, sharp, downward wrist motion. Visually check that the Dilution UTM has pooled at the bottom of the tube. If not, repeat the shake down procedure.
g. Using the Dilution UTM as sample, run the assay following the Running cobas® Liat Influenza A/B Assay procedure. Insert cobas® Liat Influenza A/B Tube.

h. If “Negative Control Result Accepted” is displayed at the end of the run, select OK. If the result is rejected, repeat the negative control run.

i. Select Back.
2. Prepare Positive Control sample

a. Take the following from the QC kit:
i. 1 transfer pipette 

ii. 1 Positive Control tube, containing a pellet of dried chemically-inactivated Influenza A and Influenza B at the bottom of the tube 

iii. 1 Dilution UTM tube, containing a unit dose of UTM to be mixed with the positive control
b. Hold the Dilution UTM tube by the tube cap and shake down the liquid in the tube using a quick, sharp, downward wrist motion. Visually check that the liquid has pooled at the bottom of the tube. If not, repeat the shake down procedure. 

c. Using a transfer pipette, transfer all the liquid from the Dilution UTM tube into the Positive Control tube:
i. Squeeze the bulb of pipette until the bulb is fully flat. While holding the bulb fully flat, insert the pipette tip into the liquid just below the liquid surface in the Dilution UTM tube II.. 

ii. Slowly release the bulb completely while keeping the pipette tip below the liquid surface. You will see the liquid UTM rising into the pipette. After releasing the bulb completely, withdraw the pipette from the Dilution UTM tube.  

iii. Insert pipette into the Positive Control tube until the pipette tip is at the bottom of the tube. 

iv. Slowly squeeze the bulb to empty the contents of pipette. Avoid creating bubbles in the sample. Do not release the pipette bulb. 

v. While still squeezing the pipette bulb, withdraw the pipette from the tube. 

vi. Cap the Positive Control tube. Hold the Positive Control tube by the cap and shake down the liquid in the tube using a quick, sharp, downward wrist motion.
d. Let the Positive Control tube sit for 5 minutes. During this time, the dried positive control material within the tube will begin to dissolve.
3. Test Positive Control sample
a. Obtain: 

i. Positive Control Barcode on the Control Kit Barcode Card 

ii. 1 cobas® Liat Influenza A/B Tube from this lot 

b. On the cobas® Liat used for the Negative Control test, select Scan and scan the Positive Control Barcode on the Control Kit Barcode Card. The cobas® Liat will prompt “Add Positive Control & scan Liat Tube ID”.

c. After the Positive Control tube from Step A.2 has set for 5 minutes, use the transfer pipette from the cobas® Liat Influenza A/B Tube pouch to slowly pipette the sample up and down 10 times to dissolve and mix the positive control sample.

d. Using the Positive Control as a sample, run the assay following the Running cobas® Liat Influenza A/B Assay procedure, step B.2.b-h (Add Sample) and B.3 (Insert cobas® Liat Influenza A/B Tube). 

e. If “Positive Control Result Accepted. Lot … added” is displayed at the end of the run, select OK to return to the assay menu. If the result is rejected, repeat the positive control run (steps 2 and 3).
VIII. RUNNING PATIENT SAMPLE for FLU A/B

A. Sample Preparation: NOTE: Store all specimens at 2 to 8º C or on ice prior to testing. To avoid error and sample cross contamination, change gloves between samples and work on one sample at a time. DO NOT add multiple samples into multiple cobas® Liat Influenza A/B tubes at the same time.
a. Performing FLU A/B Assay 
b. Tear open the foil packaging of the cobas® Liat Influenza A/B Tube and remove the tube and the transfer pipette.

c. Select Run Assay on the main menu using the touch screen or function button. 
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d. Select Scan and scan the cobas® Liat Influenza A/B Tube barcode on the tube sleeve by placing the tube on the table and sliding the tube towards the Analyzer until the red scan light is over the entire barcode.
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e. Select Scan again and scan the Patient or Sample barcode, or select Enter and type in a Sample or Patient ID. The Analyzer will prompt “Add UTM sample & re-scan tube ID.”
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f. Add Sample: Unscrew the cap from the cobas® Liat Influenza A/B Tube. Do not throw away the cap. Use the transfer pipette to load ~200 μL of the sample into the cobas® Liat Influenza A/B Tube. You do not need to measure the sample volume; the cobas® Liat will adjust the sample volume if more sample was loaded, or output an error if not enough sample was loaded.
i. Hold the sample tube between the thumb and ring finger, and hold the cap between the index finger and middle finger. Lift the cap and any attached swab to allow a pipette to be inserted into the tube. Avoid lifting the swab completely out of the tube.

ii. Firmly squeeze the bulb of the pipette until the bulb is fully flat.

iii. While holding the pipette bulb fully flat, insert the pipette tip into the sample just below the liquid surface.

iv. Slowly release the bulb while keeping the pipette tip below the liquid surface. You will see the liquid sample rising into the pipette. After releasing the bulb completely, withdraw the pipette from the sample.

v. Insert the pipette into the cobas® Liat Influenza A/B Tube.

vi. Place the pipette tip near the bottom of the sample compartment. Do not puncture the tube or the seal at the bottom.

vii. Slowly squeeze the bulb to empty the contents of the pipette into the cobas® Liat Influenza A/B Tube. Avoid creating bubbles in the sample. Do not release the pipette bulb.

viii. While still squeezing the pipette bulb, withdraw the pipette from the tube. Screw the cap back on the cobas® Liat Influenza A/B Tube.
g. Select Scan and re-scan the cobas® Liat Influenza A/B Tube barcode. The tube entry door on top of the Analyzer will open automatically.
h. Remove the cobas® Liat Influenza A/B Tube sleeve. 

i. Immediately insert the cobas® Liat Influenza A/B Tube into the cobas® Liat until the tube clicks into place. The cobas® Liat Influenza A/B Tube only fits in one way. If the tube is not inserted by the time the door closes, re-scan the cobas® Liat Influenza A/B Tube barcode and insert the cobas® Liat Influenza A/B Tube again. Once the cobas® Liat Influenza A/B Tube is properly inserted, the cobas® Liat will close the door automatically and begin the test.
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j. During the test, the system displays the running status and estimated time remaining. Once the test is complete, the cobas® Liat displays the message, “Please remove the tube slowly…” and opens the tube entry door automatically.
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k. Now, gently lift the cobas® Liat Influenza A/B Tube out of the Analyzer.

l. Select Report to see the Result Report.

m. Select Back, and then Main to return to the main menu for the next test.
B. Viewing and Interpreting Results
1. The cobas® Liat reports results as “Detected”, “Not Detected”, or “Indeterminate” for each of Influenza A and Influenza B, or “Assay Invalid”.
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2. The manual data interpretation and reviewing PCR curves that you may be familiar with from other systems is no longer required. The cobas® Liat automatically interprets the results from measured fluorescent signals. Embedded calculation algorithms determine the PCR cycle threshold (Ct) and evaluate the Ct and fluorescence endpoint against the valid range to generate a positive or negative PCR result.

3. Additionally, pattern recognition algorithms inspect the PCR curves to determine if the curve pattern is within specifications or abnormal. For example, if Influenza A is detected but its PCR curve is determined to be abnormal, the result is called “Influenza A Indeterminate. Repeat Assay.” 

4. View real-time data: For real-time data information, such as real-time Polymerase Chain Reaction (PCR) curves can be viewed. From the Assay Status screen, select ViewData. Select Real-time PCR to view the real-time PCR curve.
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5. Like the viral targets, the IPC target is also evaluated in every assay run. In the case that Influenza A and Influenza B targets are not detected, the IPC target must be detected for the result to be called “Not Detected”; if the IPC is also not detected or if the IPC PCR curve is abnormal, the result is called “Assay Invalid. Repeat Assay.” In some cases, high concentration of target virus may inhibit the amplification of IPC; as such, IPC is not taken into consideration when a target virus is detected.
The table below shows the “Report Results” and the corresponding interpretation.
	Result Report
	Interpretation

	FLU

A
	Influenza A Not Detected
	Negative test for Influenza A

(no Influenza A RNA detected)

	
	Influenza A Detected
	Positive test for Influenza A

(Influenza A RNA present)

	
	Influenza A Indeterminate.

Repeat Assay.
	Presence or absence of Influenza A cannot be determined. Repeat assay with same sample or, if possible, new sample.

	FLU

B
	Influenza B Not Detected
	Negative test for Influenza B (no Influenza B RNA detected)

	
	Influenza B Detected
	Positive test for Influenza B (Influenza B RNA present)

	
	Influenza B Indeterminate. Repeat Assay.
	Presence or absence of Influenza B cannot be determined. Repeat assay with same sample or, if possible, new sample.

	Assay Invalid. Repeat Assay
	Presence or absence of Influenza A, and Influenza B cannot be determined. Repeat assay with same sample or, if possible, new sample. 

	[Error]. Assay Aborted
	Presence or absence of target viruses cannot be determined. Repeat assay.


C. Reasons to Repeat the Assay:  If the test result is “Indeterminate” for a target virus or “Invalid”, repeat the assay with the same patient specimen. Specimens that have repeat “Indeterminate” or “Invalid” results should be resulted as Indeterminate. If an “Error” is reported by the cobas® Liat and/or the assay is aborted, repeat the test. Contact Supervisory Personnel or Roche Service Representative if obtaining multiple “Errors”.
D. To Retrieve Previous Results:  From main menu select Results.

a. You see a search screen. 

b. In the top bar it says “All File”. 

c. Use the Up and Down buttons to scroll through sets of search criteria.

i. All File

ii. Patient/Sample ID (Requires the user to enter a sample ID)

iii. Assay (Requires user to enter an assay name)

iv. User (Requires user to enter a user name)

v. Calib (Calibration. Requires user to enter a calib assay name)

vi. Unreleased

vii. Needs Approval

viii. Delete Results
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d. Select Next. It will state “All date”.
e. Use the Up and Down buttons to scroll through sets of search criteria.

i. All date

ii. Today

iii. Last 2 days

iv. This week

v. Last month

vi. MMDDYY-MMDDYY (Requires user to enter date range)
f. Select OK once you select the desired search criteria

g. Select an assay result line, and then select View to display the report.
E. Save all Positive Influenza specimens in the -70º Freezer. Save all negative Influenza specimens in the -70º Freezer.

F. Leave Instrument ON and Logged In for normal use. Power OFF to transport Instrument.
Computer Result Reporting
A. On the Meditech Microbiology Module create a “STAT” worksheet. 
B. Document LIAT’s results on the worksheet.

C. For invalid results or if either the Influenza A or B is indeterminate, the specimen should be retested.

D. If upon retest both A and B results remain invalid, then the Technologist will report the both Flu A and Flu B result components as “Indeterminate”. A comment mnemonic will be included to say: “Unable to perform testing for Influenza due to the presence of a PCR inhibitor.

E. If one of the Influenza targets is confirmed while the detection of the other remains “Indeterminate” or Invalid, result the valid Influenza  as Detected/Not Detected” in their respective result component, result the other as Indeterminate.

F. A “Detected” Flu result is a critical value to be called immediately to the provider.

G. A” Not Detected” result will add a result comment stating “A negative test does not rule out infection with an influenza virus”

H. An “Indeterminate” result will prompt a mnemonic to the result stating: Unable to perform testing for Influenza due to the presence of a PCR inhibitor.

LIMITATIONS:

A. Limit of Detection:

The Limit of Detection (LOD) of the cobas® Liat Influenza A/B Assay was tested using 3 strains of Influenza A and 2 strains of Influenza B. The LOD was determined by limiting dilution studies using these titered viruses. The viruses were spiked into nasopharyngeal swab (NPS) sample matrix, and then tested using the cobas® Liat Influenza A/B Assay. The LOD was determined as the lowest log virus concentration that was detected ≥95% of the time (i.e. log concentration at which at least 19 out of 20 replicates tested positive). The LOD for 3 strains of Influenza A were 10-2-10-1 TCID50/mL, while those for the 2 strains of Influenza B were 10-3-10-1 TCID50/mL.
B. The performance of the cobas® Liat Influenza A/B Assay was evaluated using the procedures provided in the package insert only. Modifications to these procedures may alter the performance of the test. 

C. As with other tests, negative results do not preclude Influenza virus infection and should not be used as the sole basis for treatment or other patient management decisions. Results from the cobas® Liat Influenza A/B Assay should be interpreted in conjunction with other laboratory and clinical data available to the clinician. 

D. Analyte targets (viral nucleic acid) may persist in vivo, independent of virus viability. Detection of analyte target(s) does not imply that the corresponding virus(es) are infectious, or are the causative agents for clinical symptoms. 

E. This test has been evaluated for use with human specimen material only.

F. False negative results may occur if a specimen is improperly collected, transported or handled. False negative results may occur if inadequate numbers of organisms are present in the specimen. 

G. If the virus mutates in the target regions, Influenza viruses A or B may not be detected or may be detected less predictably.

H. This test has not been evaluated for patients without signs and symptoms of Influenza infection. 

I. This test is a qualitative test and does not provide the quantitative value of detected organism present.

J. Cross-reactivity with respiratory tract organisms other than those tested can lead to erroneous results. 

K. This assay has not been evaluated for patients receiving intranasal administered Influenza vaccine.

L. This assay has not been evaluated for immunocompromised individuals.

M. This test cannot rule out diseases caused by other bacterial or viral pathogens
Maintenance and Calibration

1. Self-check: The cobas® Liat performs self-diagnostics during power-on startup (initialization) and utilizes an advanced error diagnostics system to monitor the cobas® Liat’s performance during an assay. An operator is not required to perform any maintenance, other than touch screen calibration. Under normal operation, the cobas® Liat alerts the operator in the event that a malfunction or error is detected. Each cobas® Liat is calibrated to factory standards prior to shipping. The cobas® Liat requires no adjustment or calibration from the operator.

2. Auto calibration: The cobas® Liat periodically performs automatic recalibration. During auto calibration, “(AutoCal)” is displayed on the title bar. If the user selects Run Assay at this time, a message “AutoCal started. This could take up to a minute.” is displayed. Select OK to close this message window. Wait until (AutoCal) is no longer in Title Bar.

3. Cleaning:  Keep the touch screen clean from excessive fingerprints and moisture by gently wiping it with a soft, lint free cloth. The exterior of the cobas® Liat and front buttons can also be cleaned using a soft lint free cloth moistened with either 70% isopropanol or 5-10% bleach solution. If bleach is used, it must be wiped twice using 70% isopropanol to remove all bleach residues.  Periodically check the rear vent and bottom of the cobas® Liat for excessive dust or debris.  When prompted by the message “Use cleaning tool” on the cobas® Liat screen, use the provided cleaning tool following the instructions included with the Cleaning tool kit.

Only use the supplied cleaning tool when prompted by the cobas® Liat message. Do not attempt to clean the tube slot of the cobas® Liat with anything other than the cleaning tool kit.  Do not attempt to clean the interior of the cobas® Liat through the vents.  Do not spray or apply liquid directly on cobas® Liat or power supply. Excess liquid can damage the cobas® Liat and power supply, or pose an electrical hazard.  Never use harsh, abrasive cleansers or wipes.
Troubleshooting


Technical Support fro Roche LIAT: 1-800-800-5973

1. Service: Only a Roche-qualified service representative can service the system. Never attempt to repair or adjust the system yourself. Disassembly could result in electrical hazards. Contact your local Roche representative if the cobas® Liat fails to operate properly.

2. Tube leak:  Contact Roche representative for further instructions if it occurred inside the cobas® Liat.

3. Error Messages: Certain error messages are recorded in the Event Log file. To view the log, select Tools, and then Event Logs. Large Event Logs might take some time to load. In the User’s Manual is a table that lists the real-time messages and suggested troubleshooting actions for them. Certain error messages are accompanied by a unique alphanumeric error code displayed after the error messages. Please provide this code when contacting Roche support.

Warnings and Precautions

1. For in vitro diagnostic use only. · 

2. Treat all biological specimens, including used cobas® Liat Influenza A/B Tubes and pipettes, as if capable of transmitting infectious agents. Because it is often impossible to know which specimens might be infectious, all biological specimens should be treated with universal precautions. Guidelines for specimen handling are available from the U.S. Centers for Disease Control and Prevention and the Clinical and Laboratory Standards Institute. · 

3. Follow your institution’s safety procedures for working with chemicals and handling biological samples. · 

4. Do not substitute UTM with other reagents. 

5. Do not use a damaged cobas® Liat Influenza A/B Tube. ·

6. Do not open individual tube packaging until you are ready to perform testing. 

7. Each single-use cobas® Liat Influenza A/B Tube is used to process one test. Do not reuse a spent cobas® Liat Influenza A/B Tube. · 

8. Do not open the cap of the cobas® Liat Influenza A/B Tube during or after the run on the cobas® Liat. · 

9. Dispose used cobas® Liat Influenza A/B Tube and pipette in Biohazardous waste.
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