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for cobas® SARS-CoV-2, Influenza A/B & RSV
Policies and Procedures Manual
For use with the cobas® liat System under Emergency Use Authorization (EUA) only
 
Disclaimer 
The content of this document is intended only as a guide to assist you in developing a comprehensive policies and procedures manual. This is an optional auxiliary tool. It reflects the current reagent package inserts and instrument operator’s manual for the product at the time of publication. Additional cobas® liat System usage information, which resides in bulletins, updated manuals/package inserts or any other valid labeling source, may not be present. 
Roche Diagnostics makes no representation or warranty that by utilizing the information contained in these procedures, a facility will be in compliance with all applicable laws or regulations. Compliance with applicable laws or regulations remains solely the responsibility of the individual facility. 
Updates, review, and approval of procedures for all laboratory tests, as well as supplementing them with any other information necessary to perform a valid test, is the responsibility of the facility’s program director or his/her designee. It is his/her responsibility to revise the procedure used in the facility when procedure changes are announced by Roche Diagnostics, or when there is a change in laws, regulations or their interpretations. Roche Diagnostics hereby disclaims all liability for any facility's compliance with any laws or regulations. 
If you have any questions regarding the content of this document, please contact your local representative or call the Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973. 
Introduction 
Roche Diagnostics is pleased to offer this tool to assist you in developing your policies and procedures manual for the use of the cobas® liat System in your facility. This guide contains sample policies and procedures for use with the cobas® liat System and is intended only as a guide. It is important that you edit and make updates as may be required by your internal policies and changes in policies or related laws or regulations or their interpretation. This is a working document that is in general compliance with CLIA Title 42; Chapter IV, Subchapter K, Part 493; cfr.493-1251 requirements for policies and procedures manuals.
All text in this template is editable to reflect information specific to your facility and preferences. You will find blank spaces___ and <gray italicized text> throughout this document. These are provided to alert you to areas that you will commonly want to customize and to provide examples of text for you to consider. You will need to delete or adjust the font of the <gray italicized text> after you have customized your entries. 


cobas® SARS-CoV-2, Influenza A/B & RSV (EUA)
Policies and Procedures Manual
Policy: It is the responsibility of the <enter the department and title of the staff position(s)> to compose and maintain the cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) 
cobas® liat System Policies and Procedures Manual. It must be approved, signed and dated by <Enter the title of the Director the program in your facility> when it is placed in use and then reviewed and approved annually throughout the use of the test system. If a new Director assumes this responsibility, the procedures must be re-approved, signed and dated by the new Director. Changes to this manual, or discontinuation of the test system must be approved, signed and dated by the Director including the date of change or discontinuation. A copy of the manual with change history is maintained throughout the use of the test system and for at least <enter the number of years you wish to retain this manual> years after it has been discontinued.   
 
Initial approval date: _____________ Date test discontinued: ______________ 
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[bookmark: _Toc175834776]Principle of the Method
The cobas® liat System (the cobas® liat Analyzer and disposable cobas® liat Assay Tubes) is for in vitro diagnostic use. The system is designed to identify and/or measure the presence of genetic material in a biological sample. The system automates all nucleic acid amplification test (NAAT) processes, including reagent preparation, target enrichment, inhibitor removal, nucleic acid extraction, amplification, real-time detection, and result interpretation in a rapid manner.  
cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) Assay 
The cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) assay uses real-time reverse transcriptase polymerase chain reaction (RT-PCR) technology to rapidly (approximately 20 minutes) detect and differentiate between SARS-CoV-2, influenza A, and influenza B viruses from nasopharyngeal and nasal swabs. The automation, small footprint, and easy-to-use interface of the cobas® liat System enable performance of this test to occur at the POC or in a clinical laboratory setting.
The cobas® SARS-CoV-2 & Influenza A/B assay is performed on the cobas® liat Analyzer which automates and integrates sample purification, nucleic acid amplification, and detection of the target sequence in biological samples using real-time RT-PCR assays. The assay targets both the ORF1 a/b non-structural region and nucleocapsid protein gene that are unique to SARS-CoV-2, a well-conserved region of the matrix gene of Influenza A, and the non-structural protein gene of Influenza B. An Internal Process Control (IPC) is also included. The IPC is present to control for adequate processing of the target virus through steps of sample purification, nucleic acid amplification, and to monitor the presence of inhibitors in the RT-PCR processes. 

[bookmark: _Toc175834777]Intended Use
cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) Assay: 
The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test is an automated rapid multiplex real-time reverse transcription polymerase chain reaction (RT-PCR) test intended for the simultaneous qualitative detection and differentiation of severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), influenza A virus, influenza B virus and respiratory syncytial virus (RSV) RNA in anterior nasal (nasal) swab and nasopharyngeal swab Specimens collected from individuals with signs and symptoms of respiratory tract infection consistent with COVID-19 by their healthcare provider. Clinical signs and symptoms of respiratory viral infection due to SARS-CoV-2, influenza and RSV can be similar.
Testing is limited to laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet requirements to perform high, moderate or waived complexity tests. The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test is authorized for use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.
Results are for the simultaneous detection and differentiation of SARS-CoV-2, influenza A, influenza B and RSV viral RNA in clinical specimens and are not intended to detect influenza C virus. SARS-CoV-2, influenza A, influenza B and RSV RNA are generally detectable in nasal swab and nasopharyngeal swab specimens during the acute phase of infection. Positive results are indicative of the presence of SARS-CoV-2, influenza A, influenza B and/or RSV RNA; clinical correlation with patient history and other diagnostic information is necessary to determine patient infection status. Positive results do not rule out bacterial infection or co-infection with other pathogens not detected by the test. The agent detected may not be the definitive cause of disease.
Negative results do not preclude SARS-CoV-2, influenza A, influenza B and/or RSV infection and should not be used as the sole basis for patient management decisions. Negative results must be combined with clinical observations, patient history, and/or epidemiological information.
The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test is intended for use by trained operators specifically instructed in the use of the cobas® liat system and the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test. The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test is only for use under the Food and Drug Administration’s Emergency Use Authorization.
<Add any other extent of use statements specific to your facility>. 

[bookmark: _Toc175834778]Procedural Limitations 
The following are limitations of the cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) assay method:
· The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test has been evaluated only for use in combination with the cobas® SARS-CoV-2, Influenza A/B & RSV Quality Control Kit, the Instructions for Use document, and this Policies and Procedures Manual. Modifications to these procedures may alter the performance of the test.
· This test can be used for the detection of SARS-CoV-2, influenza A, influenza B, and/or RSV RNA in nasopharyngeal and nasal swab samples. Testing of other sample or media types may lead to inaccurate results. Performance of the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test with specimens collected in 0.9% physiological saline, Remel M4RT, M4, M5 and M6 has been established in analytical studies. The clinical performance of the assay in these media types is unknown.
· Users in a point of care environment should not prepare (formulate, measure, aliquot) 0.9% physiological saline. CLIA certified moderate and high complexity laboratories may prepare and package equivalent 3 mL of physiological saline for use with 
cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test, but performance with these alternative solutions has not been established. When using physiological saline solution, ensure that the collection tube is an appropriate height for the swab such that the score mark on the swab is not higher than the height of the tube.
· As with other tests, negative results do not preclude SARS-CoV-2, influenza A, influenza B, or RSV infection and should not be used as the sole basis for treatment or other patient management decisions.
· False negative results may occur if a specimen is improperly collected, transported, or handled, if there is insufficient RNA to be detected, or if one or more target viruses inhibits amplification of other targets.
· Invalid results may be obtained if there is insufficient sample volume or if the specimen contains inhibitory substances that prevent nucleic acid target extraction and/or amplification and detection.
· Mutations within the target regions of cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test could affect primer and/or probe binding that results in failure to detect the presence of virus.
· False negative or invalid results may occur due to interference. The Internal Control is included in the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test to help identify the specimens containing substances that may interfere with nucleic acid isolation and PCR amplification.
· Recent administration of nasal vaccines (e.g., FluMist®) within 6 weeks prior to collection were not evaluated; cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test may detect the agents in those vaccines which may not represent infection by those viruses.
· The performance of this test was established based on the evaluation of a limited number of clinical specimens. Clinical performance has not been established with all circulating variants but is anticipated to be reflective of the prevalent variants in circulation at the time and location of the clinical evaluation. Performance at the time of testing may vary depending on the variants circulating, including newly emerging strains of SARS-CoV-2, influenza A, influenza B, or RSV and their prevalence, which change over time.
[bookmark: _Toc175834779]Conditions of Authorization for the Laboratory
The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test Letter of Authorization, along with the authorized Fact Sheet for Healthcare Providers, the authorized Fact Sheet for Patients, and authorized labeling are available on the FDA website:
https://www.fda.gov/medical-devices/covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas-molecular-diagnostic-tests-sars-cov-2
However, to assist clinical laboratories using the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test, the relevant Conditions of Authorization are listed below:
· Authorized laboratories* using cobas® SARS-CoV-2, Influenza A/B & RSV must include with test result reports, all authorized Fact Sheets. Under exigent circumstances, other appropriate methods for disseminating these Fact Sheets may be used, which may include mass media.
· Authorized laboratories using cobas® SARS-CoV-2, Influenza A/B & RSV must use the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test as outlined in the authorized labeling. Deviations from the authorized procedures, including the authorized instruments, authorized extraction methods, authorized clinical specimen types, authorized control materials, authorized other ancillary reagents and authorized materials required to use the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test are not permitted.
· Authorized laboratories that receive the cobas® SARS-CoV-2, Influenza A/B & RSV nuclic acid test must notify the relevant public health authorities of their intent to run the cobas® SARS-CoV-2, Influenza A/B & RSV nuclic acid test prior to initiating testing.
· Authorized laboratories using the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test must have a process in place for reporting test results to healthcare providers and relevant public health authorities, as appropriate.
· Authorized laboratories must collect information on the performance of the 
cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test and must report any significant deviations from the established performance characteristics of the 
cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test of which they become aware to DMD/OHT7/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) and Roche (https://www.roche.com/about/business/roche_worldwide.htm; US customers can also report by phone at 1-800-800-5973).
· All laboratory personnel using the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test must be appropriately trained in performing and interpreting the results of the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test, use appropriate personal protective equipment when handling this kit, and must use the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test in accordance with the authorized labeling.
· Roche, authorized distributors, and authorized laboratories using the cobas® SARS-CoV-2 & Influenza A/B nucleic acid test must ensure that any records associated with this EUA are maintained until otherwise notified by FDA. Such records will be made available to FDA for inspection upon request.
* The letter of authorization refers to “authorized laboratories” as “laboratories certified under the Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet requirements to perform high, moderate or waived complexity tests. The cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test is authorized for use at the Point of Care (POC), i.e., in patient care settings operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.” 

[bookmark: _Toc175834780]General Policies 
<Consider the list below and insert/delete/edit/add general policies according to your practices> 
[bookmark: _Toc175834781]Policies 
The following is a list of general policies to consider when using the cobas® liat System: 
· cobas® liat System testing is conducted according to manufacturer recommended procedures. Deviation from manufacturer recommended procedures is not permitted. Each box of reagents is checked for package insert revisions and changes to this manual are made accordingly. Outdated versions of package inserts are kept for reference. 
· cobas® liat System reagents are not used past their expiration date.  
· Only a currently certified operator may perform testing on the cobas® liat System. Operators must successfully complete the in-servicing program described in the “Operator Competency Program” section of this manual.  
· Infection control and operator and patient safety: The related policies and procedures below are followed for purposes of infection control and patient and operator safety when conducting tests with the cobas® liat System: 
<List your facility’s policies and procedures related to safety and infection control (e.g., Hand washing; handling infectious pathogens, disposal of sharps and biohazardous materials, use of personal protective equipment, etc.)> 

· Patient identification policy: The following policy and procedure is followed for purposes of patient identification for cobas® liat System testing: 
· <Enter your facility’s policy and procedure for patient identification.> 
 
· Sample labeling policy: The following policy and procedure is followed for purposes of labeling samples for cobas® liat System testing:
<Enter your facility’s policy and procedure related to sample labeling.> 
 
· Administrator user role access (ADMIN) is granted to limited staff. Staff with Administrator access can archive results, change system settings, export and import data between analyzers, change network configuration settings, export and import assay lots among multiple cobas® liat analyzers and manage all users. See the cobas® liat System User Guide, the cobas® liat Analyzer Advanced Tools Guide and the cobas® liat System Host Interface Manuals for detailed information and instructions. 
· Results archive is performed <enter your facility’s policy and frequency for backing up results> using the cobas® liat Advanced Tools. Archived results are stored for a period of <enter your facility’s policy for duration of retention of results.> 
· If the cobas® liat System becomes inoperable, the alternate system of testing is: 
· SARS-CoV-2 <insert your alternate testing method for cobas SARS-CoV-2>
· Influenza A and Influenza B <insert your alternate testing method for cobas Influenza A/B>
· RSV <insert your alternate testing method for cobas RSV>

[bookmark: _Toc175834782]Quality Assurance 
Policy: The following practices are undertaken in order to ensure and monitor ongoing proper performance of the cobas® liat System and reduce errors throughout its usage for patient testing: 
<List below all Quality Assurance initiatives you would like to include. Consider the following examples and insert/delete/edit/add items according to your practices or preferences.> 
 
1. Preliminary new method validation studies. <Enter your policies and procedures for validating new qualitative systems.> (Method validation may be optional depending upon your interpretation of regulatory guidelines and sense of good laboratory practice. Delete this item if you are not required to conduct method validation studies.) 
2. Internal Process Control (IPC) is included in every cobas® SARS-CoV-2, Influenza A/B & RSV assay tube. It verifies that sample purification of SARS-CoV-2, Influenza A/B & RSV has occurred and verifies that the specimen processing is adequate. The IPC passes if sample purification and target amplification meet validated acceptance criteria.  
3. External positive and negative control testing is conducted each time a new assay tube lot is added to the system. The cobas® liat system requires the validation of new assay tube lots as part of its “New Lot” procedure and will not allow testing with a new assay tube lot without successful completion of positive and negative external control testing. 
4. Ongoing external positive and negative control testing is conducted <Insert your facility’s policy for ongoing frequency of external positive and negative QC testing.> 
5. Proficiency Testing is performed using the <Insert the name of your proficiency survey and the frequency of events> (Proficiency testing may be optional depending upon your interpretation of regulatory guidelines and sense of good laboratory practice.  Delete this item if you are not required to participate in a proficiency program.) 
6. Performance of new and replacement analyzers is confirmed by <Insert your new and replacement meter validation practices.>  
7. Testing may only be conducted by fully trained and currently certified operators. See the “Operator Competency Program” section of this manual.
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Successful quality control testing is essential to ensuring reliable patient results. Internal Process Control (IPC) is included in every cobas® SARS-CoV-2, Influenza A/B & RSV assay tube. External controls provide additional quality control to demonstrate positive or negative assay results using the cobas® liat System and cobas® SARS-CoV-2, Influenza A/B & RSV assay tube.  
Internal and external quality control testing are conducted according to the following schedule: 
	Type of QC Testing 
	Frequency 
	Notes 

	Internal Processing Control (IPC) 
	With each control or patient test  
	IPC is integrated into each cobas® SARS-CoV-2, Influenza A/B & RSV assay tube. 

	External positive and negative controls 
	Validation of every new 
cobas® SARS-CoV-2, Influenza A/B & RSV assay tube lot that is added to the system. 
 
<Enter your facility’s policy for regularly scheduled external QC testing.> 
 
<Enter your facility’s policy for conducting external QC testing under special circumstances (e.g., troubleshooting unexpected results, validation of new analyzers, remedial operator training, etc.). 
	The cobas® liat System requires the validation of new assay tube lots as part of its “New Lot” function and will not allow testing with a new assay tube lot without successful completion of positive and negative external control testing.  


 
 
Internal Process Control  
Internal Process Control (IPC) is included in every assay tube. It verifies that sample purification of SARS-CoV-2, influenza A/B & RSV has occurred and verifies that the specimen processing is adequate. The IPC passes if sample purification and target amplification meet validated acceptance criteria. This process occurs automatically with each test and requires no additional operator processing.
Like the SARS-CoV-2, influenza A/B & RSV targets, the IPC target is also evaluated in every assay run. In the case that SARS-CoV-2, influenza A/B & RSV 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.” In some cases, high concentration of SARS-CoV-2, influenza A/B & RSV may inhibit the amplification of IPC; as such, IPC is not taken into consideration when SARS-CoV-2, influenza A/B & RSV is/are detected. 
[bookmark: _Toc175834785]External Quality Control Testing Procedure 
Prepare Negative Control sample
1. Obtain:
a. 1 cobas® SARS-CoV-2, Influenza A/B & RSV assay tube
b. From cobas® SARS-CoV-2, Influenza A/B & RSV control kit:
i. 1 negative control (NEG BUF) tube
ii. 1 cobas liat system transfer pipette
iii. Negative Control Barcode (on the Control Kit Barcode Card)
2. Take a NEG BUF tube from the control kit; this is used as the negative control sample.
3. Hold the NEG BUF tube by the tube cap and shake down the liquid in the tube using a quick, sharp, downward wrist motion (as if shaking down a mercury thermometer). Visually check that the NEG BUF has pooled at the bottom of the tube. If not, repeat the shake down procedure. 
4. Using the NEG BUF as sample, run the assay on the cobas® liat Analyzer. Scan the Negative Control Barcode on the Control Kit Barcode Card as the Sample ID.
5. View the Results Report by touching or clicking Report after the completion of the assay. The Report Result must be “SARS-CoV-2 Not Detected,” “Influenza A Not Detected,” “Influenza B Not Detected,” and “RSV Not Detected” for the negative control to pass.
Prepare Positive Control sample 
1. Obtain:
a. 1 cobas® SARS-CoV-2, Influenza A/B & RSV assay tube
b. From cobas® SARS-CoV-2, Influenza A/B & RSV control kit:
i. 1 cobas® SARS-CoV-2, Influenza A/B & RSV positive control tube
ii. 1 cobas® liat system transfer pipette
iii. Positive Control Barcode (on the Control Kit Barcode Card)
2. Using the Positive Control as a sample, run the assay on the cobas® liat Analyzer.
3. View the Results Report by touching or clicking Report after the completion of the assay. The Report Result must be “SARS-CoV-2 Detected,” “Influenza A Detected,” “Influenza B Detected,” and “RSV Detected” for the positive control to pass.
Test External Control Samples
1. On the Analyzer, select “Run Assay” from the Main Menu
2. Select “Scan” and scan the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube barcode (on the tube sleeve). 
3. Select “Scan” again and scan the appropriate negative or positive control barcode (on the Control Kit Barcode Card).
Note: match the lot number of the assay tube label with the lot number on the Control Kit Barcode Card)
4. Obtain a cobas® liat system transfer pipette from the assay tube pouch or cobas® SARS-CoV-2, Influenza A/B & RSV control kit. Firmly squeeze the bulb of the pipette until it is fully flat.  
5. While holding the pipette bulb fully flat, insert the pipette tip into the sample below the liquid surface. 
6. Slowly release the bulb while keeping the pipette tip below the liquid surface, drawing up the sample. After releasing the bulb completely, withdraw the pipette from the sample. 
7. Unscrew the cap from the cobas® liat assay tube. 
8. While watching through the viewing window in the assay tube sleeve, carefully insert the pipette into the assay tube, placing the pipette tip near the bottom of the sample compartment. 
9. Slowly squeeze the bulb to empty the contents of the pipette into the sample compartment of the assay tube. Do not release the pipette bulb.
Note: Do not puncture the assay tube or the seal at the bottom of the sample compartment. If either of these is damaged, discard both the tube and the transfer pipette and restart the testing with new assay components. 
10. While still holding the pipette bulb flat, withdraw the pipette from the tube. Screw the cap back on the assay tube. 
11. Scan the cobas® liat assay tube barcode again. The sample tube entry door on top of the analyzer will automatically open. 
12. Remove the cobas® liat assay tube from its sleeve and immediately insert the assay tube into the sample tube entry slot until it clicks into place. The assay tube only fits in one way. If the assay tube is not inserted by the time the door closes, re-scan the cobas® liat assay tube barcode and insert the cobas® liat assay tube again. Once the tube is inserted, the door will close automatically and the assay will begin. 
13. When the test is complete, the cobas® liat Analyzer screen displays the message “Remove the assay tube slowly and carefully.” 
14. Lift the assay tube out of the cobas® liat Analyzer and discard following all applicable biohazard safety precautions. 
15. Touch or click Report after completion of the assay.  
Negative Control Results: The Report Result must be “SARS-CoV-2 Not Detected,” “Influenza A Not Detected,” “Influenza B Not Detected,” and “RSV Not Detected” for the negative control to pass.
4. Positive Control Results: The Report Result must be “SARS-CoV-2 Detected,” “Influenza A Detected,” “Influenza B Detected,” and “RSV Detected” for the positive control to pass.

[bookmark: _Toc175834786]‘Add Lot’ Procedure 
Before using a new lot of cobas® SARS-CoV-2, Influenza A/B & RSV assay tubes, the ‘Add Lot’ procedure must be performed on the Analyzer to validate the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube lot at your site. The procedure comprises running a negative control and a positive control sample.
If you try to run an assay tube from a new, un-validated lot, the Analyzer will prompt you to add the lot. You can also compare the lot number on the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube against the list of validated assay tube lots in the Assay Menu to check if the lot was previously added.
1. Select Assay Menu on the main menu of the cobas® liat Analyzer.
2. Select New Lot at the bottom of the list.
3. Select Scan and scan the package insert barcode on the package insert barcode card from the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube pack.
4. Select Scan and scan the negative control barcode on the Control Kit Barcode Card. The Analyzer will prompt the user to “Add Negative control & scan tube ID.”
5. Refer to the section “External Quality Control Testing Procedure” to run the negative control. 
6. If “Negative control result accepted.” is displayed at the end of the run, select Confirm. If the result is rejected, repeat the negative control run.
7. Refer to the section “External Quality Control Testing Procedure” to run the positive control.
8. If “Positive control result accepted.” is displayed at the end of the run, select Confirm. Select Back to return to the assay menu. If the result is rejected, repeat the positive control run.
9. The new lot is successfully added into the cobas® liat Analyzer when both negative and positive control results are accepted. 
10. From the Main Menu, select Assay Menu to verify that the new lot is listed. 

[bookmark: _Toc175834787]Patient Testing 
 
[bookmark: _Toc175834788]Patient Sample Collection 
Proper sample collection and testing technique are essential to the cobas® liat testing process. All staff members who perform testing on the cobas® liat System must be fully trained and currently certified to collect samples and conduct patient testing according to the procedures outlined below. Patient testing is not conducted if regularly scheduled Quality Control testing has failed. 
 
Sample Collection 
Acceptable Sample Type: Nasal Swab or nasopharyngeal swab sample
Acceptable Sample Collection Materials: 
Refer to the cobas® SARS-CoV-2, Influenza A/B & RSV IFU section, Materials required but not provided, for a comprehensive list of approved specimen collection media.
Collecting a Sample
1. Gather the required materials needed to collect a sample: 
a Gloves
b Acceptable sample collection materials
c Nasal tissues
2. Identify the patient according to the established protocols. 
3. Explain the purpose and steps of the procedure to the patient. 
4. Wash hands and don gloves. 
5. Place the patient in a seated position facing the light.
6. Remove the sterile flocked swab with a synthetic tip from the protective packaging.
7. Collect specimen using a sterile flocked swab with a synthetic tip according to applicable manufacturer instructions and/or standard collection technique using 
3 mL of viral transport media or sterile 0.9% physiological saline.
8. Label the specimen according to established policies. 
9. Remove and discard gloves and wash hands according to established policies and procedures. 
Handling/Storage of Nasal Swab or Nasopharyngeal Swab Samples 
The following are guidelines for storage and handling of nasal swab or nasopharyngeal swab samples:
Note: Transportation of collected specimens must comply with all applicable regulations for the transport of etiologic agents. Transport and test specimens as soon as possible after collection.
· Swab samples should be tested as soon as possible.
· If needed, specimens may be stored at 15-30 °C for up to 4 hours after collection, or at 2-8 °C for up to 72 hours.
· If needed, specimens collected in VTM may be stored frozen (-70 °C for colder) if testing within 72 hours is not possible.
Note: Specimens collected in saline should not be frozen.
· Once samples have been transferred into a cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube, start the run on the cobas® liat analyzer as soon as possible but no later than 4 hours, with storage at room temperature (15-30 °C).
· Nasal and nasopharyngeal swabs collected in 0.9% physiological saline solution, Remel M4RT, M4, M5 and M6 are compatible for use with cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test. Performance of the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test with specimens collected in 0.9% physiological saline, Remel M4RT, M4, M5 and M6 has been established in analytical studies, however, clinical performance of the assay in these media types was not established.
Rejection Criteria for SARS-CoV-2 & Influenza A/B Samples 
The following are rejection criteria for SARS-CoV-2 & influenza A/B samples: 
· Improper transport media
· Leaky transport tube
· Improper storage of sample
· Incorrect swab used for collection of sample
· Mislabeled sample
· Improper collection of sample
· <Enter any of your facility’s additional sample rejection criteria.> 
[bookmark: _Toc175834789]Patient Test Procedure
1. Materials: 
a. cobas® SARS-CoV-2, Influenza A/B & RSV assay tube (from a lot that has been added to the analyzer) 
b. Appropriately collected patient sample 
c. Biohazard container 
d. Operational cobas® liat Analyzer 
2. Obtain Sample and scan the barcode: 
a. Obtain clinical sample, cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube, and one of the transfer pipettes provided.  
Note: Only use the transfer pipette provided in the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube packs to transfer samples into the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube.
b. Tear open the foil packaging of the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube pouch and remove the assay tube and transfer pipette.
Note: Do not use a damaged cobas® liat assay tube. Do not open individual assay tube pouch until you are ready to perform testing. Each single-use cobas® liat assay tube is used to process one test. Do not attempt to reuse a spent cobas® liat assay tube.
c. From the Main Menu, choose Run Assay and choose the Select button. 
d. Then Scan the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube barcode by placing the assay tube on the bench top and sliding the assay tube towards the Analyzer until the red scan light is over the entire barcode.
e. The Analyzer will prompt “Add sample & re-scan tube ID.”
3. Add Sample
a. Remove the cap of the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube.
b. Using a cobas® liat transfer pipette, firmly squeeze the bulb of the transfer pipette, lower it into the liquid in the sample collection media tube and release the bulb to draw up the sample and slowly transfer the sample into the opening of the test assay tube by squeezing the bulb.
Note: If you do puncture the seal at the bottom of the sample compartment, discard both the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube and the transfer pipette according to your institution’s guidelines for safe disposal of hazardous material and repeat the test with a new transfer pipette and cobas® SARS-CoV-2, Influenza A/B & RSV assay tube. Recap the damaged assay tube and dispose of the transfer pipette as biohazardous material.

4. Insert cobas® SARS-CoV-2, Influenza A/B & RSV assay tube 
a. Choose Scan, and rescan the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube barcode. The sample tube entry door on top of the Analyzer will open automatically.
b. Remove the assay tube sleeve and insert the assay tube into the analyzer tube entry door until the tube clicks into place. Processing begins automatically.
Note: Processing of the assay tube must begin within 4 hours of sample addition to the cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid test assay tube when stored at room temperature.
5. View Result
a. During the test, the analyzer displays the running status and estimated time remaining. Once the test is complete, the Analyzer displays the message, “Remove the assay tube slowly and carefully.” and opens the assay tube entry door automatically. 
b. When the assay test run is complete, remove and discard the used 
cobas® SARS-CoV-2, Influenza A/B & RSV nucleic acid  test assay tube as biohazardous material.
c. Lift the cobas® SARS-CoV-2 & Influenza A/B assay tube out of the Analyzer.
d. Choose the Report button to view the result report for validity.
e. Select Print to print the report (if applicable).  
f. Select Back, and then Main to return to the main menu for the next test. 
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The Analyzer reports results as SARS-CoV-2, influenza A/B & RSV as “Detected,” “Not Detected,” or “Assay Invalid.”
The Analyzer 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.
Like the SARS-CoV-2, influenza A/B & RSV targets, the IPC target is also evaluated in every assay run. In the case that SARS-CoV-2, influenza A/B & RSV target(s) is/are not detected, the IPC target must be detected for the result to be called “Not Detected.” If the IPC is not detected or if the IPC PCR curve is abnormal, the result is called “Assay Invalid.” In some cases, high concentration of SARS-CoV-2, influenza A/B & RSV may inhibit the amplification of IPC; as such, IPC is not taken into consideration when SARS-CoV-2, influenza A/B & RSV are detected. The following table shows the Report Results and the corresponding interpretation.

Interpretation of Results
	Report Results 
	Interpretation 

	SARS-CoV-2 Not Detected  
	Negative test for SARS-CoV-2 (no SARS-CoV-2 RNA detected)  

	SARS-CoV-2 Detected  
	Positive test for SARS-CoV-2 (SARS-CoV-2 RNA detected)  

	SARS-CoV-2 Invalid  
	Presence or absence of SARS-CoV-2 cannot be determined. If clinically indicated, repeat assay with same sample or, if possible, collect new sample for testing.

	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 detected)  

	Influenza A Invalid  
	Presence or absence of Influenza A cannot be determined. If clinically indicated, repeat assay with same sample or, if possible, collect new sample for testing.

	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 detected)  

	Influenza B Invalid  
	Presence or absence of Influenza B cannot be determined. If clinically indicated, repeat assay with same sample or, if possible, collect new sample for testing.

	RSV Not Detected
	Negative test for RSV (no RSV RNA detected).

	RSV Detected
	Positive test for RSV (RSV RNA present).

	RSV Invalid
	Presence or absence of RSV could not be determined. If clinically indicated, repeat assay with same 
sample or, if possible, collect new sample for testing.

	Assay Invalid.
	Presence or absence of SARS-CoV-2, influenza A, influenza B, and RSV could not be determined. Repeat 
assay with same sample or, if possible, collect new sample for testing.

	Assay Aborted by System
	Run failed or aborted by system. Repeat assay with same sample or, if possible, collect new sample for 
testing.

	Assay Aborted by script: 
Script aborted
	Run failed or aborted by script. Repeat assay with same sample or, if possible, collect new sample for 
testing.

	Assay Aborted by User
	Run aborted by user.



1. Report the results: Results are reported by means of <insert your facility’s policy for reporting results (e.g., electronic, hard copy)>. 
2. Record the results: Patient results are recorded by means of <insert your facility’s policy for recording results (e.g., electronic record, hard copy)>. 
3. Discard the used cobas® liat assay tube, pipette and specimen tubes according to established safety guidelines for disposal of biohazardous material. 
Procedure Notes 
a. The typical time from the test being ordered to the time that the results are given to the provider is <insert your designated turnaround time for this test.> 
b. Internal Process Control (IPC) is included in every cobas® SARS-CoV-2, Influenza A/B & RSV assay tube. It verifies the adequate processing of the biological sample. The IPC passes if sample purification and target amplification meet validated acceptance criteria.  
c. Do not open the cap of the cobas® SARS-CoV-2, Influenza A/B & RSV assay tube during or after the run on Analyzer. 
d. Operate the analyzer at temperature range 15°C to 32°C (59 to 90°F). 
e. Store the cobas® SARS-CoV-2, Influenza A/B & RSV assay tubes and the cobas® SARS-CoV-2, Influenza A/B & RSV Quality Control Kits at 2-8°C. 
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Troubleshooting Error Messages or Unexpected Results 
· The cobas® liat Analyzer monitors its own operation and logs abnormal events. Based on severity, the cobas® liat Analyzer tries to recover or fix errors while running. If the error is unrecoverable, the cobas® liat Analyzer stops. If repeating the test does not yield a valid result, call the Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973. 
· Event Logs: Certain error messages are recorded in the Event Log. To view the log, select Tools, then Event Log. Large Event Logs might take more time to load. Viewing the Event Log requires Supervisor or Administrator user role. If needed, select Print to print the Event Log. See the cobas® liat System User Guide for a full list of error messages and their meanings. 
· Error Messages: See the cobas® liat System User Guide for a table that lists the error messages and suggested troubleshooting. Certain error messages are accompanied by a unique alphanumeric error code displayed after the error messages. Please provide this code when contacting Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973. 
· Warning! Only a Roche-qualified service representative can service the system or perform preventative maintenance. Never attempt to repair or adjust the system yourself. Disassembly could result in electrical hazards. Contact the Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973 if the cobas® liat System fails to operate properly. 
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About Network Configuration
You can connect the Analyzer to a 10/100 Ethernet network. When connected to the network, by default the Analyzer tries to connect to a DHCP server in your network to configure its network settings automatically. A DHCP server automatically assigns an IP address and other network settings to the Analyzer. If a DHCP server is not available, you can configure the Analyzer’s network settings manually.

The Analyzer incorporates an embedded firewall that denies all inbound network connections by default. This firewall cannot be configured. The firewall allows the necessary connections automatically when a new connectivity item is enabled. Refer to the cobas® liat System User Guide and cobas® liat System host interface manuals for additional information.

About access to the Roche remote service platform

You can connect the analyzer to the Roche remote service platform using an internet connection. Using the Roche remote service platform you can:
· Update the analyzer software
· Install and update assay scripts
· Register and activate the analyzer software and assay scripts
· Store problem reports

Refer to the cobas® liat System User Guide and cobas® liat System host interface manuals for additional information.

About host connections

You can connect the analyzer to a host. The analyzer can connect to hosts using the following two protocols:

1. DML: It is used to connect to a DMS

This communication supports the synchronization of:
· Analyzer settings
· Users
· Patient information (if patient verification is enabled)
· Results (valid and invalid)
· CT values
· Information about aborted runs
· Validated lots
· Errors and warnings

2. HL7: It is used to connect to LIS, HIS, or CIS

Using this protocol, the analyzer can send results (valid and invalid), CT values, information about aborted runs, and QC data.

Refer to the cobas® liat System User Guide and cobas® liat System host interface manuals for additional information on both protocols.
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The advanced tools offer functions for archiving and exchanging data, creating problem reports, triggering and releasing an analyzer lockout, and cleaning USB flash drives. Users with the appropriate access role can Archive data, Exchange data, generate Problem Reports, and Clean a USB flash drive.
Archiving Data
Archiving allows you to store the data away from the Analyzer and to free up storage space on the Analyzer. Roche recommends to archive all data regularly. To ensure analyzer performance, archive and delete data regularly, at least once a month. You need supervisor user role or administrator user role for archiving. Users can archive:
· Results
· Audit Trails
· Assay Tube Lots
Refer to the cobas® liat System User Guide and cobas® liat Analyzer Advanced Tools Guide for additional information. 
Exchanging Data
Exchanging data allows you to synchronize assay tube lots, settings, and/or users between different analyzers, or to restore the data on the same analyzer. Exchanging data consists of the following steps:

1. Export data from an Analyzer
2. Import data to the same or a different Analyzer

Backing up an Analyzer combines the export of assay tube lots, settings, and users, and additionally includes the used assay tubes. Exchanging data is only possible using a USB flash drive. Refer to the cobas® liat System User Guide and cobas® liat Analyzer Advanced Tools Guide for additional information. 
Problem Reports

If you encounter a problem, Roche recommends generating a problem report that you can send to your Roche representative. Roche reviews your problem reports upon your request only. You need supervisor user role or administrator user role to configure, schedule, and create problem reports.

Problem reports contain relevant data required by Roche to perform diagnostic troubleshooting and analysis. Problem reports always contain the following data:
· System configuration
· System logs
· Settings
· Event logs
· Audit trail
· QC results
· Assay tube lot information
· Assay tube lot validation results
· Free and used storage space on the analyzer
Refer to the cobas® liat System User Guide and cobas® liat Analyzer Advanced Tools Guide for additional information. 
Cleaning a USB flash drive
The advanced tools offer a function for cleaning USB flash drives. Cleaning a USB flash drive deletes all files on the USB flash drive. You need supervisor user role or administrator user role to clean a USB flash drive. Refer to the cobas® liat System User Guide and cobas® liat Analyzer Advanced Tools Guide for additional information. 
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The cobas® liat Analyzer is cleaned according to manufacturer’s instructions below. The analyzer should be cleaned according to the following schedule: <insert your facility’s schedule for cleaning bench equipment> 
· Keep the touch screen clean from excessive fingerprints and moisture by gently wiping it with a soft, lint free cloth.  
· The exterior of the analyzer 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.
· Do not use isopropanol or bleach to clean the touch screen.
· Periodically check the rear vent and bottom of the Analyzer for excessive dust or debris. 
· When prompted by the message “Use cleaning tool” on the screen, use the provided cleaning tool following the instructions included with the Cleaning tool kit.  
· Only clean the window of the barcode reader in case of repeated barcode reading failures. Do not use bleach to clean the window of the barcode reader.
[bookmark: _Toc175834796]Analyzer Self-Check 
When the analyzer is starting up, a series of initialization diagnostic tests are performed automatically. Furthermore, the analyzer monitors its operations during assay processing, and performs an automated calibration periodically. If an error occurs, a message is displayed on the screen and the event is logged. The analyzer requires no adjustment or calibration by the user.
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The analyzer periodically performs automatic adjustment. During auto adjustment, (auto cal.) is displayed in the title bar. If you choose Run Assay at this time, the message “Auto calibration in progress. This could take up to a minute.” displays. Choose the Confirm button to close this message. Wait until (auto cal.) no longer displays in the title bar to attempt to resume processing. 
Warning! Only a Roche-qualified service representative can service the system or perform preventative maintenance. Never attempt to repair or adjust the system yourself. Disassembly could result in electrical hazards. Contact the Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973 if the cobas® liat System fails to operate properly. 

Touch Screen Calibration 
When a user touches one item on the screen but activates another item, the touch screen may need to be recalibrated. Supervisor user role or administrator user role is required for this calibration. 
To calibrate the touch screen 
1. From the Main menu, select Tools > Calibration > Touch Screen.
2. Choose the Select button to start the calibration process. 
3. Follow the instructions on the screen. 
4. After calibration is complete, touch the screen to confirm the new settings or wait 30 seconds to discard the change. 
[bookmark: _Toc175834798]Product Ordering and Replacement Information 
Contact your local Roche Representative to purchase the cobas® liat Analyzer, cobas® liat assay kits, Quality Control kits and other accessories.

Roche Support  
If you have any questions or problems, please contact the Roche Support Network Customer Support Center cobas® liat hotline at 1-800-800-5973 with the system information collected as required below:

cobas® liat Analyzer serial number  
Assay name
Run number (available in Result Report)
Error message and code (if displayed)
Maintenance contract number (as applicable)
Problem Report (as applicable)

[bookmark: _Toc175834799]Analyzer
The cobas® liat Analyzer must be disposed of in accordance to relevant local regulations and in coordination with your local authorities, as appropriate.
Note: The cobas® liat Analyzer may potentially be infectious. It should therefore be decontaminated before disposal. 
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Operating Conditions and Technical Data 
	Category 
	Specification 

	Temperature range
	+15°C to +32°C recommended

	Relative humidity
	15% to 80% (non-condensing)

	Maximum altitude
	2,000 m (6,500 feet) above sea level

	Internal storage
	Approximately 20,000 test results with date and time can be stored on the cobas® liat (depending on result file size)

	User interface
	Built-in touch screen & keypad

	Barcode reader
	Class 2 Laser Product

	Connectivity port
	Ethernet, RJ-45, TCP/IP 
2 Universal Serial Bus (USB) maximum load of 250 mA

	Main connection
	Power supply adapter: Input 100-240 V AC / 50-60Hz
Output: 15V DC / 8.6A

	Power consumption
	130W on AC Mains Power

	Safety class
	II

	Dimensions
	24.1 cm x 11.4 cm x 19.0 cm (9.5”L x 4.5”W x 7.5”H)

	Weight
	3.76 kg ( 3.76 kg (8.3 lbs)

	Declaration of conformity
	The instrument meets the requirements laid down in 
Council Directive 89/336/EEC relating to 
“Electromagnetic compatibility” and Council Directive 73/23/EEC relating to “Low Voltage Equipment.” The following standards were applied: IEC/EN 61326 (EMC), IEC/EN 61010-1 (Safety) and IEC/EN 608251:2007 (Laser Safety).



Storage and Transport Conditions 
	Category 
	Specification 

	Temperature range
	-20°C to 60°C

	Storage relative humidity
	10% to 95% (non-condensing)
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Operator Competency Program 
< Operator training is considered an important part of good laboratory practice (CDC Document Good Laboratory Practices for Waived Testing Sites; 11/11/2005). CLIA requires that personnel qualifications and training be documented but does not specify the elements of operator training for waived testing. Other regulating agencies may have more specific requirements. The program outlined below is an example of a comprehensive plan which includes common training practices. Edit, delete or add elements to reflect your facility’s operator competency assurance practices.> 
Operators must be fully trained and currently certified in order to be authorized to perform patient testing. Operators undergo initial competency training and undergo annual recertification training thereafter according to the program outlined below. Additionally, any operator may be retrained if his/her competency is questioned for any reason in the course of routine testing. All initial operator certification and recertification training is conducted by a qualified trainer. 
<Insert the staff position(s) of qualified trainers here; e.g., a manufacturer’s representative or designee, designated individuals trained by a manufacturer’s representative or designee.> 
Operator training records are maintained by means of <enter your facility’s policy and practice for maintaining operator training records.> 
Competency Training Program 
1. Completion of initial training and recertification including all elements in the 
cobas® liat training checklist.
2. Successful completion of <enter % correct required in your facility> on the Operator Competency Test.
3. <Enter any of your facility’s additional operator competency assurance policies.> 
  



cobas® liat Operator Evaluation Checklist
cobas® liat Operator: ____________________ Evaluation Date: ____________ 
Certified Trainer: _________________________________ 
Check all completed items in the checkbox. Circle N/A where applicable if a task is outside the operator’s scope of service.
cobas® liat System Basics
· Knows system parts and where they are located 
· Understands basic system methodology 
· Understands intended use 
· Understands system limitations 
· Understands elements of the Quality Assurance program 
· Reviews Quality Control policy and records 
· N/A (Operator only collects samples and does not conduct testing) 
cobas® SARS-CoV-2, Influenza A/B & RSV Patient Testing 
Sample Collection 
· Gathers all needed materials  
· Identifies patient properly 
· Prepares patient properly 
· Follows all safety and infection control policies correctly 
· Collects sample correctly 
· Labels and handles sample properly 
· N/A (Operator does not collect samples) 
Performing cobas® SARS-CoV-2, Influenza A/B & RSV Test 
· Gathers all needed materials 
· Properly scans tube barcode 
· Properly enters patient sample ID 
· Adds patient sample to cobas® liat assay tube properly 
· Completes test process properly 
· N/A (Operator does not perform the SARS-CoV-2, Influenza A/B & RSV test) 
Viewing and Interpreting Results 
· Selects Report to see the Result Report and prints result (if applicable) 
· Interprets results according to the testing procedure 
· Reports results properly 
· Records results properly 
· Discards test supplies properly 
· N/A (Operator does not view, interpret, report or record results)
cobas® liat Quality Control Testing 
· Understands the principle of Internal Process Controls (IPC) 
· Understands the policy and frequency of external QC testing 
· N/A (Operator is not authorized to conduct or monitor QC testing) 
Preparing Negative and Positive External Control Samples  
· Gathers all needed materials  
· Follows all safety and infection control policies correctly 
Performing cobas® liat External QC Tests 
· Gathers all needed materials 
· Properly scans assay tube barcode 
· Properly scans quality control barcodes 
· Adds control sample to cobas® liat assay tube properly 
· Completes quality control test process properly
Viewing and Interpreting Results 
· Selects “Report” to see the external QC Result Report and prints result (if applicable) 
· Interprets results according to the testing procedure 
· Records QC results properly 
· Discards used test materials properly 
Problem Solving 
· Refers to the cobas® liat System User Guide for suggested troubleshooting actions when error messages arise 
· Reviews external QC results as appropriate 
· Contacts the appropriate person/department when questions arise concerning testing or reporting results 
· Knows when to call the Roche Support Network Customer Support Center 
cobas® liat hotline (1-800-800-5973) 
· N/A (Operator does not conduct cobas® liat System testing and/or is not authorized to undertake any troubleshooting) 
Maintenance 
· Cleans cobas® liat Analyzer properly 
· Knows how to view the event log
· Successfully adds new cobas® liat assay tube lots
· Successfully calibrates cobas® liat touchscreen (as needed)
· Uses cleaning tool properly to clean tube slot optics (when appropriate)
· N/A (Operator is not authorized to perform any maintenance functions.)
cobas® liat Operator Certification Test
<Edit, delete or add questions to reflect your preferences> 
 
cobas® liat Operator: ____________________ Evaluation Date: ____________ 
 
cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) Assay 
 
1) What kind of transport medium is required for the cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) assay?  
 ____________________________________________________ 
2) From what part of the patient’s body should the sample be collected?
________________________________________________________
3) Match the following cobas® SARS-CoV-2, Influenza A/B & RSV results with their correct interpretation and suggested follow-up action. (follow-up actions will be used more than once)
	1. SARS-CoV-2 Not Detected
2. SARS-CoV-2 Detected
3. SARS-CoV-2 Invalid
4. Influenza A Not Detected
5. Influenza A Detected
6. Influenza A Invalid
7. Influenza B Not Detected
8. Influenza B Detected
9. Influenza B Invalid
10.  RSV Not Detected
11.  RSV Detected
12.  RSV Invalid
13.  Assay Invalid
14.  Assay Aborted by System
	a) Presence or absence of SARS-CoV-2, Influenza A/B & RSV cannot be determined. Repeat assay with same sample or, if possible, new sample
b) Positive test for SARS-CoV-2, Influenza A/B & RSV (SARS-CoV-2, Influenza A/B & RSV RNA present)
c) Negative test for SARS-CoV-2, Influenza A/B & RSV (no SARS-CoV-2 & Influenza A/B RNA present)



4) Samples can be stored up to 4 hours at room temperature or up to 72 hours at 
2-8o C or 20-25 o C if immediate testing is not available.
T or F (Circle one)
cobas® liat System
5) What is the basic methodology of the cobas® liat System?
a) Enzymatic
b) Detection of biologic genetic material (nucleic acid) by Polymerase Chain Reaction (PCR) technology
c) Distillation of attenuated antigens
d) Antigen colony count
6) How many times will you need to scan the assay tube sleeve in order to run a test?
     ________________________________________________________ 
7) In what ways can the patient ID be entered into the analyzer?
     ________________________________________________________
8) Any pipette can be used with the cobas® liat Analyzer.  T or F (Circle one)
9) The assay tube entry door can be opened manually at any time.  T or F (Circle one) 
10) Describe the two types of control testing performed on the cobas® liat System: 
________________________________________________________ 
________________________________________________________ 
11) How frequently is external control testing performed?  
________________________________________________________
12) Where do you find the barcodes for scanning QC lots when performing External QC tests?  
13) What agents can be used for cleaning the cobas® liat Analyzer? Circle all that may be used:
a) 70% Isopropyl alcohol
b) 5-10% Ethanol
c) 5-10% antimicrobial dish soap solution  
d) 5-10% bleach followed by wiping with 70% isopropyl alcohol to remove bleach residue
14) What should you do if you see the message “Use cleaning tool” on the 
cobas® liat Analyzer screen?
a) Clean the screen with an alcohol wipe
b) Clean the tube entry door with an alcohol wipe
c) Clean the tube entry door with the cleaning tool following the instructions in the Cleaning Tool Guide
d) Clean the buttons on the front of the analyzer with an alcohol wipe


Answer Key 
1. 3 mL of viral transport media or sterile 0.9% physiological saline.
2. Nose: nasal swab or nasopharyngeal swab
3. a: 3,6,9,12,13 | 3b: 2,5,8,11 | 3c: 1,4,7,10
4. T
5. B 
6. 2 times
7. Manually using keypad or barcode scan
8. F
9. F
10. Internal Process Control (IPC) – Included in every assay tube. It verifies the adequate processing of the sample. External Quality Control – running a negative control tube and positive control tube on the Analyzer. 
11. Any time a new lot of assay tubes is run on the analyzer and <enter your facility’s policy and practice for external control testing.>
12. Barcode cards are found in each QC kit. 
13. a and d 
14. c 



	<Enter name of facility> 

	cobas® liat Operator Certification Record 

	Operator Name: 
	Operator ID: 

	Qualified Trainer? (Yes/No): 
	 

	Date of initial training: 
	 
	Qualified Trainer: 
	 

	Date of annual recertification: 
	 
	Qualified Trainer: 
	 

	Date of annual recertification: 
	 
	Qualified Trainer: 
	 

	Date of annual recertification: 
	 
	Qualified Trainer: 
	 

	Date of annual recertification: 
	 	
	Qualified Trainer: 
	 

	Date of annual recertification: 
	 
	Qualified Trainer: 
	 

	Performance Notes (Special achievements, adverse Incidents, remedial training, etc.) 

	Date decommissioned: 
	 
	Qualified Trainer: 
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cobas® SARS-CoV-2, Influenza A/B & RSV Patient Test Log
cobas® SARS-CoV-2, Influenza A/B & RSV External QC Log 
cobas® liat Adverse Event Record 
cobas® liat Maintenance Log 
cobas® SARS-CoV-2, Influenza A/B & RSV Reagent Log
 

Sample Template for Comprehensive Policies and Procedures Manual for use with the cobas® Liat® System 	Page 1 
VV-07664-x2 
Double click on footnote to <Insert Facility Name and Document Version> 
Sample Template for Comprehensive Policies and Procedures Manual for use with the cobas® Liat® System 	Page 1 
VV-07664-x2 
Double click on footnote to <Insert Facility Name and Document Version> 
Sample Template for cobas® SARS-CoV-2, Influenza A/B & RSV (EUA) Policies and Procedures Manual	Page 1
for use with the cobas® liat System	OS-03928-01
Double click on footnote to <Insert Facility Name and Document Version> 
 	 
 
	<Enter name of facility> 
	
	
	

	cobas® SARS-CoV-2, Influenza A/B & RSV Patient Test Log

	Date/Time 
Specimen 
Collected/Tested 
	Patient Name 
	Patient ID# 
	Assay Tube Lot Number 
	Test Result
	Operator 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 





	
	<Enter name of facility> 
	
	

	cobas® SARS-CoV-2, Influenza A/B & RSV External QC Test Log

	Date/Time 
	Control Sample 
(Positive/Negative?) 
	Control Lot# & Expiration 
	Assay Tube Lot Number and Expiration
	Test Result
	Operator
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Sample Template for Comprehensive Policies and Procedures Manual for use with the cobas® Liat® System 	Page 41 
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Double click on footnote to <Insert Facility Name and Document Version> 
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	<Enter name of facility> 

	cobas® liat Adverse Event Record 

	Date/Time

____________________ 
	Test

____________________ 
	Analyzer Serial # 

_________________ 
	Assay Tube Lot # & Expiration

____________________ 

	Description of Event: 
	Initials_____ 


	Resolution of Event: 
	Date of resolution: _________________
Supervisor/Manager _____________________________
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	<Enter name of facility> 
	

	cobas® liat Maintenance Log 
	

	cobas® liat analyzer serial number: 
	

	Date/Time
	Type of Maintenance
	Comments
	Operator

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	 
	 
	 
	 

	
	
	
	

	 
	 
	 
	 





	<Enter name of facility> 
	

	cobas® SARS-CoV-2, Influenza A/B & RSV Reagent Log 

	Tube Lot / Expiration Date 
	Expiration Date 
	Date Received 
	Date Validated 
	Notes 
	Operator 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	 
	 
	 
	 
	 
	 

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	



Sample Template for Comprehensive Policies and Procedures Manual for use with the cobas® Liat® System 	Page 41 
VV-07664-x2 
Double click on footnote to <Insert Facility Name and Document Version> 
Sample Template for Comprehensive Policies and Procedures Manual for use with the cobas® Liat® System 	Page 41 
VV-07664-x2 
Double click on footnote to <Insert Facility Name and Document Version> 
Sample Template for cobas® SARS-CoV-2, Influenza A/B & RSV Policies and Procedures Manual for use with the cobas® liat System					Page 38 
OS-03928-01
<Double click on footnote to <Insert Facility Name and Document Version> 
Roche Diagnostics has made all reasonable efforts to ensure that all the information contained in this manual is correct at the time of printing. However, Roche Diagnostics reserves the right to make any changes necessary without notice as part of ongoing product development. 

This document is published by the Roche Diagnostics Corporation Engineering Operations department.  Direct questions or concerns regarding the contents of this document to: 

Roche Diagnostics 
Engineering Operations Department  
9115 Hague Road 
Indianapolis, IN  46256 
USA 

COBAS and LIAT are trademarks of Roche. 
All other product names and trademarks are the property of their respective owners. 
 
© 2024, Roche Diagnostics. All rights reserved. 
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Distribution in USA by: Roche Diagnostics, Indianapolis, IN 
This document is available on the cobas® liat quick start portal on the Roche Diagnostics USA website: navifyportal.roche.com.
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