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I. Document Number 
 
CW250008 
 

II. Parent Document Number 
 
K251978 
 

III. CLIA Waiver Type 
 
Dual 510(k) and CLIA Waiver by Application (Dual Submission) 
 

IV. Applicant 
 
Diasorin Molecular LLC 
 

V. Proprietary and Established Names 
 
LIAISON NES FLU A/B, RSV & COVID-19 
 

VI. Measurand (analyte) 
 

• Influenza A RNA  
• Influenza B RNA  
• Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2) RNA 
• Respiratory Syncytial Virus (RSV) RNA 

 
VII. Sample Type(s) 

 
Anterior nasal swabs 
 

VIII. Type of Test 
 
Qualitative RT-PCR  
 

IX. Test System Description 
 

A Overview 
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The LIAISON NES Instrument (NES1001) is capable of analysis of a single cartridge containing 
a single specimen. A set of parameters specific to the assay is included in the instrument software 
to name target molecules, assign dyes to probes, specify cycling conditions, and to analyze data 
from runs. Fluorescence intensity is monitored at each PCR cycle by detection modules within 
the instrument. The instrument software controls the thermocycling and, upon completion of the 
run, automatically interprets and displays results for the specimen.  
 
The LIAISON NES Instrument comprises the following:  
 
• Touchscreen User Interface  
• Status LED Indicator  
• Audio Speaker  
• Barcode Scanner 
 
The LIAISON NES software is a graphical user interface (GUI) application that is the end-user 
interface to the LIAISON NES Instrument. The software is installed in an embedded computer 
and is responsible for providing the environment in which a user runs assays and obtains results.  
 
The barcode scanner, which is capable of reading 1D and 2D barcodes, is intended to scan the 
user’s ID badge and patient test order forms. The scanner can be manually activated through the 
touch screen or automatically activated in response to movement in front of the system.  
 

B Test System Components 
 
The LIAISON NES disposables consist of three primary components packaged individually for 
single-use: a cartridge specific to the assay type, a NES Sample Vial, and a NES Swab. Each set 
of these disposables is packaged individually within a single-test kit divider, with ten of these 
single-test kits combined into one assay carton.  
 
The cartridge is assay-specific and individually sealed within a foil pouch. It includes a small, 
slightly open port for inserting prepared patient or QC samples and a foil-covered cuvette 
utilized by the instrument. The cartridge is labeled clearly with the assay type, lot number, and 
expiration date, and provides a space for user identification. Reagents and other assay materials 
are pre-loaded into chambers beneath the cartridge.  
 
The NES Sample Vial is a tube containing an aqueous solution used for transferring the patient 
sample (or QC sample) from the swab into the cartridge. It is sealed with a removable foil, 
covered by a blue vial cap and a clear nozzle cap. The vial and caps are packaged together in 
translucent plastic. To dispense the contents, the clear nozzle cap must be twisted off. The vial 
features labeling indicating lot number and expiration date.  
 
The NES Swab consists of a Copan 'FLOQSwab' housed within a sealed tube container. Users 
can remove and replace the swab in the tube after sample collection. The swab has a breakpoint 
60 mm above the tip, aligning with the vial's rim for proper handling. The tube exterior includes 
a label displaying the swab expiration date and an area for patient identification.  
 
Quality Control (QC) materials are packaged separately in a dedicated QC swab kit carton. This 
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carton includes both positive and negative control swabs, distinctively packaged—positive 
controls in red and negative controls in green.  
 
A Quick Reference Guide (QRG) titled 'Preparing for a Quality Control Test' is included within 
each QC swab carton. 
 

X. Specific Contents for CLIA Waiver 
 

A Demonstrating “Simple”: 
 

• The system consists of an instrument and a test cartridge. The cartridge is supplied 
pre-loaded with the reaction reagents. The user prepares the specimen and loads the 
cartridge into the instrument. After the user starts the assay via the touchscreen 
graphical user interface (GUI), no additional user interaction is required to generate a 
test result. An additional feature automatically starts the run after 30 seconds once the 
user has loaded the cartridge into the instrument. 

• The assay uses an unprocessed dry nasal swab that is placed into a pre-measured rinse 
buffer in the sample vial. 

• The specimen rinse buffer is pre-measured and provided in the sample vial. All other 
reagents are pre-loaded in the assay cartridge at the time of manufacturing. 

• The assay requires only basic specimen manipulation after collection with a dry nasal 
swab, specifically rotation of the swab within the sample vial while squeezing the 
swab head to release the sample. After rotating the swab within the sample vial, the 
swab shaft is snapped off at a pre-defined mark on the swab shaft. The sample vial is 
re-capped and the cap at the end of the sample vial is removed. The sample vial is 
inserted into the sample port of the cartridge and the complete contents are squeezed 
into the cartridge. The user closes the cartridge lid and inserts the loaded cartridge 
into the instrument. 

• No operator action is required to generate a result after the run is started. 
• Technical or specialized training is not required for troubleshooting or interpretation 

of error codes. When an error is detected, it is assigned a predefined error code and 
error message, with suggested mitigation displayed on the graphical user interface 
(GUI). 

• There are no maintenance tasks other than routine cleaning. The instrument performs 
self-checks at initialization and between runs. External quality controls are also 
available for the user to check proper functioning of the instrument. 

• The instrument incorporates algorithms for processing data that eliminate the need for 
operator calibration, interpretation, or calculation. The instrument displays results on 
the graphical user interface (GUI) after completion of the test. 

• The system produces a “Positive”, “Negative” or “Invalid” result readout for each 
target in the assay that is displayed on the graphical user interface (GUI). Quality 
control result readouts are “Pass” and “Fail”. 

• The supplied Quick Reference Guides and User Manual are written using language 
appropriate for untrained operators. 

• The cartridge is designed to allow insertion into the instrument in only one 
direction/orientation. 

• The cartridge has a visual indicator that is automatically detected by a sensor in any 
instrument, preventing cartridge re-use in the same instrument or in another 
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User turned off the instrument 
before the test was completed 
and tried to resume the test once 
the instrument was back on. 

Error message rendered with cause 
identified. 

In the event of power loss during a test, the 
instrument does not allow the user to restart the test 
upon powering on. 

Cartridge reaction cuvette foil is 
broken. 

Error message rendered with 
cause identified. 

The system is capable of pressurizing the cuvette. 
The instrument checks that the cuvette is sealed after 
filling. 

Wrong cartridge is used. Error message rendered with cause 
identified. 

The cartridge packaging includes a label which 
displays key information about the cartridge. The 
instrument allows the user to review a run summary 
before a test is started. The cartridge packaging label 
is color-coded to represent the test type. 

Incorrect assay definition. Error message rendered with cause 
identified. 

The cartridge barcode contains the cartridge unique 
ID, lot, expiration date and test type. The system 
registers the cartridge assay type via the cartridge 
barcode upon insertion. The instrument 
automatically selects the protocol to be run from 
the assay and specimen input type. The instrument 
informs the user if an appropriate protocol is not 
available. 

Try to utilize damaged or 
incomplete barcode 

Error message rendered with cause 
identified. 

If the instrument cannot read the cartridge barcode, it 
informs the user and prevents the run from being 
performed. 

Try to start a test using a cartridge 
that has already been used. 

Provide an error message and/or 
prevent cartridge loading. 

The cartridge has a visual indicator to show that it has 
not already been used. The system has features to 
prevent a test being run on the same cartridge more 
than once. 

Move the instrument while the 
assay is running by tilting the 
instrument during the test. 

Expected results obtained, or 
system provides an alert of failure   
(with cause). 

Visual indication shown to the user to not move the 
instrument while running. 

Incorrect orientation of 
cartridge insertion into instrument. 

Prevent user from inserting the 
cartridge in the incorrect 
orientation. 

The cartridge is designed to allow insertion into the 
instrument in only one direction/orientation. 

The altitude of the instrument is 
above specifications (above 
the range limits). 

Expected results obtained, or 
system provides an alert of 
failure (with cause). 

The instrument has a sensor to prevent a test being 
started if the atmospheric pressure inside the 
instrument is outside of the operating range. 

The door is forced opened during a 
run, exposing internal machinery to 
the user 

Internal machinery is halted. Error 
message rendered with cause 
identified. 

The instrument has a sensor to detect the 
open/closed state of the door. If the door is detected 
as ‘open’ during an assay run, it halts the operation 
of motors and heaters, aborting the test. 

 
Try to start a test using a cartridge 
that has expired. 

Provide an error message and/or 
prevent the test from starting. 

The cartridge has the expiration date embedded 
into the instrument-readable QR code. The system 
has a feature to check the expiration date of the 
cartridge and prevent a test being started with an 
expired cartridge. 

Wrong QC sample is used. Error message rendered with cause 
identified. 

The positive and negative QC packaging includes a 
label which displays key information about the 
controls, and an instrument-readable QR code. The 
system has a feature to check the QC sample type 
and prevent a test being started with an incorrect 
QC sample. 

Try to start a QC test using a QC 
sample that has expired. 

Provide an error message and/or 
prevent the test from starting. 

The QC sample has the expiration date embedded 
into the instrument-readable QR code. The system 
has a feature to check the expiration date of the QC 
sample and prevent a test being started with an 
expired sample. 
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b.   LIAISON NES FLU A/B, RSV & COVID-19 assay Quick Reference Guide 

 
      c.   LIAISON NES User Manual 
 
2. The following elements are appropriately present:  

 
• The LIAISON NES User Manual specifies the environmental operating conditions 

under  which testing may be performed. 
• The LIAISON NES User Manual and LIAISON NES FLU A/B, RSV & COVID-19 

assay  Instructions for Use are clear and easy to understand. 
• The LIAISON NES FLU A/B, RSV & COVID-19 assay Instructions for Use and 

LIAISON NES FLU A/B, RSV & COVID-19 assay Quick Reference Guide identify 
the test as CLIA Waived. 

• The LIAISON NES FLU A/B, RSV & COVID-19 assay Instructions for Use: 
 

o Indicate that laboratories with a Certificate of Waiver must follow the 
manufacturer’s instructions for performing the test. 

o Include step-by-step instructions for performing the test. 
o Include safety considerations applicable for untrained users. 
o Specify the actions to be taken if an invalid test result is obtained. 
o Include a summary of the studies performed to support CLIA Waiver. 
o Include appropriate warnings and/or limitations pertaining to clinical 

interpretation of test results.  
o Include recommendations for Quality Control testing including the source of 

appropriate control materials and the frequency of testing.  
 

• The labeling is sufficient and satisfies the requirements of 21 CFR Part 809.10 
 

XI. Conclusion 
 
The submitted information in this CLIA waiver application supports a CLIA waiver approval 
decision. 
 




