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LIAISON® SARS-CoV-2 IgM ([REF] 311470)

1. INTENDED USE
The LIAISON® SARS-CoV-2 IgM uses chemiluminescence immunoassay (CLIA) technology for the qualitative determination 
of specific IgM antibodies to SARS-CoV-2 in human serum or plasma samples. 
The assay is intended as an aid in the diagnosis of CoVID-19 and to support the study of the immune status of patients who 
may have been exposed to and infected by SARS-CoV-2. Results from the LIAISON® SARS-CoV-2 IgM test should not be 
used as the sole basis to diagnose or exclude SARS-CoV-2 infection or to inform of an infection status.
The test has to be performed on the LIAISON® XL Analyzer only.

2. SUMMARY AND EXPLANATION OF THE TEST
Coronavirus disease (COVID-19) is an infectious disease caused by a newly discovered coronavirus. At the end of 
December 2019, Chinese public health authorities reported several cases of acute respiratory syndrome in Wuhan City, 
Hubei province, China. The initial outbreak in Wuhan spread rapidly, affecting other parts of China. Cases were then 
detected in several other countries. Since late February, the majority of cases reported are from outside China, with an 
increasing majority of these reported from EU/EEA countries and the US. The Director General of the World Health 
Organization declared COVID-19 a global pandemic on 11 March 2020(1).
The causative virus of the COVID-19 is called Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2). It is a new 
strain of coronavirus that has not been previously identified in humans. It spreads primarily through contact with an infected 
person through respiratory droplets generated when a person coughs or sneezes, or through droplets of saliva or discharge 
from the nose. Infection with SARS-CoV-2 can cause mild symptoms including a runny nose, sore throat, cough and fever. 
However, it can be more severe for some people and can lead to pneumonia or breathing difficulties. The elderly, and 
people with pre-existing medical conditions (such as, diabetes and heart disease) appear to be more vulnerable to becoming 
severely ill with the virus. Based on previous studies on SARS, an incubation period from three to fourteen days after onset 
of symptoms may be expected. The WHO, in the ad interim guidance for laboratory testing, supports the development of 
serological assays to be used as an aid in the investigation of an ongoing outbreak and for retrospective assessment. 
The incubation period for COVID-19 is thought to range from 2-14 days following exposure, with most cases showing 
symptoms approximately 4-5 days after exposure(2). The interval during which an individual with COVID-19 is infectious has 
not yet been clearly established. Definite COVID-19 diagnosis entails SARS-CoV-2 detection by nucleic acid amplification 
technology (NAAT)(3, 4, 5). Although the underlying technology for NAAT is robust and shows excellent specificity, the outcome 
directly depends on the viral load acquired during sampling which, among others, can vary according to the time point of 
infection, the individual patient, sampling method and position as well as sample preparation time.
Consequently, a non-negligible proportion of infected individuals may be missed by screenings based on symptoms and 
NAAT(6, 7) and thus form an important source of continued viral spread. 
Serological assays can contribute to identifying individuals exposed to the virus and assessing the extent of exposure of a 
population, and might thereby help to decide on the application, enforcement or relaxation of containment measures(8).
Seroconversion has been observed as early as within 5 days after symptom onset for immunoglobulin M (IgM) and within 
5-7 days for IgG(9, 10). Depending on the applied method, seroconversion is observed after a median of 10-13 days after 
symptom onset for IgM and 12-14 days for IgG(6, 11).
As for the detection of IgG, detection of IgM antibodies against SARS-CoV-2 can be used to assess the immune status of 
patients affected by CoVID-19. The production of specific antibodies, particularly anti-SARS-CoV-2 IgM and IgG, should be 
used as an additional non-invasive method for detecting the disease, especially in patients who present late symptoms, with 
a low viral load.
Most people infected with the COVID-19 virus will experience mild to moderate respiratory illness and recover without 
requiring special treatment. Older people, and those with underlying medical problems like cardiovascular disease, diabetes, 
chronic respiratory disease or cancer are more likely to develop serious illness.

3. PRINCIPLE OF THE PROCEDURE
The method for qualitative determination of specific IgM to SARS-CoV2 is an indirect chemiluminescence immunoassay 
(CLIA). A specific antigen is used for coating magnetic particles (solid phase). During the first incubation, the SARS-CoV2 IgM 
antibodies present in calibrators, samples or controls bind to the solid phase. During the second incubation, mouse 
monoclonal antibodies to human IgM linked to an isoluminol derivative (isoluminol-antibody conjugate), react with SARS-CoV2 
IgM already bound to the solid phase. After each incubation, the unbound material is removed with a wash cycle. 
Subsequently, the starter reagents are added and a flash chemiluminescence reaction is thus induced. The light signal, and 
hence the amount of isoluminol-antibody conjugate, is measured by a photomultiplier as relative light units (RLU) and indicates 
the presence or absence of antibodies to SARS-CoV2 present in calibrators, samples or controls.
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4. MATERIALS PROVIDED

Reagent integral

Magnetic particles 
(2.63 mL)

[SORB] Magnetic particles coated with RBD antigen (mammalian cells), BSA, phosphate buffer, 
< 0.1% sodium azide.

Calibrator 1 
(0.6 mL)

[CAL|1] BSA, Phosphate buffer, detergents, ProClin® 300, preservatives, an inert yellow dye. 

Calibrator 2 
(0.6 mL)

[CAL|2] Anti-SARS-CoV-2 Human IgM monoclonal antibody, BSA, phosphate buffer, detergents, 
ProClin® 300, preservatives, an inert blue dye. 

Specimen Diluent 
(22 mL)

[DIL|SPE] Goat serum to human IgG (adsorbent reagent), BSA, phosphate buffer, ProClin® 300, 
preservatives.

Assay Buffer 
(14 mL)

[BUF] BSA, phosphate buffer, EDTA, detergents, ProClin® 300, preservatives, an inert yellow dye.

Conjugate 
(25 mL)

[CONJ] Mouse monoclonal IgG to human IgM conjugated to an isoluminol der ivat ive, BSA, 
phosphate buffer, non-specific IgG, ProClin® 300, preservatives.

Number of tests 110

All reagents are supplied ready to use. The order of reagents reflects the layout of containers in the reagent integral.

Materials required but not provided

LIAISON® XL Cuvettes ([REF] X0016).
LIAISON® XL Disposable Tips ([REF] X0015) or
LIAISON® Disposable Tips ([REF] X0055).
LIAISON® XL Starter Kit ([REF] 319200) or
LIAISON® EASY Starter Kit ([REF] 319300).
LIAISON® Wash/System Liquid ([REF] 319100).
LIAISON® XL Waste Bags ([REF] X0025).

LIAISON® XL Cleaning Tool ([REF] 310995) or
LIAISON® EASY Cleaning Tool ([REF] 310996).

Additional required materials:

LIAISON® Control SARS-CoV-2 IgM ([REF] 311471)

5. WARNINGS AND PRECAUTIONS
For in vitro diagnostic use.
Visually inspect the integral vials for leaking at the membrane seals or elsewhere. If the vials are found to be leaking, the local 
customer service should be notified immediately.

6. SAFETY PRECAUTIONS
Do not eat, drink, smoke or apply cosmetics during the assay. Do not pipette by mouth.
Avoid direct contact with potentially infected material by wearing laboratory clothing, protective goggles and disposable 
gloves. Wash hands thoroughly at the end of each assay.
Avoid splashing or forming an aerosol. All drops of biological reagent must be removed with a sodium hypochlorite solution 
with 0.5% active chlorine, and the means used must be treated as infected waste.
All samples and reagents containing biological materials used for the assay must be considered as potentially able to 
transmit infectious agents; the waste must be handled with care and disposed of in compliance with the laboratory 
guidelines and the statutory provisions in force in each country. Any materials for reuse must be appropriately sterilized in 
compliance with the local laws and guidelines. Check the effectiveness of the sterilization/decontamination cycle.
Do not use kits or components beyond the expiration date given on the label.
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Pursuant to EC Regulation 1272/2008 (CLP), hazardous reagents are classified and labeled as follows:

REAGENTS: [CAL|1], [CAL|2], [DIL|SPE], [BUF], [CONJ]

CLASSIFICATION:

SIGNAL WORD:

SYMBOLS / PICTOGRAMS:

HAZARD STATEMENTS:

PRECAUTIONARY STATEMENTS:

CONTAINS:
(only substances prescribed pursuant to 
Article 18 of EC Regulation 1272/2008).

Pursuant to EC Regulation 1272/2008 (CLP), [SORB] is labeled as EUH210, safety data sheets available on request. 
For additional information see Safety Data Sheets available on www.diasorin.com.

7. REAGENT PREPARATION

REAGENT INTEGRAL
Please note the following important reagent handling precautions:

Resuspension of magnetic particles
Magnetic particles must be completely resuspended before the integral is placed on the LIAISON® XL Analyzer. Follow the 
steps below to ensure complete suspension.
Before the seal is removed, rotate the small wheel on the magnetic particle compartment until the colour of the suspension 
has changed to brown. Gentle and careful side-to-side mixing may assist in the suspension of the magnetic particles 
(avoid foam formation). Visually check the bottom of the magnetic particle vial to confirm that all settled magnetic particles 
have resuspended. Carefully wipe the surface of each septum to remove any residual liquid.
Repeat as necessary until the magnetic particles are completely resuspended.
An incomplete magnetic particles resuspension may cause variable and inaccurate analytical results.

Foaming of reagents
In order to ensure the optimal performance of the integral, foaming of reagents should be avoided. Adhere to the 
recommendation below to prevent this occurrence:
Visually inspect the reagents, in particular the calibrators (position two and three following the magnetic particle vial), 
to ensure there is no foaming present before using the integral. If foam is present after the resuspension of the magnetic 
particles, place the integral on the instrument and allow the foam to dissipate. Load the integral into the reagent area once 
the foam has dissipated.

Loading the integral into the reagent area
– LIAISON® XL Analyzer is equipped with a built-in solid-state magnetic device which aids the dispersal of microparticles 

prior to placing a reagent integral into the reagent area of the analyzer. Refer to the analyzer operator’s manual for 
details. 
a. Insert the reagent integral into the dedicated slot. 
b. Allow the reagent integral to remain in the solid-state magnetic device for at least 30 seconds (up to several minutes). 
Repeat as necessary.

– Place the integral into the reagent area of the analyzer with the label facing left and let it stand for 15 minutes before using.
The analyzer automatically stirs and completely resuspends the magnetic particles.

– Follow the analyzer operator’s manual to load the specimens and start the run.

8. REAGENT INTEGRAL STORAGE AND STABILITY
– Sealed: Stable at 2-8°C until the expiry date.
– Opened on board or at 2-8°C: stability up to 1 week.
– Use the storage rack provided with the LIAISON® XL Analyzer for the upright storage of reagent integral.
– Do not freeze.
– Keep upright for storage to facilitate later proper resuspension of magnetic particles.
– Keep away from direct light. 

Skin sens. 1 H317

Warning

GHS07 Exclamation mark

H317 May cause an allergic skin reaction.

P261 Avoid breathing dust/fume/gas/mist/vapours/spray.
P280 Wear protective gloves/protective clothing/eye protection/face protection.
P363 Wash contaminated clothing before reuse.

reaction mass of: 
5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 
2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1) (ProClin® 300).
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9. SPECIMEN COLLECTION AND PREPARATION

The correct specimen type must be used in the assay. Following matrices have been tested and may be used:
– serum;
– sodium and lithium heparin plasma;
– potassium EDTA.
Blood should be collected aseptically by venipuncture and the serum or plasma separated from clot, red cells or 
gel separator, after centrifugation, carefully following the tube manufacturers’ instructions and according to good 
laboratory practices.
Centrifugation conditions of collection tubes may vary depending on the manufacturer. A minimum of 1,000 g for 
10 minutes is reported. Use of centrifugation conditions should be evaluated and validated by the laboratory.
Package and label specimens in compliance with applicable state, federal, and international regulations covering 
the transport of clinical specimens and infectious substances.
Specimens may be shipped on dry ice (frozen), on wet ice (for 2°-8°C), following the sample storage limitations 
described below.
Uncontrolled transport conditions (in terms of temperature and time) may cause inaccurate analytical results. 
During validation studies, specimen collection tubes commercially available at the time of testing were used. 
Therefore, not all collection tubes from all manufacturers have been evaluated. Blood collection devices from 
various manufacturers may contain substances which could affect the test results in some cases (Bowen et al., 
Clinical Biochemistry, 43, 4-25, 2010).
A dedicated study on storage limitations was performed on serum or plasma specimens removed from clot, red 
cells or gel separator. The following storage conditions showed no significant differences:
– 15°-30°C for 21 hours, in any case, room temperature storage should be avoided;
– 2°-8°C for 7 days, otherwise they should be aliquoted and stored deep-frozen (–20°C or below);
– Up to 3 freeze-thaw cycles, however multiple freeze thaw cycles should be avoided.
If samples are stored frozen, mix thawed samples well before testing.
Further centrifugation of specimens removed from red cells, clot or gel separator (suggested between 3,000 and 
10,000 g for 10 minutes) is recommended to guarantee the consistency of results whenever one of the following 
conditions is identified:
– Samples previously centrifuged and stored at 2-8°C;
– Samples with particulate matter, fibrin, turbidity, lipaemia or erythrocyte debris;
– Samples frozen and thawed;
– Samples requiring repeat testing.
Specimens with a lipid layer on the top should be transferred into a secondary tube, taking care to transfer only the 
clarified material.
Grossly haemolyzed or lipaemic samples as well as samples containing particulate matter or exhibiting obvious 
microbial contamination should not be tested. Heat inactivation of the specimens may affect the test results. 
Check for and remove air bubbles before assaying.
The minimum volume required for a single determination is 164 μL of specimen (14 μL specimen + 150 μL dead 
volume). 

10. CALIBRATION 
Testing of assay specific calibrator allows the detected relative light unit (RLU) values to set the cut-off. 
Each calibration solution allows 4 calibrations to be performed.
Recalibration in triplicate is mandatory whenever at least one of the following conditions occurs:
– A new lot of Starter Kit is used.
– The previous calibration was performed more than 1 week before.
– Each time a new lot of integral is used.
– The analyzer has been serviced.
– Control values lie outside the expected ranges.

11. ASSAY PROCEDURE
Strict adherence to the analyzer operator’s manual ensures proper assay performance. Each test parameter is identified via 
information encoded in the reagent integral Radio Frequency IDentification transponder (RFID Tag). In the event that the 
RFID Tag cannot be read by the analyzer, the integral cannot be used. Do not discard the reagent integral; contact your 
local DiaSorin technical support for instructions.
The analyzer operations are as follows:
1. Dispense specimens (calibrator or control), coated magnetic particles, specimen diluent and assay buffer into the reaction 

cuvettes 
2. Incubate and wash
3. Dispense the Conjugate into the reaction cuvettes
4. Incubate and wash
5. Add the Starter Reagents and measure the light emitted.
Warning - Maintenance with the LIAISON® XL Cleaning Tool ([REF] 310995) or LIAISON® EASY Cleaning Tool ([REF] 310996) 
must be performed (refer to pertinent instruction for use for details).
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12. QUALITY CONTROL
LIAISON® controls should be run in singlicate to monitor the assay performance. Quality control must be performed by 
running LIAISON® SARS-CoV-2 IgM controls 
(a) at least once per day of use, before running the test, 
(b) whenever the kit is calibrated, 
(c) whenever a new lot of Starter Reagents is used, or in agreement with guidelines or requirements of local regulations or 
accredited organizations.
Control values must lie within the expected ranges: whenever one or both controls lie outside the expected ranges, 
calibration should be repeated and controls retested. If the control values obtained after successful calibration lie repeatedly 
outside the predefined ranges, the test should be repeated using an unopened control vial. If control values lie outside the 
expected ranges, patient results must not be reported.
The performance of other controls should be evaluated for compatibility with this assay before they are used. Appropriate value 
ranges should then be established for quality control materials used.

13. INTERPRETATION OF RESULTS
The analyzer automatically calculates SARS-CoV-2 IgM antibodies concentrations expressed as an Index value and grades 
the results. Do not dilute specimens before testing. For details, refer to the analyzer operator’s manual. 
Sample results should be interpreted as follows:

LIAISON® SARS-CoV-2 IgM assay

Index Results Rules and interpretation

< 1.10 Negative
A result below the 1.10 Index may indicate the absence or level of IgM antibodies to 
SARS-CoV-2 below the threshold. The test could score negative in patients during the 
incubation period and in the early stages of infection.

≥ 1.10 Positive
A result above or equal to the 1.10 Index generally indicates exposure of the subject 
to SARS-CoV-2.

14. LIMITATIONS OF THE PROCEDURE
Assay performance characteristics have not been established when any LIAISON® SARS-CoV-2 IgM test is used in 
conjunction with other manufacturers’ assays for the detection of specific SARS-CoV-2 serological markers. Under these 
conditions, users are responsible for establishing their own performance characteristics.
A skillful technique and strict adherence to the instructions are necessary to obtain reliable results. Bacterial contamination 
or heat inactivation of the specimens may affect the test results.
The results obtained with this test should only be interpreted in conjunction with clinical findings, and the results from other 
laboratory tests and evaluations.
Performance has not been established for the use of cadaveric specimens or the use of bodily fluids other than human.
The combination of LIAISON® IgM and IgG test and clinical data is recommended when the diagnosis of COVID-19 is based 
on a single specimen. A single result may not be sufficient for diagnosis.

15. SPECIFIC PERFORMANCE CHARACTERISTICS

15.1. Analytical specificity 
Analytical specificity may be defined as the ability of the assay to accurately detect specific analyte in the presence of 
potentially interfering factors in the sample matrix (e.g., anticoagulants, haemolysis, effects of sample treatment), or cross- 
reactive antibodies.

Interference. 
Controlled studies of potentially interfering substances show ed no interference to each substance listed below in the 
LIAISON® SARS-CoV-2 IgM assay, at the indicated concentration. 

Substances Tested concentrations

Biotin 3500 ng/mL

Triglycerides 3000 mg/dL

Hemoglobin 1000 mg/dL

Unconjugated bilirubin 40 mg/dL

Conjugated bilirubin 40 mg/dL

Cholesterol total 500 mg/dL

Paracetamol 500 mg/L

Ibuprofen 500 mg/L

Total Protein (high) ≥ 120 g/L

Total Protein (low) ≤ 60 g/L

Total IgM 5.5 mg/dL
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Cross-reactions. 
The cross-reactivity study for the LIAISON® SARS-CoV-2 IgM assay was designed to evaluate potential interference from 
antibodies to other viruses that may cause symptoms similar to SARS-CoV-2 infection, other organisms that may cause 
infectious diseases, as well as from other conditions that may result from atypical immune system activity. Samples for the 
evaluation were collected before October 2019, prior to the SARS-CoV-2 pandemic. 3 specimens out of 180 assessed 
specimens resulted Positive with the LIAISON® SARS-CoV-2 IgM assay. The observed specificity for potentially cross-
reactive specimens is comparable to that of open populations.

Condition Number of tested samples LIAISON® XL
Positive results

Anti-nuclear auto-antibodies (ANA)
Anti-HBV
Anti-HCV
Anti-Influenza A 
Anti-Influenza B
Anti-respiratory syncytial virus
Anti-Mycoplasma pneumoniae
HAMA
Anti-Chlamydia pneumoniae 
Mycobacterium tuberculosis
Anti-Borrelia Burgdorferi 
Anti-CMV
Anti-EBV
Anti-HSV 1/2
Anti-Parvovirus B19
Rheumatoid factor
Anti-Rubella Virus
Anti-VZV

10
10
10
10
10
10
10
10
10
10
10
10
10
10
10
10
10
10

0
0
0
0
0
0
1
1
0
0
0
0
0
1
0
0
0
0

Total 180 3

15.2. Precision
A five-day precision study was performed by using a coded panel of 6 samples prepared by either spiking or diluting 
samples as necessary to obtain negative, low positive and moderate positive samples. Kit Controls sets were also included 
in the study. The panel samples and kit controls were tested with the LIAISON® SARS-CoV-2 IgM assay in 6 replicates per 
run, 3 runs per day for 5 operating days on one LIAISON® XL Analyzer, on 1 kit lot. The CLSI document EP5-A3 was 
consulted in the preparation of the testing protocol.

Data N
Mean 

(Index)

Within run Between run Between day Overall

SD CV % SD CV % SD CV % SD CV %

CONTROL Neg 90 0.057 0.004 6.8 0.002 4.3 0.002 4.2 0.005 9.0

CONTROL Pos 90 3.05 0.070 2.3 0.084 2.7 0.119 3.9 0.161 5.3

CONTROL Pos 90 2.75 0.063 2.3 0.047 1.7 0.116 4.2 0.141 5.1

COVM-1-U1 90 0.861 0.038 4.4 0.039 4.5 0.041 4.8 0.068 7.9

COVM-1-U2 90 0.869 0.042 4.8 0.040 4.6 0.024 2.8 0.062 7.2

COVM-1-U3 90 1.71 0.073 4.3 0.040 2.3 0.063 3.7 0.105 6.1

COVM-1-U4 90 1.99 0.069 3.5 0.033 1.6 0.061 3.1 0.098 4.9

COVM-1-U5 90 4.12 0.154 3.7 0.162 3.9 0.125 3.0 0.256 6.2

COVM-1-U6 90 4.7 0.117 2.5 0.130 2.8 0.143 3.0 0.226 4.8

The results refer to the groups of samples investigated and are not guaranteed specifications, as differences may exist 
between laboratories and locations.
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16. SUMMARY OF CLINICAL PERFORMANCE
The results refer to the groups of samples investigated and are not guaranteed specifications, as differences may exist 
between laboratories and locations.

16.1. Diagnostic sensitivity
The sensitivity was determined by investigating 268 samples collected over the course of time from 223 European patients. 
Infection with SARS-CoV-2 was confirmed by RT-PCR test at the time of the diagnosis.
The LIAISON® SARS-CoV-2 S1/S2 IgG and LIAISON® SARS-CoV-2 IgM tests were performed on samples collected at the 
time of admission and thereafter up to 30 days. The group included patients hospitalized with moderate symptoms, patients 
admitted to the ICU with severe symptoms and patients not hospitalized without or with mild symptoms.
The following table describes LIAISON® SARS-CoV-2 IgM diagnostic sensitivity in three groups, i. e. the early samples 
(≤ 7 days after diagnosis), the samples between 8 and 14 days after diagnosis, and the later samples (15 – 30 days after 
diagnosis). 

LIAISON® SARS-CoV-2 IgM
Total Sensitivity (Wilson 95% CI)

< 1.10 Index ≥ 1.10 Index

≤ 7 days 37 68 105 64.8% (55.3% - 73.2%)

8-14 days 4 43 47 91.5% (80.1% - 96.6%)

15-30 days 7 109 116 94.0% (88.1% - 97.1%)

The percentage of positive findings between 30 and 81 days was determined by investigating 180 samples collected from 
121 European patients resulting in 72.8% (95% CI: 65.9% - 78.8%).

Combined sensitivity performance of LIAISON® SARS-CoV-2 S1/S2 IgG and LIAISON® SARS-CoV-2 IgM assays is shown in 
the following table. 

Number of LIAISON® IgG 
and/or IgM Positive results

Sensitivity (Wilson 95% CI)

≤ 7 days 73 / 105 69.5% (60.2% - 77.5%)

8-14 days 43 / 47 91.5% (80.1% - 96.6%)

15-30 days 114 / 116 98.3% (93.9% - 99.5%)

16.2. Diagnostic specificity
2473 presumed SARS-CoV-2 negative samples collected before the COVID19 outbreak from a European laboratory 
rou t ine  (n=1072) ,  a  US labora to ry  rou t ine  (n=400)  and European b lood  donors  (n=  1001)  were  tes ted  w i th  
LIAISON® SARS-CoV-2 IgM assay resulting in 99.3% clinical specificity (2455 / 2473, 95% CI: 98.9% – 99.5%).
The following table shows the results with LIAISON® SARS-CoV-2 IgM assay:

LIAISON® SARS-CoV-2 IgM
Total Specificity (Wilson 95% CI)

< 1.10 Index ≥ 1.10 Index

US Laboratory routine 398 2 400 99.5% (98.2% - 99.9%)

European Laboratory routine 1063 9 1072 99.2% (98.4% - 99.6%)

Blood donors 994 7 1001 99.3% (98.6% - 99.7%)

A total of 500 presumed SARS-CoV-2 negative samples were tested with LIAISON® SARS-CoV-2 S1/S2 IgG and LIAISON®

SARS-CoV-2 IgM assays resulting in 99.2% combined clinical specificity (496 / 500, 95% CI: 98.0% – 99.7%).

16.3. SARS-CoV-2 variants detection
A panel of twenty-two (22) serum/plasma specimens from UK, collected from nineteen (19) patients diagnosed for COVID-19 
by RT-PCR, and infected by virus variants (as demonstrated by sequencing) was tested with the LIAISON® SARS-CoV-2 IgM 
to assess the performance of the assay. Serum/plasma specimens were collected between 15 and 34 days from the date of 
onset of symptoms. All 22 specimens were successfully detected with LIAISON® SARS-CoV-2 IgM assay.

Lineage Number of specimens
Positive result by

LIAISON® SARS-CoV-2 IgM
Diagnostic Sensitivity and 

Wilson 95% CI 

B.1.1.7 22 22 100% (95% CI: 85.1 – 100%)
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	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. INTENDED USE
	2. SUMMARY AND EXPLANATION OF THE TEST
	3. PRINCIPLE OF THE PROCEDURE
	4. MATERIALS PROVIDED
	5. WARNINGS AND PRECAUTIONS
	6. SAFETY PRECAUTIONS
	7. REAGENT PREPARATION
	8. REAGENT INTEGRAL STORAGE AND STABILITY
	9. SPECIMEN COLLECTION AND PREPARATION
	10. CALIBRATION
	11. ASSAY PROCEDURE
	1. Dispense specimens (calibrator or control), coated magnetic particles, specimen diluent and assay buffer into the reaction cuvettes
	2. Incubate and wash
	3. Dispense the Conjugate into the reaction cuvettes
	4. Incubate and wash
	5. Add the Starter Reagents and measure the light emitted.

	12. QUALITY CONTROL
	13. INTERPRETATION OF RESULTS
	14. LIMITATIONS OF THE PROCEDURE
	15. SPECIFIC PERFORMANCE CHARACTERISTICS
	15.1. Analytical specificity

	Substances
	Tested concentrations
	Biotin
	3500 ng/mL
	Triglycerides
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Unconjugated bilirubin
	40 mg/dL
	Conjugated bilirubin
	40 mg/dL
	Cholesterol total
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Total Protein (high)
	≥ 120 g/L
	Total Protein (low)
	≤ 60 g/L
	Total IgM
	5.5 mg/dL
	Condition
	Number of tested samples
	LIAISON® XL Positive results
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precision

	Data
	N
	Mean (Index)
	Within run
	Between run
	Between day
	Overall
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	CONTROL Neg
	90
	0.057
	0.004
	6.8
	0.002
	4.3
	0.002
	4.2
	0.005
	9.0
	CONTROL Pos
	90
	3.05
	0.070
	2.3
	0.084
	2.7
	0.119
	3.9
	0.161
	5.3
	CONTROL Pos
	90
	2.75
	0.063
	2.3
	0.047
	1.7
	0.116
	4.2
	0.141
	5.1
	COVM-1-U1
	90
	0.861
	0.038
	4.4
	0.039
	4.5
	0.041
	4.8
	0.068
	7.9
	COVM-1-U2
	90
	0.869
	0.042
	4.8
	0.040
	4.6
	0.024
	2.8
	0.062
	7.2
	COVM-1-U3
	90
	1.71
	0.073
	4.3
	0.040
	2.3
	0.063
	3.7
	0.105
	6.1
	COVM-1-U4
	90
	1.99
	0.069
	3.5
	0.033
	1.6
	0.061
	3.1
	0.098
	4.9
	COVM-1-U5
	90
	4.12
	0.154
	3.7
	0.162
	3.9
	0.125
	3.0
	0.256
	6.2
	COVM-1-U6
	90
	4.7
	0.117
	2.5
	0.130
	2.8
	0.143
	3.0
	0.226
	4.8
	16. SUMMARY OF CLINICAL PERFORMANCE
	16.1. Diagnostic sensitivity


	LIAISON® SARS-CoV-2 IgM
	Total
	Sensitivity (Wilson 95% CI)
	< 1.10 Index
	≥ 1.10 Index
	≤ 7 days
	37
	68
	105
	64.8% (55.3% - 73.2%)
	8-14 days
	4
	43
	47
	91.5% (80.1% - 96.6%)
	15-30 days
	7
	109
	116
	94.0% (88.1% - 97.1%)
	Number of LIAISON® IgG and/or IgM Positive results
	Sensitivity (Wilson 95% CI)
	≤ 7 days
	73 / 105
	69.5% (60.2% - 77.5%)
	8-14 days
	43 / 47
	91.5% (80.1% - 96.6%)
	15-30 days
	114 / 116
	98.3% (93.9% - 99.5%)
	16.2. Diagnostic specificity

	LIAISON® SARS-CoV-2 IgM
	Total
	Specificity (Wilson 95% CI)
	< 1.10 Index
	≥ 1.10 Index
	US Laboratory routine
	398
	2
	400
	99.5% (98.2% - 99.9%)
	European Laboratory routine
	1063
	9
	1072
	99.2% (98.4% - 99.6%)
	Blood donors
	994
	7
	1001
	99.3% (98.6% - 99.7%)
	16.3. SARS-CoV-2 variants detection
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	1. FINALITÀ DEL TEST
	2. SIGNIFICATO CLINICO
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	4. MATERIALI FORNITI
	5. AVVERTENZE E PRECAUZIONI
	6. PRECAUZIONI DI SICUREZZA
	7. PREPARAZIONE DEI REATTIVI
	8. CONSERVAZIONE E STABILITÀ DELL’INTEGRALE DI REATTIVI
	9. PRELIEVO E PREPARAZIONE DEI CAMPIONI
	10. TARATURA
	11. PROCEDIMENTO OPERATIVO
	1. Dispensare i campioni (calibratore o controllo), le particelle magnetiche rivestite, il diluente dei campioni e il tampone di dosaggio nelle cuvette di reazione
	2. Incubare e lavare
	3. Distribuire il coniugato nelle cuvette di reazione
	4. Incubare e lavare
	5. Aggiungere i reagenti starter e misurare la luce emessa.

	12. CONTROLLO DI QUALITÀ
	13. INTERPRETAZIONE DEI RISULTATI
	14. LIMITI DEL DOSAGGIO
	15. PRESTAZIONI METODOLOGICHE DEL KIT
	15.1. Specificità analitica

	Sostanze
	Concentrazioni analizzate
	Biotina
	3500 ng/mL
	Trigliceridi
	3000 mg/dL
	Emoglobina
	1000 mg/dL
	Bilirubina non coniugata
	40 mg/dL
	Bilirubina coniugata
	40 mg/dL
	Colesterolo totale
	500 mg/dL
	Paracetamolo
	500 mg/L
	Ibuprofene
	500 mg/L
	Proteine totali (alte)
	≥120 g/L
	Proteine totali (basse)
	≤60 g/L
	IgM totali
	5,5 mg/dL
	Condizione
	Numero di campioni testati
	LIAISON® XL Risultati positivi
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precisione

	Dati
	N
	Media (indice)
	Intra-analisi
	Tra le analisi
	Tra i giorni
	Totale
	DS
	CV%
	DS
	CV%
	DS
	CV%
	DS
	CV%
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. RIEPILOGO DELLE PRESTAZIONI CLINICHE
	16.1. Sensibilità diagnostica


	LIAISON® SARS-CoV-2 IgM
	Totale
	Sensibilità (IC 95% Wilson)
	Indice <1,10
	Indice ≥1,10
	≤7 giorni
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 giorni
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 giorni
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Numero di risultati positivi di LIAISON® IgG e/o IgM
	Sensibilità (IC 95% Wilson)
	≤7 giorni
	73/105
	69,5% (60,2% - 77,5%)
	8-14 giorni
	43/47
	91,5% (80,1% - 96,6%)
	15-30 giorni
	114/116
	98,3% (93,9% - 99,5%)
	16.2. Specificità diagnostica

	LIAISON® SARS-CoV-2 IgM
	Totale
	Specificità (IC 95% Wilson)
	Indice <1,10
	Indice ≥1,10
	Laboratorio USA
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Laboratorio europeo
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Donatori di sangue
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Ricerca delle varianti del SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. UTILISATION
	2. INTÊRET CLINIQUE
	3. PRINCIPE DU DOSAGE
	4. MATÉRIEL FOURNI
	5. PRÉCAUTIONS D'UTILISATION
	6. RÈGLES DE SÉCURITÉ
	7. PRÉPARATION DES RÉACTIFS
	8. CONSERVATION ET STABILITÉ DU RÉACTIF INTÉGRAL
	9. PRÉLÈVEMENT ET PRÉPARATION DES ÉCHANTILLONS
	10. ÉTALONNAGE
	11. PROCÉDURE DE DOSAGE
	1. Distribution des échantillons (étalon ou contrôle), des particules magnétiques revêtues, du diluant pour échantillons et du tampon de dosage dans les cuvettes de réaction.
	2. Incubation et lavage.
	3. Distribution du conjugué dans les cuvettes de réaction.
	4. Incubation et lavage.
	5. Ajout des réactifs Starter et mesure de la lumière émise.

	12. CONTRÔLE DE QUALITÉ
	13. INTERPRÉTATION DES RÉSULTATS
	14. LIMITES DU DOSAGE
	15. CARACTÉRISTIQUES DU DOSAGE
	15.1. Spécificité analytique

	Substances
	Concentrations testées
	Biotine
	3 500 ng/mL
	Triglycérides
	3 000 mg/dL
	Hémoglobine
	1 000 mg/dL
	Bilirubine non conjuguée
	40 mg/dL
	Bilirubine conjuguée
	40 mg/dL
	Cholestérol total
	500 mg/dL
	Paracétamol
	500 mg/L
	Ibuprofène
	500 mg/L
	Protéine totale (concentration élevée)
	≥ 120 g/L
	Protéine totale (faible concentration)
	≤ 60 g/L
	IgM totales
	5,5 mg/dL
	Condition
	Nombre d’échantillons testés
	LIAISON® XL Résultats positifs
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Fidélité

	Données
	N
	Moyenne (Indice)
	Intra-essai
	Inter-essais
	Inter-jours
	Globale
	ET
	% CV
	ET
	% CV
	ET
	% CV
	ET
	% CV
	CONTRÔLE nég.
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTRÔLE pos.
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTRÔLE pos.
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. RÉSUMÉ DE LA PERFORMANCE CLINIQUE
	16.1. Sensibilité diagnostique


	LIAISON® SARS-CoV-2 IgM
	Total
	Sensibilité (IC à 95% selon Wilson)
	< Indice 1,10
	≥ Indice 1,10
	≤ 7 jours
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 jours
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 jours
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Nombre de résultats positifs LIAISON® IgG et/ou IgM
	Sensibilité (IC à 95% selon Wilson)
	≤ 7 jours
	73/105
	69,5% (60,2% - 77,5%)
	8-14 jours
	43/47
	91,5% (80,1% - 96,6%)
	15-30 jours
	114/116
	98,3% (93,9% - 99,5%)
	16.2. Spécificité diagnostique

	LIAISON® SARS-CoV-2 IgM
	Total
	Spécificité (IC à 95% selon Wilson)
	< Indice 1,10
	≥ Indice 1,10
	Travaux de routine d’un laboratoire américain
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Travaux de routine d’un laboratoire européen
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Donneurs de sang
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Détection des variants du SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. ANWENDUNG
	2. ZUSAMMENFASSUNG UND ERLÄUTERUNG DES TESTS
	3. TESTPRINZIP
	4. PACKUNGSINHALT
	5. WARNHINWEISE UND VORSICHTSMASSNAHMEN
	6. SICHERHEITSMASSNAHMEN
	7. VORBEREITUNG DER REAGENZIEN
	8. LAGERUNG UND HALTBARKEIT DES REAGENZ-INTEGRALS
	9. ENTNAHME UND VORBEREITUNG DER PROBEN
	10. KALIBRATION
	11. TESTABLAUF
	1. Verteilen von Proben (Kalibrator oder Kontrolle), beschichteten Magnetpartikeln, Probenverdünnungslösung und Assaypuffer in die Reaktionsküvetten
	2. Inkubieren und Waschen
	3. Verteilen von Konjugat in die Reaktionsküvetten
	4. Inkubieren und Waschen
	5. Hinzufügen der Starterreagenzien und Messen des emittierten Lichts

	12. QUALITÄTSKONTROLLE
	13. INTERPRETATION DER ERGEBNISSE
	14. GRENZEN DES VERFAHRENS
	15. SPEZIFISCHE LEISTUNGSDATEN
	15.1. Analytische Spezifität

	Substanzen
	Getestete Konzentrationen
	Biotin
	3500 ng/mL
	Triglyceride
	3000 mg/dL
	Hämoglobin
	1000 mg/dL
	Unkonjugiertes Bilirubin
	40 mg/dL
	Konjugiertes Bilirubin
	40 mg/dL
	Cholesterin, gesamt
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Gesamtprotein (hoch)
	≥ 120 g/L
	Gesamtprotein (niedrig)
	≤ 60 g/L
	Gesamt-IgM
	5,5 mg/dL
	Bedingung
	Anzahl getesteter Proben
	LIAISON® XL Positive Ergebnisse
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Präzision

	Daten
	N
	Mittelwert (Index)
	Innerhalb eines Testlaufs
	Von Lauf zu Lauf
	Von Tag zu Tag
	Insgesamt
	SA
	CV %
	SA
	CV %
	SA
	CV %
	SA
	CV %
	KONTROLLE Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROLLE Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROLLE Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. ZUSAMMENFASSUNG DER KLINISCHEN LEISTUNG
	16.1. Diagnostische Sensitivität


	LIAISON® SARS-CoV-2 IgM
	Gesamt
	Sensitivität (95%-KI nach Wilson)
	< 1,10 Index
	≥ 1,10 Index
	≤ 7 Tage
	37
	68
	105
	64,8% (55,3%–73,2%)
	8–14 Tage
	4
	43
	47
	91,5% (80,1%–96,6%)
	15–30 Tage
	7
	109
	116
	94,0% (88,1%–97,1%)
	Anzahl LIAISON® IgG- und/oder IgM-positiver Ergebnisse
	Sensitivität (95%-KI nach Wilson)
	≤ 7 Tage
	73 / 105
	69,5% (60,2%–77,5%)
	8–14 Tage
	43 / 47
	91,5% (80,1%–96,6%)
	15–30 Tage
	114 / 116
	98,3% (93,9%–99,5%)
	16.2. Diagnostische Spezifität

	LIAISON® SARS-CoV-2 IgM
	Gesamt
	Spezifität (95%-KI nach Wilson)
	< 1,10 Index
	≥ 1,10 Index
	US-amerikanische Laborroutine
	398
	2
	400
	99,5% (98,2%–99,9%)
	Europäische Laborroutine
	1063
	9
	1072
	99,2% (98,4%–99,6%)
	Blutspender
	994
	7
	1001
	99,3% (98,6%–99,7%)
	16.3. Nachweis von SARS-CoV-2-Varianten


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. FINALIDAD DEL ENSAYO
	2. RESUMEN Y EXPLICACIÓN DEL ENSAYO
	3. PRINCIPIO DEL PROCEDIMIENTO
	4. MATERIALES SUMINISTRADOS
	5. ADVERTENCIAS Y PRECAUCIONES
	6. NORMAS DE SEGURIDAD
	7. PREPARACIÓN DE LOS REACTIVOS
	8. CONSERVACIÓN Y ESTABILIDAD DEL INTEGRAL DE REACTIVOS
	9. RECOGIDA Y PREPARACIÓN DE LAS MUESTRAS
	10. CALIBRACIÓN
	11. PROCEDIMIENTO OPERATIVO
	1. Distribuye las muestras (calibradores o controles), las partículas magnéticas recubiertas, el diluyente de muestras y el tampón de ensayo en las cubetas de reacción.
	2. Incuba y lava.
	3. Distribuye el conjugado en las cubetas de reacción.
	4. Incuba y lava.
	5. Añade los reactivos starter y mide la luz emitida.

	12. CONTROL DE CALIDAD
	13. INTERPRETACIÓN DE LOS RESULTADOS
	14. LIMITACIONES DEL PROCEDIMIENTO
	15. PRESTACIONES METODOLÓGICAS DEL KIT
	15.1. Especificidad analítica

	Sustancias
	Concentraciones analizadas
	Biotina
	3500 ng/mL
	Triglicéridos
	3000 mg/dL
	Hemoglobina
	1000 mg/dL
	Bilirrubina no conjugada
	40 mg/dL
	Bilirrubina conjugada
	40 mg/dL
	Colesterol total
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofeno
	500 mg/L
	Proteína total (alta)
	≥ 120 g/L
	Proteína total (baja)
	≤ 60 g/L
	IgM total
	5,5 mg/dL
	Condición
	Número de muestras analizadas
	LIAISON® XL Resultados positivos
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precisión

	Datos
	N
	Media (Índice)
	Intra-serie
	Inter-serie
	Inter-día
	Total
	DE
	CV%
	DE
	CV%
	DE
	CV%
	DE
	CV%
	CONTROL neg.
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL pos.
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL pos.
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. RESUMEN DE EFICACIA CLÍNICA
	16.1. Sensibilidad diagnóstica


	LIAISON® SARS-CoV-2 IgM
	Total
	Sensibilidad (95% CI Wilson)
	< índice 1,10
	≥ índice 1,10
	≤ 7 días
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 días
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 días
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Número de resultados positivos con LIAISON® IgG y/o IgM
	Sensibilidad (95% CI Wilson)
	≤ 7 días
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 días
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 días
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Especificidad diagnóstica

	LIAISON® SARS-CoV-2 IgM
	Total
	Especificidad (95% CI Wilson)
	< índice 1,10
	≥ índice 1,10
	Laboratorio estadounidense
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Laboratorio europeo
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Donantes de sangre
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Detección de variantes del SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. APLICAÇÃO DIAGNÓSTICA
	2. SIGNIFICADO CLÍNICO
	3. PRINCÍPIO DO PROCEDIMENTO
	4. MATERIAIS FORNECIDOS
	5. AVISOS E PRECAUÇÕES
	6. REGRAS DE SEGURANÇA
	7. PREPARAÇÃO DOS REAGENTES
	8. CONSERVAÇÃO E ESTABILIDADE DO INTEGRAL DE REAGENTE
	9. COLHEITA E PREPARAÇÃO DAS AMOSTRAS
	10. CALIBRAÇÃO
	11. PROCEDIMENTO DO ENSAIO
	1. Distribui amostras (calibrador ou controlo), partículas magnéticas revestidas, diluente de amostras e tampão de ensaio nas cuvetes de reacção
	2. Incuba e lava
	3. Distribui o conjugado nas cuvetes de reacção
	4. Incuba e lava
	5. Adiciona os reagentes iniciadores e mede a luz emitida.

	12. CONTROLO DE QUALIDADE
	13. INTERPRETAÇÃO DOS RESULTADOS
	14. LIMITAÇÕES DO ENSAIO
	15. CARACTERÍSTICAS ESPECÍFICAS DE DESEMPENHO
	15.1. Especificidade analítica

	Substâncias
	Concentrações analisadas
	Biotina
	3500 ng/mL
	Triglicéridos
	3000 mg/dL
	Hemoglobina
	1000 mg/dL
	Bilirrubina não conjugada
	40 mg/dL
	Bilirrubina conjugada
	40 mg/dL
	Colesterol total
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofeno
	500 mg/L
	Proteína total (alta)
	≥ 120 g/L
	Proteína total (baixa)
	≤ 60 g/L
	IgM total
	5,5 mg/dL
	Condição
	Número de amostras testadas
	LIAISON® XL Resultados positivos
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precisão

	Dados
	N
	Média (Índice)
	Intra-ensaio
	Entre ensaios
	Entre dias
	Geral
	DP
	% CV
	DP
	% CV
	DP
	% CV
	DP
	% CV
	CONTROLO Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROLO Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROLO Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. RESUMO DO DESEMPENHO CLÍNICO
	16.1. Sensibilidade diagnóstica


	LIAISON® SARS-CoV-2 IgM
	Total
	Sensibilidade (IC de Wilson a 95%)
	Índice < 1,10
	Índice ≥ 1,10
	≤ 7 dias
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 dias
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 dias
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Número de resultados positivos com LIAISON® IgG e/ou IgM
	Sensibilidade (IC de Wilson a 95%)
	≤ 7 dias
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 dias
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 dias
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Especificidade diagnóstica

	LIAISON® SARS-CoV-2 IgM
	Total
	Especificidade (IC de Wilson a 95%)
	Índice < 1,10
	Índice ≥ 1,10
	Rotina de laboratório dos EUA
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Rotina de laboratório europeu
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Dadores de sangue
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Detecção de variantes do SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. UTILIZAREA RECOMANDATĂ
	2. SUMARUL ȘI EXPLICAREA TESTULUI
	3. PRINCIPIUL PROCEDURII
	4. MATERIALE FURNIZATE
	5. AVERTISMENTE ȘI PRECAUȚII
	6. PRECAUȚII DE SIGURANȚĂ
	7. PREGĂTIREA REACTIVILOR
	8. PĂSTRAREA ȘI STABILITATEA SETULUI INTEGRAL DE REACTIVI
	9. RECOLTAREA ȘI PREPARAREA PROBELOR
	10. CALIBRAREA
	11. PROCEDURA DE ANALIZĂ
	1. Distribuie probele (calibratorul sau martorul), particulele magnetice învelite, diluantul pentru probe și tamponul pentru analiză în cuvele de reacție
	2. Incubează și spală
	3. Distribuie conjugatul în cuvele de reacție
	4. Incubează și spală
	5. Adaugă reactivii de inițiere și măsoară lumina emisă.

	12. CONTROLUL CALITĂȚII
	13. INTERPRETAREA REZULTATELOR
	14. LIMITELE PROCEDURII
	15. CARACTERISTICI DE PERFORMANȚĂ SPECIFICE
	15.1. Specificitate analitică

	Substanțe
	Concentrații testate
	Biotină
	3500 ng/mL
	Trigliceride
	3000 mg/dL
	Hemoglobină
	1000 mg/dL
	Bilirubină neconjugată
	40 mg/dL
	Bilirubină conjugată
	40 mg/dL
	Colesterol total
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Proteine totale (valori ridicate)
	≥ 120 g/L
	Proteine totale (valori scăzute)
	≤ 60 g/L
	IgM totale
	5,5 mg/dL
	Condiție
	Număr de probe testate
	LIAISON® XL Rezultate pozitive
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precizie

	Date
	N
	Medie (Indice)
	În cadrul unei serii
	De la o serie la alta
	De la o zi la alta
	Total
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Poz
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Poz
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. SUMARUL PERFORMANȚELOR CLINICE
	16.1. Sensibilitate diagnostică


	LIAISON® SARS-CoV-2 IgM
	Total
	Sensibilitate (Wilson CI 95%)
	< Indice 1,10
	≥ Indice 1,10
	≤ 7 zile
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 zile
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 zile
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Numărul de rezultate pozitive LIAISON® IgG și/sau IgM
	Sensibilitate (Wilson CI 95%)
	≤ 7 zile
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 zile
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 zile
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Specificitate diagnostică

	LIAISON® SARS-CoV-2 IgM
	Total
	Specificitate (Wilson CI 95%)
	< Indice 1,10
	≥ Indice 1,10
	Recoltare de rutină într-un laborator din SUA
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Recoltare de rutină într-un laborator european
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Donatori de sânge
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Detectarea variantelor SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. BRUKSOMRÅDE
	2. OPPSUMMERING OG FORKLARING AV TESTEN
	3. PROSEDYREPRINSIPP
	4. MATERIALER SOM FØLGER MED KITET
	5. ADVARSLER OG FORHOLDSREGLER
	6. SIKKERHETSREGLER
	7. KLARGJØRING AV REAGENSER
	8. LAGRING OG STABILITET AV REAGENSINTEGRALET
	9. PRØVETAKING OG -KLARGJØRING
	10. KALIBRERING
	11. ANALYSEPROSEDYRE
	1. Tilsett prøver (kalibratorer eller kontroller), belagte magnetpartikler, prøvefortynner og analysebuffer i reaksjonskyvettene
	2. Inkuber og vask
	3. Tilsett konjugatet i reaksjonskyvettene
	4. Inkuber og vask
	5. Tilsett startreagenser, og mål utsendt lysmengde.

	12. KVALITETSKONTROLL
	13. TOLKNING AV RESULTATENE
	14. PROSEDYRENS BEGRENSNINGER
	15. SPESIFIKKE YTELSESEGENSKAPER
	15.1. Analytisk spesifisitet

	Substanser
	Testede konsentrasjoner
	Biotin
	3500 ng/mL
	Triglyserider
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Ukonjugert bilirubin
	40 mg/dL
	Konjugert bilirubin
	40 mg/dL
	Kolesterol totalt
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Totalt protein (høy)
	≥ 120 g/L
	Totalt protein (lav)
	≤ 60 g/L
	Totalt IgM
	5,5 mg/dL
	Forhold
	Antall testede prøver
	LIAISON® XL Positive resultater
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Presisjon

	Data
	N
	Gjennomsnitt (Indeks)
	I løpet av kjøring
	Mellom kjøringer
	Mellom dager
	Totalt
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	KONTROLL neg.
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROLL pos.
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROLL pos.
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. OPPSUMMERING AV KLINISK YTELSE
	16.1. Diagnostisk sensitivitet


	LIAISON® SARS-CoV-2 IgM
	Totalt
	Sensitivitet (Wilson 95% KI)
	< 1,10 indeks
	≥ 1,10 indeks
	≤ 7 dager
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8–14 dager
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15–30 dager
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Antall LIAISON® IgG og/eller IgM positive resultater
	Sensitivitet (Wilson 95% KI)
	≤ 7 dager
	73 / 105
	69,5% (60,2% - 77,5%)
	8–14 dager
	43 / 47
	91,5% (80,1% - 96,6%)
	15–30 dager
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Diagnostisk spesifisitet

	LIAISON® SARS-CoV-2 IgM
	Totalt
	Spesifisitet (Wilson 95% KI)
	< 1,10 indeks
	≥ 1,10 indeks
	Amerikansk laboratorierutine
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Europeisk laboratorierutine
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Blodgivere
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Deteksjon av SARS-CoV-2-varianter


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. AVSEDD ANVÄNDNING
	2. ÖVERSIKT OCH FÖRKLARING AV TESTET
	3. PROCEDURENS PRINCIPER
	4. MEDFÖLJANDE MATERIAL
	5. VARNINGAR OCH FÖRSIKTIGHETSÅTGÄRDER
	6. SÄKERHETSFÖRESKRIFTER
	7. FÖRBEREDELSE AV REAGENSER
	8. FÖRVARING AV REAGENSINTEGRAL SAMT STABILITET
	9. PROVTAGNING OCH BEREDNING
	10. KALIBRERING
	11. TESTPROCEDUR
	1. Dispensera prover (kalibrator eller kontroll), överdragna magnetpartiklar, provspädningsmedel och analysbuffert i reaktionskyvetterna
	2. Inkubera och tvätta
	3. Dispensera konjugatet i reaktionskyvetterna
	4. Inkubera och tvätta
	5. Tillsätt starterreagenserna och mät ljuset som utstrålas.

	12. KVALITETSKONTROLL
	13. TOLKNING AV RESULTAT
	14. PROCEDURENS BEGRÄNSNINGAR
	15. SPECIFIKA PRESTANDAEGENSKAPER
	15.1. Analytisk specificitet

	Ämnen
	Testade koncentrationer
	Biotin
	3500 ng/mL
	Triglycerider
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Okonjugerat bilirubin
	40 mg/dL
	Konjugerat bilirubin
	40 mg/dL
	Kolesterol totalt
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Totalt protein (högt)
	≥ 120 g/L
	Totalt protein (lågt)
	≤ 60 g/L
	Totalt lgM
	5,5 mg/dL
	Tillstånd
	Antal testade prover
	LIAISON® XL positiva resultat
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precision

	Värde
	N
	Medelvärde (Index)
	Inom körning
	Mellan körning
	Mellan dag
	Totalt
	Standardavvikelse (SD)
	CV %
	Standardavvikelse (SD)
	CV %
	Standardavvikelse (SD)
	CV %
	Standardavvikelse (SD)
	CV %
	KONTROLL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROLL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROLL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. SAMMANFATTNING AV KLINISKA PRESTANDA
	16.1. Diagnostisk sensitivitet


	LIAISON® SARS-CoV-2 IgM
	Totalt
	Sensitivitet (Wilson 95% CI)
	< 1,10 Index
	≥ 1,10 Index
	≤ 7 dagar
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 dagar
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 dagar
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Antal LIAISON® IgG och/eller IgM Positiva resultat
	Sensitivitet (Wilson 95% CI)
	≤ 7 dagar
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 dagar
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 dagar
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Diagnostisk specificitet

	LIAISON® SARS-CoV-2 IgM
	Totalt
	Specificitet (Wilson 95% CI)
	< 1,10 Index
	≥ 1,10 Index
	Amerikanskt laboratorium
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Europeiskt laboratorium
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Blodgivare
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. SARS-CoV-2 detektion av varianter


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. BEREGNET BRUG
	2. RESUME OG REDEGØRELSE FOR TESTEN
	3. PROCEDUREPRINCIP
	4. MEDFØLGENDE MATERIALER
	5. ADVARSLER OG FORHOLDSREGLER
	6. SIKKERHEDSREGLER
	7. KLARGØRING AF REAGENSER
	8. OPBEVARING OG STABILITET AF REAGENSINTEGRALER
	9. INDSAMLING OG KLARGØRING AF PRØVER
	10. KALIBRERING
	11. ANALYSEPROCEDURE
	1. Distribuer prøverne (kalibratorer eller kontroller), coatede magnetiske partikler, prøvefortynding og analysebuffer i reaktionskuvetterne
	2. Inkuberer og vasker
	3. Dispenserer konjugatet i reaktionskuvetterne
	4. Inkuberer og vasker
	5. Tilsætter startreagenserne og måler det udsendte lys.

	12. KVALITETSKONTROL
	13. FORTOLKNING AF RESULTATER
	14. PROCEDURENS BEGRÆNSNINGER
	15. SPECIFIKKE YDELSESESEGENSKABER
	15.1. Analytisk specificitet

	Stoffer
	Testede koncentrationer
	Biotin
	3500 ng/mL
	Triglycerider
	3000 mg/dL
	Hæmoglobin
	1000 mg/dL
	Ukonjugeret bilirubin
	40 mg/dL
	Konjugeret bilirubin
	40 mg/dL
	Samlet kolesterol
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Total protein (høj)
	≥ 120 g/L
	Total protein (lav)
	≤ 60 g/L
	Total IgM
	5,5 mg/dL
	Tilstand
	Antal analyserede prøver
	LIAISON® XL Positive resultater
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Præcision

	Data
	N
	Gennemsnit (Indeks)
	Inden for en kørsel
	Mellem kørsler
	Mellem dage
	Generelt
	SD
	CV%
	SD
	CV%
	SD
	CV%
	SD
	CV%
	KONTROL neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROL pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROL pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. OVERSIGT OVER KLINISK PRÆSTATION
	16.1. Diagnostisk sensitivitet


	LIAISON® SARS-CoV-2 IgM
	I alt
	Sensitivitet (Wilson 95% CI)
	< 1,10-indeks
	≥ 1,10-indeks
	≤ 7 dage
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 dage
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 dage
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Antal LIAISON® IgG og/eller IgM positive resultater
	Sensitivitet (Wilson 95% CI)
	≤ 7 dage
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 dage
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 dage
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Diagnostisk specificitet

	LIAISON® SARS-CoV-2 IgM
	I alt
	Specificitet (Wilson 95% CI)
	< 1,10-indeks
	≥ 1,10-indeks
	Laboratorierutine i USA
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Europæisk laboratorierutine
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Bloddonorer
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Påvisning af SARS-CoV-2-varianter


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. POUŽITÍ
	2. SHRNUTÍ A VYSVĚTLENÍ PRINCIPU TESTU
	3. PRINCIP POSTUPU
	4. DODÁVANÝ MATERIÁL
	5. VAROVÁNÍ A ZVLÁŠTNÍ OPATŘENÍ
	6. BEZPEČNOSTNÍ OPATŘENÍ
	7. PŘÍPRAVA ČINIDEL
	8. UCHOVÁVÁNÍ A STABILITA KOMPLETNÍHO ČINIDLA
	9. ODBĚR A PŘÍPRAVA VZORKŮ
	10. KALIBRACE
	11. POSTUP STANOVENÍ
	1. Nadávkujte do reakčních kyvet vzorky (kalibrační roztok nebo kontrolu), potažené magnetické částice, roztok k ředění vzorků a testovací pufr.
	2. Inkubujte a promyjte.
	3. Nadávkujte do reakčních kyvet konjugát.
	4. Inkubujte a promyjte.
	5. Přidejte startovací reagencie a změřte vyzářené světlo.

	12. KONTROLA KVALITY
	13. INTERPRETACE VÝSLEDKŮ
	14. OMEZENÍ POSTUPU
	15. SPECIFICKÉ VLASTNOSTI TESTU
	15.1. Analytická specificita

	Látky
	Testované koncentrace
	Biotin
	3500 ng/mL
	Triglyceridy
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Nekonjugovaný bilirubin
	40 mg/dL
	Konjugovaný bilirubin
	40 mg/dL
	Celkový cholesterol
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Celkový protein (vysoká hladina)
	≥120 g/L
	Celkový protein (nízká hladina)
	≤60 g/L
	Celkový IgM
	5,5 mg/dL
	Protilátky
	Počet testovaných vzorků
	LIAISON® XL Pozitivní výsledky
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Preciznost

	Údaje
	N
	Střední hodnota (Index)
	V rámci série
	Mezi sériemi
	Mezi dny
	Celkem
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	KONTROLA neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROLA poz
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROLA poz
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. SHRNUTÍ KLINICKÝCH CHARAKTERISTIK ÚČINNOSTI
	16.1. Diagnostická citlivost


	LIAISON® SARS-CoV-2 IgM
	Celkem
	Citlivost (95% CI podle Wilsona)
	< 1,10 index
	≥ 1,10 index
	≤ 7 dní
	37
	68
	105
	64,8% (55,3% – 73,2%)
	8–14 dní
	4
	43
	47
	91,5% (80,1% – 96,6%)
	15–30 dní
	7
	109
	116
	94,0% (88,1% – 97,1%)
	Počet LIAISON® IgG a/nebo IgM pozitivních výsledků
	Citlivost (95% CI podle Wilsona)
	≤ 7 dní
	73 / 105
	69,5% (60,2% – 77,5%)
	8–14 dní
	43 / 47
	91,5% (80,1% – 96,6%)
	15–30 dní
	114 / 116
	98,3% (93,9% – 99,5%)
	16.2. Diagnostická specificita

	LIAISON® SARS-CoV-2 IgM
	Celkem
	Specificita (95% CI podle Wilsona)
	< 1,10 index
	≥ 1,10 index
	Běžný laboratorní postup v USA
	398
	2
	400
	99,5% (98,2% – 99,9%)
	Běžný laboratorní postup v Evropě
	1063
	9
	1072
	99,2% (98,4% – 99,6%)
	Dárci krve
	994
	7
	1001
	99,3% (98,6% – 99,7%)
	16.3. Detekce variant SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. ÚČEL POUŽITIA
	2. ZHRNUTIE A VYSVETLENIE TESTU
	3. PRINCÍP POSTUPU
	4. POSKYTNUTÉ MATERIÁLY
	5. VAROVANIA A PREVENTÍVNE OPATRENIA
	6. BEZPEČNOSTNÉ OPATRENIA
	7. PRÍPRAVA ČINIDIEL
	8. USKLADNENIE A STABILITA SADY ČINIDIEL
	9. ODBER VZORIEK A ICH PRÍPRAVA
	10. KALIBRÁCIA
	11. TESTOVACÍ POSTUP
	1. Dávkovanie vzoriek (kalibrátora alebo kontroly), magnetických častíc s povlakom, diluentu vzorky a pufra testu do reakčných kyviet
	2. Inkubovanie a premytie
	3. Dávkovanie konjugátu do reakčných kyviet
	4. Inkubovanie a premytie
	5. Pridanie činidiel štartéra a zmeranie emitovaného svetla.

	12. KONTROLA KVALITY
	13. INTERPRETÁCIA VÝSLEDKOV
	14. OBMEDZENIA POSTUPU
	15. ŠPECIFICKÉ VÝKONNOSTNÉ CHARAKTERISTIKY
	15.1. Analytická špecificita

	Látky
	Testované koncentrácie
	Biotín
	3500 ng/mL
	Triglyceridy
	3000 mg/dL
	Hemoglobín
	1000 mg/dL
	Nekonjugovaný bilirubín
	40 mg/dL
	Konjugovaný bilirubín
	40 mg/dL
	Celkový cholesterol
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Celkový proteín (vysoký)
	≥ 120 g/L
	Celkový proteín (nízky)
	≤ 60 g/L
	Celkový IgM
	5,5 mg/dL
	Stav
	Počet testovaných vzoriek
	LIAISON® XL Pozitívne výsledky
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Presnosť

	Údaje
	N
	Priemer (Index)
	V rámci testu
	Medzi testami
	Medzi dňami
	Celkovo
	SD (štandardná odchýlka)
	CV % (koeficient variácie)
	SD (štandardná odchýlka)
	CV % (koeficient variácie)
	SD (štandardná odchýlka)
	CV % (koeficient variácie)
	SD (štandardná odchýlka)
	CV % (koeficient variácie)
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. SÚHRN KLINICKEJ VÝKONNOSTI
	16.1. Diagnostická citlivosť


	LIAISON® SARS-CoV-2 IgM
	Spolu
	Citlivosť (Wilson 95% CI)
	< 1,10 Index
	≥ 1,10 Index
	≤ 7 dní
	37
	68
	105
	64,8% (55,3% – 73,2%)
	8 – 14 dní
	4
	43
	47
	91,5% (80,1% – 96,6%)
	15 – 30 dní
	7
	109
	116
	94,0% (88,1% – 97,1%)
	počet LIAISON® IgG a/alebo IgM pozitívnych výsledkov
	Citlivosť (Wilson 95% CI)
	≤ 7 dní
	73/105
	69,5% (60,2% – 77,5%)
	8 – 14 dní
	43/47
	91,5% (80,1% – 96,6%)
	15 – 30 dní
	114/116
	98,3% (93,9% – 99,5%)
	16.2. Diagnostická špecificita

	LIAISON® SARS-CoV-2 IgM
	Spolu
	Špecificita (Wilson 95% CI)
	< 1,10 Index
	≥ 1,10 Index
	Rutinné vzorky z laboratórií USA
	398
	2
	400
	99,5% (98,2% – 99,9%)
	Rutinné vzorky z európskych laboratórií
	1063
	9
	1072
	99,2% (98,4% – 99,6%)
	Darcovia krvi
	994
	7
	1001
	99,3% (98,6% – 99,7%)
	16.3. Detekcia variantov SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. ZASTOSOWANIE
	2. WPROWADZENIE I OBJAŚNIENIE TESTU
	3. ZASADA TESTU
	4. MATERIAŁY DOSTARCZONE W ZESTAWIE
	5. OSTRZEŻENIA I ŚRODKI OSTROŻNOŚCI
	6. BEZPIECZEŃSTWO PRACY
	7. PRZYGOTOWANIE ODCZYNNIKÓW
	8. PRZECHOWYWANIE I STABILNOŚĆ ZESTAWU ODCZYNNIKÓW
	9. POBRANIE I PRZYGOTOWANIE PRÓBEK
	10. KALIBRACJA
	11. PROCEDURA WYKONYWANIA TESTU
	1. Odmierzanie odpowiedniej ilości próbek (kalibratorów lub kontroli), powlekanych cząstek ferromagnetycznych, rozcieńczalnika do próbek i buforu testu do kuwet reakcyjnych.
	2. Inkubowanie i przemywanie.
	3. Odmierzanie odpowiedniej ilości koniugatu do kuwet reakcyjnych.
	4. Inkubowanie i przemywanie.
	5. Dodawanie odczynników wyzwalających reakcję i pomiar emitowanego światła.

	12. KONTROLA JAKOŚCI
	13. INTERPRETACJA WYNIKÓW
	14. OGRANICZENIA PROCEDURY TESTU
	15. SZCZEGÓŁOWA CHARAKTERYSTYKA TESTU
	15.1. Swoistość analityczna

	Substancje
	Badane stężenia
	Biotyna
	3500 ng/mL
	Triglicerydy
	3000 mg/dL
	Hemoglobina
	1000 mg/dL
	Bilirubina niesprzężona
	40 mg/dL
	Bilirubina sprzężona
	40 mg/dL
	Cholesterol całkowity
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Białko całkowite (wysokie)
	≥120 g/L
	Białko całkowite (niskie)
	≤60 g/L
	IgM całkowite
	5,5 mg/dL
	Stan
	Liczba badanych próbek
	LIAISON® XL Wyniki dodatnie
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precyzja

	Dane
	N
	Średnia (Indeks)
	W obrębie serii
	Między seriami
	Między dniami
	Ogółem
	SD
	% CV
	SD
	% CV
	SD
	% CV
	SD
	% CV
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. PODSUMOWANIE WYDAJNOŚCI KLINICZNEJ
	16.1. Czułość diagnostyczna


	LIAISON® SARS-CoV-2 IgM
	Razem
	Czułość (Wilson 95% CI)
	Indeks < 1,10
	Indeks ≥ 1,10
	≤ 7 dni
	37
	68
	105
	64,8% (55,3–73,2%)
	8–14 dni
	4
	43
	47
	91,5% (80,1–96,6%)
	15–30 dni
	7
	109
	116
	94,0% (88,1–97,1%)
	Liczba wyników dodatnich testów LIAISON® IgG i/lub IgM
	Czułość (Wilson 95% CI)
	≤ 7 dni
	73 / 105
	69,5% (60,2–77,5%)
	8–14 dni
	43 / 47
	91,5% (80,1–96,6%)
	15–30 dni
	114 / 116
	98,3% (93,9–99,5%)
	16.2. Swoistość diagnostyczna

	LIAISON® SARS-CoV-2 IgM
	Razem
	Swoistość (Wilson 95% CI)
	Indeks < 1,10
	Indeks ≥ 1,10
	Rutynowe próbki laboratoryjne ze Stanów Zjednoczonych
	398
	2
	400
	99,5% (98,2–99,9%)
	Rutynowe próbki laboratoryjne z Europy
	1063
	9
	1072
	99,2% (98,4–99,6%)
	Krwiodawcy
	994
	7
	1001
	99,3% (98,6–99,7%)
	16.3. Wykrywanie wariantów wirusa SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. NUMATYTOJI PASKIRTIS
	2. SANTRAUKA IR TYRIMO PAAIŠKINIMAS
	3. PROCEDŪROS PRINCIPAS
	4. TIEKIAMOS MEDŽIAGOS
	5. ĮSPĖJIMAI IR ATSARGUMO PRIEMONĖS
	6. SAUGOS IR ATSARGUMO PRIEMONĖS
	7. REAGENTŲ PARUOŠIMAS
	8. BŪTINŲJŲ REAGENTŲ DĖKLĖS LAIKYMAS IR STABILUMAS
	9. ĖMINIO PAĖMIMAS IR PARUOŠIMAS
	10. KALIBRAVIMAS
	11. ANALIZĖS PROCEDŪRA
	1. Įlašina tyrinius (kalibratorių arba kontrolės medžiagą), dengtas magnetines daleles, ėminių skiediklį ir tyrimo buferį į reakcijos kiuvetes.
	2. Inkubuoja ir plauna.
	3. Įlašina konjugato į reakcijos kiuvetes.
	4. Inkubuoja ir plauna.
	5. Prideda pradinių reagentų ir matuoja skleidžiamą šviesą.

	12. KOKYBĖS KONTROLĖ
	13. REZULTATŲ INTERPRETAVIMAS
	14. PROCEDŪROS APRIBOJIMAI
	15. SAVITOSIOS TYRIMO FUNKCIONALUMO CHARAKTERISTIKOS
	15.1. Analizinis savitumas

	Medžiagos
	Tirta koncentracija
	Biotinas
	3500 ng/mL
	Trigliceridai
	3000 mg/dL
	Hemoglobinas
	1000 mg/dL
	Nekonjuguotasis bilirubinas
	40 mg/dL
	Konjuguotasis bilirubinas
	40 mg/dL
	Bendrasis cholesterolis
	500 mg/dL
	Paracetamolis
	500 mg/L
	Ibuprofenas
	500 mg/L
	Bendrasis baltymų kiekis (didelis)
	≥ 120 g/L
	Bendrasis baltymų kiekis (mažas)
	≤ 60 g/L
	Bendrasis IgM kiekis
	5,5 mg/dL
	Sąlyga
	Tirtų mėginių skaičius
	LIAISON® XL Teigiami rezultatai
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Tikslumas

	Duomenys
	N
	Vidurkis (indeksas)
	Vieno ciklo metu
	Skirtingais ciklais
	Skirtingomis dienomis
	Iš viso
	SN
	CV, %
	SN
	CV, %
	SN
	CV, %
	SN
	CV, %
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. KLINIKINIO FUNKCIONALUMO DUOMENŲ SANTRAUKA
	16.1. Diagnostinis jautris


	LIAISON® SARS-CoV-2 IgM
	Iš viso
	Jautris (95% PI pgl. Wilson)
	indeksas < 1,10
	indeksas ≥ 1,10
	≤ 7 paros
	37
	68
	105
	64,8% (55,3% – 73,2%)
	8–14 parų
	4
	43
	47
	91,5% (80,1% – 96,6%)
	15-30 parų
	7
	109
	116
	94,0% (88,1% – 97,1%)
	„LIAISON® IgG“ ir (arba) IgM teigiamų rezultatų skaičius
	Jautris (95% PI pgl. Wilson)
	≤ 7 paros
	73/105
	69,5% (60,2% – 77,5%)
	8–14 parų
	43/47
	91,5% (80,1% – 96,6%)
	15-30 parų
	114/116
	98,3% (93,9% – 99,5%)
	16.2. Diagnostinis savitumas

	LIAISON® SARS-CoV-2 IgM
	Iš viso
	Savitumas (95% PI pgl. Wilson)
	indeksas < 1,10
	indeksas ≥ 1,10
	JAV laboratorijos įprastiniai ėminiai
	398
	2
	400
	99,5% (98,2% – 99,9%)
	Europos laboratorijos įprastiniai ėminiai
	1063
	9
	1072
	99,2% (98,4% – 99,6%)
	Kraujo donorai
	994
	7
	1001
	99,3% (98,6% – 99,7%)
	16.3. SARS-CoV-2 variantų aptikimas


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. LIETOŠANA
	2. KOPSAVILKUMS UN TESTA SKAIDROJUMS
	3. PROCEDŪRAS PRINCIPS
	4. PIEGĀDĀTIE MATERIĀLI
	5. BRĪDINĀJUMI UN PIESARDZĪBAS PASĀKUMI
	6. DROŠĪBAS PASĀKUMI
	7. REAĢENTU SAGATAVOŠANA
	8. REAĢENTU KOPUMA UZGLABĀŠANA UN STABILITĀTE
	9. PARAUGA PAŅEMŠANA UN SAGATAVOŠANA
	10. KALIBRĒŠANA
	11. ANALĪZES PROCEDŪRA
	1. Iepilda paraugus (kalibratoru vai kontroli), pārklātas magnētiskās daļiņas, paraugu atšķaidītāju un pārbaudes buferšķīdumu reakcijas kivetēs
	2. Inkubē un mazgā
	3. Iepilda konjugātu reakcijas kivetēs
	4. Inkubē un mazgā
	5. Pievieno Starter Reagents reaģentus un mēra izstaroto gaismu.

	12. KVALITĀTES KONTROLE
	13. REZULTĀTU INTERPRETĀCIJA
	14. PROCEDŪRAS IEROBEŽOJUMI
	15. NOTEIKTS VEIKTSPĒJAS RAKSTUROJUMS
	15.1. Analītiskais specifiskums

	Vielas
	Testētā koncentrācija
	Biotīns
	3500 ng/mL
	Triglicerīdi
	3000 mg/dL
	Hemoglobīns
	1000 mg/dL
	Nekonjugēts bilirubīns
	40 mg/dL
	Konjugēts bilirubīns
	40 mg/dL
	Kopējais holesterīns
	500 mg/dL
	Paracetamols
	500 mg/L
	Ibuprofēns
	500 mg/L
	Kopējās olbaltumvielas (augsts)
	≥ 120 g/L
	Kopējās olbaltumvielas (zems)
	≤ 60 g/L
	Kopējās IgM
	5,5 mg/dL
	Stāvoklis
	Testēto paraugu skaits
	LIAISON® XL pozitīvie rezultāti
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precizitāte

	Dati
	N
	Vidējais (rādītājs)
	Cikla ietvaros
	Dažādos ciklos
	Dažādās dienās
	Kopā
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	Neg. KONTROLE
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	Poz. KONTROLE
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	Poz. KONTROLE
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. KLĪNISKĀS VEIKTSPĒJAS KOPSAVILKUMS
	16.1. Diagnostiskais jūtīgums


	LIAISON® SARS-CoV-2 IgM
	Kopā
	Jutība (Wilson 95% CI)
	< 1,10 indekss
	≥ 1,10 indekss
	≤ 7 dienas
	37
	68
	105
	64,8% (55,3% – 73,2%)
	8–14 dienas
	4
	43
	47
	91,5% (80,1% – 96,6%)
	15–30 dienas
	7
	109
	116
	94,0% (88,1% – 97,1%)
	LIAISON® IgG un/vai IgM pozitīvo rezultātu skaits
	Jutība (Wilson 95% CI)
	≤ 7 dienas
	73/105
	69,5% (60,2% – 77,5%)
	8–14 dienas
	43/47
	91,5% (80,1% – 96,6%)
	15–30 dienas
	114/116
	98,3% (93,9% – 99,5%)
	16.2. Diagnostiskais specifiskums

	LIAISON® SARS-CoV-2 IgM
	Kopā
	Specifiskums (Wilson 95% CI)
	< 1,10 indekss
	≥ 1,10 indekss
	ASV laboratorijas rutīnas režīms
	398
	2
	400
	99,5% (98,2% – 99,9%)
	Eiropas laboratorijas rutīnas režīms
	1063
	9
	1072
	99,2% (98,4% – 99,6%)
	Asins donori
	994
	7
	1001
	99,3% (98,6% – 99,7%)
	16.3. SARS-CoV-2 variantu noteikšana


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. RENDELTETÉS
	2. A TESZT ÖSSZEFOGLALÁSA ÉS MAGYARÁZATA
	3. AZ ELJÁRÁS ALAPELVE
	4. SZÁLLÍTOTT ANYAGOK
	5. FIGYELMEZTETÉSEK ÉS ÓVINTÉZKEDÉSEK
	6. BIZTONSÁGI ÓVINTÉZKEDÉSEK
	7. A REAGENSEK ELŐKÉSZÍTÉSE
	8. A REAGENSINTEGRÁL TÁROLÁSA ÉS STABILITÁSA
	9. MINTAGYŰJTÉS ÉS ELŐKÉSZÍTÉS
	10. KALIBRÁCIÓ
	11. A MÉRÉS MENETE
	1. A minták (kalibrátor vagy kontroll), a bevont mágneses részecskék, a mintahígító és a vizsgálati puffer bemérése a reakcióra szolgáló küvettákba
	2. Inkubálás és mosás
	3. Konjugátum bemérése a reakcióküvettákba
	4. Inkubálás és mosás
	5. Indítóreagensek hozzáadása, és a fényemisszó mérése.

	12. MINŐSÉG-ELLENŐRZÉS
	13. AZ EREDMÉNYEK ÉRTELMEZÉSE
	14. AZ ELJÁRÁS KORLÁTAI
	15. A TESZT JELLEMZŐ TELJESÍTMÉNYPARAMÉTEREI
	15.1. Analitikai specifikusság

	Anyagok
	Vizsgált koncentrációk
	Biotin
	3500 ng/mL
	Trigliceridek
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Nem konjugált bilirubin
	40 mg/dL
	Konjugált bilirubin
	40 mg/dL
	Összkoleszterin
	500 mg/dL
	Paracetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Összfehérje (magas)
	≥ 120 g/L
	Összfehérje (alacsony)
	≤ 60 g/L
	Összes IgM
	5,5 mg/dL
	Állapot
	A megvizsgált minták száma
	LIAISON® XL Pozitív eredmények
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Precizitás

	Adatok
	N
	Középérték (Index)
	Futtatáson belül
	Futtatások között
	Napok között
	Általános
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	KONTROLL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROLL Poz
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROLL Poz
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. A KLINIKAI TELJESÍTMÉNY ÖSSZEFOGLALÁSA
	16.1. Diagnosztikai érzékenység


	LIAISON® SARS-CoV-2 IgM
	Összesen
	Érzékenység (Wilson 95%-os KI)
	< 1,10 index
	≥ 1,10 index
	≤ 7 nap
	37
	68
	105
	64,8% (55,3% – 73,2%)
	8-14 nap
	4
	43
	47
	91,5% (80,1% – 96,6%)
	15-30 nap
	7
	109
	116
	94,0% (88,1% – 97,1%)
	A LIAISON® IgG és/vagy IgM pozitív eredmények száma
	Érzékenység (Wilson 95%-os KI)
	≤ 7 nap
	73 / 105
	69,5% (60,2% – 77,5%)
	8-14 nap
	43 / 47
	91,5% (80,1% – 96,6%)
	15-30 nap
	114 / 116
	98,3% (93,9% – 99,5%)
	16.2. Diagnosztikai specifikusság

	LIAISON® SARS-CoV-2 IgM
	Összesen
	Specifikusság (Wilson 95%-os KI)
	< 1,10 index
	≥ 1,10 index
	Egyesült államokbeli laboratóriumi rutinvizsgálat
	398
	2
	400
	99,5% (98,2% – 99,9%)
	Európai laboratóriumi rutinvizsgálat
	1063
	9
	1072
	99,2% (98,4% – 99,6%)
	Véradók
	994
	7
	1001
	99,3% (98,6% – 99,7%)
	16.3. A SARS-CoV-2 variánsok kimutatása


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. ПРЕДНАЗНАЧЕНИЕ
	2. КРАТКО ОПИСАНИЕ И ОБЯСНЕНИЕ НА ТЕСТА
	3. ПРИНЦИП НА ПРОЦЕДУРАТА
	4. ПРЕДОСТАВЕНИ МАТЕРИАЛИ
	5. ПРЕДУПРЕЖДЕНИЯ И ПРЕДПАЗНИ МЕРКИ
	6. МЕРКИ ЗА БЕЗОПАСНОСТ
	7. ПОДГОТОВКА НА РЕАГЕНТА
	8. СЪХРАНЕНИЕ И СТАБИЛНОСТ НА РЕАГЕНТНИЯ ИНТЕГРАЛ
	9. ВЗЕМАНЕ И ПОДГОТОВКА НА ПРОБИТЕ
	10. КАЛИБРИРАНЕ
	11. ПРОЦЕДУРА НА ТЕСТА
	1. Разпределяне на проби (калибратори или контроли), покрити магнитни частици, разредител на проби и тестов буфер в реакционните кювети
	2. Инкубиране и отмиване
	3. Разпределяне на конюгата в реакционните кювети
	4. Инкубиране и отмиване
	5. Прибавяне на началните реагенти и измерване на излъчената светлина.

	12. КОНТРОЛ НА КАЧЕСТВОТО
	13. ТЪЛКУВАНЕ НА РЕЗУЛТАТИТЕ
	14. ОГРАНИЧЕНИЯ НА ПРОЦЕДУРАТА
	15. ХАРАКТЕРИСТИКИ НА СПЕЦИФИЧНОСТТА НА ТЕСТА
	15.1. Аналитична специфичност

	Вещества
	Тествани концентрации
	Биотин
	3500 ng/mL
	Триглицериди
	3000 mg/dL
	Хемоглобин
	1000 mg/dL
	Неконюгиран билирубин
	40 mg/dL
	Конюгиран билирубин
	40 mg/dL
	Общ холестерол
	500 mg/dL
	Парацетамол
	500 mg/L
	Ибупрофен
	500 mg/L
	Общ протеин (висок)
	≥ 120 g/L
	Общ протеин (нисък)
	≤ 60 g/L
	Общо IgM
	5,5 mg/dL
	Състояние
	Брой тествани проби
	LIAISON® XL Положителни резултати
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Прецизност

	Данни
	N
	Средна стойност (Индекс)
	В рамките на цикъла
	Между циклите
	Между дните
	Общо
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	КОНТРОЛА Отриц
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	КОНТРОЛА Полож
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	КОНТРОЛА Полож
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. ОБОБЩЕНИЕ НА КЛИНИЧНИТЕ ХАРАКТЕРИСТИКИ
	16.1. Диагностична чувствителност


	LIAISON® SARS-CoV-2 IgM
	Общо
	Чувствителност (Wilson 95% CI)
	< 1,10 индекс
	≥ 1,10 индекс
	≤ 7 дни
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 дни
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 дни
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Брой на положителните резултати при LIAISON® IgG и/или IgM
	Чувствителност (Wilson 95% CI)
	≤ 7 дни
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 дни
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 дни
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Диагностична специфичност

	LIAISON® SARS-CoV-2 IgM
	Общо
	Специфичност (Wilson 95% CI)
	< 1,10 индекс
	≥ 1,10 индекс
	Американска лаборатория
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Европейска лаборатория
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Донори на кръв
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Откриване на варианти на SARS-CoV-2


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. KULLANIM AMACI
	2. TESTİN ÖZETİ VE AÇIKLAMASI
	3. İŞLEMİN İLKESİ
	4. SAĞLANAN MATERYALLER
	5. UYARILAR VE ÖNLEMLER
	6. GÜVENLİK ÖNLEMLERİ
	7. REAKTİF HAZIRLIĞI
	8. REAKTİF İNTEGRALİNİN SAKLANMASI VE STABİLİTESİ
	9. NUMUNE TOPLAMA VE HAZIRLIK
	10. KALİBRASYON
	11. TAYİN İŞLEMİ
	1. Numuneleri (kalibratör veya kontrol), kaplanmış manyetik partikülleri, numune seyrelticisini ve tayin tamponunu reaksiyon küvetleri içerisine dağıtın
	2. İnkübe edin ve yıkayın
	3. Konjugatı, reaksiyon küvetleri içerisine dağıtın
	4. İnkübe edin ve yıkayın
	5. Başlatıcı Reaktiflerini ekleyin ve yayılan ışığı ölçün.

	12. KALİTE KONTROL
	13. SONUÇLARIN YORUMLANMASI
	14. İŞLEMİN SINIRLAMALARI
	15. SPESİFİK PERFORMANS KARAKTERİSTİKLERİ
	15.1. Analitik özgünlük

	Maddeler
	Test edilen konsantrasyonlar
	Biotin
	3500 ng/mL
	Trigliseridler
	3000 mg/dL
	Hemoglobin
	1000 mg/dL
	Unkonjuge bilirubin
	40 mg/dL
	Konjuge bilirubin
	40 mg/dL
	Toplam kolesterol
	500 mg/dL
	Parasetamol
	500 mg/L
	Ibuprofen
	500 mg/L
	Toplam Protein (yüksek)
	≥ 120 g/L
	Toplam Protein (düşük)
	≤ 60 g/L
	Toplam IgM
	5,5 mg/dL
	Durum
	Test edilen örnek sayısı
	LIAISON® XL Pozitif sonuçlar
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Kesinlik

	Veriler
	N
	Ortalama (İndeks)
	Çalışma içi
	Çalışmalar arası
	Günler arası
	Genel
	SD
	%CV
	SD
	%CV
	SD
	%CV
	SD
	%CV
	KONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	KONTROL Poz
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	KONTROL Poz
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. KLİNİK PERFORMANS ÖZETİ
	16.1. Tanısal hassasiyet


	LIAISON® SARS-CoV-2 IgM
	Toplam
	Hassasiyet (Wilson %95 CI)
	< 1,10 İndeks
	≥ 1,10 İndeks
	≤ 7 gün
	37
	68
	105
	%64,8 (%55,3 - %73,2)
	8-14 gün
	4
	43
	47
	%91,5 (%80,1 - %96,6)
	15-30 gün
	7
	109
	116
	%94,0 (%88,1 - %97,1)
	LIAISON® IgG ve/veya IgM Pozitif sonuçların sayısı
	Hassasiyet (Wilson %95 CI)
	≤ 7 gün
	73 / 105
	%69,5 (%60,2 - %77,5)
	8-14 gün
	43 / 47
	%91,5 (%80,1 - %96,6)
	15-30 gün
	114 / 116
	%98,3 (%93,9 - %99,5)
	16.2. Tanısal özgünlük

	LIAISON® SARS-CoV-2 IgM
	Toplam
	Özgünlük (Wilson %95 CI)
	< 1,10 İndeks
	≥ 1,10 İndeks
	ABD Laboratuvar rutini
	398
	2
	400
	%99,5 (%98,2 - %99,9)
	Avrupa Laboratuvar rutini
	1063
	9
	1072
	%99,2 (%98,4 - %99,6)
	Kan donörleri
	994
	7
	1001
	%99,3 (%98,6 - %99,7)
	16.3. SARS-CoV-2 varyantlarının tespiti


	LIAISON® SARS-CoV-2 IgM ([REF] 311470)
	1. ΠΡΟΟΡΙΖΟΜΕΝΗ ΧΡΗΣΗ
	2. ΣΥΝΟΨΗ ΚΑΙ ΕΠΕΞΗΓΗΣΗ ΕΞΕΤΑΣΗΣ
	3. ΑΡΧΗ ΤΗΣ ΔΙΑΔΙΚΑΣΙΑΣ
	4. ΠΑΡΕΧΟΜΕΝΑ ΥΛΙΚΑ
	5. ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ ΚΑΙ ΠΡΟΦΥΛΑΞΕΙΣ
	6. ΠΡΟΦΥΛΑΞΕΙΣ ΑΣΦΑΛΕΙΑΣ
	7. ΠΡΟΕΤΟΙΜΑΣΙΑ ΑΝΤΙΔΡΑΣΤΗΡΙΩΝ
	8. ΑΠΟΘΗΚΕΥΣΗ ΚΑΙ ΣΤΑΘΕΡΟΤΗΤΑ ΣΥΣΚΕΥΑΣΙΑΣ ΑΝΤΙΔΡΑΣΤΗΡΙΩΝ
	9. ΣΥΛΛΟΓΗ ΚΑΙ ΠΡΟΕΤΟΙΜΑΣΙΑ ΔΕΙΓΜΑΤΩΝ
	10. ΒΑΘΜΟΝΟΜΗΣΗ
	11. ΔΙΑΔΙΚΑΣΙΑ ΑΝΑΛΥΣΗΣ
	1. Διανομή δειγμάτων (βαθμονομητή ή ορού ελέγχου), επικαλυμμένων μαγνητικών σωματιδίων, αραιωτικού δείγματος και ρυθμιστικού διαλύματος...
	2. Επώαση και πλύση
	3. Διανομή συζεύκτη στις κυψελίδες αντίδρασης
	4. Επώαση και πλύση
	5. Προσθήκη αντιδραστηρίων εκκίνησης και μέτρηση του εκπεμπόμενου φωτός.

	12. ΠΟΙΟΤΙΚΟΣ ΕΛΕΓΧΟΣ
	13. ΕΡΜΗΝΕΙΑ ΑΠΟΤΕΛΕΣΜΑΤΩΝ
	14. ΠΕΡΙΟΡΙΣΜΟΙ ΔΙΑΔΙΚΑΣΙΑΣ
	15. ΕΙΔΙΚΑ ΧΑΡΑΚΤΗΡΙΣΤΙΚΑ ΑΠΟΔΟΣΗΣ
	15.1. Αναλυτική ειδικότητα

	Ουσίες
	Υπό εξέταση συγκεντρώσεις
	Βιοτίνη
	3500 ng/mL
	Τριγλυκερίδια
	3000 mg/dL
	Αιμοσφαιρίνη
	1000 mg/dL
	Μη συζευγμένη χολερυθρίνη
	40 mg/dL
	Συζευγμένη χολερυθρίνη
	40 mg/dL
	Ολική χοληστερόλη
	500 mg/dL
	Παρακεταμόλη
	500 mg/L
	Ιβουπροφαίνη
	500 mg/L
	Ολική πρωτεΐνη (υψηλή)
	≥ 120 g/L
	Ολική πρωτεΐνη (χαμηλή)
	≤ 60 g/L
	Ολική IgM
	5,5 mg/dL
	Κατάσταση
	Αριθμός δειγμάτων που εξετάστηκαν
	LIAISON® XL Θετικά αποτελέσματα
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	10
	0
	0
	0
	0
	0
	0
	1
	1
	0
	0
	0
	0
	0
	1
	0
	0
	0
	0
	180
	3
	15.2. Ακρίβεια

	Δεδομένα
	N
	Μέση τιμή (Δείκτης)
	Εντός του κύκλου ανάλυσης
	Μεταξύ κύκλων ανάλυσης
	Μεταξύ ημερών
	Σύνολο
	SD
	CV %
	SD
	CV %
	SD
	CV %
	SD
	CV %
	CONTROL Neg
	90
	0,057
	0,004
	6,8
	0,002
	4,3
	0,002
	4,2
	0,005
	9,0
	CONTROL Pos
	90
	3,05
	0,070
	2,3
	0,084
	2,7
	0,119
	3,9
	0,161
	5,3
	CONTROL Pos
	90
	2,75
	0,063
	2,3
	0,047
	1,7
	0,116
	4,2
	0,141
	5,1
	COVM-1-U1
	90
	0,861
	0,038
	4,4
	0,039
	4,5
	0,041
	4,8
	0,068
	7,9
	COVM-1-U2
	90
	0,869
	0,042
	4,8
	0,040
	4,6
	0,024
	2,8
	0,062
	7,2
	COVM-1-U3
	90
	1,71
	0,073
	4,3
	0,040
	2,3
	0,063
	3,7
	0,105
	6,1
	COVM-1-U4
	90
	1,99
	0,069
	3,5
	0,033
	1,6
	0,061
	3,1
	0,098
	4,9
	COVM-1-U5
	90
	4,12
	0,154
	3,7
	0,162
	3,9
	0,125
	3,0
	0,256
	6,2
	COVM-1-U6
	90
	4,7
	0,117
	2,5
	0,130
	2,8
	0,143
	3,0
	0,226
	4,8
	16. ΣΥΝΟΨΗ ΚΛΙΝΙΚΗΣ ΑΠΟΔΟΣΗΣ
	16.1. Διαγνωστική ευαισθησία


	LIAISON® SARS-CoV-2 IgM
	Σύνολο
	Ευαισθησία (Wilson 95% CI)
	< τιμή δείκτη 1,10
	≥ τιμή δείκτη 1,10
	≤ 7 ημέρες
	37
	68
	105
	64,8% (55,3% - 73,2%)
	8-14 ημέρες
	4
	43
	47
	91,5% (80,1% - 96,6%)
	15-30 ημέρες
	7
	109
	116
	94,0% (88,1% - 97,1%)
	Αριθμός θετικών αποτελεσμάτων LIAISON® IgG ή/και IgM
	Ευαισθησία (Wilson 95% CI)
	≤ 7 ημέρες
	73 / 105
	69,5% (60,2% - 77,5%)
	8-14 ημέρες
	43 / 47
	91,5% (80,1% - 96,6%)
	15-30 ημέρες
	114 / 116
	98,3% (93,9% - 99,5%)
	16.2. Διαγνωστική ειδικότητα

	LIAISON® SARS-CoV-2 IgM
	Σύνολο
	Ειδικότητα (Wilson 95% CI)
	< τιμή δείκτη 1,10
	≥ τιμή δείκτη 1,10
	Εργαστήριο ρουτίνας Η.Π.Α.
	398
	2
	400
	99,5% (98,2% - 99,9%)
	Ευρωπαϊκό εργαστήριο ρουτίνας
	1063
	9
	1072
	99,2% (98,4% - 99,6%)
	Αιμοδότες
	994
	7
	1001
	99,3% (98,6% - 99,7%)
	16.3. Ανίχνευση παραλλαγών SARS-CoV-2
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