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LIAISON® EBV IgM ([REF] 310500)

1. INTENDED USE
The LIAISON® EBV IgM assay uses chemiluminescence immunoassay (CLIA) technology for the quantitative determination 
of specific IgM antibodies to Epstein-Barr viral capsid antigens (VCA) in human serum or plasma samples. 
The test has to be performed on the LIAISON® Analyzer family*.

2. SUMMARY AND EXPLANATION OF THE TEST
Epstein-Barr virus (EBV) is the etiologic agent of infectious mononucleosis (IM) and is implicated in Burkitt’s lymphoma (BL), 
nasopharyngeal carcinoma (NPC) and X-linked lymphoproliferative syndrome (XLP). EBV is one herpesvirus pathogenic for 
man. Since it is ubiquitous, it infects nearly 95% of individuals worldwide by adulthood. The DNA of EBV is composed of a 
double strand molecule of approximately 172 kbases in length. 
The major route of transmission of EBV is through oral contact. Replication of EBV occurs in the oropharyngeal epithelium 
and results in the release of virions from infected B lymphocytes, with consequent shedding of infectious particles into the 
saliva. During childhood, primary infection with EBV is often asymptomatic. Acquisition of the virus during adolescence 
through adulthood results in infectious mononucleosis in the majority of persons. After primary infection, EBV remains latent 
for life. 
Diagnosis of infectious mononucleosis is based upon clinical manifestations (which generally include sore throat, fever, 
lymphadenopathy, and malaise) in conjunction with haematological evidence for lymphocytosis and serological evidence for 
the presence of heterophile antibody and/or antibodies to EBV specific proteins. 
Clinical manifestations similar to infectious mononucleosis can also be induced by a number of other pathogenic infectious 
agents including cytomegalovirus, Toxoplasma gondii, hepatitis viruses, human immunodeficiency virus (HIV), and others. 
The term mononucleosis syndrome is often applied until the specific etiologic agent is identified. Confirmation of an acute 
diagnosis of EBV infectious mononucleosis is generally sought by a positive heterophile antibody test (agglutination by 
patient’s serum with horse or sheep red blood cells). However, difficulties in diagnosis arise when the heterophile test is 
negative or when clinical manifestations are atypical. 
Heterophile-negative infectious mononucleosis has been demonstrated in 10 to 20% of adults with an even greater 
percentage in children with acute infectious mononucleosis infections. For these individuals, diagnosis of infectious 
mononucleosis may be confirmed by identification of antibodies to specific EBV protein antigens which include viral capsid 
antigen (VCA) and early antigen-diffuse [EA(D)]. The presence of IgM antibody to VCA is instrumental for diagnosis of acute 
infectious mononucleosis. However, verification should be sought by assaying for other corroborating antibodies – such as 
EA(D) IgG or predominance of EBNA-1 IgG or EBNA-1 IgM antibody – and with additional clinical information. Serological 
heterophile-negative samples demonstrating EBV VCA IgM and transient levels of EA(D) IgG antibodies have been 
considered diagnostic for acute infectious mononucleosis.
Serologic testing for EBV infection is possible because characteristic t ime-dependent antibody responses occur. 
A current pr imary EBV infection is defined serological ly by the early appearance of circulating VCA IgM and their 
subsequent decrease to non-detectable levels. Almost concurrently, an increase in VCA IgG appears. Most (> 80%) 
symptomatic infectious mononucleosis patients show near-peak antibody levels of VCA IgG and IgM when first examined. 
VCA IgM antibodies usually disappear in two to three months of the onset of disease, while IgG antibodies persist 
indefinitely in normal persons. Most patients transiently develop antibodies to EA(D), but IgG antibodies to Epstein-Barr 
nuclear antigen (EBNA-1) appear in the circulation several weeks or months after the onset of disease and persist for years 
or even life. In symptomatic infectious mononucleosis patients, detection of IgG antibodies to EBNA-1, when detected in 
concert with VCA IgM and IgG antibodies, is useful in discerning early convalescent stages from acute stages of infectious 
mononucleosis. A rise in EBNA-1 IgG level in infectious mononucleosis patients may be indicative of progression from early 
to later stages of convalescence. A rise in VCA IgG level is indicative of an acute stage of infection, while a rise in VCA IgM 
levels may be indicative of progression from an early to an acute stage of infection. Similarly, a drop in VCA IgM level may 
be indicative of progression from an acute to a waning stage of infection. The presence of EBNA IgG antibodies in healthy 
individuals indicates past immunological exposure to EBV; that of VCA IgG antibodies indicates immunological exposure to 
EBV either as silent primary infection or past exposure.
Because of the complex relationship that exists between host reaction to EBV and clinical manifestations, tracking of EBV 
antibody patterns may assist in diagnosis of EBV infection. Individual levels of specific antibodies are not necessarily 
indicative of disease state but can be of diagnostic significance when tracked as an antibody response profile. Antibody 
response profiles for the different EBV antigens demonstrate a characteristic pattern for silent primary or persistent latent 
EBV infections, as well as for each of the EBV-associated diseases.
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3. PRINCIPLE OF THE PROCEDURE
The method for quantitative determination of specific IgM to Epstein-Barr viral capsid antigens (VCA) is an indirect 
chemiluminescence immunoassay (CLIA). p18 synthetic peptide is the major component used for coating magnetic particles 
(solid phase) and a mouse monoclonal antibody is linked to an isoluminol derivative (isoluminol-antibody conjugate). During the 
first incubation, VCA antibodies present in calibrators, samples or controls bind to the solid phase. During the second 
incubation, the antibody conjugate reacts with VCA 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 is 
indicative of VCA IgM concentration present in calibrators, samples or controls. Buffer A contains goat IgG to human IgG as 
an absorbent reagent to curb interference from human IgG specific to VCA or from rheumatoid factor.

4. MATERIALS PROVIDED

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

5. WARNINGS AND PRECAUTIONS
For in vitro diagnostic use.
All serum and plasma units used to produce the components provided in this kit have been tested for the presence of HBsAg, 
anti-HCV, anti-HIV-1, anti-HIV-2 and found to be non-reactive. As, however, no test method can offer absolute assurance 
that pathogens are absent, all specimens of human origin should be considered potentially infectious and handled with care.

Reagent integral

Magnetic particles 
(2.3 mL)

[SORB] Magnetic particles coated with Epstein-Barr viral capsid antigens, BSA, phosphate buffer, 
< 0.1% sodium azide.

Calibrator 1 
(0.55 mL)

[CAL|1] Human serum/plasma containing low EBV IgM levels, BSA, phosphate buffer, 0.2% ProClin®

300, an inert yellow dye. The calibrator concentrations (U/mL) are referenced to an in-house 
antibody preparation. 

Calibrator 2 
(0.55 mL)

[CAL|2] Human serum/plasma containing high EBV IgM levels, BSA, phosphate buffer, 0.2% 
ProClin® 300, an inert blue dye. The calibrator concentrations (U/mL) are referenced to an 
in-house antibody preparation.

Buffer A 
(25 mL)

[BUF|A] Goat IgG to human IgG (absorbent reagent), goat serum, BSA, phosphate buffer, 0.2% 
ProClin® 300, an inert blue dye.

Conjugate 
(23 mL)

[CONJ] Mouse monoclonal antibodies to human IgM conjugated to an isoluminol derivative, non-
specific IgG (mouse polyclonal), BSA, phosphate buffer, 0.2% ProClin® 300, preservatives.

Number of tests 100

Materials required but not provided (system related)

LIAISON® XL Analyzer LIAISON® Analyzer

LIAISON® XL Cuvettes ([REF] X0016). LIAISON® Module ([REF] 319130).
LIAISON® XL Disposable Tips ([REF] X0015) or –
LIAISON® Disposable Tips ([REF] X0055). –
– LIAISON® Starter Kit ([REF] 319102) or
LIAISON® XL Starter Kit ([REF] 319200) or LIAISON® XL Starter Kit ([REF] 319200) or
LIAISON® EASY Starter Kit ([REF] 319300). LIAISON® EASY Starter Kit ([REF] 319300).
– LIAISON® Light Check 12 ([REF] 319150).
LIAISON® Wash/System Liquid ([REF] 319100). LIAISON® Wash/System Liquid ([REF] 319100).
LIAISON® XL Waste Bags ([REF] X0025). LIAISON® Waste Bags ([REF] 450003).
LIAISON® XL Cleaning Tool ([REF] 310995) or LIAISON® Cleaning Kit ([REF] 310990).
LIAISON® EASY Cleaning Tool ([REF] 310996). –

LIAISON® XS Analyzer

LIAISON® Cuvettes on Tray ([REF] X0053).
LIAISON® Disposable Tips ([REF] X0055).
LIAISON® EASY Starter Kit ([REF] 319300).
LIAISON® EASY Wash Buffer ([REF] 319301).
LIAISON® EASY System Liquid ([REF] 319302).
LIAISON® EASY Waste ([REF] X0054).
LIAISON® EASY Cleaning Tool ([REF] 310996).

Additionally required materials 

LIAISON® EBV IgM controls (negative and positive) ([REF] 310501).
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6. SAFETY PRECAUTIONS
Do not eat, drink, smoke or apply cosmetics in the assay laboratory.
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 trans-
mit 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.
Pursuant to EC Regulation 1272/2008 (CLP) hazardous reagents are classified and labelled as follow:

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

7. PREPARATION OF 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 instrument. Follow the steps below 
to ensure complete suspension: 
Before the seal is removed, rotate the small wheel at 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 residual liquid. 
Repeat as necessary until the magnetic particles are completely resuspended. 

Foaming of reagents
In order to ensure optimal performance of the integral, foaming of reagents should be avoided. Adhere to the recommendation 
below to prevent this occurrence: 
Visually inspect the reagents, calibrators in particular (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 resuspension of the magnetic particles, place 
the integral on the instrument and allow the foam to dissipate. The integral is ready to use once the foam has dissipated and 
the integral has remained onboard and mixing. 

Loading of integral into the reagent area
LIAISON® Analyzer
– Place the integral into the reagent area of the analyzer with the bar code label facing left and let it stand for 30 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.
LIAISON® XL and LIAISON® XS analyzers
– LIAISON® XL Analyzer and LIAISON® XS Analyzer are equipped with a built-in solid-state magnetic device which aids in 

the dispersal of microparticles prior to placement of 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.

REAGENTS: [CAL|1], [CAL|2], [BUF|A], [CONJ] 

CLASSIFICATION Skin sens. 1 H317

SIGNAL WORD: Warning

SYMBOLS / PICTOGRAMS:

GHS07 Exclamation mark

HAZARD STATEMENTS: H317 May cause an allergic skin reaction.

PRECAUTIONARY STATEMENTS: 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.

CONTAINS:

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

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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8. STORAGE AND STABILITY OF REAGENT INTEGRAL 
Upon receipt, the reagent integral must be stored in an upright position to facilitate resuspension of magnetic 
particles. When the reagent integral is stored sealed and kept upright, the reagents are stable at 2-8°C up to the expiry 
date. Do not freeze. The reagent integral should not be used past the expiry date indicated on the kit and reagent integral 
labels. After removing the seals, the reagent integral is stable for eight weeks refrigerated either at 2-8°C or on board the 
instrument. 

9. SPECIMEN COLLECTION AND PREPARATION
Either human serum or plasma may be used. The anticoagulants citrate, EDTA and heparin have been tested and may be 
used with this assay. Blood should be collected aseptically by venipuncture, allowed to clot, and the serum separated from 
the clot as soon as possible. Samples having particulate matter, turbidity, lipaemia, or erythrocyte debris may require 
clarification by filtration or centrifugation before testing. Grossly haemolyzed or lipaemic samples as well as samples 
containing particulate matter or exhibiting obvious microbial contamination should not be tested. Check for and remove air 
bubbles before assaying. If the assay is performed within seven days of sample collection, the samples may be kept at 
2-8°C; otherwise they should be aliquoted and stored deep-frozen (–20°C or below). If samples are stored frozen, mix 
thawed samples well before testing. Four samples with different reactivity were stored for seven days at 2-8°C and 
underwent five freeze-thaw cycles. The results showed no significant differences. The minimum volume required is 170 L 
specimen (20 L specimen + 150 L dead volume). 

10. CALIBRATION 
Test of assay specific calibrators allows the detected relative light unit (RLU) values to adjust the assigned master curve. 
Each calibration solution allows four calibrations to be performed. 
Recalibration in triplicate is mandatory whenever at least one of the following conditions occurs:
– A new lot of reagent integral or of Starter Kit is used.
– The previous calibration was performed more than four weeks before.
– LIAISON® and LIAISON® XL analyzers: The analyzer has been serviced.
– LIAISON® XS Analyzer: After a technical intervention, only if required by the service procedure, as communicated by 

local DiaSorin technical support or representative.
– Control values lie outside the expected ranges. 
LIAISON® Analyzer: Calibrator values are stored in the bar codes on the integral label. 
LIAISON® XL Analyzer: Calibrator values are stored in the reagent integral Radio Frequency IDentification transponder 
(RFID Tag). 
LIAISON® XS Analyzer: Calibrator values are stored in the reagent integral Radio Frequency Identification Transponder 
(RFID Tag).

11. ASSAY PROCEDURE
Strict adherence to the analyzer operator’s manual ensures proper assay performance. 
LIAISON® Analyzer. Each test parameter is identified via the bar codes on the reagent integral label. In the event that the 
barcode label cannot be read by the analyzer, the integral cannot be used. Do not discard the reagent integral; contact your 
local DiaSorin technical support for instruction.
LIAISON® XL and LIAISON® XS analyzers. 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 instruction.
The analyzer operations are as follows:
1. Dilute samples and controls with Buffer A.
2. Dispense magnetic particles and Buffer A.
3. Dispense calibrators, controls or specimens into the reaction module.
4. Incubate.
5. Wash with Wash/System liquid.
6. Dispense conjugate into the reaction module.
7. Incubate. 
8. Wash with Wash/System liquid.
9. Add the Starter Kit 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). 

12. QUALITY CONTROL
LIAISON® controls should be run in singlicate to monitor the assay performance. Quality control must be performed by 
running LIAISON® EBV IgM controls 
(a) at least once per day of use, 
(b) whenever a new reagent integral is used, 
(c) whenever the kit is calibrated, 
(d) whenever a new lot of Starter Reagents is used, 
(e) to assess adequacy of performance of the open integral 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 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.
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13. INTERPRETATION OF RESULTS
The analyzer automatically calculates EBV IgM antibody concentrations expressed as U/mL and grades the results. 
For details, refer to the analyzer operator’s manual. 
Calibrators and controls may give different RLU or dose results on LIAISON®, LIAISON® XL and LIAISON® XS, but patient 
results are equivalent. 
Assay range. 10 to 160 U/mL EBV IgM. 
Samples containing antibody levels above the assay range may be prediluted by the Dilute function of the instrument and 
retested (the recommended dilution factor is 1:10). The results will then be automatically multiplied by the dilution factor to 
obtain the antibody levels of the neat specimens. The specimen diluent excess available in the reagent integral allows up to 
14 sample predilutions to be performed. 
Sample results should be interpreted as follows: 
Samples with EBV IgM concentrations below 20 U/mL should be graded negative. 
Samples with EBV IgM concentrations ranging between 20 and 40 U/mL should be graded equivocal. Detection of additional 
EBV markers may provide useful information for clinical interpretation of results. 
Samples with EBV IgM concentrations equal to or above 40 U/mL should be graded positive.
A positive result is indicative of recent infection. A negative result, however, does not always rule out acute infection. 
If exposure to Epstein-Barr virus is suspected despite a negative finding, a second sample should be collected no less than 
one or two weeks later and should be tested to look for a significant rise in EBV IgM or IgG levels, which is indicative of 
primary infection. An equivocal result is indicative either of primary EBV infection or of past infection with long-lasting EBV IgM. 
Serological data from detection of additional EBV markers may provide useful information for clinical interpretation of results.
Specific IgM antibodies are usually detected in patients with recent primary infection and may be found in patients with 
reactivated infections. However, low titres of IgM to EBV may be found in patients with no detectable evidence of recent 
infection (e.g. active chronic EBV infection).
Test results are reported quantitatively as positive or negative for the presence of EBV IgM. However, diagnosis of infectious 
diseases should not be established on the basis of a single test result, but should be determined in conjunction with clinical 
findings and other diagnostic procedures as well as in association with medical judgement. 
Parallel determination of specific VCA IgG, EBNA IgG and EBV IgM levels enables better discrimination between different 
phases of EBV infection. Whenever multiple LIAISON® EBV tests are performed, a different cut-off may be used for more 
correct interpretation of EBNA IgG and EBV IgM results. The following interpretation of results is recommended.

14. LIMITATIONS OF THE PROCEDURE
The combined use of EBV serological markers and clinical data is recommended when the diagnosis of acute EBV infection 
is based on a single specimen. A single result should not be used for diagnosis.
Assay performance characteristics have not been established when any LIAISON® EBV test is used in conjunction with other 
manufacturers’ assays for detection of specific EBV 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.
Integrals may not be exchanged between analyzer types (LIAISON®, LIAISON® XL and LIAISON® XS). Once an integral has 
been introduced to a particular analyzer type, it must always be used on that analyzer until it has been exhausted. Due to 
traceability issues resulting from the above statement, patient follow-ups may not be concluded between analyzer types. 
These must be accomplished on one particular analyzer type (either LIAISON®, LIAISON® XL or LIAISON® XS).

EBV IgM result VCA IgG result EBNA IgG result Interpretation

< 20 U/mL < 20 U/mL < 20 U/mL EBV negative.

 20 U/mL < 20 U/mL < 20 U/mL Suspected primary EBV infection (early phase).

 20 U/mL  20 U/mL < 20 U/mL Primary EBV infection (acute phase).

 40 U/mL  20 U/mL  20 U/mL Primary EBV infection (transient phase).

 40 U/mL  20 U/mL  20 U/mL Past EBV infection or reactivation. 

 20 U/mL  20 U/mL  5 U/mL Past EBV infection or reactivation.

 20 U/mL  20 U/mL 5 U/mL Unresolved (VCA IgG positive only). 

Other results Unknown. 
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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 or conditions showed that the assay performance was 
not affected by anticoagulants (sodium citrate, EDTA, heparin), haemolysis (up to 1000 mg/dL haemoglobin), lipaemia 
(up to 3000 mg/dL triglycerides), bilirubinaemia (up to 20 mg/dL bilirubin), or by freeze-thaw cycles of samples. 

Cross-reactions. The cross-reactivity study for the LIAISON® EBV IgM assay was designed to evaluate potential 
interference from antibodies to other organisms (hCMV, parvovirus B19, Toxoplasma gondii, rubella virus, HBV, HAV, HSV, 
Treponema pallidum, VZV, measles virus, mumps virus, Borrelia burgdorferi, influenza viruses) as well as from other 
conditions that may result from atypical immune system activity (anti-nuclear autoantibodies, rheumatoid factor). Samples 
for these studies were pre-screened with another commercially available EBV IgM assay. If found negative for EBV IgM 
antibodies those specimens were used to study potential cross-reactivity. The presence of potential cross-reactants in the 
samples was detected using CE-marked assays. 

Assay interference may occur due to the presence of patient’s IgM to rubella virus or parvovirus B19 during early acute 
infection. Long-lasting IgM does not interfere in LIAISON® EBV IgM assay. 
Reactivity may be related to cross-reactions with early IgM to other viruses or to reappearance of EBV IgM as a 
consequence of polyclonal activation induced by other agents that caused an infectious mononucleosis-like syndrome. 

15.2. Precision with LIAISON® Analyzer 
Different samples, containing different concentrations of specific analyte, were assayed to determine repeatability and 
reproducibility of the assay (i.e., within- and between-assay variability). The variability shown in the tables below did not 
result in sample misclassification.

Condition Number of expected 
negative samples

LIAISON® 
positive results 

Parvovirus B19 IgM antibodies 70 7
Rubella virus IgM antibodies 130 14
Toxoplasma gondii IgM antibodies 135 0
HAV IgM antibodies 66 1
HBc IgM antibodies 33 1
hCMV IgM antibodies 44 2
HSV-1/2 IgM antibodies 15 0
Influenza viruses antibodies 7 0
Borrelia burgdorferi IgM antibodies 9 1
Mumps virus IgM antibodies 10 0
Measles virus IgM antibodies 6 0
VZV IgM antibodies 28 1
Treponema pallidum IgM antibodies 3 0
Anti-nuclear autoantibodies (ANA/ENA) 29 0
Rheumatoid factor (anti-Fc immunoglobulin) 18 0

Total 603 27

Repeatability A B C D E

Number of determinations 20 20 20 20  20
Mean (U/mL) 11.0 32.0 59.0 94.0 98.0
Standard deviation  0.6  1.7  4.4  5.5   7.7
Coefficient of variation (%)  5.7  5.4  7.4  5.8   7.9

Reproducibility A F B C G

Number of determinations 10 10 10 10 10
Mean (U/mL) 8.0 14.0 31.0 54.0 81.0
Standard deviation  0.8  0.8  3.0 3.1  6.5
Coefficient of variation (%)  11.1  6.3  9.7 5.8  8.0
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15.3. Precision with LIAISON® XL Analyzer
Different samples, containing different concentrations of specific analyte, were assayed to determine repeatability and 
reproducibility of the assay (i.e., within- and between-assay variability). The variability shown in the tables below did not result 
in sample misclassification. 

Repeatability. Twenty replicates were performed in the same run to evaluate repeatability.

Reproducibility. Twenty replicates were performed in different days (one or two runs per day) to evaluate reproducibility.

15.4. Precision with LIAISON® XS Analyzer
A five day precision study was conducted on three LIAISON® XS Analyzers to verify the precision with the LIAISON® EBV 
IgM Assay. The CLSI document EP15-A3 was consulted in the preparation of the testing protocol.
A coded panel comprised of 6 frozen samples was used for the study. 
The samples could be prepared by pooling samples with similar title in order to represent negative, borderline and positive 
levels.
The LIAISON® Control EBV IgM set was also included in the five day study.
The coded panel was tested on three LIAISON® XS Analyzers, in six replicates in a single run per day, for 5 operative days.
The mean Index value, standard deviation, and coefficient of variation (%CV) of the results were computed for each of the 
tested specimens for each of the instruments and across instruments.

Repeatability. Ninety replicates were performed in the same test to evaluate repeatability. 6 serum samples containing 
different concentration of analyte and kit controls were assayed in 6 replicates per day, over 5 operating days, on 3 units 
and one reagent lot.

*Negative Control is expressed in RLU because out of the Assay Range.

Reproducibility. Ninety replicates were performed in different days (one run per day) to evaluate reproducibility. 6 serum 
samples containing different concentration of analyte and kit controls were assayed in 6 replicates per day, over 5 operating 
days, on 3 units and one reagent lot.

*Negative Control is expressed in RLU because out of the Assay Range.

Repeatability 1 2 3 4 5 6 7
Negative 
control

Positive 
control

Number of determinations 20 20 20 20 20 20 20 20 20
Mean (U/mL) 15.8 25.3 38.0 41.4 61.0 71.5 107.4 7.90 94.2
Standard deviation  1.10  1.50 1.99 2.53 1.52 3.85 7.17  0.28 3.60
Coefficient of variation (%) 7.0 5.9 5.2 6.1 2.5 5.4 6.7 3.6 3.8
Min. value 13.3 22.6 33.6 34.1 57.6 61.4 96.6 7.30 87.6
Max. value 17.6 27.9  41.0 44.4 64.7 78.1 125 8.40 104

Reproducibility 1 8 4 9 5 10 7
Negative 
control

Positive 
control

Number of determinations 20 20 20 20 20 20 20 20 20
Mean (U/mL) 16.0 22.7 36.4 37.4 60.0 69.3 97.7 8.60 99.9
Standard deviation  1.64  1.94 4.16 3.78 3.27 8.09 13.60  0.93 5.52
Coefficient of variation (%) 10.2 8.5 11.4 10.1 5.4 11.7 13.9 10.8 5.5
Min. value 13.3 19.2 29.7 31.7 54.3 57.6 66.5 7.80 93.4
Max. value 19.2 25.7  43.5 45.7 65.9 83.6 116 12.2 114

Repeatability 11 12 13 14 15 16
Negative 
control*

Positive 
control

Number of determinations 90 90 90 90 90 90 90 90
Mean (U/mL) 17.8 28.3 63.4 105 89.3 118 2723 76.0
Standard deviation 0.79 1.02 2.37 3.41 2.37 5.35 82.6 1.88
Coefficient of variation (%) 4.4 3.6 3.7 3.2 2.7 4.5 3.0 2.5
Min. value 14.1 25.7 56.7 92.0 81.5 102 2479 66.8
Max. value 20.1 32.0 70.6 115 97.7 135 3028 86.2

Reproducibility 11 12 13 14 15 16
Negative 
control*

Positive 
control

Number of determinations 90 90 90 90 90 90 90 90
Mean (U/mL) 17.8 28.3 63.4 105 89.3 118 2723 76.0
Standard deviation 0.99 1.30 2.74 4.27 2.83 5.46 124 4.09
Coefficient of variation (%) 5.5 4.6 4.3 4.0 3.2 4.6 4.6 5.4
Min. value 14.1 25.7 56.7 92.0 81.5 102 2479 66.8
Max. value 20.1 32.0 70.6 115 97.7 135 3028 86.2
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15.5. Trueness
The assay trueness has been checked by the dilution test.
Dilution test. Four serum samples containing high EBV IgM concentrations were tested as such and after serially diluting 
with buffer A. EBV IgM concentrations measured versus concentrations expected were analyzed by linear regression. 
The correlation coefficients (r) ranged from 0.997 to 0.998.

15.6. High-dose saturation effect
Whenever samples containing extremely high antibody concentrations are tested, the saturation effect can mimic 
concentrations lower than real. However, a well-optimized two-step method excludes grossly underestimated results, 
because the analytical signals remain consistently high (saturation curve). 
Analysis of saturation effect was evaluated by testing three high-titred samples positive for EBV IgM. All samples resulted 
in concentration values above the assay range that would be expected with high-titred sera, indicating no sample 
misclassification.

15.7. Diagnostic specificity and sensitivity
Diagnostic specificity and sensitivity were assessed by testing 2336 specimens from different selected populations 
(subjects never infected by EBV, apparently healthy subjects, subjects affected by autoimmune diseases, patients affected 
by other infectious diseases with similar symptomatology, patients affected by primary EBV infection, subjects with past EBV 
infection, patients with suspected chronic EBV infection, patients affected by reactivated EBV infection). The specimens 
were tested by several comparison methods and consensus between them as well as the available clinical and serological 
data were applied to define the expected results. 392 specimens were unresolved either by the method under test or by the 
reference methods and therefore were not included in the data analysis.
13 positive and 1654 negative results were observed in the expected negative population studied - diagnostic specificity: 
99.22% (95% confidence interval: 98.67-99.58%).
Six negative and 271 positive results were observed in the expected positive population studied - diagnostic sensitivity: 
97.83% (95% confidence interval: 95.35-99.20%).

15.8. EBV reactivity pattern 
2343 samples from different selected populations were tested during performance evaluation studies: subjects never 
infected by EBV, apparently healthy adult subjects, subjects affected by autoimmune diseases, patients affected by other 
infectious diseases, patients affected by primary EBV infection, subjects with past EBV infection, patients with suspected 
chronic EBV infection, patients affected by reactivated EBV infection.
The three LIAISON® EBV test results were combined to identify the phase of EBV infection from a serological point of view 
and to evaluate the ability of multiple LIAISON® EBV tests to correctly classify the samples.
The serological diagnosis arising from multiple LIAISON® EBV tests was compared with the results obtained from the 
comparison tests for the most representative categories of subjects, such as EBV-negative subjects, patients affected by 
primary EBV infection and subjects with past EBV infection. 
Out of 210 expected EBV-negative samples, 181 samples showed a negative LIAISON® EBV pattern. Concordance with the 
comparison pattern was therefore 86.20% (95% confidence interval: 80.77%-90.56%).
Out of 282 expected primary EBV infection samples, 255 samples showed a pattern of primary EBV infection by LIAISON®. 
Concordance with the comparison pattern was therefore 90.43% (95% confidence interval: 86.37%-93.59%).
Out of 1616 expected past EBV infection samples, 1479 samples showed a pattern of past EBV infection by LIAISON®. 
Concordance with the comparison pattern was therefore 91.52% (95% confidence interval: 90.05%-92.84%).
Interpretation of results obtained with multiple LIAISON® EBV tests can be directly performed by the instrument through 
Dia-Link software. 

Dilution
Expected 

concentration, 
U/mL

Measured 
concentration, 

U/mL
% Recovery Dilution

Expected 
concentration, 

U/mL

Measured 
concentration, 

U/mL
% Recovery

neat – 62.3 – neat – 149.2 –
1:2 31.1 32.6 104.7 1:2 74.6 75.7 101.5
1:4 15.6 13.5 86.8 1:4 37.3 41.5 111.3
1:8 7.8 7.4 95.1 1:8 18.6 20.9 112.4

1:16 3.9 3.5 90.0 1:16 9.3 8.2 88.2

neat – 91.3 – neat – 150.0 –
1:2 45.6 50.5 110.7 1:2 75.0 78.0 104.0
1:4 22.8 24.6 107.9 1:4 37.5 40.8 108.8
1:8 11.4 11.3 99.1 1:8 18.8 20.2 107.8

1:16 5.7 5.3 93.0 1:16 9.4 8.5 90.7
1:32 2.9 3.0 105.3 1:32 4.7 4.2 89.6

1:64 2.3 2.3 98.2

LIAISON® EBV pattern EBV IgM VCA IgG EBNA IgG No. of subjects Percentage

EBV-negative subjects negative negative negative 202 8.6%

Primary EBV infection

. early phase positive negative negative 113 4.8%

. acute phase positive positive negative 221 9.4%

. transient phase positive positive positive 132 5.6%

Past EBV infection negative positive positive 1594 68.1%

Unresolved EBV pattern negative positive negative 32 1.4%

Unknown EBV pattern negative negative positive 49 2.1%

TOTAL 2343 100%
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	LIAISON® EBV IgM ([REF] 310500)
	1. FINALIDAD DEL ENSAYO


	El ensayo LIAISON® EBV IgM emplea la tecnología de la quimioluminiscencia (CLIA) en un ensayo inmunológico para la determinación cuantitativa de anticuerpos específicos de clase IgM dirigidos contra antígenos de la cápside del virus de Epstein...
	2. SUMARIO Y EXPLICACIÓN DEL TEST

	El virus de Epstein-Barr (EBV) es el agente patógeno responsable de la mononucleosis infecciosa (IM) e implicado en el linfoma de Burkitt (BL), en el carcinoma nasofaríngeo (NPC) y en el síndrome linfoproliferativo ligado al cromosoma X (XLP). El ...
	Los test serológicos para las infecciones por EBV permiten detectar respuestas inmunes características dependientes del tiempo. Desde un punto de vista serológico, la infección primaria por EBV está definida por la aparición precoz de IgM anti-...
	A causa de la compleja relación existente entre reacción del huésped al virus EBV y sintomatología, el seguimiento de la evolución de los niveles de anticuerpos anti-EBV puede ser útil para el diagnóstico de infección por EBV. Los niveles ind...
	3. PRINCIPIO DEL ENSAYO

	El método para la determinación cuantitativa de IgM específica anti-antígenos de la cápside del virus de Epstein-Barr (VCA) es un ensayo indirecto basado en el principio de la quimioluminiscencia (CLIA). El péptido sintético p18 es el componen...
	4. MATERIALES SUMINISTRADOS

	Todos los reactivos se suministran listos para su uso. El orden de los reactivos refleja el orden con el que se han ensamblado los contenedores en el integral de reactivos.
	5. ADVERTENCIAS Y PRECAUCIONES

	Sólo para uso diagnóstico in vitro.
	Todas las unidades de suero y plasma utilizadas para la fabricación de los componentes de este kit se han analizado y se han encontrado no reactivas para la presencia de HBsAg, anti-HCV, anti-HIV-1 y anti-HIV-2. Sin embargo, visto que ningún métod...
	6. NORMAS DE SEGURIDAD

	Para obtener más información, consulte las fichas de datos de seguridad que se encuentran disponibles en el sitio www.diasorin.com.
	7. PREPARACIÓN DEL INTEGRAL DE REACTIVOS

	Observe escrupulosamente las siguientes precauciones importantes para manipular los reactivos:
	Las partículas magnéticas deben estar completamente resuspendidas antes de colocar el integral en el instrumento. Siga los pasos indicados a continuación para garantizar la suspensión completa de las partículas: Antes de quitar la protección de...
	Para garantizar las mejores prestaciones del integral, se recomienda evitar la formación de espuma en los reactivos. Observe las recomendaciones siguientes para evitarla: Antes de usar el integral, controle visualmente los reactivos, especialmente l...
	LIAISON® Analyzer
	Analizadores LIAISON® XL y LIAISON® XS
	8. CONSERVACIÓN Y ESTABILIDAD DEL INTEGRAL DE REACTIVOS

	En el momento de su llegada, el integral de reactivos se debe mantener en posición vertical para facilitar la resuspensión de las partículas magnéticas. Si el integral se conserva sellado y se mantiene en posición vertical, los reactivos son est...
	9. RECOGIDA Y PREPARACIÓN DE LAS MUESTRAS

	El ensayo se puede efectuar en muestras de suero o plasma humano. Se pueden utilizar anticoagulantes como el citrato, el EDTA y la heparina. Recoja la sangre mediante punción venosa, déjela coagular y separe el suero del coágulo lo antes posible. ...
	10. CALIBRACIÓN
	11. PROCEDIMIENTO OPERATIVO

	Para obtener unas prestaciones analíticas ideales hay que respetar estrictamente las instrucciones del manual operativo del instrumento.
	El instrumento realiza las operaciones siguientes:
	12. CONTROL DE CALIDAD

	Los controles LIAISON® se deben analizar individualmente para evaluar las prestaciones del test. El control de calidad se debe realizar analizando los controles LIAISON® EBV IgM (a) por lo menos una vez por cada día de trabajo, (b) cuando se usa u...
	Los valores de los controles tienen que estar comprendidos entre los rangos esperados: cada vez que uno o ambos valores estén fuera de los rangos esperados habrá que volver a efectuar la calibración y probar de nuevo los controles. Si los valores ...
	Las prestaciones de otros controles se deben evaluar para asegurar su compatibilidad con este test antes del uso. Por lo tanto es indispensable establecer los intervalos de los valores de los materiales usados para el control de calidad.
	13. INTERPRETACIÓN DE LOS RESULTADOS

	El instrumento calcula automáticamente las concentraciones de IgM anti-EBV expresadas en U/mL y clasifica los resultados. Hágase referencia al manual operativo del instrumento para una información más detallada. Aunque los calibradores y los cont...
	Intervalo de ensayo. 10-160 U/mL de IgM anti-EBV. Las muestras que contengan concentraciones de anticuerpo superiores al intervalo de ensayo pueden ser pre-diluidas mediante la función Dilute del instrumento y reanalizadas (el factor de dilución ac...
	Los resultados de las muestras deben ser interpretados como sigue: Las muestras con concentraciones de IgM anti-EBV por debajo de 20 U/mL se deben clasificar negativas. Las muestras con concentraciones de IgM anti-EBV entre 20 y 40 U/mL se deben clas...
	Un resultado positivo indica infección reciente. Sin embargo, un resultado negativo no excluye con seguridad una infección aguda. Si se sospecha que el paciente ha estado expuesto recientemente al virus de Epstein-Barr aunque el ensayo de la IgM se...
	Los resultados del test se muestran de manera cuantitativa como positivos o negativos para la presencia de anticuerpos IgM anti-EBV. Sin embargo, el diagnóstico de una enfermedad infecciosa no se debe formular en base al resultado de un solo ensayo,...
	La determinación paralela de la IgG anti-VCA, de la IgG anti-EBNA y de la IgM anti-EBV permite una discriminación mejor entre las diferentes fases de la infección por EBV. Cuando se realizan test LIAISON® EBV múltiples se puede usar un valor lí...
	14. LIMITACIONES DEL ENSAYO

	Cuando el diagnóstico de infección aguda por EBV se basa en una única muestra se recomienda el uso combinado de marcadores serológicos de EBV. Un único resultado no debe usarse para el diagnóstico.
	Las prestaciones metodológicas del kit no se definen si los test LIAISON® EBV se utilizan para la detección de los marcadores serológicos de EBV junto con los ensayos de otros fabricantes. En este caso, los usuarios son responsables de establecer...
	Para obtener resultados fiables es necesario atenerse estrictamente a las instrucciones de utilización y poseer una adecuada técnica manual.
	La contaminación bacteriana de las muestras o la inactivación mediante calentamiento pueden modificar los resultados del análisis.
	Los integrales no deben utilizarse con distintos tipos de analizadores (LIAISON®, LIAISON® XL y LIAISON® XS). Una vez que se ha usado un integral con un tipo de analizador concreto, debe seguir usándose en ese analizador hasta que se termine. Por...
	15. PRESTACIONES METODOLÓGICAS DEL KIT
	15.1. Especificidad analítica


	La especificidad analítica se define como la capacidad que tiene el test para detectar exactamente el analito ante la presencia de factores potencialmente interferentes en la matriz de la muestra (por ejemplo, anticoagulantes, hemolisis, efectos de ...
	Interferencias. Estudios controlados sobre los factores potencialmente interferentes han demostrado que las prestaciones del test no están influenciadas por anticoagulantes (citrato sódico, EDTA, heparina), hemolisis (hasta 1000 mg/dL de hemoglobin...
	Reacciones cruzadas. Las reacciones cruzadas del ensayo LIAISON® EBV IgM se estudiaron para evaluar las interferencias potenciales por parte de anticuerpos dirigidos contra otros organismos (hCMV, parvovirus B19, Toxoplasma gondii, virus de la rubé...
	Se pueden producir reacciones cruzadas por parte de anticuerpos IgM presentes en la circulación del paciente dirigidos contra el virus de la rubéola o el parvovirus B19 en una fase precoz aguda de la infección. La presencia de IgM persistente no i...
	15.2. Precisión con LIAISON® Analyzer

	La repetibilidad y la reproducibilidad del ensayo (es decir las variaciones intra-ensayo e inter-ensayo) han sido determinadas utilizando las muestras de referencia en diferentes concentraciones de analito. La variabilidad observada no ha dado lugar ...
	15.3. Precisión con LIAISON® XL Analyzer

	La repetibilidad y la reproducibilidad del ensayo (es decir las variaciones intra-ensayo e inter-ensayo) han sido determinadas utilizando las muestras de referencia en diferentes concentraciones de analito. La variabilidad observada no ha dado lugar ...
	Repetibilidad. Para evaluar la repetibilidad se han analizado veinte replicados en la misma sesión analítica.
	Reproducibilidad. Para evaluar la reproducibilidad se han analizado veinte replicados en días diferentes (una o dos sesiones analíticas al día).
	15.4. Precisión con LIAISON® XS Analyzer
	15.5. Veracidad

	La veracidad del ensayo ha sido controlada mediante el test de dilución.
	Test de dilución. Se han analizado diluciones en serie de cuatro sueros de concentración elevada de IgM anti-EBV realizadas con el tampón A. Las concentraciones medidas de IgM anti-EBV obtenidas en función de las concentraciones esperadas han sid...
	15.6. Efecto saturación con altas concentraciones

	Cuando se ensayen muestras que contengan unas concentraciones de anticuerpos sumamente elevadas, se pueden obtener unos niveles aparentes de anticuerpo inferiores al nivel real por efecto de la saturación. Sin embargo, un sistema bien optimizado con...
	15.7. Especificidad y sensibilidad diagnósticas

	La especificidad y la sensibilidad diagnósticas han sido evaluadas analizando 2336 muestras provenientes de diversas poblaciones (sujetos nunca infectados por EBV, sujetos aparentemente sanos, sujetos afectados por enfermedades autoinmunes, paciente...
	En la población presumiblemente negativa estudiada 13 muestras han resultado positivas y 1654 muestras han resultado negativas - especificidad diagnóstica: 99,22% (intervalo de confianza al 95%: 98,67-99,58%).
	En la población presumiblemente positiva estudiada seis muestras han resultado negativas y 271 muestras han resultado positivas - sensibilidad diagnóstica: 97,83% (intervalo de confianza al 95%: 95,35-99,20%).
	15.8. Esquema de reactividad para EBV

	Durante los estudios de evaluación clínica, se han analizado 2343 muestras provenientes de unas diversas poblaciones: sujetos nunca infectados por EBV, sujetos adultos aparentemente sanos, sujetos afectados por enfermedades autoinmunes, pacientes a...
	Los resultados de los tres test LIAISON® EBV han sido combinados para identificar la fase de la infección por EBV desde un punto de vista serológico y para evaluar la capacidad de los test LIAISON® EBV múltiples de clasificar correctamente las m...
	El diagnóstico serológico que deriva de los test LIAISON® EBV múltiples ha sido comparado con los resultados obtenidos con los test de comparación para las categorías de sujetos más representativas, es decir, sujetos negativos para EBV, pacien...
	De las 210 muestras de sujetos presumiblemente negativos para EBV, 181 muestras han mostrado un esquema de reactividad negativo con los test LIAISON® EBV múltiples. La concordancia con el esquema de reactividad de comparación ha sido, por consigui...
	De las 282 muestras de sujetos con presunta infección primaria por EBV, 255 muestras han mostrado un esquema de reactividad de acuerdo con la infección primaria con los test LIAISON® EBV múltiples. La concordancia con el esquema de reactividad de...
	De las 1616 muestras de sujetos con presunta infección pasada por EBV, 1479 muestras han mostrado un esquema de reactividad de acuerdo con la infección pasada con los test LIAISON® EBV múltiples. La concordancia con el esquema de reactividad de c...
	La interpretación de los resultados obtenidos con los test LIAISON® EBV múltiples se puede realizar directamente desde el instrumento trámite el software DiaLink.
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	1. APLICAÇÃO DIAGNÓSTICA
	O teste LIAISON® EBV IgM usa a tecnologia da quimioluminescência (CLIA) e é um imunoensaio para a determinação quantitativa dos anticorpos específicos anti-antigénios do capsídeo do vírus de Epstein-Barr (VCA) de classe IgM em amostras de so...

	2. SIGNIFICADO CLÍNICO
	O vírus de Epstein-Barr (EBV) é o agente patogénico responsável pela mononucleose infecciosa (MI) e está envolvido no linfoma africano de Burkitt (LB), no carcinoma nasofaríngeo (CNF) e na síndroma linfoproliferativa ligada ao cromossoma X (LP...
	Os testes serológicos para as infecções por EBV permitem detectar respostas imunitárias características em função do tempo. Sob o ponto de vista serológico, há uma infecção primária por EBV quando se tem um aparecimento precoce de IgM ant...
	Em virtude das relações complexas que existem entre a reacção do hospedeiro ao vírus EBV e a sintomatologia, o acompanhamento da evolução dos níveis de anticorpos anti-EBV pode ser útil para o diagnóstico de infecção por EBV. Os respectiv...

	3. PRINCÍPIO DO ENSAIO
	O método para a determinação quantitativa de IgM específica anti-antigénios do capsídeo do vírus de Epstein-Barr (VCA) é um teste indirecto baseado no princípio da quimioluminescência (CLIA). O péptido sintético p18 é o componente princi...

	4. MATERIAIS FORNECIDOS
	Todos os reagentes são fornecidos prontos a usar. A ordem dos reagentes é a mesma na qual são arranjados os recipientes no integral de reagentes.

	5. AVISOS E PRECAUÇÕES
	Para utilização diagnóstica in vitro.
	Todas as unidades de soro ou plasma utilizadas para obter os componentes fornecidos neste dispositivo foram testadas para a presença de Ag HBs, anti-VHC, anti-VIH-1, anti-VIH-2 e confirmadas como não reactivas. Como, contudo, nenhuma metodologia po...

	6. REGRAS DE SEGURANÇA
	Para informações adicionais, consulte as Fichas de segurança disponíveis em www.diasorin.com.

	7. PREPARAÇÃO DO INTEGRAL DE REAGENTES
	Observe rigorosamente as seguintes precauções, importantes para o manuseio dos reagentes:
	As partículas magnéticas devem ser completamente ressuspensas antes de posicionar o integral no instrumento. Siga as fases indicadas a seguir para garantir a suspensão completa das partículas: Antes de retirar as películas autocolantes dos recip...
	Para garantir desempenhos óptimos do integral, recomenda-se evitar a formação de espuma nos reagentes. Siga as recomendações abaixo para a evitar: Antes de usar o integral, controlar visualmente os reagentes, principalmente os calibradores (situ...
	LIAISON® Analyzer
	Analisadores LIAISON® XL e LIAISON® XS

	8. CONSERVAÇÃO E ESTABILIDADE DO INTEGRAL DE REAGENTES
	Após recepção, o integral de reagentes deve ser mantido na posição vertical para facilitar a ressuspensão das partículas magnéticas. Se o integral é guardado vedado e mantido na posição vertical, os reagentes permanecem estáveis a 2-8°C ...

	9. COLHEITA E PREPARAÇÃO DAS AMOSTRAS
	Pode-se utilizar tanto soro como plasma humano para o teste. Os anticoagulantes citrato, EDTA e heparina foram testados e podem ser utilizados neste teste. O sangue deve ser colhido assepticamente por punção venosa, deixado coagular e o soro deve s...

	10. CALIBRAÇÃO
	11. PROCEDIMENTO DO TESTE
	Para obter desempenhos analíticos ideais, é necessário seguir rigorosamente o manual de funcionamento do instrumento.
	O instrumento executa as seguintes operações:

	12. CONTROLO DE QUALIDADE
	Os controlos LIAISON® devem ser analisados individualmente para avaliar o desempenho do teste. O controlo de qualidade deve ser executado analisando os controlos LIAISON® EBV IgM (a) pelo menos uma vez por dia de trabalho, (b) quando é utilizado u...
	Os valores dos controlos devem estar dentro dos limites esperados: sempre que um ou ambos os valores estiverem fora dos limites esperados, a calibração deverá ser efectuada novamente e os controlos deverão ser retestados. Se os valores experiment...
	O desempenho de outros controlos deve ser avaliado para garantir que sejam compatíveis com este teste antes de serem usados. Portanto, é indispensável estabelecer os intervalos dos valores dos materiais usados para o controlo de qualidade.

	13. INTERPRETAÇÃO DOS RESULTADOS
	O instrumento calcula automaticamente as concentrações de IgM anti-EBV expressas em U/mL e classifica os resultados. Consulte o manual de funcionamento do instrumento para informações mais detalhadas. Os calibradores e os controlos podem fornecer...
	Intervalo de ensaio. 10-160 U/mL de IgM anti-EBV. As amostras que contêm concentrações de anticorpo acima do intervalo de ensaio podem ser pré-diluídas através da função Dilute do instrumento e testadas novamente (o factor de diluição acons...
	Os resultados das amostras devem ser interpretados como descrito abaixo: As amostras com concentração de IgM anti-EBV abaixo de 20 U/mL devem ser consideradas negativas. As amostras com concentração de IgM anti-EBV entre 20 e 40 U/mL devem ser co...
	Um resultado positivo indica infecção recente. Um resultado negativo, porém, não exclui com certeza uma infecção aguda. Em caso de suspeita exposição ao vírus de Epstein-Barr, apesar do resultado negativo do teste da IgM anti-EBV, é necess...
	Os resultados do teste são apresentados quantitativamente como positivos ou negativos para a presença de anticorpos IgM anti-EBV. Contudo, o diagnóstico de doenças infecciosas não deve basear-se no resultado dum único teste, mas deve ser determ...
	A determinação paralela da IgG anti-VCA, da IgG anti-EBNA e da IgM anti-EBV permite uma distinção mais precisa entre as diferentes fases da infecção por EBV. Quando se executam os testes LIAISON® EBV múltiplos, pode-se usar um valor limite di...

	14. LIMITAÇÕES DO TESTE
	Recomenda-se o uso combinado de marcadores serológicos de EBV e dados clínicos quando o diagnóstico de infecção aguda por EBV é realizado com uma única amostra. Um único resultado não deve ser usado para o diagnóstico.
	As características específicas de desempenho não são definidas se os testes LIAISON® EBV foram utilizados para a detecção dos marcadores serológicos de EBV juntos com os ensaios de outros fabricantes. Neste caso, os utilizadores são respons...
	Para obter resultados fiáveis, é necessário seguir correctamente as instruções de uso e possuir uma adequada formação técnica.
	Contaminações bacterianas das amostras ou inactivação pelo calor podem afectar os resultados do teste.
	Os integrais não podem ser trocados entre os tipos de analisador (LIAISON®, LIAISON® XL e LIAISON® XS). Assim que um integral tiver sido utilizado num determinado tipo de analisador, deve ser sempre utilizado nesse analisador até terminar. Devid...

	15. CARACTERÍSTICAS ESPECÍFICAS DE DESEMPENHO


	15.1. Especificidade analítica
	A especificidade analítica pode ser definida como a capacidade do teste de detectar com cuidado o analito específico na presença de factores potencialmente interferentes na matriz da amostra (ex. anticoagulantes, hemólise, efeitos de tratamentos ...
	Interferências. Estudos controlados de substâncias ou condições potencialmente interferentes demonstraram que o desempenho do ensaio não é afectado por anticoagulantes (citrato de sódio, EDTA, heparina), hemólise (até a 1000 mg/dL de hemoglo...
	Reacções cruzadas. Foram estudadas as reacções cruzadas do teste LIAISON® EBV IgM para avaliar as interferências potenciais de anticorpos dirigidos contra outros organismos (hCMV, parvovírus B19, Toxoplasma gondii, vírus da rubéola, HBV, HAV...
	Podem ocorrer reacções cruzadas com anticorpos IgM presentes na circulação do doente dirigidos contra o vírus da rubéola ou o parvovírus B19 numa fase precoce aguda da infecção. A presença de IgM persistente não interfere no teste LIAISON...

	15.2. Precisão com LIAISON® Analyzer
	Diferentes amostras, que contêm diferentes concentrações de analito específico, foram testadas para determinar a repetibilidade e a reprodutibilidade do teste (isto é, a variabilidade intra e inter-ensaio). A variabilidade apresentada nas tabela...

	15.3. Precisão com LIAISON® XL Analyzer
	Diferentes amostras, que contêm diferentes concentrações de analito específico, foram testadas para determinar a repetibilidade e a reprodutibilidade do teste (isto é, a variabilidade intra e inter-ensaio). A variabilidade apresentada nas tabela...
	Repetibilidade. Para avaliar a repetibilidade, foram testados vinte replicados na mesma sessão de ensaio.
	Reprodutibilidade. Para avaliar a reprodutibilidade, foram testados vinte replicados em dias diferentes (uma ou duas sessões de ensaio por dia).

	15.4. Precisão com LIAISON® XS Analyzer
	15.5. Exactidão
	A exactidão do teste foi controlada pelo teste de diluição.
	Teste de diluição. Foram testadas diluições em série de quatro soros que contêm uma concentração elevada de IgM anti-EBV efectuadas com o tampão A. Os valores de concentração de IgM anti-EBV obtidos em relação aos valores de concentraç...

	15.6. Efeito de saturação a altas concentrações
	Ao dosar amostras que contêm concentrações de anticorpos extremamente elevadas, é possível obter níveis aparentes de anticorpo inferiores ao real por efeito da saturação. Um método bem optimizado com duas incubações exclui, todavia, qualqu...

	15.7. Especificidade e sensibilidade diagnósticas
	A especificidade e a sensibilidade diagnósticas foram determinadas ao testar 2336 amostras seleccionadas de diferentes populações (indivíduos nunca infectados por EBV, indivíduos em aparência sadios, indivíduos afectados por doenças auto-imun...
	13 resultados positivos e 1654 resultados negativos foram observados na população presumivelmente negativa estudada - especificidade diagnóstica: 99,22% (intervalo de confiança a 95%: 98,67-99,58%).
	Seis resultados negativos e 271 resultados positivos foram observados na população presumivelmente positiva estudada - sensibilidade diagnóstica: 97,83% (intervalo de confiança a 95%: 95,35-99,20%).

	15.8. Esquema de reactividade para EBV
	Durante os estudos de avaliação clínica, foram analisadas 2343 amostras seleccionadas de diferentes populações: indivíduos nunca infectados por EBV, indivíduos adultos em aparência sadios, indivíduos afectados por doenças auto-imunes, doent...
	Combinaram-se os resultados dos três testes LIAISON® EBV para identificar a fase da infecção por EBV de um ponto de vista serológico e para avaliar a capacidade dos testes LIAISON® EBV múltiplos de classificar correctamente as amostras.
	O diagnóstico serológico que deriva dos testes LIAISON® EBV múltiplos foi comparado com os resultados obtidos com os testes de comparação para as categorias de indivíduos mais representativas, ou seja, indivíduos negativos para EBV, doentes a...
	Das 210 amostras de indivíduos presumivelmente negativos para EBV, 181 amostras mostraram um esquema de reactividade negativo com os testes LIAISON® EBV múltiplos. A concordância com o esquema de reactividade de comparação foi, portanto, de 86,...
	Das 282 amostras de indivíduos com suposta infecção primária por EBV, 255 amostras mostraram um esquema de reactividade em conformidade com a infecção primária com os testes LIAISON® EBV múltiplos. A concordância com o esquema de reactivida...
	Das 1616 amostras de indivíduos com suposta infecção passada por EBV, 1479 amostras mostraram um esquema de reactividade em conformidade com a infecção passada com os testes LIAISON® EBV múltiplos. A concordância com o esquema de reactividade...
	A interpretação dos resultados obtidos com os testes LIAISON® EBV múltiplos pode ser executada directamente pelo instrumento através do software DiaLink.
	Distribuido no Brasil por:
	DiaSorin Ltda – CNPJ 01.896.764/0004-12 – Avenida Portugal, 1100 – C-51 – Bairro Itaqui – Itapevi – SP - SAC 0800 77 16216
	e-mail: diasorin@diasorin.com.br.
	Termo de garantia:
	A DiaSorin garante a troca deste conjunto diagnóstico, desde que o mesmo esteja dentro do prazo de validade e que seja comprovado por sua assessoria técnica / científica que não houve falhas na execução, manuseio e conservação deste produto. ...
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	1. ΑΡΜΟΖΟΥΣΑ ΧΡΗΣΗ
	Ο προσδιορισμός LIAISON® των EBV IgM χρησιμοποιεί την τεχνολογία της χημειοφωταύγειας (CLIA) για τον ποσοτικό προσδιορισμό των αντισωμάτων IgM πο...

	2. ΣΥΝΟΨΗ ΚΙ ΕΠΕΞΗΓΗΣΕΙΣ ΤΗΣ ΔΟΚΙΜΑΣΙΑΣ
	Ο ιός Epstein-Barr είναι ο αιτιολογικός παράγοντας της λοιμώδους μονοπυρήνωσης και έχει, επίσης, ενοχοποιηθεί για το λέμφωμα του Burkitt, το καρκί...
	Η ορολογική ανίχνευση της λοίμωξης από τον EBV είναι δυνατή, διότι παρατηρούνται χαρακτηριστικές απαντήσεις των αντισωμάτων, οι οποίες σ...
	Εξαιτίας της πολύπλοκης σχέσης που υπάρχει μεταξύ της αντίδρασης του ξενιστή στον EBV και των κλινικών εκδηλώσεων, ο προσδιορισμός της ει...

	3. ΑΡΧΕΣ ΤΗΣ ΔΙΑΔΙΚΑΣΙΑΣ
	Η μέθοδος του ποσοτικού προσδιορισμού των ειδικών IgM στα αντιγόνα του καψιδίου του ιού Epstein-Barr (VCA) είναι μία έμμεση μέθοδος, με τελικό στά...

	4. ΠΕΡΙΕΧΟΜΕΝΟ ΣΥΣΚΕΥΑΣΙΑΣ
	Όλα τα αντιδραστήρια διατίθενται έτοιμα προς χρήση. Η σειρά των αντιδραστηρίων ακολουθεί την διάταξη των θαλάμων στον περιέκτη αντιδρα...

	5. ΠΡΟΕΙΔΟΠΟΙΗΣΕΙΣ ΚΑΙ ΜΕΤΡΑ ΠΡΟΦΥΛΑΞΗΣ
	Για διαγνωστική χρήση in vitro.
	Όλες οι μονάδες ορού και πλάσματος που χρησιμοποιήθηκαν για την παραγωγή των συστατικών της συσκευασίας έχουν υποβληθεί σε έλεγχο για τ...

	6. ΠΡΟΦΥΛΑΞΕΙΣ ΑΣΦΑΛΕΙΑΣ
	Για πρόσθετες πληροφορίες, ανατρέξτε στα Δελτία δεδομένων ασφαλείας που διατίθενται στο www.diasorin.com.

	7. ΠΡΟΕΤΟΙΜΑΣΙΑ ΤΟΥ ΠΕΡΙΕΚΤΗ ΑΝΤΙΔΡΑΣΤΗΡΙΩΝ
	Είναι σημαντικό να λαμβάνονται υπόψη οι ακόλουθες προφυλάξεις κατά τον χειρισμό των αντιδραστηρίων:
	Πριν την τοποθέτηση του περιέκτη στο όργανο είναι απαραίτητο να έχει ολοκληρωθεί η πλήρης εναιώρηση των μαγνητικών σφαιριδίων. Για την ...
	Για να διασφαλιστεί η βέλτιστη απόδοση του περιέκτη θα πρέπει να αποφεύγεται η δημιουργία αφρού στα αντιδραστήρια. Για να προλάβετε τέτ...
	LIAISON® Analyzer
	Αναλυτές LIAISON® XL και LIAISON® XS

	8. ΑΠΟΘΗΚΕΥΣΗ ΚΑΙ ΣΤΑΘΕΡΟΤΗΤΑ ΤΟΥ ΠΕΡΙΕΚΤΗ ΑΝΤΙΔΡΑΣΤΗΡΙΩΝ
	Αμέσως μετά την παραλαβή, ο περιέκτης αντιδραστηρίων πρέπει να αποθηκευτεί σε όρθια θέση για να διευκολύνεται η εναιώρηση των μαγνητικώ...

	9. ΣΥΛΛΟΓΗ ΚΑΙ ΠΡΟΕΤΟΙΜΑΣΙΑ ΔΕΙΓΜΑΤΩΝ
	Μπορεί να χρησιμοποιηθεί είτε ανθρώπινος ορός είτε πλάσμα. Τα αντιπηκτικά κιτρικό, EDTA και ηπαρίνη, έχουν ελεγχθεί και μπορούν να χρησιμο...

	10. ΒΑΘΜΟΝΟΜΗΣΗ
	11. ΔΙΑΔΙΚΑΣΙΑ ΠΡΟΣΔΙΟΡΙΣΜΟΥ
	Η πιστή συμμόρφωση με τις οδηγίες χρήσης του αναλυτή διασφαλίζει την καλή απόδοση του προσδιορισμού.
	Οι λειτουργίες του αναλυτή είναι οι ακόλουθες:
	1. Αραίωση δειγμάτων και ορών ελέγχου με ρυθμιστικό διάλυμα A.
	2. Διανομή μαγνητικών σωματιδίων και ρυθμιστικό διάλυμα A.
	3. Διανομή βαθμονομητών, ορών ελέγχου ή δειγμάτων στη μονάδα αντίδρασης.
	4. Επώαση.
	5. Πλύση με υγρό πλύσης/συστήματος.
	6. Διανομή συζεύκτη στη μονάδα αντίδρασης.
	7. Επώαση.
	8. Πλύση με υγρό πλύσης/συστήματος.
	9. Προσθήκη κιτ αντιδραστηρίων εκκίνησης και μέτρηση του εκπεμπόμενου φωτός.


	12. ΠΟΙΟΤΙΚΟΣ ΕΛΕΓΧΟΣ
	Για την παρακολούθηση της απόδοσης του προσδιορισμού πρέπει να γίνεται έλεγχος με την χρήση μονού ορού ελέγχου LIAISON®. Ο έλεγχος ποιότητα...
	Οι τιμές των ορών ελέγχου πρέπει να είναι εντός του αναμενόμενου εύρους τιμών: όταν ένας ή και οι δύο οροί ελέγχου είναι εκτός του αναμεν...
	Πρέπει να γίνεται αξιολόγηση της απόδοσης και των υπολοίπων ορών ελέγχου πριν την χρήση τους για να διαπιστωθεί εάν είναι συμβατοί με το...

	13. ΕΡΜΗΝΕΙΑ ΤΩΝ ΑΠΟΤΕΛΕΣΜΑΤΩΝ
	Ο αναλυτής υπολογίζει αυτόματα τις συγκεντρώσεις IgM αντισωμάτων έναντι του EBV, που εκφράζονται σε U/mL, και κατατάσσει τα αποτελέσματα. Για...
	Εύρος προσδιορισμού. 10 έως 160 U/mL EBV IgM. Τα δείγματα που περιέχουν αντισώματα πάνω από τα επίπεδα του εύρους του προσδιορισμού μπορούν να αρ...
	Τα αποτελέσματα των δειγμάτων πρέπει να ερμηνεύονται ως εξής: Δείγματα με συγκέντρωση EBV IgM κάτω από 20 U/mL πρέπει να θεωρούνται αρνητικά. Δ...
	Ένα θετικό αποτέλεσμα αποτελεί ένδειξη πρόσφατης λοίμωξης. Ένα αρνητικό αποτέλεσμα, όμως, δεν αποκλείει εντελώς την περίπτωση οξείας λο...
	Τα αποτελέσματα των δοκιμασιών αναφέρονται ποσοτικά είτε ως θετικά είτε ως αρνητικά όσον αφορά στην παρουσία EBV IgM. Παρ’ όλα αυτά, η διάγ...
	Ο παράλληλος προσδιορισμός των επιπέδων των ειδικών IgG έναντι του VCA, των ειδικών IgG έναντι του EBNA και των ειδικών IgM έναντι του EBV μας βοηθ...

	14. ΠΕΡΙΟΡΙΣΜΟΙ ΤΗΣ ΔΙΑΔΙΚΑΣΙΑΣ
	Όταν η διάγνωση της οξείας λοίμωξης από τον EBV βασίζεται σε ένα μόνο δείγμα, συνιστάται η συνδυαστική χρήση ορολογικών μαρτύρων για τον EB...
	Δεν έχουν οριστεί τα χαρακτηριστικά απόδοσης του προσδιορισμού για τις περιπτώσεις στις οποίες μία δοκιμασία LIAISON® για τον EBV χρησιμοπο...
	Για την απόκτηση αξιόπιστων αποτελεσμάτων, απαιτείται επιδεξιότητα στην χρήση της τεχνικής και αυστηρή συμμόρφωση με τις οδηγίες.
	Σε περίπτωση μικροβιακής μόλυνσης ή απενεργοποίησης των δειγμάτων λόγω υψηλής θερμοκρασίας, μπορεί να υπάρξει αλλοίωση των αποτελεσμά...
	Δεν επιτρέπεται η εναλλαγή των συσκευασιών αντιδραστηρίων μεταξύ διαφορετικών τύπων αναλυτών (LIAISON®, LIAISON® XL και LIAISON® XS). Μετά την τοποθέ...

	15. ΕΙΔΙΚΑ ΧΑΡΑΚΤΗΡΙΣΤΙΚΑ ΑΠΟΔΟΣΗΣ
	15.1. Αναλυτική εξειδίκευση
	Παρεμβολή. Ελεγχόμενες μελέτες ουσιών ή συνθηκών που ενδεχομένως να παρεμβάλλονται στα αποτελέσματα έδειξαν ότι η απόδοση του προσδιορ...
	Διασταυρούμενες αντιδράσεις. Η μελέτη των διασταυρούμενων αντιδράσεων για τον προσδιορισμό LIAISON® για τα αντισώματα IgM έναντι του EBV σχεδ...
	Ενδεχόμενο παρεμβολής υφίσταται εξαιτίας της παρουσίας αντισωμάτων IgM του ασθενούς στον ιό της ερυθράς ή τον παρβοϊό Β19 κατά την πρώιμη ...
	15.2. Ακρίβεια με αναλυτές LIAISON® Analyzer

	Διαφορετικά δείγματα, που περιέχουν μία συγκεκριμένη αναλυόμενη ουσία σε διαφορετικές συγκεντρώσεις, υποβλήθηκαν σε προσδιορισμό για ...
	15.3. Ακρίβεια με αναλυτές LIAISON® XL Analyzer

	Διαφορετικά δείγματα, που περιέχουν μία συγκεκριμένη αναλυόμενη ουσία σε διαφορετικές συγκεντρώσεις, υποβλήθηκαν σε προσδιορισμό για ...
	Επαναληψιμότητα. Για την αξιολόγηση της επαναληψιμότητας πραγματοποιήθηκαν 20 αναλύσεις του ίδιου δείγματος.
	Αναπαραγωγιμότητα. Για την αξιολόγηση της αναπαραγωγιμότητας πραγματοποιήθηκαν 20 αναλύσεις του ίδιου δείγματος σε διαφορετικές ημέρε...
	15.4. Ακρίβεια με αναλυτές LIAISON® XS Analyzer
	15.5. Αληθότητα

	Η αληθότητα του προσδιορισμού ελέγχθηκε με δοκιμή αραίωσης.
	Δοκιμή αραίωσης. Έγινε έλεγχος τεσσάρων δειγμάτων ορού με υψηλή συγκέντρωση σε EBV IgM, ως είχαν και κατόπιν αραίωσης κατά σειρά με το ρυθμι...
	15.6. High-dose saturation effect

	Όταν γίνεται έλεγχος δειγμάτων με ιδιαίτερα υψηλές συγκεντρώσεις αντισωμάτων, το φαινόμενο του κορεσμού (saturation effect) μπορεί να μιμηθεί σ...
	15.7. Διαγνωστική εξειδίκευση και ευαισθησία

	Η διαγνωστική εξειδίκευση και ευαισθησία υπολογίστηκαν με την διεξαγωγή δοκιμασιών σε 2336 δείγματα από διαφορετικές ομάδες πληθυσμού (ά...
	Παρατηρήθηκαν 13 θετικά και 1654 αρνητικά αποτελέσματα στον αναμενόμενο αρνητικό πληθυσμό που μελετήθηκε - εξειδίκευση της διάγνωσης: 99,22% ...
	Παρατηρήθηκαν έξι αρνητικά και 271 θετικά αποτελέσματα στον αναμενόμενο θετικό πληθυσμό που μελετήθηκε - ευαισθησία της διάγνωσης: 97,83% (95...
	15.8. Εικόνα δραστικότητας του EBV

	Έγινε έλεγχος 2343 δειγμάτων από διαφορετικές ομάδες πληθυσμού κατά την διάρκεια μελετών αξιολόγησης της απόδοσης: άτομα που δεν είχαν πρ...
	Έγινε συνδυασμός των αποτελεσμάτων των τριών δοκιμασιών LIAISON® για τον EBV, για να προσδιοριστεί το στάδιο της EBV λοίμωξης από ορολογική άπ...
	Έγινε σύγκριση της ορολογικής διάγνωσης που προέκυψε από τις πολλαπλές δοκιμασίες LIAISON® για τον EBV με τα αποτελέσματα των συγκριτικών δο...
	Από τα 210 δείγματα που αναμενόταν ότι είναι EBV-αρνητικά, 181 δείγματα έδειξαν αρνητική εικόνα για τον EBV με τον προσδιορισμό LIAISON®. Η συνέπει...
	Από τα 282 δείγματα με αναμενόμενη πρωτογενή λοίμωξη από τον EBV, 255 δείγματα έδειξαν εικόνα πρωτογενούς λοίμωξης από τον EBV με τον προσδιορ...
	Από τα 1616 δείγματα με αναμενόμενη προγενέστερη λοίμωξη από τον EBV, 1479 δείγματα έδειξαν εικόνα προγενέστερης λοίμωξης από τον EBV με τον πρ...
	Η ερμηνεία των αποτελεσμάτων των πολλαπλών δοκιμασιών LIAISON® για τον EBV μπορεί να γίνει απευθείας από το όργανο μέσω του λογισμικού DiaLink.
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