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LIAISON® Borrelia IgM Il ([REF] 310010)

1. INTENDED USE

The LIAISON® Borrelia IgM |l assay uses chemiluminescence immunoassay (CLIA) technology for the qualitative
determination of specific IgM antibodies to Borrelia burgdorferi sensu lato (including strains Borrelia burgdorferi sensu strictu,
Borrelia garinii, Borrelia afzelii) in human serum or plasma samples.

The test has to be performed on the LIAISON® Analyzer family*.

2. SUMMARY AND EXPLANATION OF THE TEST

Discovered in 1982, the bacterium Borrelia burgdorferi is the aetiologic agent of Lyme borreliosis, a disease which is

transmitted by different tick species of the genus Ixodes. Lyme borreliosis is a multisystemic disorder that can affect several

organs, such as skin, nervous system, large joints and cardiovascular system. Even though Lyme disease spirochaetes elicit

a vigorous immune response, Borrelia bacteria survive and persist in the circulation of infected patients. Similarly to syphilis,

Lyme borreliosis generally progresses through different clinical stages, from early to late infection:

— Stage 1: skin lesion at the site of tick bite; early infection with localized exanthema (erythema chronicum migrans, EM)
may be followed by disseminated infection if untreated.

— Stage 2: neurological disorders (neuroborreliosis).

— Stage 3: arthritis, that can be observed even years after infection.

Similarity of clinical symptoms between Lyme borreliosis and unrelated diseases poses diagnostic concerns due to variety
of highly variable manifestations. Diagnosis of borreliosis may be difficult on the basis of clinical findings especially in the
absence of an anamnesis of tick bite or of erythema chronicum migrans. In addition, the disease may remain asymptomatic
until later stages. When erythema chronicum migrans is absent, clinical manifestations of human granulocytic ehrlichiosis
(HGE) — when occuring in the same tick-infected areas where borreliosis is reported — can be confused with those of Lyme
borreliosis.

As a consequence, clinicians rely on antibody detection to determine the cause of illness. The use of whole-cell sonicated
Borrelia burgdorferi can yield well-documented false-positive results, due to cross-reactivity of specific antibodies with
proteins having high homology with various bacterial pathogens, especially Treponema pallidum, the aetiologic agent of
syphilis. Diagnostic tests using bacterial lysate such as antigen, even from different strains of Borrelia burgdorferi, frequently
fail to achieve conclusive results in the early stage of infection.

LIAISON® Borrelia assays use specific recombinant antigens obtained in E. coli to increase accuracy of Lyme borreliosis
diagnosis. LIAISON® Borrelia IgM kits feature solid phase coated with the outer surface protein OspC, immunodominant for
IgM response in the early phase of infection, as well as the recently identified Borrelia antigen VIsE (variable major
protein-like sequence, expressed). LIAISON® Borrelia IgG employs Borrelia antigen VISE only. VISE is an outer surface
lipoprotein thought to play a major role in the immune response to Lyme disease. It contains conserved regions (which serve
as in vivo transmembrane domains), variable and invariable regions (exposed outside the bacterial membrane). The variable
regions consistently undergo sequence variation by recombination during infection. Antigenic variation of surface-exposed
proteins has been identified as an important immune evasion mechanism. Six invariable regions (IR 1-6) are interspersed
within the variable domain, conserved among strains and genospecies of Borrelia burgdorferi sensu lato complex. In living
Borrelia bacteria the invariable regions are masked by the variable regions, and thus protected from direct attack by the host
immune system. Borrelia bacteria are processed by antigen-presenting cells that expose the protein to the immune system.
Interestingly, the invariable regions are immunodominant in Lyme borreliosis. Lyme disease patients consistently produce a
strong antibody response against VIsE, in all stages of disease, including the early stages. This reactivity, detected by
Western blotting using recombinant VISE, is absent or decreased in intensity when whole-cell lysate from low-passage-
number in in vitro cultured Borrelia burgdorferi is used as an antigen. Recombinant VIsSE is the most suitable marker for
laboratory diagnosis, for both early and late immune response in Lyme borreliosis, showing high diagnostic sensitivity and
specificity.

3. PRINCIPLE OF THE PROCEDURE

The method for qualitative determination of specific IgM to Borrelia burgdorferi is an indirect chemiluminescence
immunoassay (CLIA). Recombinant antigens are 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, Borrelia burgdorferi
antibodies present in calibrators, samples or controls bind to the solid phase. During the second incubation, the antibody
conjugate reacts with IgM to Borrelia burgdorferi 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 IgM to Borrelia burgdorferi concentration present in calibrators, samples or controls.

*(LIAISON®, LIAISON® XL, LIAISON® XS)
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4. MATERIALS PROVIDED

Reagent integral
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Magnetic particles Magnetic particles coated with OspC (Borrelia afzelii strain pKo) and VISE (Borrelia garinii
(2.3 mL) strain pBi and Borrelia sensu strictu strain B31) recombinant antigens (obtained in E. coli),
BSA, PBS buffer, < 0.1% sodium azide.

Calibrator 1 Human serum/plasma containing low Borrelia burgdorferi IgM levels, BSA, phosphate

(0.9 mL) buffer, 0.2% ProClin® 300, an inert yellow dye. The calibrator concentrations are referenced
to an in-house antibody preparation.

Calibrator 2 Human serum/plasma containing high Borrelia burgdorferi IgM levels, BSA, phosphate

(0.9 mL) buffer, 0.2% ProClin® 300, an inert blue dye. The calibrator concentrations are referenced to

an in-house antibody preparation.

BSA, phosphate buffer, 0.2% ProClin® 300, an inert yellow dye.

Specimen diluent
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(28 mL)

Conjugate J Mouse monoclonal antibodies to human IgM conjugated to an isoluminol derivative, BSA,
(23 mL) phosphate buffer, 0.2% ProClin® 300, preservatives.

Number of tests 100

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 (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 ( 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 ( 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® Cleaning Kit ([REF| 310990).

LIAISON® XS Analyzer

LIAISON® Cuvettes on Tray (
LIAISON® Disposable Tips ( X0055).
LIAISON® EASY Starter Kit (|[REF] 319300).
LIAISON® EASY Wash Buffer (|[REF]| 319301).
LIAISON® EASY System Liquid (IREF] 319302).

LIAISON® EASY Waste ([REF] X0054).
LIAISON® EASY Cleaning Tool ([REF] 310996).

X0053).

Additionally required materials

LIAISON® Borrelia IgM Quant controls
LIAISON® Borrelia IgM Il controls (negative and positive) (|[REF| 310011).

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.

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
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 labelled as follow:

REAGENTS: [CAL[1], |CAL|2], [CONJ], DIL|SPE]
CLASSIFICATION Skin sens. 1 H317
SIGNAL WORD: Warning

SYMBOLS / PICTOGRAMS: :

GHSO07 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:

) reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and
(only substances prescribed pursuant to | 2-methyl-2H -isothiazol-3-one [EC no. 220-239-6] (3:1) (ProClin® 300).
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 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
Warning - Before removing the seals from the vials and before each calibration, gently shake the reagent integral avoiding
foam formation.

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.

CONTROLS

Refer to the LIAISON® Borrelia IgM Quant / Borrelia IgM Il Control Set instructions for use section for proper preparation and
handling instructions.
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8. REAGENT INTEGRAL STORAGE AND STABILITY

— Sealed: Stable at 2-8°C until the expiry date.

— Opened on board or at 2-8°C: Minimum stability four weeks.
After this period, it is still possible to keep on using the reagent integral provided that the controls are found within the
expected ranges.

— Use always the same LIAISON® Analyzer for a reagent integral already opened.

— Use storage rack provided with the LIAISON® Analyzer for 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.

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. Ten samples with different reactivity were stored for seven days at 2-8°C and
underwent four freeze-thaw cycles. The results showed no significant differences. The minimum volume required for a single
determination is 180 uL specimen (30 pL specimen + 150 uL dead volume). No further manipulation is required, because the
instrument automatically dilutes specimens before testing.

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 eight 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 one week before.

— Each time a new lot of integral is used.

— Control values lie outside the expected ranges.

— 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.

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 ldentification Transponder

RFID Tag).

\(Narningg-)Before removing the seals from the vials and before each calibration, gently shake the reagent integral avoiding

foam formation.

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 analyzer. 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 specimens with Specimen diluent.

2. Dispense Specimen diluent.

3. Dispense coated magnetic particles.

4. Dispense calibrators, controls or diluted specimens into the reaction module.
5. Incubate.

6. Wash with Wash/System liquid.

7. Dispense conjugate into the reaction module.

8. Incubate.

9. Wash with Wash/System liquid.

10. Add the Starter Kit and measure the light emitted.
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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® Borrelia IgM Quant / Borrelia IgM Il 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 beyond four weeks, 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 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

13.1. Borrelia IgM test

The analyzer automatically calculates Borrelia burgdorferi IgM levels expressed as index value 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. 0.1 to 6 index value Borrelia burgdorferi IgM.

The cut-off value discriminating between the presence and the absence of Borrelia burgdorferi IgM has an index value of 1.0.
Sample results should be interpreted as follows:

Samples with Borrelia burgdorferi IgM levels below an index value of 0.9 should be graded negative.

Samples with Borrelia burgdorferi IgM levels ranging between an index value of 0.9 and 1.1 should be graded equivocal.
Equivocal samples must be retested in order to confirm the initial result. Samples which are positive at the second test
should be considered positive. Samples which are negative at the second test should be considered negative. A second
sample should be collected and tested no less than one week later when the result is repeatedly equivocal.

Samples with Borrelia burgdorferi IgM levels equal to or above an index value of 1.1 should be graded positive.

13.2. Interpretation of results

A negative result for IgM and/or IgG antibodies to Borrelia burgdorferi generally indicates that the patient has not been
infected, but does not always rule out acute borreliosis, because the infection may be in its very early stage and the patient
may be still unable to synthesize Borrelia burgdorferi specific antibodies, or the antibodies may be present in undetectable
levels. Specific IgM antibodies are more easily detected in the early stages of infection; in later stages they progressively
decline. It should be underlined that the test scores negative during the first weeks after infection. If clinical exposure to
Borrelia burgdorferi is suspected despite a negative or equivocal finding, a second sample should be collected and tested
for IgM and 1gG later during the course of infection.

A positive result for IgM and/or 1gG antibodies to Borrelia burgdorferi generally indicates exposure to the pathogen (acute or
past infection). A single specimen, however, can only help estimate the serological status of the individual. An isolated
positive IgM result is observed relatively often in the early stages of the disease, but rarely in the later stages. An isolated
positive IgG result may indicate either active Lyme disease or past infection with persisting antibodies. The following table
summarizes the different immunological pictures. Results were obtained using LIAISON® Borrelia assays.

Borrelia burgdorferi | Borrelia burgdorferi Interpretation
IgM result IgG result
g | e e benonts Shams e oo o BLperce o t bite or
positive negative Probable infection at an early stage.
negative positive Probable infection at any stage.
positive positive Probable acute infection.

14. LIMITATIONS OF THE PROCEDURE

Assay performance characteristics have not been established when any LIAISON® Borrelia test is used in conjunction with
other manufacturers’ assays for detection of specific Borrelia burgdorferi 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.

Test results are reported qualitatively as positive or negative for the presence of Borrelia burgdorferi 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.

Antibiotic therapy during the early stages of the disease often prevents development of antibody response.

The presence of rheumatoid factor and infectious mononucleosis must be excluded in patients with isolated positive result
for Borrelia burgdorferi IgM. Polyclonal stimulation of B lymphocytes during infectious mononucleosis, in fact, may result in
non-specific induction of synthesis of Borrelia burgdorferi antibodies, especially of the IgM class.

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).
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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. As a rule, the presence of potentially cross-reactive antibodies does not interfere in the assay.
The antibodies investigated were: (a) immunoglobulins to various infectious agents — such as EBV, Treponema pallidum or
Toxoplasma gondii — (b) anti-nuclear (ANA) antibodies and rheumatoid factor (anti-Fc immunoglobulin) antibodies.
The following table summarizes the studies performed.

Clinical condition Number of cases IgM positive/equivocal result
Acute primary EBV infection 10 0
Syphilis 5 0
Acute primary toxoplasmosis 14 0
Anti-nuclear antibodies 16 0
Rheumatoid factor 10 0
Total number of specimens tested 55 0

15.2. Precision with LIAISON® Analyzer

Different samples, containing different concentrations of specific analyte, were assayed to estimate repeatability and
reproducibility of the assay (i.e., within- and between-assay variability). The results refer to the groups of samples investigated
and are not guaranteed specifications, as differences may exist between laboratories and locations.

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

Negative | Positive

Repeatability A B control control
Number of determinations 20 20 20 20
Mean (index value) 0.571 1.45 0.145 2.27
Standard deviation 0.026 0.081 0.010 0.16
Coefficient of variation (%) 4.7 5.6 7.3 71
Min. value 0.519 1.20 0.127 2.00
Max. value 0.610 1.56 0.163 2.55

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

Negative | Positive

Reproducibility A B control control
Number of determinations 20 20 20 20
Mean (index value) 0.654 1.53 0.163 2.59
Standard deviation 0.065 0.087 0.017 0.21
Coefficient of variation (%) 9.9 5.7 10.3 8.0
Min. value 0.531 1.35 0.113 2.21
Max. value 0.818 1.69 0.193 2.94

15.3. Precision with LIAISON® XL Analyzer

Different samples, containing different concentrations of specific analyte, were assayed to estimate 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.

Repeatability 1 9 Negative | Positive

control control
Number of determinations 20 20 20 20
Mean (index value) 0.537 1.50 0.107 2.05
Standard deviation 0.012 0.038 0.0031 0.090
Coefficient of variation (%) 2.2 2.6 2.9 4.4
Min. value 0.510 1.44 0.0999 1.89
Max. value 0.555 1.58 0.112 2.24

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

Negative | Positive

Reproducibility 1 2 control control
Number of determinations 20 20 20 20
Mean (index value) 0.608 1.51 0.125 2.10
Standard deviation 0.046 0.11 0.0062 0.15
Coefficient of variation (%) 7.6 7.6 5.0 71
Min. value 0.496 1.24 0.113 1.77
Max. value 0.723 1.69 0.132 2.32

LIAISON® Borrelia IgM 11 ((REF] 310010)
6/8 EN - 200/007-920, 11 - 2022-07



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® Borrelia
Assay. The CLSI document EP15-A3 was consulted in the preparation of the testing protocol.

A coded panel comprised of 7 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 Borrelia 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. 7 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 | Positive

Repeatability 3 4 5 6 7 8 9 control control
Number of determinations 90 90 90 90 90 90 90 90 90
Mean (index value) 0.326 0.660 0.842 1.43 1.19 1.12 2.13 0.130 1.65
Standard deviation 0.007 0.013 0.020 0.034 0.039 0.030 0.064 0.003 0.056
Coefficient of variation (%) 2.1 2.0 2.4 2.4 3.3 2.7 3.0 2.7 3.4
Min. value 0.298 0.611 0.762 1.31 1.03 1.00 1.81 0.113 1.42
Max. value 0.346 0.697 0.925 1.55 1.28 1.20 2.32 0.144 1.75

Reproducibility. Ninety replicates were performed in different days (one run per day) to evaluate reproducibility. 7 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.

o Negative | Positive

Reproducibility 3 4 5 6 7 8 9 control control
Number of determinations 90 90 90 90 90 90 90 90 90
Mean (index value) 0.326 0.660 0.842 1.43 1.19 1.12 2.13 0.130 1.65
Standard deviation 0.011 0.017 0.028 0.046 0.045 0.036 0.072 0.007 0.059
Coefficient of variation (%) 3.4 2.6 3.3 3.2 3.8 3.2 3.4 5.3 3.6
Min. value 0.298 0.611 0.762 1.31 1.03 1.00 1.81 0.113 1.42
Max. value 0.346 0.697 0.925 1.55 1.28 1.20 2.32 0.144 1.75

15.5. 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 for LIAISON® Borrelia IgM 1l test was evaluated by testing four high-titred serum samples
positive for Borrelia burgdorferi IgM. All samples resulted in estimated concentration values above the assay range that
would be expected with high-titred samples, indicating no sample misclassification.

16. EXPECTED VALUES

16.1. Diagnostic specificity and sensitivity

Diagnostic specificity and sensitivity were estimated by testing 229 specimens from different populations coming from
collection centers located in endemic areas (Germany). The specimens were tested with several comparison methods and
consensus between them, and the available clinical and serological data were applied to define the expected results.

Diagnostic specificity. 88 routine serum specimens from subjects living in an area endemic for borreliosis were graded
negative by reference tests (enzyme immunoassay, immunoblot). In the same group of subjects, the LIAISON® Borrelia IgM Il
test scored negative in 88 out of 88 specimens, with 100% diagnostic specificity (95% confidence interval: 95.9-100%).

Diagnostic sensitivity. 141 serum specimens from patients with clinically characterized Lyme borreliosis were tested in
parallel with LIAISON® Borrelia IgM Il and IgG tests. The following diagnostic sensitivity data were obtained.

o » Number IgM result IgG result IgM + 1gG result
Clinical condition
of cases % positive 95% CI % positive 95% CI % positive 95% CI
Erythema chronicum migrans 45 46.7 31.6-62.2 80.0 65.4-90.4 88.9 75.9-96.3
Neuroborreliosis 57 43.9 30.7-57.7 93.0 83.0-98.1 96.5 87.9-99.6
Arthritis 39 25.6 13.0-42.1 97.4 86.5-99.9 97.4 86.5-99.9
Total 141 39.7 31.6-48.3 90.1 83.9-94.5 94.3 89.1-97.5

Equivocal results were not taken into consideration for the calculation of diagnostic sensitivity.
% positive = percentage of positive specimens; 95% CI| = 95% confidence interval.
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16.2. Prospective study

In a clinical study, 207 routine serum specimens were tested by the LIAISON® Borrelia IgM Il test and by an IgM enzyme
immunoassay. The immunoblot assay showed discordant results.

The specimens were collected in Germany from subjects investigated for suspected Borrelia burgdorferi infection living in an
area endemic for borreliosis. The following clinical patterns were observed. The distribution of the prospective population is
illustrated in the graph below.

Pattern of Borrelia burgdorferi IgM results No. of specimens graded Immunoblot result, No.
LIAISON® result ELISA result (grey zone: 0.9-1.1 index) Negative Equivocal Positive
negative negative 165 - - -
positive positive 11 1 2 8
equivocal equivocal 1 0 1 0
negative positive 11 6 5 0
equivocal positive 0 _ _ _
equivocal negative 3 3 0 0
positive negative 5 2 2 1
positive equivocal 0 _ _ _
negative equivocal 11 9 0 2
Total number of specimens tested 207 21 10 11
60

Index value
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	4. Dispensa los calibradores, los controles o las muestras diluidas en el módulo de reacción.
	5. Incuba.
	6. Lava con el líquido de lavado/líquido del sistema.
	7. Dispensa el conjugado en el módulo de reacción.
	8. Incuba.
	9. Lava con el líquido de lavado/líquido del sistema.
	10. Añade los reactivos starter y mide la luz emitida.

	12. CONTROL DE CALIDAD
	13. INTERPRETACIÓN DE LOS RESULTADOS
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	13.2. Interpretación de los resultados
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	3. PRINCÍPIO DO ENSAIO
	4. MATERIAIS FORNECIDOS
	5. AVISOS E PRECAUÇÕES
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	INTEGRAL DE REAGENTES
	Ressuspensão das partículas magnéticas
	Formação de espuma nos reagentes
	Como carregar o integral na área de reagentes do instrumento Advertência - Antes de remover os selos dos frascos e antes de cada calibração, agite suavemente o integral de reagentes para evitar a formação de espuma.
	CONTROLOS
	8. CONSERVAÇÃO E ESTABILIDADE DO INTEGRAL DE REAGENTES
	9. COLHEITA E PREPARAÇÃO DAS AMOSTRAS
	10. CALIBRAÇÃO

	LIAISON® XS Analyzer: Os valores dos calibradores estão indicados na etiqueta para identificação por radiofrequência (Radio Frequency IDentification transponder, RFID Tag) do integral de reagentes. Advertência - Antes de remover os selos dos fr...
	11. PROCEDIMENTO DO ENSAIO
	1. Dilui amostras com o diluente das amostras.
	2. Distribui o diluente das amostras.
	3. Distribui as partículas magnéticas revestidas.
	4. Distribui calibradores, controlos ou amostras diluídas no módulo de reacção.
	5. Incuba.
	6. Lava com o líquido de lavagem/sistema.
	7. Distribui o conjugado no módulo de reacção.
	8. Incuba.
	9. Lava com o líquido de lavagem/sistema.
	10. Adiciona os reagentes iniciadores e mede a luz emitida.

	12. CONTROLO DE QUALIDADE
	13. INTERPRETAÇÃO DOS RESULTADOS
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	15.4. Precisão com o LIAISON® XS Analyzer
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	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. MATERIALE FURNIZATE
	5. AVERTISMENTE ȘI PRECAUȚII
	6. PRECAUȚII DE SIGURANȚĂ

	Nu consumați alimente sau băuturi, nu fumați și nu vă aplicați produse cosmetice în laboratorul de analize.
	Nu pipetați cu gura.
	Evitați contactul direct cu materialele potențial infectate, utilizând halate de laborator, ochelari de protecție și mănuși de unică folosință. Spălați-vă bine pe mâini la terminarea fiecărei analize.
	Evitați împroșcarea sau formarea de aerosoli. Toate picăturile de reactivi biologici trebuie să fie îndepărtate cu o soluție de hipoclorit de sodiu cu 0,5% clor activ, iar mijloacele de curățare utilizate trebuie să fie tratate ca deșeuri...
	Toate probele și toți reactivii care conțin materiale biologice și care sunt utilizate în cadrul analizei trebuie să fie considerate ca putând transmite potențial agenți infecțioși. Deșeurile trebuie să fie manipulate cu atenție și eli...
	Nu utilizați truse sau componente după data expirării înscrisă pe eticheta acestora.
	În conformitate cu Regulamentul CE 1272/2008 (CLP), reactivii periculoși sunt clasificați și etichetați după cum urmează:
	REACTIVI:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	CLASIFICARE:
	CUVÂNT DE AVERTIZARE:
	SIMBOLURI / PICTOGRAME:
	FRAZE DE PERICOL:
	FRAZE DE PRECAUȚIE:
	CONȚINE:
	(numai substanțele prescrise în conformitate cu Articolul 18 din Regulamentul CE 1272/2008).
	În conformitate cu Regulamentul CE 1272/2008 (CLP), [SORB] este etichetat ca EUH210, fișa cu date de securitate disponibilă la cerere.
	Pentru informații suplimentare consultați Fișele tehnice de securitate disponibile la www.diasorin.com.
	7. PREPARAREA REACTIVILOR
	8. DEPOZITAREA ȘI STABILITATEA SETULUI INTEGRAL DE REACTIVI
	9. RECOLTAREA ȘI PREPARAREA PROBELOR
	10. CALIBRAREA

	Testarea calibratorilor specifici pentru analiză permite ca valorile detectate pentru unitățile relative de lumină (RLU, relative light unit) să regleze curba principală memorată. Fiecare soluție de calibrator permite efectuarea a opt operaț...
	Este obligatoriu să se efectueze recalibrarea în triplicat ori de câte ori se prezintă cel puțin una dintre următoarele situații:
	LIAISON® Analyzer: Valorile calibratorului sunt prezentate în codurile de bare de pe eticheta setului integral de reactivi. LIAISON® XL Analyzer: Valorile calibratorului sunt prezentate în transponderul pentru identificarea prin frecvențe radio ...
	11. PROCEDURA DE ANALIZĂ

	Respectarea strictă a manualului de utilizare a analizorului asigură o performanță corespunzătoare a analizei.
	LIAISON® Analyzer. Fiecare parametru de testare este identificat prin codurile de bare de pe eticheta setului integral de reactivi. În cazul în care eticheta cu codul de bare nu poate fi citită de către analizor, setul integral de reactivi nu po...
	Analizoare LIAISON® XL și LIAISON® XS. Fiecare parametru de testare este identificat prin informațiile codificate în transponderul pentru identificarea prin radiofrecvență (eticheta RFID) din setul integral de reactivi. În cazul în care etic...
	Analizorul efectuează operațiile de mai jos:
	1. Diluează probele cu diluant pentru probe.
	2. Distribuie diluantul pentru probe.
	3. Distribuie particulele magnetice învelite.
	4. Distribuie calibratorii, martorii sau probele diluate în modulul de reacție.
	5. Incubează.
	6. Spală cu lichid de spălare/de sistem.
	7. Distribuie conjugatul în modulul de reacție.
	8. Incubează.
	9. Spală cu lichid de spălare/de sistem.
	10. Adaugă setul starter și măsoară lumina emisă.
	12. CONTROLUL DE CALITATE
	13. INTERPRETAREA REZULTATELOR
	13.1. Testul pentru IgM anti-Borrelia
	13.2. Interpretarea rezultatelor

	14. LIMITĂRILE PROCEDURII
	15. CARACTERISTICI SPECIFICE DE PERFORMANȚĂ
	15.1. Specificitate analitică
	15.2. Precizie cu LIAISON® Analyzer
	15.3. Precizie cu LIAISON® XL Analyzer
	15.4. Precizie cu LIAISON® XS Analyzer


	S-a efectuat un studiu de precizie de cinci zile, pe trei analizoare LIAISON® XS, pentru a verifica precizia cu analiza LIAISON® Borrelia Assay. Pentru pregătirea protocolului de testare a fost consultat documentul CLSI EP15-A3.
	Pentru studiu s-a utilizat un panel codificat format din 7 probe congelate.
	Probele au putut fi preparate prin amestecarea de probe cu un titru similar, pentru a reprezenta niveluri negative, limită și pozitive.
	În studiul de cinci zile a fost inclus și setul LIAISON® Control Borrelia.
	Panelul codificat a fost testat pe trei analizoare LIAISON® XS, în șase replicate, într-o singură serie de analize pe zi, timp de 5 zile lucrătoare.
	Valoarea medie a indicelui, deviația standard și coeficientul de variație (%CV) ale rezultatelor au fost calculate pentru fiecare dintre probele analizate, pentru fiecare dintre aparate și pentru toate aparatele.
	Repetabilitate. Au fost procesate nouăzeci de replicate în cadrul aceleiași analize, pentru a evalua repetabilitatea. Au fost testate 7 probe de ser, conținând concentrații diferite ale analitului specific, și seturi de control, în 6 replicat...
	Reproductibilitate. Pentru a evalua reproductibilitatea, au fost procesate nouăzeci de replicate, în zile diferite (o serie de analize pe zi). Au fost testate 7 probe de ser, conținând concentrații diferite ale analitului specific, și seturi de...
	15.5. Efectul de saturare la doză înaltă
	16. VALORI PREVIZIONATE
	16.1. Specificitate și sensibilitate diagnostică
	16.2. Studiu prospectiv

	Valoare de index
	LIAISON® Borrelia IgM II ([REF] 310010)
	1. BRUKSOMRÅDE
	2. SAMMENDRAG OG BESKRIVELSE AV TESTEN
	3. ANALYSEPRINSIPP


	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. MATERIALER SOM FØLGER MED KITET
	5. ADVARSLER OG FORHOLDSREGLER
	6. SIKKERHETSREGLER

	Unngå å spise, drikke, røyke eller ta på sminke i analyselaboratoriet.
	Ikke pipetter med munnen.
	Unngå direkte kontakt med potensielt infisert materiale ved å bruke laboratorieklær, vernebriller og engangshansker. Vask hendene grundig på slutten av hver analyse.
	Unngå sprut og forstøving. Alle dråper av biologiske reagenser må fjernes med en oppløsning av natriumhypokloritt med 0,5% aktivt klor, og brukte materialer må behandles som smittefarlig avfall.
	Alle prøver og reagenser som inneholder biologiske materialer som brukes til analysen, må betraktes som potensielt i stand til å overføre smittestoffer. Avfallet må håndteres med forsiktighet og kastes i overensstemmelse med laboratoriets regle...
	Du må ikke bruke sett eller komponenter etter utløpsdatoen som er angitt på etiketten.
	I samsvar med EF-forordning 1272/2008 (CLP) er farlige reagenser klassifisert og merket som følger:
	REAGENSER:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	KLASSIFISERING
	SIGNALORD:
	SYMBOLER / PIKTOGRAMMER:
	FARESETNINGER (H-SETNINGER):
	SIKKERHETSSETNINGER (P-SETNINGER):
	INNEHOLDER:
	(kun substanser forordnet i overensstemmelse med artikkel 18 i EF-forordning 1272/2008).
	I samsvar med EF-forordning 1272/2008 (CLP) er [SORB] merket som EUH210, sikkerhetsdatablad er tilgjengelig på anmodning.
	For ekstra informasjon les sikkerhetsdatablader, tilgjengelige på www.diasorin.com.
	7. TILBEREDNING AV REAGENSER
	8. LAGRING OG STABILITET AV REAGENSINTEGRALET
	9. PRØVETAKING OG FORBEREDELSE
	10. KALIBRERING

	Test av analysespesifikke kalibratorer gjør det mulig for de påviste verdiene for relativ lysenhet (RLU – relative light unit) å justere tildelt masterkurve. Hver kalibreringsløsning rekker til åtte kalibreringer.
	Rekalibrering i triplikat er obligatorisk når minst ett av følgende forhold oppstår:
	LIAISON® Analyzer: Kalibratorverdier er lagret i strekkodene på integraletiketten. LIAISON® XL Analyzer: Kalibratorverdiene lagres i reagensintegralets radiofrekvente identifikasjonstransponder (RFID-brikke).
	LIAISON® XS Analyzer: Kalibratorverdiene lagres i reagensintegralets radiofrekvente identifikasjonstransponder (RFID-brikke). Advarsel - Før forseglingene fjernes fra ampullene og før hver kalibrering, må reagensintegralet ristes varsomt, uten at...
	11. ANALYSEPROSEDYRE

	Streng overholdelse av analyseinstrumentets bruksanvisning sikrer riktige resultater fra analysen.
	LIAISON® Analyzer. Hver testparameter blir identifisert ved hjelp av strekkodene på etiketten på reagensintegralet. Hvis strekkodeetiketten ikke kan leses av analyseinstrumentet, kan ikke integralet brukes. Du må ikke kassere reagensintegralet. K...
	LIAISON® XL- og LIAISON® XS-analyseinstrumenter. Hver testparameter blir identifisert via informasjon som ligger i reagensintegralets radiofrekvente identifikasjonstransponder (RFID-brikke). Hvis RFID-brikken ikke kan leses av analyseinstrumentet, ...
	Analyseinstrumentet utfører følgende:
	1. Fortynner prøvene med prøvefortynner.
	2. Tilsetter prøvefortynner.
	3. Tilsetter belagte magnetiske partikler.
	4. Kalibratorer, kontroller eller fortynnede prøver tilsettes i reaksjonsmodulen.
	5. Inkuberer.
	6. Vasker med vaske-/systemvæske.
	7. Tilsetter konjugat i reaksjonsmodulen.
	8. Inkuberer.
	9. Vasker med vaske-/systemvæske.
	10. Tilsetter startreagenser, og måler utsendt lysmengde.
	12. KVALITETSKONTROLL
	13. TOLKNING AV RESULTATENE
	13.1. Borrelia IgM-test
	13.2. Tolkning av resultatene
	14. METODEBEGRENSNINGER
	15. METODOLOGISK YTEEVNE FOR DETTE KITET

	15.1. Analytisk spesifisitet
	15.2. Presisjon med LIAISON® Analyzer
	15.3. Presisjon med LIAISON® XL Analyzer
	15.4. Presisjon med LIAISON® XS Analyzer

	En femdagers presisjonsstudie ble utført på tre LIAISON® XS-analyseinstrumenter for å verifisere presisjonen med LIAISON® Borrelia Assay. CLSI-dokumentet EP15-A3 ble rådført under klargjøringen av testprotokollen.
	Et kodet panel som omfattet 7 frosne prøver ble brukt for studien.
	Prøvene kunne klargjøres ved å kombinere prøvene med lignende tittel for å representere negative, grensetilfeller og positive nivåer.
	LIAISON® Control Borrelia-settet ble også inkludert i femdagers-studien.
	Det kodede panelet ble testet på tre LIAISON® XS-analyseinstrumenter, i seks replikater på én enkelt kjøring per dag, i 5 virksomme dager.
	Resultatenes gjennomsnittlige indeksverdi, standardavvik og variasjonskoeffisient (%CV) ble beregnet for hver av de testede prøvene, for hvert av instrumentene og på tvers av instrumenter.
	Repeterbarhet. Nitti replikater ble utført i den samme testen for å evaluere repeterbarhet. 7 serumprøver som inneholdt ulike konsentrasjoner av analytt og settkontroller, ble analysert i 6 replikater per dag over 5 virksomme dager, på 3 enheter ...
	Reproduserbarhet. Nitti replikater ble utført på forskjellige dager (én kjøring per dag) for å evaluere reproduserbarhet. 7 serumprøver som inneholdt ulike konsentrasjoner av analytt og settkontroller, ble analysert i 6 replikater per dag over ...
	15.5. Saturasjonseffekt ved høye doser
	16. FORVENTEDE VERDIER

	16.1. Diagnostisk spesifisitet og sensitivitet
	16.2. Prospektivt studie
	LIAISON® Borrelia IgM II ([REF] 310010)
	1. AVSEDD ANVÄNDNING
	2. SAMMANFATTNING OCH BESKRIVNING AV TESTET
	3. PROCEDURENS PRINCIPER



	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. INNEHÅLL
	5. VARNINGAR OCH FÖRSIKTIGHETSÅTGÄRDER
	6. SÄKERHETSFÖRESKRIFTER

	Ät, drick eller rök inte och applicera inte heller kosmetika i analyslaboratoriet.
	Pipettera aldrig med munnen.
	Undvik direktkontakt med potentiellt infekterat material genom att använda laboratoriekläder, skyddsglasögon och engångshandskar. Tvätta händerna noggrant efter varje test.
	Undvik stänk/spill och aerosolbildning. Alla droppar av biologisk reagens måste avlägsnas med en natriumhypokloritlösning med 0,5% aktivt klor, och det medel som används måste hanteras som infekterat avfall.
	Alla prover och reagenser som innehåller biologiskt material som används för testet måste hanteras som potentiellt smittspridande. Avfallet måste hanteras försiktigt och tas om hand i överensstämmelse med laboratoriets anvisningar och gällan...
	Satser och komponenter får inte användas efter det utgångsdatum som anges på etiketten.
	I enlighet med EG-förordning 1272/2008 (CLP) är farliga reagenser klassificerade och märkta enligt följande:
	REAGENSER:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	KLASSIFICERING
	SIGNALORD:
	SYMBOLER / PIKTOGRAM:
	FAROANGIVELSER:
	SKYDDSANGIVELSER:
	INNEHÅLLER:
	(endast ämnen som föreskrivits i enlighet med artikel 18 i EG-förordning 1272/2008).
	I enlighet med EG-förordning 1272/2008 (CLP) är [SORB] märkt som EUH210, säkerhetsdatablad finns att rekvirera.
	För ytterligare information se de säkerhetsdatablad som finns på www.diasorin.com.
	7. FÖRBEREDELSE AV REAGENSER
	8. FÖRVARING AV REAGENSINTEGRALEN SAMT STABILITET
	9. PROVTAGNING OCH FÖRBEREDNING
	10. KALIBRERING

	Med hjälp av de specifika kalibratorerna som finns i reagensintegralen, går det att justera den fördefinierade referenskurvan efter de detekterade relativa ljusenheterna (RLU = relative light units). Varje enskild kalibratorlösning möjliggör ut...
	Omkalibreringen måste utföras i triplikat varje gång minst något av följande inträffar:
	LIAISON® Analyzer: Kalibratorvärdena lagras i streckkoderna som finns på integralens etikett. LIAISON® XL Analyzer: Kalibratorvärdena lagras i reagensintegralens transponder för radiofrekvensidentifiering (RFID-etikett).
	11. TESTPROCEDUR

	För att utföra testet på korrekt sätt måste du noggrant följa anvisningarna i instrumentets användarhandbok.
	LIAISON® Analyzer. Varje testparameter identifieras med streckkoderna som finns på reagensintegralens etikett. Om streckkodsetiketten inte kan avläsas av instrumentet kan inte integralen användas. Kassera inte reagensintegralen. Kontakta DiaSorin...
	LIAISON® XL- och LIAISON® XS-analysatorer. Varje testparameter identifieras via information som kodats in i reagensintegralens transponder för radiofrekvensidentifiering (RFID-etikett). Om RFID-etiketten inte kan avläsas av instrumentet kan inte ...
	Instrumentet arbetar enligt följande:
	1. Späd prov med provspädningsmedel.
	2. Dispensera provspädningsmedel.
	3. Dispensera överdragna magnetpartiklar.
	4. Dispensera kalibratorer, kontroller eller spädda prover i reaktionsmodulen.
	5. Inkubera.
	6. Tvätta med tvätt-/systemvätska.
	7. Dispensera konjugat i reaktionsmodulen.
	8. Inkubera.
	9. Tvätta med tvätt-/systemvätska.
	10. Tillsätt startkitet och mät ljuset som avges.
	12. KVALITETSKONTROLL
	13. TOLKNING AV RESULTAT
	13.1. Borrelia IgM assay
	13.2. Tolkning av resultat

	14. PROCEDURENS BEGRÄNSNINGAR
	15. METODOLOGISK PRESTANDA
	15.1. Analytisk specificitet
	15.2. Precision med LIAISON® Analyzer
	15.3. Precision med LIAISON® XL Analyzer
	15.4. Precision med LIAISON® XS Analyzer


	En femdagars precisionsstudie utfördes på tre LIAISON® XS-analysatorer för att kontrollera precisionen med LIAISON® Borrelia Assay. CLSI-dokument EP15-A3 konsulterades vid förberedelsen av testprotokollet.
	En kodad panel som bestod av 7 frysta prover användes för studien.
	Proverna kunde vara beredda av poolade prover med liknande titel för att representera negativa, borderline och positiva nivåer.
	LIAISON® Control Borrelia-satsen inkluderades också i femdagarsstudien.
	Den kodade panelen testades på tre LIAISON® XS-analysatorer, i sex replikat med en enda körning per dag, under 5 användningsdagar.
	Medelindexvärde, standardavvikelse och variationskoefficient (%CV) för resultaten beräknades för vart och ett av de testade proverna för varje instrument och för alla instrument.
	Repeterbarhet. Nittio replikat utfördes under samma test för utvärdering av repeterbarhet. 7 serumprover innehållande olika koncentration av analyt och kitkontroller analyserades med 6 replikat per dag, under 5 användningsdagar, på 3 enheter oc...
	Reproducerbarhet. Nittio replikat utfördes under olika dagar (en körning per dag) för utvärdering av reproducerbarhet. 7 serumprover innehållande olika koncentration av analyt och kitkontroller analyserades med 6 replikat per dag, under 5 använ...
	15.5. High-dose hook-effekt
	16. FÖRVÄNTADE VÄRDEN
	16.1. Diagnostisk specificitet och känslighet
	16.2. Prospektering

	LIAISON® Borrelia IgM II ([REF] 310010)
	1. ANVENDELSE
	2. RESUME AF OG REDEGØRELSE FOR TESTEN
	3. PROCEDUREPRINCIP

	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. MATERIALER
	5. ADVARSLER
	6. SIKKERHEDSREGLER

	Der må ikke spises, drikkes, ryges eller lægges makeup under udførelsen af analysen.
	Afpipettér ikke med munden.
	Undgå direkte kontakt med potentielt inficeret materiale ved at bære laboratorietøj, beskyttelsesbriller og engangshandsker. Vask hænderne omhyggeligt efter hver analyse.
	Undgå at forårsage sprøjt eller aerosol. Alle dråber af biologisk reagens skal fjernes med en opløsning af natriumhypochlorit med 0,5% aktivt chlor, og de anvendte midler skal behandles som inficeret affald.
	Alle prøver og reagenser med biologisk materiale, som er blevet brugt til analysen, skal betragtes som potentielt smittefarlige. Affaldet skal håndteres forsigtigt og bortskaffes i overensstemmelse med laboratoriets retningslinjer og de ​​lovm...
	Brug ikke kit eller komponenter efter udløbsdatoen på etiketten.
	I henhold til EF-forordning 1272/2008 (CLP) skal farlige reagenser klassificeres og mærkes på følgende måde:
	REAGENSER:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	KLASSIFICERING
	SIGNALORD:
	SYMBOLER/PIKTOGRAMMER:
	SYMBOLER/PIKTOGRAMMER:
	FARESÆTNINGER:
	INDEHOLDER:
	(kun stoffer fastsat i medfør af artikel 18 i EF-forordning 1272/2008).
	I medfør af EF-forordning 1272/2008 (CLP) er [SORB] mærket som EUH210 – Sikkerhedsdatablad kan på anmodning rekvireres.
	Få mere at vide om sikkerhedsdatablade på www.diasorin.com.
	7. REAGENSFORBEREDELSE
	8. OPBEVARING OG STABILITET AF REAGENSINTEGRALEN
	9. INDSAMLING OG FORBEREDELSE AF PRØVERNE
	10. KALIBRERING

	Ved test af analysespecifikke kalibratorer kan værdierne af de fundne relative lysenheder (RLU, relative light units) justere masterkurven. Med hver kalibratoropløsning kan der udføres otte kalibreringer.
	Rekalibrering i triplikat er obligatorisk, hvis mindst én af følgende tilstande forekommer:
	LIAISON® Analyzer: Kalibratorværdier dokumenteres på stregkoderne på integralets etikette. LIAISON® XL Analyzer: Kalibratorværdier er lagret i reagensintegralets RFID-kode (Radio Frequency IDentification).
	LIAISON® XS Analyzer: Kalibratorværdier er lagret i reagensintegralets RFID-kode (Radio Frequency Identification). Advarsel - Før forseglingen på hætteglassene fjernes og før hver kalibrering skal reagensintegralet omrystes forsigtigt, uden at ...
	11. ANALYSEPROCEDURE

	For at opnå optimale analyseresultater skal analyseapparatets brugervejledning nøje følges.
	LIAISON® Analyzer. Alle analyseparametrene identificeres ved hjælp af stregkoderne på reagensintegralets etikette. Hvis stregkodeetiketten ikke kan læses af analyseapparatet, kan integralet ikke anvendes. Kasser ikke reagensintegralet, men kontak...
	LIAISON® XL- og LIAISON® XS-analyseapparater. Alle analyseparametrene identificeres ved hjælp af oplysninger, der er indkodet i reagensintegralets RFID-kode (Radio Frequency IDentification transponder). Hvis RFID-koden ikke kan læses af analyseap...
	Analyseapparatet har følgende funktioner:
	1. Fortynder prøver med prøvefortynding.
	2. Dispenserer prøvefortynding.
	3. Dispenserer coatede magnetiske partikler.
	4. Dispensere kalibratorer, kontroller eller fortyndede prøver i reaktionsmodulet.
	5. Inkuberer.
	6. Vasker med vaskebuffer.
	7. Dispenserer konjugat i reaktionsmodulet.
	8. Inkuberer.
	9. Vasker med vaskebuffer.
	10. Tilsætter startreagenser og måler det udsendte lys.
	12. KVALITETSKONTROL
	13. TOLKNING AF RESULTATER


	13.1. Borrelia IgM analyse
	13.2. Tolkning af resultater
	14. BEGRÆNSNINGER VED PROCEDUREN
	15. KITTETS KARAKTERISTIKA

	15.1. Analytisk specificitet
	15.2. Præcision ved brug af LIAISON® Analyzer
	15.3. Præcision ved brug af LIAISON® XL Analyzer
	15.4. Præcision ved brug af LIAISON® XS Analyzer
	En fem-dages præcisionsundersøgelse blev udført på tre LIAISON® XS-analyseapparater for at verificere præcisionen med LIAISON® Borrelia-analysen. CLSI-dokument EP15-A3 blev konsulteret under forberedelsen af testprotokollen.
	Et kodet panel bestående af 7 frosne prøver blev anvendt til undersøgelsen.
	Prøverne kunne klargøres ved pooling af prøver med tilsvarende titel for at repræsentere negative, borderline og positive niveauer.
	LIAISON® Control Borrelia-sættet blev også inkluderet i fem-dagesundersøgelsen.
	Det kodede panel blev testet på tre LIAISON® XS-analyseapparater i seks replikater i en enkelt kørsel pr. dag i 5 arbejdsdage.
	Den gennemsnitlige indeksværdi, standarddeviationen og variationskoefficienten (%CV) af resultaterne blev beregnet for hver af de analyserede prøver for hvert instrument og på tværs af instrumenterne.
	Repeterbarhed. Repeterbarheden blev vurderet ved at analysere halvfems replikater i samme test. 7 serumprøver, som indeholdt forskellige analytkoncentrationer og kitkontroller, blev analyseret i 6 replikater pr. dag i løbet af 5 arbejdsdage på 3 e...
	Reproducerbarhed. Der er blevet foretaget halvfems replikater på forskellige datoer (en kørsel pr. dag) for at vurdere reproducerbarheden. 7 serumprøver, som indeholdt forskellige analytkoncentrationer og kitkontroller, blev analyseret i 6 replika...

	15.5. Saturationseffekt ved høje doser
	16. KLINISKE DATA

	16.1. Diagnostisk specificitet og sensitivitet
	16.2. Perspektivisk undersøgelse
	LIAISON® Borrelia IgM II ([REF] 310010)
	1. POUŽITÍ
	2. SOUHRN A VYSVĚTLENÍ TESTU
	3. PRINCIP POSTUPU


	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. DODÁVANÝ MATERIÁL
	5. VAROVÁNÍ A UPOZORNĚNÍ
	6. BEZPEČNOSTNÍ OPATŘENÍ

	V laboratoři nejezte, nepijte, nekuřte a nepoužívejte kosmetické přípravky.
	Nepipetujte ústy.
	Zabraňte přímému kontaktu s potenciálně infikovaným materiálem. Používejte laboratorní pláště, ochranné brýle a ochranné rukavice. Po provedení každého stanovení si důkladně umyjte ruce.
	Zabraňte rozstříknutí nebo vytvoření aerosolu. Všechny kapky biologického činidla musejí být odstraněny roztokem chlornanu sodného s obsahem 0,5% aktivního chloru. S použitými prostředky je nutné nakládat jako s infikovaným odpadem.
	Všechny vzorky a činidla obsahující biologické materiály použité při stanovení musejí být považovány za potenciálně infekční. S odpadem je nutné nakládat opatrně a likvidovat ho v souladu s laboratorními směrnicemi a ustanoven...
	Nepoužívejte soupravy ani jejich součásti po uplynutí data exspirace uvedeného na štítku.
	Podle nařízení (ES) č. 1272/2008 (CLP) jsou nebezpečná činidla klasifikována a označena dále uvedeným způsobem:
	ČINIDLA:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	KLASIFIKACE
	SIGNÁLNÍ SLOVO:
	SYMBOLY/PIKTOGRAMY:
	STANDARDNÍ VĚTY O NEBEZPEČNOSTI:
	POKYNY PRO BEZPEČNÉ ZACHÁZENÍ:
	OBSAHUJE:
	(pouze látky předepsané podle článku 18 nařízení (ES) č. 1272/2008).
	Podle nařízení ES 1272/2008 (CLP) je [SORB] označeno jako EUH210 Na vyžádání je k dispozici bezpečnostní list.
	Další informace naleznete na bezpečnostních listech, které jsou k dispozici na www.diasorin.com.
	7. Příprava reagencií
	8. UCHOVÁVÁNÍ A STABILITA KOMPLETNÍHO ČINIDLA
	9. ODBĚR A PŘÍPRAVA VZORKŮ
	10. KALIBRACE

	Test kalibrátorů specifických pro tuto analýzu umožňuje upravit přiřazenou vzorovou křivku podle zjištěných hodnot relativních světelných jednotek (RLU). Každý kalibrační roztok umožňuje provedení osmi kalibrací.
	Pokud nastane nejméně jedna z následujících situací, je povinná opakovaná kalibrace ve třech paralelních stanoveních:
	LIAISON® Analyzer: Hodnoty kalibrátorů jsou uvedeny ve formě čárových kódů na štítku kompletního činidla. LIAISON® XL Analyzer: Hodnoty kalibrátorů jsou uloženy ve vysokofrekvenčním identifikačním transpondéru (Radio Frequency I...
	LIAISON® XS Analyzer: Hodnoty kalibrátorů jsou uloženy ve vysokofrekvenčním identifikačním transpondéru (Radio Frequency IDentification transponder, štítek RFID) kompletního činidla. Varování - Než sejmete uzávěry z lahviček a pře...
	11. POSTUP STANOVENÍ

	Při testování se musí přesně dodržovat pokyny uvedené v příručce k analyzátoru.
	LIAISON® Analyzer. Všechny parametry testu jsou vyjádřeny čárovými kódy na štítku kompletního činidla. V případě, že analyzátor nemůže čárový kód načíst, nelze kompletní činidlo použít. Kompletní činidlo nelikvidujte; o...
	Analyzátory LIAISON® XL a LIAISON® XS. Všechny parametry testu jsou identifikovány prostřednictvím informací zakódovaných v radiofrekvenčním identifikačním transpondéru (Radio Frequency IDentification transponder, štítek RFID) komple...
	Postup práce s analyzátorem:
	1. Vzorky nařeďte roztokem k ředění vzorků.
	2. Nadávkujte roztok k ředění vzorků.
	3. Nadávkujte potažené magnetické částice.
	4. Nadávkujte do reakčního modulu kalibrátory, kontrolní vzorky nebo naředěné vzorky.
	5. Inkubujte.
	6. Promyjte promývacím/systémovým roztokem.
	7. Nadávkujte do reakčního modulu konjugát.
	8. Inkubujte.
	9. Promyjte promývacím/systémovým roztokem.
	10. Přidejte soupravu startovacích činidel a změřte emitované světlo.
	12. KONTROLA KVALITY
	13. INTERPRETACE VÝSLEDKŮ
	13.1. Test Borrelia IgM
	13.2. Interpretace výsledků

	14. OMEZENÍ POSTUPU
	15. SPECIFICKÉ CHARAKTERISTIKY TESTU
	15.1. Analytická specificita
	15.2. Přesnost v analyzátorech LIAISON® Analyzer
	15.3. Přesnost v analyzátorech LIAISON® XL Analyzer
	15.4. Přesnost v analyzátorech LIAISON® XS Analyzer


	Byla provedena pětidenní studie přesnosti na třech analyzátorech LIAISON® XS za účelem ověření přesnosti s testem LIAISON® Borrelia. Při přípravě testovacího protokolu byl použit dokument CLSI EP15-A3.
	Pro studii byl použit kódovaný panel sestávající ze 7 zmrazených vzorků.
	Vzorky bylo možné připravit spojením vzorků s podobným titrem, které představovaly negativní, hraniční a pozitivní hladiny.
	Pětidenní studie také používala soupravu kontrolních vzorků LIAISON® Control Borrelia.
	Kódovaný panel byl testován na třech analyzátorech LIAISON® XS v šesti paralelních stanoveních v jedné sérii za den po dobu 5 pracovních dní.
	Pro každý z testovaných vzorků pro každý z přístrojů a napříč přístroji byla vypočtena střední indexová hodnota, směrodatná odchylka a koeficient variace (%CV) výsledků.
	Opakovatelnost. Pro vyhodnocení opakovatelnosti bylo v jednom testu provedeno devadesát paralelních stanovení. 7 vzorků séra obsahujících odlišné koncentrace analytu a kontroly ze soupravy byly testovány v 6 paralelních stanoveních denn...
	Reprodukovatelnost. Pro vyhodnocení reprodukovatelnosti bylo v různých dnech (jedna série za den) provedeno devadesát paralelních stanovení. 7 vzorků séra obsahujících odlišné koncentrace analytu a kontroly ze soupravy byly testovány v ...
	15.5. Efekt saturace vysokou dávkou
	16. OČEKÁVANÉ HODNOTY
	16.1. Diagnostická specificita a citlivost
	16.2. Prospektivní studie

	LIAISON® Borrelia IgM II ([REF] 310010)
	1. POUŽITIE
	2. STRUČNÝ POPIS TESTU
	3. PRINCÍP TESTU


	*(LIAISON®, LIAISON® XL, LIAISON® XS)
	4. POSKYTNUTÉ MATERIÁLY
	5. VAROVANIA A UPOZORNENIA
	6. BEZPEČNOSTNÉ OPATRENIA

	V laboratóriu nejedzte, nepite, nefajčite a nepoužívajte kozmetické prípravky.
	Nepipetujte ústami.
	Vyhýbajte sa priamemu kontaktu so všetkými potenciálne infekčnými materiálmi použitím ochranných prostriedkov ako je laboratórny plášť, ochranné okuliare a jednorazové rukavice. Po ukončení každého testovania si dôkladne umyte ruky.
	Zabráňte rozstreknutiu alebo tvorbe aerosólu. Všetky zvyšky vyliateho biologického činidla sa musia odstrániť roztokom chlórnanu sodného s obsahom 0,5% aktívneho chlóru a so všetkými pomôckami sa musí manipulovať ako s infekčným o...
	Všetky vzorky a činidlá obsahujúce biologické materiály sa musia považovať za potenciálne infekčné. S odpadom sa musí manipulovať opatrne a musí sa zlikvidovať v súlade s požiadavkami smerníc platných v danom laboratóriu a s platn...
	Nepoužívajte súpravy alebo súčasti súprav, ktoré sú po dátume exspirácie uvedenom na štítku.
	V súlade s nariadením ES 1272/2008 (CLP) sú nebezpečné činidlá klasifikované a označené nasledujúcim spôsobom:
	ČINIDLÁ:
	[CAL|1], [CAL|2], [CONJ], [DIL|SPE]
	KLASIFIKÁCIA
	VÝSTRAŽNÉ SLOVO:
	SYMBOLY / PIKTOGRAMY:
	VÝSTRAŽNÉ UPOZORNENIA:
	BEZPEČNOSTNÉ UPOZORNENIA:
	OBSAHUJE:
	(iba látky predpísané podľa článku 18 nariadenia ES 1272/2008).
	V súlade s nariadením Európskeho parlamentu a Rady (ES) 1272/2008 (CLP), [SORB] je označený ako EUH210, na požiadanie možno poskytnúť kartu bezpečnostných údajov.
	Ďalšie informácie nájdete v kartách bezpečnostných údajov na stránke www.diasorin.com.
	7. PRÍPRAVA ČINIDIEL
	8. USKLADNENIE A STABILITA SADY ČINIDIEL
	9. ODBER VZORIEK A ICH PRÍPRAVA
	10. KALIBRÁCIA

	Testovanie kalibrátorov príslušných pre daný test umožňuje úpravu pridelenej vzorovej krivky pomocou zistených hodnôt relatívnych svetelných jednotiek (RLU – relative light unit). Každý kalibračný roztok umožní vykonanie ôsmich k...
	Trojnásobná opätovná kalibrácia je povinná vždy pri výskyte aspoň jednej z nasledujúcich situácií:
	LIAISON® Analyzer: Hodnoty kalibrátora sú uložené v čiarových kódoch na štítku sady. LIAISON® XL Analyzer: Hodnoty kalibrátora sú uložené v rádiofrekvenčnom identifikačnom transpondéri (na štítku RFID) sady činidiel.
	LIAISON® XS Analyzer: Hodnoty kalibrátora sú uložené v rádiofrekvenčnom identifikačnom transpondéri (na štítku RFID) sady činidiel. Varovanie - Pred odstránením zapečatených uzáverov z ampuliek a pred každou kalibráciou sadu činid...
	11. TESTOVACÍ POSTUP

	Dôsledné dodržiavanie používateľského manuálu analyzátora zaručí správne fungovanie testu.
	LIAISON® Analyzer. Každý testový parameter je identifikovateľný pomocou čiarových kódov na štítkoch sady činidiel. V prípade, že by sa štítok s čiarovým kódom nedal prečítať analyzátorom, sada činidiel sa nesmie použiť. Sadu...
	Analyzátory LIAISON® XL a LIAISON® XS. Každý testový parameter je identifikovateľný pomocou informácií z rádiofrekvenčného identifikačného transpondéra (štítku RFID) zabudovaného v sade činidiel. V prípade, že by sa štítok RFI...
	Analyzátor robí nasledujúce úkony:
	1. Riedenie vzoriek riedidlom pre vzorky.
	2. Dávkovanie riedidla vzorky.
	3. Dávkovanie obalených magnetických častíc.
	4. Dávkovanie kalibrátorov, kontrol alebo zriedených vzoriek do reakčného modulu.
	5. Inkubácia.
	6. Premývanie s premývacím/systémovým roztokom.
	7. Dávkovanie konjugátu do reakčného modulu.
	8. Inkubácia.
	9. Premývanie s premývacím/systémovým roztokom.
	10. Pridanie súpravy štartéra a zmeranie emitovaného svetla.
	12. KONTROLA KVALITY
	13. INTERPRETÁCIA VÝSLEDKOV
	13.1. Borrelia IgM test
	13.2. Interpretácia výsledkov

	14. OBMEDZENIA TESTU
	15. CHARAKTERISTICKÉ VLASTNOSTI TESTU
	15.1. Analytická špecificita
	15.2. Presnost’ LIAISON® Analyzer
	15.3. Presnost’ LIAISON® XL Analyzer
	15.4. Presnosť LIAISON® XS Analyzer


	Vykonala sa päťdňová štúdia presnosti na troch analyzátoroch LIAISON® XS na overenie presnosti pomocou analýzy LIAISON® Borrelia Assay. Pri príprave testovacieho protokolu bol konzultovaný dokument CLSI EP15-A3.
	Na štúdiu sa použil kódovaný panel pozostávajúci zo 7 zmrazených vzoriek.
	Vzorky mohli byť pripravené zlievaním vzoriek s podobným názvom na reprezentáciu negatívnej, hraničnej a pozitívnej úrovne.
	Do päťdňovej štúdie bola zahrnutá aj zostava LIAISON® Control Borrelia.
	Kódovaný panel bol testovaný na troch analyzátoroch LIAISON® XS Analyzer, v šiestich replikátoch v jednom teste za deň, počas 5 prevádzkových dní.
	Priemerná indexová hodnota, štandardná odchýlka a variačný koeficient (%CV) výsledkov boli vypočítané pre každú z testovaných vzoriek pre každý z nástrojov a na všetkých nástrojoch.
	Opakovateľnosť. Na zhodnotenie opakovateľnosti sa testovalo v tom istom teste deväťdesiat replikátov. 7 vzoriek séra obsahujúcich rozličné koncentrácie analytu a súpravy kontrol boli testované v 6 replikátoch za deň počas 5 prevádzko...
	Reprodukovateľnosť. Na zhodnotenie reprodukovateľnosti sa testovalo deväťdesiat replikátov počas rôznych dní (jeden test za deň). 7 vzoriek séra obsahujúcich rozličné koncentrácie analytu a súpravy kontrol boli testované v 6 repliká...
	15.5. Efekt saturácie vysokou dávkou
	16. OČAKÁVANÉ HODNOTY
	16.1. Diagnostická špecificita a senzitivita
	16.2. Prospektívna štúdia

	LIAISON® Borrelia IgM II ([REF] 310010)
	1. ZASTOSOWANIE
	2. PODSUMOWANIE 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. Rozcieńczenie próbek przy użyciu rozcieńczalnika do próbek.
	2. Odmierzanie rozcieńczalnika do próbek.
	3. Odmierzanie opłaszczonych cząstek ferromagnetycznych.
	4. Odmierzanie kalibratorów, kontroli lub rozcieńczonych próbek do modułu reakcyjnego.
	5. Inkubacja.
	6. Przemywanie przy użyciu płynu do przemywania/systemowego.
	7. Odmierzanie odpowiedniej ilości koniugatu do modułu reakcyjnego.
	8. Inkubacja.
	9. Przemywanie przy użyciu płynu do przemywania/systemowego.
	10. Dodawanie zestawu wyzwalającego reakcję i pomiar emitowanego światła.

	12. KONTROLA JAKOŚCI
	13. INTERPRETACJA WYNIKÓW
	13.1. Test Borrelia IgM
	13.2. Interpretacja wyników

	14. OGRANICZENIA PROCEDURY
	15. WŁAŚCIWOŚCI TESTU
	15.1. Specyficzność analityczna
	15.2. Precyzja w analizatorach LIAISON® Analyzer
	15.3. Precyzja w analizatorach LIAISON® XL Analyzer
	15.4. Precyzja w analizatorach LIAISON® XS Analyzer
	15.5. Efekt wysycenia w obecności wysokich stężeń

	16. OCZEKIWANE WARTOŚCI
	16.1. Specyficzność i czułość diagnostyczna
	16.2. Badanie prospektywne


	LIAISON® Borrelia IgM II ([REF] 310010)
	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. Skiedžia tyrinius ėminių skiedikliu.
	2. Įlašina ėminių skiediklio.
	3. Įlašina dengtų magnetinių dalelių suspensijos.
	4. Įlašina kalibratorius, kontrolės medžiagas arba praskiestus tyrinius į reakcijos modulį.
	5. Inkubuoja.
	6. Plauna plovikliu / sistemos skysčiu.
	7. Įlašina konjugato į reakcijos modulį.
	8. Inkubuoja.
	9. Plauna plovikliu / sistemos skysčiu.
	10. Prideda pradinio rinkinio medžiagų ir matuoja skleidžiamą šviesą.

	12. KOKYBĖS KONTROLĖ
	13. REZULTATŲ INTERPRETAVIMAS
	13.1. Borelijų IgM tyrimas
	13.2. Rezultatų interpretavimas

	14. PROCEDŪROS APRIBOJIMAI
	15. SAVITOSIOS TYRIMO FUNKCIONALUMO CHARAKTERISTIKOS
	15.1. Analizinis savitumas
	15.2. Tikslumas tiriant analizatoriumi „LIAISON® Analyzer“
	15.3. Tikslumas tiriant analizatoriumi „LIAISON® XL Analyzer“
	15.4. Tikslumas tiriant analizatoriumi „LIAISON® XS Analyzer“
	15.5. Prozonos efektas

	16. TIKĖTINOS VERTĖS
	16.1. Diagnostinis savitumas ir jautris
	16.2. Perspektyvioji studija


	LIAISON® Borrelia IgM II ([REF] 310010)
	1. PAREDZĒTĀ LIETOŠANA
	2. KOPSAVILKUMS UN TESTA IZSKAIDROJUMS
	3. PROCEDŪRAS PRINCIPS
	4. PIEGĀDĀTIE MATERIĀLI
	5. BRĪDINĀJUMI UN PIESARDZĪBAS PASĀKUMI
	6. DROŠĪBAS PASĀKUMI
	7. REAĢENTU SAGATAVOŠANA
	8. REAĢENTU INTEGRĀĻA UZGLABĀŠANA UN STABILITĀTE
	9. PARAUGA PAŅEMŠANA UN SAGATAVOŠANA
	10. KALIBRĒŠANA
	11. ANALĪZES PROCEDŪRA
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	Беше проведено петдневно изпитване с три анализатора LIAISON® XS, за да се потвърди прецизността с теста LIAISON® Borrelia Assay. При подготовката на п...
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	Бяха изчислени средната индексна стойност, стандартното отклонение и коефициента на вариация (%CV) на резултатите за всяка от тестваните ...
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	Tayin laboratuvarında herhangi bir şey yemeyin, içmeyin, sigara içmeyin ya da makyaj yapmayın.
	Ağız yoluyla pipetlemeyin.
	Laboratuvar giysileri, koruyucu gözlükler ve tek kullanımlık eldivenler kullanarak enfekte olma potansiyeline sahip materyaller ile doğrudan temastan kaçının. Her tayinin sonunda ellerinizi iyice yıkayın.
	Sıçrama veya aerosol oluşumundan kaçının. Tüm reaktif dökülmeleri %0,5 aktif klor içeren sodyum hipoklorit çözeltisi ile temizlenmeli ve kullanılan araçlar enfekte atık olarak elden çıkarılmalıdır.
	Tayinde kullanılan ve biyolojik materyaller içeren tüm numunelerin ve reaktiflerin potansiyel olarak enfeksiyöz ajanlar bulaştırabilecekleri düşünülmelidir. Atıklar, laboratuvar kurallarına ve her ülkede yürürlükte olan kanun hüküml...
	Kitleri veya bileşenlerini etiket üzerinde verilen son kullanma tarihinden sonra kullanmayın.
	1272/2008 no'lu EC Yönetmeliği (CLP) uyarınca tehlikeli reaktifler aşağıdaki gibi sınıflandırılır ve etiketlenir:
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	TEDBİR İFADELERİ:
	İÇİNDEKİLER:
	(yalnızca 1272/2008 no'lu EC Yönetmeliğinin 18. Maddesi uyarınca belirlenen maddeler).
	1272/2008 no'lu EC Yönetmeliği (CLP) uyarınca, [SORB] EUH210 olarak etiketlenir. EUH210 güvenlik bilgileri sayfaları istek üzerine temin edilebilir.
	Daha fazla bilgi için www.diasorin.com adresindeki Güvenlik Bilgileri Sayfalarına bakın.
	7. REAKTİFLERİN HAZIRLANMASI
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	10. KALİBRASYON

	Tayine özgü spesifik kalibratörlerin testi, saptanan bağıl ışık ünitesi (RLU-relative light unit) değerlerinin atanan ana eğriyi ayarlamasına olanak sağlar. Her bir kalibrasyon çözeltisi, sekiz kalibrasyonun gerçekleştirilmesine olan...
	Aşağıdaki durumlardan en az birisi meydana geldiği zaman analizörün yeniden kalibrasyonu üç kopya halinde yapılmalıdır:
	LIAISON® Analyzer: Kalibratör değerleri, integral etiketinde bulunan barkodlarda saklanır. LIAISON® XL Analyzer: Kalibratör değerleri, reaktif integrali Radyo Frekans Tanımlama vericisinde (Radio Frequency IDentification - RFID Etiketi) sakla...
	LIAISON® XS Analyzer: Kalibratör değerleri, reaktif integrali Radyo Frekans Tanımlama Vericisinde (Radio Frequency IDentification - RFID Etiketi) saklanır. Uyarı - Flakonların mühürlerini çıkarmadan önce ve her kalibrasyon öncesinde reak...
	11. TAYİN İŞLEMİ

	Analizör kullanıcı kılavuzuna harfiyen uyulması, uygun tayin performansı sağlar.
	LIAISON® Analyzer. Her bir test parametresi, reaktif integrali etiketi üzerindeki barkodlar ile tanımlanır. Barkod etiketinin analizör tarafından okunamaması durumunda integral kullanılamaz. Reaktif integralini atmayın; sizi yönlendirmesi i...
	LIAISON® XL ve LIAISON® XS analizörleri. Her bir test parametresi, reaktif integrali Radyo Frekans Tanımlama vericisinde (Radio Frequency Identification - RFID Etiketi) şifrelenmiş bilgiler ile tanımlanır. RFID Etiketinin analizör tarafında...
	Analizör uygulamaları aşağıdaki gibidir:
	1. Numuneleri numune seyrelticisi ile seyreltin.
	2. Numune seyrelticisini dağıtın.
	3. Kaplanmış manyetik partikülleri dağıtın.
	4. Kalibratörleri, kontrolleri veya seyreltilmiş numuneleri reaksiyon modülü içerisine dağıtın.
	5. İnkübe edin.
	6. Yıkama/Sistem sıvısı ile yıkayın.
	7. Konjugatı, reaksiyon modülü içerisine dağıtın.
	8. İnkübe edin.
	9. Yıkama/Sistem sıvısı ile yıkayın.
	10. Başlangıç Kitini ekleyin ve yayılan ışığı ölçün.
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	Ortalama (indeks değer)
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	5,6
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	0,519
	1,20
	0,127
	2,00
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	0,654
	1,53
	0,163
	2,59
	Standart sapma
	0,065
	0,087
	0,017
	0,21
	9,9
	5,7
	10,3
	8,0
	Minimum değer
	0,531
	1,35
	0,113
	2,21
	0,818
	1,69
	15.3. LIAISON® XL Analyzer ile kesinlik

	Ortalama (indeks değer)
	0,537
	1,50
	0,107
	2,05
	Standart sapma
	0,012
	0,038
	0,0031
	0,090
	2,2
	2,6
	2,9
	4,4
	Minimum değer
	0,510
	1,44
	0,0999
	1,89
	0,555
	1,58
	Ortalama (indeks değer)
	0,608
	1,51
	0,125
	2,10
	Standart sapma
	0,046
	0,11
	0,0062
	0,15
	7,6
	7,6
	5,0
	7,1
	Minimum değer
	0,496
	1,24
	0,113
	1,77
	0,723
	1,69
	15.4. LIAISON® XS Analyzer ile kesinlik


	LIAISON® Borrelia Tayini ile kesinliği doğrulamak üzere üç LIAISON® XS analizörü üzerinde beş günlük kesinlik çalışması gerçekleştirilmiştir. Test protokolünün hazırlanmasında CLSI dokümanı EP05-A3 gereklilikleri dikkate al...
	Çalışma için 7 donmuş örnekten meydana gelen kodlanmış panel kullanılmıştır.
	Örnekler, negatif, sınır ve pozitif seviyeleri temsil etmek üzere benzer bir başlığa sahip örneklerin birleştirilmesi ile hazırlanabilir.
	Beş günlük çalışmaya LIAISON® Control Borrelia seti de dahil edilmiştir.
	Kodlanmış panel üç LIAISON® XS analizörü üzerinde 5 gün boyunca günde tek bir çalışma yapılarak altı kopya halinde test edilmiştir.
	Her bir aygıt için ve aygıtlar arasında test edilen numunelerin her biri için sonuçların ortalama İndeks değeri, standart sapması ve varyasyon katsayısı (%CV) hesaplanmıştır.
	Tekrarlanabilirlik. Tekrarlanabilirliği değerlendirmek üzere aynı testte doksan kopya gerçekleştirilmiştir. Farklı analitik konsantrasyonu ve kit kontrolleri içeren 7 serum örneği 5 gün boyunca, 3 ünite ve bir reaktif lotu üzerinde gün...
	Ortalama (indeks değer)
	0,326
	0,660
	0,842
	1,43
	1,19
	1,12
	2,13
	0,130
	1,65
	Standart sapma
	0,007
	0,013
	0,020
	0,034
	0,039
	0,030
	0,064
	0,003
	0,056
	2,1
	2,0
	2,4
	2,4
	3,3
	2,7
	3,0
	2,7
	3,4
	Minimum değer
	0,298
	0,611
	0,762
	1,31
	1,03
	1,00
	1,81
	0,113
	1,42
	0,346
	0,697
	0,925
	1,55
	1,28
	1,20
	2,32

	Kopyalanabilirlik. Kopyalanabilirliği değerlendirmek üzere, farklı günlerde (günde bir çalışma) doksan kopya gerçekleştirilmiştir. Farklı analitik konsantrasyonu ve kit kontrolleri içeren 7 serum örneği 5 gün boyunca, 3 ünite ve bir...
	Ortalama (indeks değer)
	0,326
	0,660
	0,842
	1,43
	1,19
	1,12
	2,13
	0,130
	1,65
	Standart sapma
	0,011
	0,017
	0,028
	0,046
	0,045
	0,036
	0,072
	0,007
	0,059
	3,4
	2,6
	3,3
	3,2
	3,8
	3,2
	3,4
	5,3
	3,6
	Minimum değer
	0,298
	0,611
	0,762
	1,31
	1,03
	1,00
	1,81
	0,113
	1,42
	0,346
	0,697
	0,925
	1,55
	1,28
	1,20
	2,32
	15.5. Yüksek doz doygunluk etkisi
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