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AccuDiag™
Lyme Disease IgM
ELISA

Cat# 1424-2

&See external Labere/ﬂ/ W96 Tests

Test Lyme Disease IgM
Method Enzyme Linked Immunosorbent
Assay
. Indirect ELISA : Antigen Coated
Principle
Plate

Qualitative: Positive, Negative

Detection Range Control & Cut Off

Sample 10uL
Total Time ~ 70 min
; 12-18 Months from the
sralille manufacturing date
Specificity 92.50%
Sensitivity 95.50%

INTENDED USE

Diagnostic AutomationBorrelia burgdorferi IgM ELISA kit is an enzyme-linked
immunosorbent assay (ELISA) for the qualitative spraptive detection of IgM
antibodies taBorrelia burgdorferi in human serum. This ELISA test should only be
used for patients with signs and symptoms thatcaresistent with Lyme disease.
Equivocal or positive results must be supplemeritgdesting with a standardized
Western Blot procedure. Positive supplemental tesafe supportive evidence of
exposure tdB. burgdorferi and can be used to support a clinical diagnosisyaie
disease.

SUMMARY AND EXPLANATION

Borrelia burgdorferi is a spirochete that causes Lyme disease. Thenisrgais
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(2). However, these direct culture detection meshwdy not be practical in the large
scale diagnosis of Lyme borreliosis. Serologicatitey methods for antibodies B
burgdorferi include indirect fluorescent antibody (IFA) staigj immunoblotting, and
enzyme immunoassay (EIAB. burgdorferi is antigenically complex with strains that
vary considerably. Early antibody responses oftenta flagellum which has cross
reactive components. Patients in early stagesfe€tion may not produce detectable
levels of antibody. Also, early antibiotic theragfter EM may diminish or abrogate
good antibody response. Some patients may neveratendetectable antibody levels.
Thus, serological tests for antibodies Bo burgdorferi are known to have low
sensitivity and specificity and because of suclténgacy, these tests cannot be relied
upon for establishing a diagnosis of Lyme dise8s#) (
In 1994, the Second National Conference on Sercdbgliagnosis of Lyme disease
recommended a two-step testing system toward stdizdey laboratory serologic
testing for B. burgdorferi. Because EIA and IFA methods were not sufficiently
specific to support clinical diagnosis, it was neexnended that positive or equivocal
results from a sensitive EIA or IFA (first step)osiid be further tested, or
supplemented, by using a standardized Western Biethod (second step) for
detecting antibodies t®. burgdorferi (Western Blot assays for antibodies Bo
burgdorferi are supplemental rather than confirmatory becthese specificity is less
than optimal, particularly for detecting IgM). Tvetep positive results provide
supportive evidence of exposure Bo burgdorferi, which could support a clinical
diagnosis of Lyme disease but should not be usedsate criterion for diagnosis.

S

TEST PRINCIPLE

The DAI Scientific, IncBorrelia burgdorferi ELISA test system is designed to detect
IgM class antibodies to Bwrgdorferi in human sera. Wells of plastic microwell strips
are sensitized by passive absorption vittburgdorferi antigen. The test procedure
involves three incubation steps:

1. Test sera are diluted with the Sample Diluent ptedti The Sample Diluent
contains anti-human 1gG which precipitates and rewolgG and rheumatoid
factor from the sample leaving IgM free to reacthwthe immobilized antigen.
During sample incubation, any antigen specific Ilghibody in the sample will
bind to the immobilized antigen. The plate is wakthe remove unbound
antibody and other serum components.

Peroxidase Conjugated goat anti-human IghMcliain specific) is added to the

wells and the plate is incubated. The Conjugaté nedct with IgM antibody

immobilized on the solid phase in step 1. The walls washed to remove
unbound Conjugate.

. The microwells containing immobilized peroxidasenftigate are incubated with
peroxidase Substrate Solution. Hydrolysis of thebsBate by peroxidase
produces a color change. After a period of timertgetion is stopped and the
color intensity of the solution is measured photoioally. The color intensity of
the solution depends upon the antibody concentratithe original test sample.

2.

transmitted by ticks of the genbeodes. In endemic areas, these ticks are CommonlySPECIMEN COLLECTION AND PREPARATION

found on vegetation and animals such as deer, ndicgs, horses, and birdB.
burgdorferi infection shares features with other spirochetfddtions (diseases caused
by three genera in humar&eponema, Borrelia, andLeptospira). Skin is the portal of
entry for B. burgdorferi and the tick bite often causes a characteristt realled
erythema migrans (EM). EM develops around the tick bite in 60% @%8of patients.
Spirochetemia occurs early with wide spread dissatitn through tissue and body
fluids. Lyme disease occurs in stages, often witervening latent periods and with
different clinical manifestations.

In Lyme disease there are generally three stagefisehise often with overlapping
symptoms. Symptoms vary according to the sitescedteby the infection such as
joints, skin, central nervous system, heart, epaebspleen, and kidney. Late disease
is most often associated with arthritis or CNS sgntks. Asymptomatic subclinical
infection is possible and infection may not becocfirically evident until the later
stages.

Patients with early infection produce IgM antibadiduring the first few weeks after
onset of EM and produce IgG antibodies more slqdj)y Although IgM only may be
detected during the first month after onset ofetlls, the majority of patients develop
IgG antibodies within one month. Both IgG and Ightibodies can remain detectable
for years.

Isolation ofB. burgdorferi from skin biopsy, blood, and spinal fluid has beeported

It is recommended that specimen collection be edrdut in accordance
with NCCLS document M29; Protection of Laboratoryolkers from
Infectious Disease.

No known test method can offer complete assurahae tuman blood
samples will not transmit infection. Therefore, laltbod derivatives should
be considered potentially infectious.

Only freshly drawn and properly refrigerated sebaamed by approved
aseptic venipuncture procedures should be usetlisnassay (6, 7). No
anticoagulants or preservatives should be addedidAwsing hemolyzed,
lipemic, or bacterially contaminated sera.

Store sample at room temperature for no longer &haours. If testing is
not performed within 8 hours, sera may be storad/den 2 and 8°C for
no longer than 48 hours. If delay in testing iSc@p#ted, store test sera at —
20°C or lower. Avoid multiple freeze/thaw cyclesathmay cause loss of
antibody activity and give erroneous results.

Ciagnostic Automation/Cortez Diagnostics, Inc.

23951 Craftsrmman Road, Suite DSESF, Calabasas, ©a 91302 UsSaA Phone: §15.591.3030 Fax 818.591.8383
Ernailionestep@rapidtest.com  website: www rapidtest.com

DAI CODE #2 Page 1 of 5



JI! Lannostic

Adltomation
UN O

I M M

MATERIALS AND COMPONENTS

Materials provided with the test kits

Each kit contains the following components in suéft quantities to perform the
number of tests indicated on packaging label. Nblieeactive reagents contain
sodium azide as a preservative at a concentratiori®o (w/v).

1. Plate: 96 wells configured in twelve, 1x8- well, stripsated with inactivated B.
burgdorferi (B3 strain) antigen. The strips arekaaed in a strip holder and
sealed in an envelope with desiccant.

Conjugate: Conjugated (horseradish peroxidase) goat antiamuigi

(1 chain specific). Ready to use. One, 15 mL viaitevcap.

Positive Control (Human Serum): One, 0.35 mLied-capped, vial.

Calibrator (Human Serum): One, 0.5mLplue-capped vial.

Negative Control (Human Serum):One, 0.35mLgreercapped vial.
Absorbent Solution: One 12 mL bottle containing goat anti-human Ig@Hain
specific) and phosphate-buffered-saline, (pH 722t) Ready to use.

Sample Diluent: One, 30mL bottle (green-capped) bottle contaifimgen-20,
bovine serum albumin and phosphate-buffered-saljpk, 7.2 + 0.2) Green
solution, ready to use. Note Shake well before Bseservative added.

TMB: One, 15 mL, amber-capped, amber bottle contairing’, 5, 5 —
tetramethylbenzidine (TMB). Ready to use. Cont&ivwS <15 %(w).

9. Stop Solution: One, 15 mL, red-capped, bottle containing 1¥56; 0.7M
HCI. Ready to use.

Wash Buffer Concentrate (10X):Dilute 1 part concentrate + 9 parts deionized
or distilled water. One, 100 mL, clear-capped, Ibottontaining a 10X
concentrated phosphate-buffered — saline and T&8eselution (Blue solution).
Note: 1X solution will have a pH of 7.2 + 0.2.
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The following components are not kit lot number elegent and may be used
interchangeably with the ELISA assays: TMB, Stojuion, and Wash Buffer.

Note: Kit also contains:
1. Component list containing lot specific infortina is inside the kit box.
2. Package insert providing instructions for use.

Materials required but not provided
ELISA microwell reader capable of reading atevelength of 450nm.
Pipettes capable of accurately deliveringdlPQOuL.
Multichannel pipette capable of accuratelyweeing (50-200uL)
Reagent reservoirs for multichannel pipettes.
Wash bottle or microwell washing system.
Distilled or deionized water.
One liter graduated cylinder.
Serological pipettes.
Disposable pipette tips.
. Paper towels.
. Laboratory timer to monitor incubation steps.
. Disposal basin and disinfectant. (example: b@U#sehold bleach, 0.5% sodium
hypochlorite.)

ASSAY PROCEDURE

1. Remove the individual components from storaue allow them to warm to room
temperature (20-26).

2. Determine the number of microwells neededovAkix Control/Calibrator
determinations (one Blank, one Negative Gaintinree Calibrators and one
Positive Control) per run. A Reagent Blahkudd be run on each assay. Check
software and reader requirements for theecbiControls/Calibrator
configurations. Return unused strips tordsealable pouch with desiccant, seal,
and return to storage betweéraid 8C.

C€
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EXAMPLE PLATE SET-UP
1 2
Blank Patient 3
Neg. Control Patient 4
Calibrator Etc.
Calibrator
Calibrator
Pos. Control
Patient 1
Patient 2

P
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Prepare a 1:21 dilution (e.g.: 10pL of serug20®pL of Sample Diluent. NOTE:
Shake Well Before Use) of the Negative Cdnttalibrator, Positive Control, and
each patient serum.

Add 100 pL Absorbent solution to the appraderiaells of a blank dilution plate.
Using a multichannel pipette, transfer 50qileach diluted sample and control
serum to the dilution plate containing thesaibbent. Withdraw and expel the
samples several times to ensure that thelsarape properly mixed.

To individual wells, add 1@ of each diluted control, calibrator and sampéfr
the absorption plate to the test plate. Enthat the samples are properly mixed.
Use a different pipette tip for each sample.

Add 100pL of Sample Diluent to well Al as agent blank. Check software and
reader requirements for the correct reaglamibwell configuration.

Incubate the plate at room temperature (2@25r 25 + 5 minutes.

o

7.

8. Wash the microwell strips 5X.
A. Manual Wash Procedure:

a. Vigorously shake out the liquid from the wells.

b.  Fill each microwell with Wash Buffer. Make sure aw bubbles are
trapped in the wells.

c. Repeat steps a. and b. for a total of 5 washes.

d. Shake out the wash solution from all the wellsehtthe plate over a
paper towel and tap firmly to remove any residuaskvsolution from
the wells. Visually inspect the plate to ensure tha residual wash
solution remains. Collect wash solution in a digds basin and treat
with 0.5% sodium hypochlorite (bleach) at the ehthe days run.

B. Automated Wash Procedure:

If using an automated microwedisli system, set the dispensing volume to
300-350puL/well. Set the wash cyole5 washes with no delay between
washes. If necessary, the micrbplate may be removed from the
washer, inverted over a paper t@me tapped firmly to remove any
residual wash solution from therowells.

9. Add 100pL of the Conjugate to each well, idahg reagent blank well, at the
same rate and in the same order as the spesiwere added. (Continue
Numbering from above.)

10. Incubate the plate at room temperature (20-pEHC5 + 5 minutes

11.Wash the microwells by following the procedusedascribed in step 8.

12. Add 100pL of TMB to each well, including reagbtank well, at the same rate
and in the same order as the specimens wdetla(Continue Numbering from
above.)

13. Incubate the plate at room temperature (20-R&HC10 to 15 minutes.

14. Stop the reaction by adding 50uL of Stop Sotutd each well, including reagent
blank well, at the same rate and in the sarder as the TMB was added. Positive
samples will turn from blue to yellow. Aftadding the Stop Solution, tap the plate
several times to ensure that the samplethareughly mixed.

15. Set the microwell reader to read at a wavelenf##50nm and measure the optical
density (OD) of each well against the readpentk. The plate should be read
within 30 minutes after the addition of thtefsSolution.
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RESULTS

A. Calculations:

1. Correction Factor

A cutoff OD value for positive samples has beeredeined by the manufacturer and
correlated to the Calibrator. The correction fa¢@¥) will allow you to determine the
cutoff value for positive samples and to correctsiight day-to-day variations in test
results. The correction factor is determined fahelat of kit components and is
printed on the Component List located in the ki.bo

2. Cutoff OD Value
To obtain the cutoff OD value, multiply the CF lyetmean OD of the Calibrator
determined above.

(CF x mean OD of Calibrator = cutoff OD value)
3.Index Values or OD Ratios

Calculate the Index Value or OD Ratio for each Bpean by dividing its OD value by
the cutoff OD from step 2.

Example:

Mean OD of Calibrator = 0.793

Correction Factor (CF) =  0.25

Cut off OD = 0.793 x 0.25 = 0.198
Unknown Specimen OD = 0432

Specimen Index Value or OD Ratio 0.432/0.198 =2.18

B. Interpretations:
Index Values or OD ratios are interpreted as fadlow

Index Value or OD Ratio

Negative Specimens <0.90
Equivocal Specimens 0.91to 1.09
Positive Specimens >1.10

B. Interpretations
The OD ratio is interpreted and reported as foltows

Negative: No detectable IgM antibody; result does not exel®l burgdorferi
infection. An additional sample should be testethiwi4-6 weeks if early infection is
suspected (8).

Equivocal: Current recommendations state that equivocal teshiould be followed
by supplemental Western Blot testing. (Western Bissays for antibodies tB.
burgdorferi are supplemental rather than confirmatory bec#usie specificity is less
than optimal, particularly for detecting IgM.) Bheéquivocal result should be reported
with results from Western Blot testing. Results idtonot be reported until the
supplemental testing is completed.

Positive:  IgM antibody to B. burgdorferi presumptively detected. Per current
recommendations, the result cannot be further pné¢ed without supplemental
Western Blot testing. (Western Blot assays for adies toB. burgdorferi are
supplemental rather than confirmatory because gpcificity is less than optimal,
particularly for detecting IgM.) Results should roet reported until the supplemental
testing is completed.

PERFORMANCE CHARACTERISTICS

A. Comparative Study

I A

STUDY NO. 1

N O S T
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The Borrelia burgdorferi IgM ELISA test system was compared to a commesgciall
available ELISA test for detection of IgM antiboslito B. burgdorferi. A total of 210
serum specimens were tested by both proceduresteBhaesults are summarized
below:

Reference ELISA

+ - +*

DAI Borrelia + 42 11 2
burgdorferi - 2 136 4

IgM ELISA 253 3 8 2

Relative Sensitivity = 95.5% (42/44)
Relative Specificity = 92.5% (136/147)
Agreement = 93.1%(178/191)

*Results that were equivocal by either method vexxauded from the calculations for
sensitivity, specificity, and agreement.

STUDY NO. 2

This study was done in the clinical immunology letiory at a medical school.
Twenty-one sera from patients with acute and ca@seant Lyme disease were tested
by the IgM ELISA. The patient sera were well chéesgzed by a recognized authority.
Acute phase (Stage 1) sera were from patients avitharacteristic ECM skin rash.
Convalescent sera had characteristic symptomsageSt or Stage 3 Lyme disease. As
part of this study, the sera were also tested kg fither commerciaBorreia
burgdorferi 1gG/IgM, and 1gG specific ELISA assays. Results foe six ELISA
assays are summarized below:

ELISA ASSAY FOR: 1gG/IgM IgG DAl IgM
Sample No. Disease Stage Test1 Test 2 Test Test4 Test5 Test6
3
1 1 + + + + - +
2 1 + + + + - +
3 1 - - - -
4 1 - - - + - +
5 1 - - - - - -
6 1 + + + + + +
7 1 + + + + + +
8 2 + + + + + +
9 2 + + + + + -
10 2 + + + + + +
11 2 + + - + + +
12 2 + + + + + +
13 2 + + + + + +
14 2 + + + + + -
15 3 + + + + + +
16 3 + + + + + -
17 3 + + + + + -
18 3 + + + + + -
19 3 + + + + + -
20 3 + + + + + +
21 3 + + + + + -

Table 1 shows test results obtained using a seaumal from the CDC. The results are
presented as a means to convey further informatiothe performance of this assay
with a masked, characterized serum panel. This doesnply an endorsement of the
assay by the CDC.
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Table 1.
The CDC B. burgdorferi Disease Serum Panel
Stratified by Time After Onset

U N O D

Time fromonset Pos +/- Neg Total % agreement with clinical diagnosis
Normals 0 0 5 5 100%
< 1 month 3 0 2 5 60%
1-2 months 7 0 2 9 78%
3-12 months 5 0 15 20 25%
> 1 year 1 0 7 8 12%
Total 16 0 31 47 45%

B. REPRODUCIBILITY

To assess the reproducibility of the test systéxsesum samples were tested on three

consecutive days. Eight replicates of each serumpkawere run each day. The mean
OD ratio and coefficient of variation (CV) were calated for each sample. These
data are shown below:

Intra-Assay (n=8) Inter-Assay
(n=3)
Day 1 Day 2 Day 3
Mean Mean Mean Mean
Sample No. . CV Ratio CV Ratio CV Ratio CVv

Ratio
1. 1.63 3% 169 4% 143 6% 1.60 6%
2. 1.72 7% 180 6% 153 9% 1.68 7%
3. 1.33 8% 142 5% 121 5% 1.32 7%
4. 1.07 3% 129 4% 1.02 6% 1.13 10%
5. 0.85 7% 099 5% 0.89 7% 0.91 6%
6. 021 11% 0.26 14% 0.22 5% 0.24 13%

C. CROSS REACTIVITY

Serum specimens from patients with North Americaorrddiosis, yaws, pinta,
leptospirosis, autoimmune diseases, and syphilisarassreact (14).

Ten sera with IFA titers of 1:80 to 1:1280 for aetiies to nuclear antigens (ANA)
were negative in thB. burgdorferi IgM ELISA test.

QUALITY CONTROL

1. Each time the assay is run the Calibrator fb@sun in triplicate. A reagent blank,
Negative Control, and Positive Control musbde included in each assay.

2. Calculate the mean of the three Calibratotsw#lany of the three values differ by
more than 15% from the mean, discard thatevahd calculate the mean using the
remaining two wells.

3. The mean OD value for the Calibrator and thev@alDes for the Positive and
Negative Controls should fall within the faNing ranges:

OD Range
Negative Control ~<0.250
Calibrator _>0.300
Positive Control ~>0.500
a. The OD of the Negative Control divided by the m&d of the
Calibrator should be < 0.9.
b. The OD of the Positive Control divided by the m&iD of the
Calibrator should be > 1.25.
c. If the above conditions are not met the test shbaldonsidered

invalid and should be repeated.

I A G N O S T I S

4. The Positive Control and Negative Controliatended to monitor for substantial
reagent failure and will not ensure precisibthe assay cut-off.

5. Additional controls may be tested accordingualelines or requirements of local,
state, and/or federal regulations or acdreglitrganizations.

6. Refer to NCCLS document C24: Statistical Qudliontrol for Quantitative
Measurements for guidance on appropriate ctipes.

(]
L

LIMITATIONS OF PROCEDURE

1. Sera from patients with other spirochetalags (syphilis, yaws, pinta,
leptospirosis, and relapsing fever), andatifeis mononucleosis may give false
positive results (9, 10). In cases whereefalssitive reactions are observed,
extensive clinical epidemiological and laliorg workups should be carried out to
determine the specific diagnosis. False pesgtera from syphilis patients can be
identified by running an RPR and a Treponeamtibody assay for syphilis
antibody (11). True Lyme disease positivasetl be negative in these assays.
False negative results may be obtained ifnsesamples are drawn too early after
onset of disease before antibody levels heaehed significant levels (12). Also,
early antibiotic therapy may abort an antjpoesponse to the spirochete (13).

3. All data should be interpreted in conjunctwith clinical symptoms of disease,
epidemiological data, exposure in endemiasirand results of other laboratory
tests.

4. Rheumatoid factor may cause false positiveltes

5. Screening of the general population shouldoegberformed. The positive
predictive value depends on the pretestilibeld of infection. Testing should only
be performed when clinical symptoms are preseexposure is suspected.

6. The performance characteristics of the BAburgdorferi IgM ELISA test are not
established with samples from individualsciaated withB. burgdorferi antigens.

2.

Only 10 to 40% of patients with ECM alone have detile levels of antibody tB.
burgdorferi (3,12,14). The IgM antibody response usually peats 3 to 6 weeks
following infection, and is often not detectableidg the first two weeks of infection.
The 1gG antibody response is frequently not det#etfor 4 to 6 weeks after infection.
A more complete serological picture may be obtair®d testing acute and
convalescent sera.

Most patients (94-97%) with neurological complicas, and essentially all patients
with arthritis have elevated IgG titers to the epirete (14,15). In later stages, a
positive antibody test may help distinguish Lymeedise from viral meningitis or
unexplained nerve palsies. A positive antibody tasty be particularly useful in
differentiating Lyme arthritis from rheumatoid aitts, juvenile arthritis, and Reiter’s
Syndrome (13). Patients without signs or cliniegdtfires of Lyme disease should test
negative with the DABorrelia burgdorferi IgM ELISA test system.

PRECAUTIONS

Forln Vitro Diagnostic Use.
Normal precautions exercised in handling labmy reagents should be followed.
In case of contact with eyes, rinse immedtiiatéth plenty of water and seek
medical advice. Wear suitable protectiveltlay, gloves, and eye/face protection.
Do not breathe vapor. Dispose of waste olisgadl local, state, and federal laws.
3. The wells of the ELISA plate do not contaiable organisms. However, the strips
should be consider@DTENTIALLY BIOHAZARDOUS MATERIALS and
handled accordingly.
4. The human serum controls @ TENTIALLY BIOHAZARDOUS
MATERIALS . Source materials from which these products werived were
found negative for HIV-1 antigen, HBsAg. dod antibodies against HCV and
HIV by approved test methods. However, sima¢est method can offer complete
assurance that infectious agents are atibese products should be handled at the
Biosafety Level 2 as recommended for anymt@i#y infectious human serum or
blood specimen in the Centers for DiseasettOldNational Institutes of Health
manual “Biosafety in Microbiological and Biewlical Laboratories”: current
edition; and OSHA's Standard for Bloodborraghi®gens (16).

N
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5. The sample diluent, controls, wash bufferpabsnt, and conjugate contain 8. Sample Diluent: Store betweeh @nd 8°C.
sodium azide at a concentration of 0.1% (wWBgdium azide has been reportedto 9.  Stop Solution: Store betweef &nd 25°C.
form lead or copper azides in laboratory fing which may cause explosions on
hammering. To prevent, rinse sink thoroughith water after disposing of
solution containing sodium azide. REFERENCE
6. Adherence to the specified time and tempegatfimcubations is essential for ] . o
accurate resultall reagents must be allowed to reach room temperate Steere AC, Taylor E, Wilson ML, Levine JF, @uielman A: Longitudinal \
(20-28C) before starting the assay.Return unused reagents to refrigerated assessment of the clinical and epidemioldgeztures of Lyme disease in a
temperature |mmed|ate|y after use. defined pOpUIaUOn. J. Infect. Dis. 154:29831986.
7. Improper washing could cause false positiviaise negative results. Be sure to 2. Rosenfeld MEA:Serodiagnosis of Lyme diseas€lid. Microbiol. 31:3090-3095,
minimize the amount of any residual wash sy (e.g., by blotting or 1993. o
aspiration) before adding Conjugate or SaistDo not allow the wells to dry out 3. Steere AC, Grodzicki RL, Kornblatt AN, Cral,Barbour AG, Burgdorfer W, \
between incubations. Schmid GP, Johnson E, and Marawista SE: phiechetal etiology of Lyme
8. The Stop Solution is TOXIC. Causes burns. i inhalation, in contact with disease. New Engl. J. Med. 308:733, 1983. _
skin and if swallowed. In case of accidenif gou feel unwell, seek medical Bakken LL, Callister SM, Wand PJ, and SchéiliRterlaboratory comparison of
advice immediately. test results for detection of Lyme diseas&b§ patients in the Wisconsin State
9. The TMB Solution is HARMFUL. Irritating to eg, respiratory system and skin. Laboratory of Hygiene/College of Americanfiabgists Proficiency Testing
10. The Wash Buffer concentrate is an IRRITANTItating to eyes, respiratory Program. J. Clin. Microbiol. 35:537-543, 1997
system and skin (Continue Numbering from &bpv 5. U.S. Department of Labor (OSHA):Occupational Expsure to Bloodborne
11. Wipe bottom of plate free of residual liquictizor fingerprints that can alter Pathogens. Final Rule. 21CFR 1910.1030. _
optical density (OD) readings. 6. Procedures for the Handling and Processing of Bbd Specimens: NCCLS
12. Dilution or adulteration of these reagents mewerate erroneous results. Procedure H18. Approved guideline. _
13. Reagents from other sources or manufacturetgidshot be used. 7. Procedures for the collection of diagnostahl specimens by
14. TMB Solution should be colorless, very paldowl very pale green, or very pale venipuncture:NCCLS Procedure H3, Approved@iad.
blue when used. Contamination of the TMB watinjugate or other oxidants will 8- Barbour A:Laboratory Aspects of Lyme Borreito<lin Micr. Rev. 1:399-414,
cause the solution to change color prematu® not use the TMB if it is 1988. _ . o
noticeably blue in color. 9. Russel H, Sampson JS, Schmid GP, Wilkinson &V, Plikaytis B: Enzyme-
15. Never pipette by mouth. Avoid contact of reagemd patient specimens with skin linked immunosorbent assay and indirect imafiuorescence assay for Lyme
and mucous membranes. disease. J. Infect. Dis. 149:465, 1984.
16. Avoid microbial contamination of reagents' Imect results may occur. 10. Magnal’elli LA, Anderson JF, and Johnson RCS@-IT@aCtIVIty in SerOlOgical test
17. Cross contamination of reagents and/or sanoplelsl cause erroneous results for Lyme disease and other spirochetal infest J. Infect. Dis. 156:183-188,
18. Reusable glassware must be washed and thoyotiigid free of all detergents. 1987. _ _ _ .
19. Avoid splashing or generation of aerosols. 11. Hunter EF, Russell lt al: Evaluation of sera from patients with Lyme diseas
20. Do not expose reagents to strong light duringage or incubation. the fluorescent treponeme antibody-absorpgshfor syphilis. Sex. Trans. Dis.
21. Allowing the microwell strips and holder to difrate to room temperature prior 13:236,1986. L _
to Opening the protective envelope will pm@e wells from condensation. 12. Shrestha M, Grodzicki RL, and Steere AC: Diagmg eal’ly Lyme disease. Am. J.
22. Wash solution should be collected in a dispbaain. Treat the waste solution Med. 78:235, 1985. )
with 10% household bleach (0.5% sodium hyfmite). Avoid exposure of 13. Steere AC, Hutchinson GJ, Rahn DW, Sigal LHfCIE, DeSanna ET, and
reagents to bleach fumes. Malawist SE: Treatment of the early maniftstes of Lyme disease. Ann. Intern.
23. Caution: Liquid waste at acid pH should be raized before adding to bleach Med. 99:22, 1983. . o
solution. 14. Craft JE, Grodzicki RL, Shrestha M, Fischer @rcia-Bianco M, and Steer AC:
24. Do not use ELISA plate if the indicator stripthe desiccant pouch has turned Antibody response in Lyme disease. Yale dl.Bled. 57:561, 1984.
from blue to pink. 15. Reik L, Smith L, Khan A, and Nelson W: Demyaliimg encephalopathy in Lyme
25. Do not allow the conjugate to come in contaiti \wontainers or instruments that disease. Neurology 35:267, 1985.
may have previously contained a solutiorizitiy sodium azide as a preservative.
Residual amounts of sodium azide may destreyonjugate’s enzymatic activity.
26. Do not expose any of the reactive reagentsetich-containing solutions or to any ISO 13485
strong odors from bleach-containing solutidfrace amounts of bleach (sodium ISO 9001
hypochlorite) may destroy the biological ®ityi of many of the reactive reagents 1]
within this kit 6
Storage > g
1.  Store the unopened kit betweehahd 8°C. /- Diagnostic Automation/
2. Coated microwell strips: Store betweena®d 8°C. Extra strips should be Cortez Diagnostics, Inc.
immediately resealed with desiccant and returngataper storage. Strips are 23961 Craftsman Road, Suite E/F,
stable for 60 days after the envelope has beenedpand properly resealed and Calabasas, California 91302 USA
the indicator strip on the desiccant pouch remblus. Date Cat # 1424-2-FD
3. Conjugate: Store betweef @nd 8°C. DO NOT FREEZE. Adopted
4. Calibrator, Positive Control and Negative Cont&tbre between®2and 8°C. AccuDiag™ - Lyme Disease laM
5. Absorbent Solution: Store between 2° and 8°C 2006-07-05 g ELISX 2013 g
6. TMB: Store between®and 8°C. CEpartneraU Esd | 13
7. Wash Buffer concentrate (10X): Store betweemu2d 25°C. Diluted wash buffer m partneray, Esdoorniaan 13,
(1X) is stable at room temperature {20 25 C) for up to 7 days or for 30 days 3951DB Maarn. The Netherlands.
between 2 and 8°C. www.cepartner4u.eu
Revision Date: 09-9-2013
Diagnostic autormation/Corktez Diagnostics, Inc.
23951 Craftsrmman Road, Suite DSESF, Calabasas, ©a 91302 UsSaA Phone: §15.591.3030 Fax 818.591.8383
Ernailionestep@rapidtest.com  website: www rapidtest.com
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