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AccuDiag™
ANA Screen
ELISA Kit

Cat# 5102-2

C% See external Labelz.cjﬂf W 96 Tests

Test Ana Screen ELISA
Method Enzyme Linked
Immunosorbent Assay
Principle ELISA- Indirect; Antigen

Coated Plate
Qualitative - Positive,

DIBEREAE [T Negative and Cut-off

Sample 10 pL serum
Total Time ~ 135 min.

. 12 Months from the
Al manufacturing date
Specificity 100 %
Sensitivity 96.6%

INTENDED USE

The Diagnostic Automation Ana, Screen ELISA tesstem is a qualitative
screening assay designed to detect ani-nucleaboaids (ANA) in human sera.
When performed according to the enclosed instraostithis test system is capable of
detecting all ANAs commonly tested for, such assthagainst double stranded
DNA(dsDNA), Jo-1, SM,Sm/RNP, SSA, SSB, and Scle test is also capable of
detecting ANA demonstrating centromere, nuclegarjpheral, and spindle indirect
immunofluorescence antibody (IFA) patterns. Thisicke is forin vitro diagnostic
use.

SUMMARY AND EXPLANATION

In recent years, it has become clear that autoadigs to a number of nuclear
constituents have proven to be useful in the disignof various connective tissue
diseases. Antibodies to dsDNA are highly specific fctive systemic lupus

erythematosus (SLE), and correlate closely withatheet of lupus nephritis. The Jo-
1 autoantibody is one of a family of characteristidcoantibodies seen in myositis
patients (19). Scientists also find them specifjcal patients with myositis, and

associate them with a high incidence of accompanyiterstitial lung disease (10).

Doctors consider antibodies directed against ther@mker a diagnostic criterion for

SLE due to high specificity for patients with SLE @). The presence of high level
RNP antibodies alone are considered diagnosticiédnconnective tissue disease
(MCTD) and are usually associated with a more benligease course (3), while
patients with low levels of RNP antibodies, togetivéh other autoantibodies, may
be observed in the serum of patients with progvessystemic sclerosis, Sjogren’s
Syndrome, and rheumatoid arthritis. The presend@®\® antibodies in the serum of
SLE patients is usually associated with a loweidieece of renal involvement and a
more benign disease course. To the contrary, pgateith Sm antibodies experience
a higher frequency of renal and central nervousesysomplications (4). Studies
have observed autoantibodies directed against $8/8B in patients with SLE (5,

6), and Sjogren's disease (7 - 9). SSA antibodedraquently present in the serum
of ANA negative SLE patients, such as subacutenemtas lupus erythematosus
(12), a lupus-like syndrome associated with a hgmoas C2 deficiency (13), and
in a subset of patients who lack anti-dsDNA antibsd11). Scl-70 antibodies are

highly specific for scleroderma (11). Research abserves these antibodies in a 4
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minority of SLE patients. Scl-70 positive sclerader patients tend to have a more
severe disease course, more internal organ invererand diffuse rather than
limited skin involvement (14). Scientists rarelyndi Scl-70 antibodies in other
autoimmune diseases, and thus, their detectionpatiant with the recent onset of
Raynaud’s phenomenon is highly significant (15)e Tollowing table summarizes
the various autoantibodies noted above with redpedisease association (16):

Antibody Disease State Relative Frequency of Antibody
Detection %

Anti-Jo-1 Myositis 25-44% (19)

Anti-Sm SLE 30*

Anti-RNP MCTD,SLE 100** and >40, respectively

Anti-SSA (Ro)
Anti-SSB (La)
An ti-Scl-70
Anti-dsDNA

* Highly Specific
* *Highly specific when present alone at high titer

SLE, Sjogren’s
SLE, Sjogren’s
Systemic sclerosis
SLE

15 and 30-40, respectively
15 and 60-70, respectively
20-28*
40-60*

Until recently, testing of autoantibodies occurrading indirect immunofluor-

escence,ouchterlonygel diffusion, hemagglutinatiadjoimmunoassay, or enzyme-
linked immunosorbent assay (ELISA). Unlike sevesttier systems, the ELISA
methodology offers sensitive, objective, and rapichluation of specimens, and
therefore is suitable for screening a large nunobeamples for total ANA.

The exact etiology of autoimmune diseases is unknand the specific role played
by autoantibodies in the onset of various autoimenconnective tissue diseases is
obscure. The DAI ELISA ANA Screen Test System affen efficient test procedure
for the laboratory workup of patients with suspdctearious connective tissue
diseases using the association and frequency eftitat of these antibodies.

TEST PRINCIPLE

The Diagnostic Automation, Inc. ANA Screen ELISAsttesystem is designed to
detect IgG class antibodies to a variety of commoclear antigens in human sera.
Wells of plastic microwell strips are sensitized fgssive absorption with antigen.
The test procedure involves three incubation steps:

1. Test sera (properly diluted) are incubated in amtigoated microwells. Any
antigen specific antibody in the sample will birdthe immobilized antigen.
The plate is washed to remove unbound antibodyo#tmet serum components.

2. Peroxidase Conjugated goat anti-human IgG is atimidie wells and the plate
is incubated. The Conjugate will react with thetibody immobilized on the
solid phase in step 1. The wells are washed tovermaoreacted Conjugate.

3. The microwells containing immobilized peroxidasen{ligate are incubated
with peroxidase Substrate Solution. Hydrolysistaf Substrate by peroxidase
produces a color change. After a period of timergtion is stopped and the
color intensity of the solution is measured photoioally. The color intensity
of the solution depends upon the antibody conceotran the original test
sample.

SPECIMEN COLLECTION AND PREPARATION

1. It is recommended that specimen collection be edrout in accordance with
NCCLS document M29:. Protection of Laboratory Woskérom Infectious
DiseasgCurrent Edition).

2. No known test method can offer complete assurdmatehtuman blood
samples will not transmit infection. Therefore, blbod derivatives
should be considered potentially infectious.

3. Use only freshly drawn and properly refrigeratedhsgbtained by

approved aseptic venipuncture procedures shoulcée in this assay

(17, 18). No anticoagulants or preservatives shbalddded. Avoid

using hemolyzed, lipemic, or bacterially contaméubsera.

Store sample at room temperature for no longer &lours. If testing
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is not performed within 8 hours, sera may be stbetd/een 2 and 8°C
for no longer than 48 hours. If delay in testingigicipated, store test
sera at —20°C or lower. Avoid multiple freeze/thayeles that may
cause loss of antibody activity and give erronemsilts. It is the
responsibility of the individual laboratory to usal available
references and/or its own studies to determindlisyatriteria for its
laboratory (21).

MATERIALS AND COMPONENTS

Materials provided with the test kits

Each kit contains the following components in sudfint quantities to perform
the number of tests indicated on packaging lalete: All reactive reagents
contain sodium azide as a preservative at a conceation of < 0.1% (w/v):

“Lutomation

Controls and Calibrators and Sample Diluent.

1.

N

o 0w

Plate: 96 wells configured in twelve, 1x 8-well, stripsated with inactivated
antigen. The strips are packaged in a strip hotohel sealed in an envelope
with desiccant.

Conjugate: Conjugated (horseradish peroxidase) goat anti-hulg& (Fc
chain specific).One, 15 mL, white- capped bottleady to use.

Positive Control (Human Serum): One, 0.35 mLyed-capped vial.
Calibrator (Human Serum): One, 0.5mLplue-capped vial.

Negative Control (Human Serum):One, 0.35mLgreercapped vial.
Sample Diluent: One, 30mL, green-cap, bottle containing Tweenb2@jne
serum albumin and phosphate-buffered-saline. Gselertion. Ready to use.
TMB: One, 15 mL, amber-capped, amber bottle contaiBing’, 5, 5 —
tetramethylbenzidine (TMB). Ready to use.

Stop Solution: One, 15 mL, red-capped, bottle containing 1866, 0.7M
HCI. Ready to use.

Wash Buffer Concentrate (10X): Dilute 1 part concentrate + 9 parts
deionized or distilled water. One, 100mL, cleargegh bottle containing a
10X concentrated phosphate-buffered —saline andefv2€ solution (Blue
solution).Note: 1X solution will have a pH of 7.2 + 0.2.

The following components are not kit lot number depndent and may be used
interchangeably with the ELISA assays: TMB, Stop Sation, and Wash Buffer.

Note: Kit also contains

1.
2.

Component list containing lot specific informatisrinside the kit box.
Package insert providing instructions for use.

Materials required but not provided

A

N

and one Positive Control) per run. A Reagent Blah&uld be run on each
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assay. Check software and reader requirements far torrect
Controls/Calibrator configurations. Return unusédps to the resealable
pouch with desiccant, seal, and return to storaweden 2and 8°C.

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

I G TmmOoo w>»

Prepare a 1:21 dilution (e.g.: dl0of serum + 200L of Sample Diluent) of
the Negative Control, Calibrator, Positive Contesid each patient serum.
To individual wells, add 1Qd of each diluted Control, Calibrator and
patient specimen. Ensure that the samples are nyopexed. Use a
different pipette tip for each sample.

Add 10QiL of Sample Diluent to well A1 as a Reagent Bla@heck
software and reader requirements for the correchg®® Blank well
configuration.

Incubate the plate at room temperature (20-25°C§@ato 65 minutes.

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 aio 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 wellseithe plate over
a paper towel and tap firmly to remove any residuath solution
from the wells. Visually inspect the plate to emsthat no residual
wash solution remains. Collect wash solution inspasable basin
and treat with disinfectant at the end of the dayis

B. Automated Wash Procedure:

If using an automated microwell wash system, setdispensing volume to

% E:;)lgt'?esmgg;v;! :)efa;fcruigfeﬁslgecﬂzéer%dénfoimgth of 450nm. 300-350uL/well. Set the wa_sh cycle for 5 washehwib delay between
3. Multichannel pipette capable of accurately delivgr{50-200L) yvashes. If necessary, the microwell plate'may beoved from the washer,
4. Reagent reservoirs for multichannel pipettes. |nver'ted over a paper towel and tapped firmly tmoge any residual wash
5. Wash bottle or microwell washing system. solution from the microwells.
6. Distilled or deionized water. 8. Add 100pL of the Conjugate to each well, includieggent blank well,
7. One liter graduated cylinder. at the same rate and in the same order as therspesivere added.
8. Serological pipettes. 9. Incubate the plate at room temperature (20-25°€3@ato 35 minutes
9. Disposable pipette tips. 10. Wash the microwells by following the procedure asatibed in step 7.
10. Paper towels. 11. Add 100pL of TMB to each well, including reagenamik well, at the same
11. Laboratory timer to monitor incubation steps. rate and in the same order as the Specimensl
12. Disposal basin and disinfectant. (Example 10% @bl bleach - 0.5% 12 Incubate the plate at room temperature (20-25°€36cto 35 minutes.
Sodium Hypochlorite 13. Stop the reaction by adding 50uL of Stop Solutmeach well, including
Reagent Blank well, at the same rate and in theesamer as the TMB
was added. Positive samples will turn from blug/gétiow. After adding
ASSAY PROCEDURE the Stop Solution, tap the plate several times\guee that the samples are
o thoroughly mixed.
1. Remove the individual components from storage duvathem 14. Set the microwell reader to read at a wavelengt#s6hm and measure the
to warm to room temperature (20-25°C). ) . .
2. Determine the number of microwells needed. Allow Giontrol/Calibrator optical density (QD_) of egch well against th_e_ Reag@lank. Th_e plate
determinations (one Reagent Blank, one Negativetr@irihree Calibrators should be read within 30 minutes after the additibthe Stop Solution.
Diagnostic Automation) Cortez Diagnostics, Inc.
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RESULTS

A. Calculations:

1. Correction Factor

A cutoff OD value for positive samples has beeredrined by the manufacturer
and correlated to the Calibrator. The correctiomtdia (CF) allows for the
determination of the Cutoff Value for positive sde®p It will also correct for slight
day-to-day variations in test results. The Cormectractor is determined for each lot
of components and is printed on the Component Lidoalted in the Test System
box.

2. Cutoff OD Value

To obtain the cutoff OD value, multiply the CF byetmean 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 spen by dividing its OD
value by the Cutoff OD from step 2.

Example:
Mean OD of Calibrator = | 0.793
Correction Factor (CF) = | 0.25
0.793 x 0.25=
Cut off OD =  0.198
Unknown Specimen OD = | 0432
0.432/0.198 =
Specimen Index Value = | 218

or OD Ratio
B. Interpretations:

Index Values or OD ratios are interpreted as faodix

Index Value or OD Ratio

Negative Specimens <0.90
Equivocal Specimens 0.91to0 1.09
Positive Specimens >1.10

a. An OD ratio< 0.90 indicates no significant amount of IgG antiies to ANA
detected.

b. An OD ratio> 1.10 indicates that IgG antibodies specific to ANvre
detected.

c. Specimens with OD ratio values in the equivocagea(0.91 - 1.09) should be
retested in duplicate. Report any two of the thie=meilts which agree. Evaluate
repeatedly equivocal specimens using an alterratdogical method and/or
re-evaluate by drawing another sample one to thesks later.

QUALITY CONTROL

1. Each time the assay is run the Calibrator musuherr triplicate. A Reagent
Blank, Negative Control, and Positive Control maisb be included.

2. Calculate the mean of the three Calibrator weflanly of the three values
differ by more than 15% from the mean, discard ttzdtie and calculate the
mean using the remaining two wells.

3. The mean OD value for the Calibrator ,Positive @antand Negative
Controls should fall within the following ranges:

I A G N O 5 T I C S
OD Range

Negative Contrc <0.250

Calibrator >0.300

Positive Control >0.500

a. The OD of the Negative Control divided by the me&aD of the
Calibrator should be 8.9.

b. The OD of the Positive Control divided by the meab of the
Calibrator should be %.25.

(o If the above conditions are not met the test shduwdd
considered invalid and should be repeated.

The Positive Control and Negative Control are ideghto monitor
for substantial reagent failure and will not ensprecision at the
assay cut-off.

5. Additional controls may be tested according to gliites or requirements
of local, state, and/or federal regulations or editing organizations.

6. Refer to CLSI document C24: Statistical Quality @ohfor Quantitative
Measurements Procedurésr guidance on appropriate QC practices.

PERFORMANCE CHARACTERISTICS

Comparative Study

In a clinical investigation conducted by Diagnosfiatomation, Inc., 270 serum
specimens were tested using the Diagnostic Auteamdtic. ANA Screen ELISA
test system, and a commercial ELISA test systeraciBpity was evaluated using 72
asymptomatic normal specimens from southeastertetlrtates, and Sensitivity
was evaluated using 198 disease-state sera frothemastern United States. The
results of the study are summarized Tables 1 thrdugelow:

Table 1: Evaluation of Specificity Performance

DAI ELISA ANA Screen

Positive Negative Equivocal = Total
Commercial Positive 0 1 1 2
ELISA Kit Negative 0 59 8 67
Equivocal 0 1 2 3
Total 0 61 11 72
Table 2: Evaluation of Sensitivity Performance
DAI ELISA ANA Screen
Positive Negative = Equivocal Total
Commercial Positive 141 * 8 156
ELISA Kit Negative 16* 2 2 20
Equivocal 18 2 2 22
Total 175 11 12 198

*Represents Discrepant Specimens. See Table 4 &culations of Relative
Sensitivity.

Table 3: Summary of Discrepant Specimens

Sample ELISA Results IFA Hep-2
Number DAl ELISA Other ELISA Results*
62 0.902/Equivocal 0.87/Negative | Negative
64 0.926/Equivocal 0.65/Negative = Negative
65 0.940/Equivocal 0.74/Negative  Negative
66 0.950/Equivocal 0.53/Negative | Negative
68 1.022/Equivocal 0.92/Negative = Negative
69 1.026/Equivocal 0.74/Negative = Negative
0 1.045/Equivocal 0.43/Negative = Negative
71 1.089/Equivocal 0.46/Negative = Negative
73 0.472/Negative  4.88/Positive > 1:40,Speckled
74 0.482/Negative  4.98/Positive > 1:40,Speckled
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76 0.585/Negative  5.47/Positive > 1:40,Speckled
77 0.634/Negative  6.64/Positive > 1:40,Speckled
79 0.714/Negative  3.14/Positive Negative
81 0.798/Negative  2.67 / Positive = > 1:40,Centromere
83 0.876/Negative  2.68/Positive > 1:40,Centromere
84 0.979/Equivocal 4.15/Positive > 1:40, Speckled
85 0.984/Equivocal 5.65/Positive > 1:40,Speckled
87 0.992/Equivocal 5.35/Positive > 1:40, Centromere
91 1.023/Equivocal 3.39/Positive > 1:320,Centromere
92 1.053/Equivocal 2.30/Positive > 1:40, Speckled
93 1.065/Equivocal 3.76/Positive > 1:320,Centromere
94 1.073/Equivocal 5.08/Positive > 1:40,Speckled
95 1.091/Equivocal 3.23/Positive > 1:40, Speckled

*DAI IFA HEp-2 Test System
Table 4: Calculations of Relative Specificity and Rlative Sensitivity:

A. Relative Specificity:
1. Calculations including equivocal specimens:
59/67= 88%
2. Calculations excluding equivocal specimens:
59/59 = 100%
B. Relative Sensitivity
1. Calculation including equivocal specimens; witheasolution of
discrepant specimens
141/156 = 90.4
2. Calculation excluding equivocal specimens; aftesohation of
discrepant specimens
141/147=95.9%
C. Percent Agreement:
200/207=96.6%

Reproducibility

Reproducibility was evaluated as outlined in doconreimber EP5-T2: Evaluation
of Precision Performance of Clinical Chemistry Ded-Second Edition. As
Published by National Committee for Clinical ChemjisLaboratory Standards
(NCCLS)

Briefly, eight specimens were tested; two strongitpee samples, two moderately

positive specimens, two specimens near the cudoffi two negative specimens.

Each sample was tested in duplicate, two timesipgr(AM and PM), on each day.
Table 5 summarizes the results.

Table 5: Summary of Reproducibility Testing

ID Mean Swr @ Stb Days % CV Total
Ratio Tested Observations
1 9.86 0.81 1.28 19 12.95 76
2 11.22 1.25 1.63 20 14.60 80
3 4.20 0.43 0.53 18 12.92 72
4 3.77 0.49 0.56 19 14.96 76
B! 1.24 0.07 0.14 20 11.29 80
B2 0.94 0.07 0.13 20 14.16 80
5 0.40 0.09 0.14 19 N/A 76
6 0.20 0.05 0.07 18 N/A 72

* Point estimate of within run precision standardialon.
v Point estimate of total precision standard devmatio

Cross Reactivity

Specimens Negative for Ana by HEp-2 IFA and posifisr IgG antibody to various
antigens such as EBV-VCA, EBNA, HSV-1, HSV-2, CMRubella, and/or Toxo,
were tested for potential cross reactivity using Biagnostic Automation, Inc. Ana
Screen ELISA test system. All samples were negativéhe ELISA, indicating that
the potential for cross reactivity with such andles in minimal.

N

LIMITATIONS OF PROCEDURE

1. The DAI ANA Screen ELISA test is a diagnostic diaterpret test results in
conjunction with the clinical evaluation and thesults of other diagnostic
procedures.

2. Positive ANA may be found in apparently healthy geo It is therefore

imperative that the results be interpreted in lighthe patient’s clinical picture

by a medical authority.

SLE patients undergoing steroid therapy may hagatiee test results.

Many commonly prescribed drugs may induce ANA.

The DAI ANA Screen ELISA test system will not idéntthe specific type of

ANA present in a positive specimen. Test Posisipecimens should be tested

for individual autoantibodies using more specifflex tests such as the DAI

ENA Profile-6 ELISA, in combination with the DAI 88NA ELISA.

Alternatively, specific autoantibodies may be detdcusing a variety of

methods including immunodiffusion, western blotmultiplexed fluorescent

bead based assays such as the AtheNA Multi-Lyte ANPus test system.

arw

EXPECTED VALUES

The expected value for a normal patient is a negatisult. The number of reactives
and the degree of reactivity is dependent uponnpaters such as population type
being tested, treatment, etc. Each laboratory shestablish their own expected
values based upon the specimens typically beirigdes

With respect to disease-state and percent reagtiié Table in the Significance and
Background section of this package insert shows ttlative frequency of
autoantibody activity for various rheumatic disosle

PRECAUTIONS

1. Forlin Vitro Diagnostic Use.

2. Normal precautions exercised in handling laborateggents should be
followed. In case of contact with eyes, rinse imratdy with plenty of
water and seek medical advice. Wear suitable piegeclothing, gloves,
and eye/face protection. Do not breathe vapor. &ispf waste observing
all local, state, and federal laws.

3. The wells of the ELISA plate do not contain viable
organisms. However, the strips should be considered
POTENTIALLY BIOHAZARDOUS MATERIALS and
handled accordingly.

4. The human serum controls aROTENTIALLY BIOHAZARDOUS
MATERIALS . Source materials from which these products weréved
were found negative for HIV-1 antigen, HBsAg. and déntibodies against
HCV and HIV by approved test methods. However, sino test method
can offer complete assurance that infectious agamgs absent, these
products should be handled at the Biosafety Levas 2ecommended for
any potentially infectious human serum or bloodcgpen in the Centers
for Disease Control/National Institutes of Healttanual “Biosafety in
Microbiological and Biomedical Laboratories™ cumte edition; and
OSHA's Standard for Bloodborne Pathogens (20).

5. Adherence to the specified time and temperaturénofibations is
essential for accurate resulsl reagents must be allowed to reach
room temperature (20-25C) before starting the assay.

Return unused reagents to refrigerated temperatumediately after use.

6. Improper washing could cause false positive orefafeegative
results. Be sure to minimize the amount of anydresi wash
solution; (e.g., by blotting or aspiration) befa@ding Conjugate or
Substrate. Do not allow the wells to dry out betwegubations.

7. The Sample Diluent, Controls and Calibrator contaium Azide at a
concentration of 0.1% (w/v). Sodium azide has besorted to form
lead or copper azides in laboratory plumbing whictay cause
explosions on hammering. To prevent, rinse sinkahghly with water
after disposing of solution containing sodium azide

8. The Stop Solution is TOXIC. Causes burns. Toxic iblyalation, in
contact with skin and if swallowed.
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9. The TMB Solution is HARMFUL. It is irritating to &g, respiratory system and 5. Tan EM, Kunkel HG: Characteristics of a soluble Ieac antigen
skin. precipitating with sera of patients with systemigpus erythematosus. J.

10. The Wash Buffer concentrate is an IRRITANT. Itrigtating to eyes, respiratory Immunol. 96:464-471, 1966.
system and skin. Maddison PJ, Mogavero H, Provost TT, Reichlin MeTiinical significance

11. Wipe the bottom of the plate free of residual ldyaind/or fingerprints that can of autoantibodies to soluble cytoplasmic antigen sgstemic lupus
alter optical density (OD) readings. erythematosus and other connective tissue disehsBeumatol. 6:189-192,

12. Dilution or adulteration of these reagents may g&teeerroneous results. 1979.

13. Do not use reagents from other sources or manuéastu 7. Clark G, Reichlin M, Tomasi TB: Characterization sluble cytoplasmic

14. TMB Solution should be colorless, very pale yelloxery pale green, or very antigen reactive with sera from patients with systelupus erythematosus. J.
pale blue when used. Contamination of the TMB w@bnjugate or other Immunol. 102:117, 1969.
oxidants will cause the solution to change coleenmaturely. Do not use the 8. Alexander E, Arnett FC, Provost TT, Stevens MB: TRe(SSA) and
TMB if it is noticeably blue in color. La(SSB) antibody system and Sjogren’s syndromeRhkeum. 9:239-246,

15. Never pipette by mouth. Avoid contact of reagentd patient specimens with 1982.
skin and mucous membranes. 9. Alspaugh MA, Talal N, and Tan E: Differentiationdacharacterization of

16. Avoid microbial contamination of reagents. Incotregsults may occur. autoantibodies and their antigens in Sjogren’s syme. Arthritis Rheum.

17. Cross contamination of reagents and/or samplesl @aulse erroneous results. 19:216-222, 1976.

18. Reusable glassware must be washed and thorougkbdriree of all detergents. 10. Marguerie C, Bunn CC, Beynon HL, et al: Polymyasifpulmonary fibrosis

19. Avoid splashing or generation of aerosols. and autoantibodies to aminoacyl-tRNA synthetase/rees. Quart. J. Med.

20. Do not expose reagents to strong light during g incubation. 77:1019-1038, 1990.

21. Allowing the microwell strips and holder to equititbe to room temperature 11. Tan EM: Antinuclear antibodies: Diagnostic markeier autoimmune
prior to opening the protective envelope will puoitethe wells from diseases and probes for cell biology. Adv. Immud4t93-151, 1989.
condensation. 12. Sontheimer RD, Thomas JR, Gillam JN: Subacute nadas lupus

22. Collect the wash solution in a disposal basin. fTtea waste solution with erythematosus: A cutaneous marker for a distiqmiduerythematosus subset.
disinfectant (i.e.: 10% household bleach - 0.5%i@adHypochlorite). Avoid Arch. Derm. 115:1409-1415, 1979.
exposure of reagents to bleach fumes. 13.  Provost TT, Arnett FC, Reichlin M: Homozygous C2fidency, lupus

23. Caution: Neutralize any liquid waste at an acidit lpefore adding to a bleach erythematosus and anti Ro (SSA) antibodies. ArtfeuRn. In Press.
solution. 14. LeRoy EC, Black CM, Fleishmajer R, et al: Sclerodar(systemic sclerosis):

24. Do not use ELISA plate if the indicator strip oretlesiccant pouch has turned Classification, subsets and pathogenesis. J. Riteurh&:202-205, 1988.
from blue to pink. 15. Weiner ES, Hildebrandt S, Senecal JL, et al: Pregiocsignificance of

25. Do not allow the Conjugate to come in contact vatimtainers or instruments anticentromere antibodies and anti-topoisomeraaatibodies in Raynaud’s
that may have previously contained a solution zitii Sodium Azide as a disease. A prospective study. Arthritis Rheum. 8478, 1991.
preservative. Residual amounts of Sodium Azide uhestroy the Conjugate’'s 16. Mongey AB, Hess EV: Antinuclear antibodies and dgee specificity.
enzymatic activity. Advances in Int. Med. 36 (1): 151-169, 1989.

26. Do not expose any of the reactive reagents to bleantaining solutions or to  17.  Procedures for the Handling and Processing of BlSpdcimens. NCCLS
any strong odors from bleach-containing solutiofiece amounts of bleach Document H18-A, Vol. 10, No. 12, Approved Guidelii€90.

(sodium hypochlorite) may destroy the biologicatiaty of many of the 18. Procedures for the collection of diagnostic blopdcmens by venipuncture.

reactive reagents within this Test System. 2nd edition. Approved Standard (1984). Publishedlbtional Committee for
clinical Laboratory Standards.

19. Sturgess A: Review; Recently characterized autbadiés and their clinical

STORAGE significance. Aust. N.Z., J. Med. 22:279-289, 1992.

20. U.S. Department of Labor, Occupational Safety amlth Administration:

1. Store the unopened kit between 2 and 8°C. Occupational Exposure to Bloodborne Pathogens,| Ro&. Fed. Register

2. Coated microwell strips: Store between 2 and 8%aEstrips should be 56:64175-64182, 1991.

immediately resealed with desiccant and returngmtdper storage. Strips are  21.  Procedures for the Handling and Processing of Biecimens for Common
stable for 60 days after the envelope has beeredpamd properly resealed Laboratory Tests; Approved Guidelines — 4th Edii{@d10). CLSI Document
and the indicator strip on the desiccant pouch nesralue. GP44-A4 (ISBN 1-56238-724-3). Clinical and Laborgt8tandards Institute,

3. Conjugate: Store between 2 and 8°C. DO NOT FREEZE. 950 West Valley Road, Suite 2500, Wayne, PA 19087.

4. Calibrator, Positive Control and Negative Cont&tbre between 2 and 8°C.

5. TMB: Store between 2 and 8°C. ISO 13485

6. Wash Buffer concentrate (10X): Store between 2 2BC. Diluted ISO 9001

wash buffer (1X) is stable at room temperaturet(®@5° C) for up to 7 il
days or for 30 days between 2 and 8°C. 6

7. Sample Diluent: Store between 2 and 8°C.

8.  Stop Solution: Store between 2 and 25°C.
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