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Excellence in Pathology and Laboratory Services

Test Update

From Your Laboratory Service Provider, PathGroup Labs

Testing Provided on Site for ANA Screen

Samuel Smith, MD Lab Director / Jeff Johnson, Clinical Lab Manager

Effective June 22, 2009

Overview and Clinical Utility:

Effective June 22, 2009, PathGroup Labs will begin performing ANA Screen on the Bio-Rad Bioplex 2200. The
ANA Screen is intended for the qualitative screening of specific antinuclear antibodies (ANA), the quantitative
detection of antibody to dsDNA, and the semi-quantitative detection of ten (10) separate antibody assays in
human serum. The test system is used as an aid in the diagnosis of systemic autoimmune diseases such as
Systemic Lupus Erythematosus (SLE), Mixed Connective Tissue Disease (MCTD), Sjogren’s Syndrome (SS),
Scleroderma (Systemic Sclerosis), Rheumatoid Arthritis (RA), CREST Syndrome, Dermatomyositis, Polymyositis,
and Raynaud’s Syndrome.

Test Methodology:

The ANA Screen uses multiplex flow immunoassay, a methodology that greatly resembles traditional EIA, but
permits simultaneous detection and identification of many autoantibodies in a single tube. The following
autoantibodies can be detected by semi-quantitative methods: Chromatin (replaces the ANA autoantibody
Histone), dsDNA, Ribosomal P, SS-A, SS-B, Sm, SmRNP, RNP, Scl-70, Jo-1, and Centromere B.

ANA Screen:

New Test: Previous Test:
Methodology: Qualitative/ Semi-Quantitative Methodology: Semi-Quantitative ELISA
Multiplex Flow Immunoassay
ANA Screen : ANA Screen :

< 100 AU/mL : Negative
100 — 120 AU/mL: Equivocal
>120 AU/mL : Positive

Positive or Negative ( Qualitative)

ANA autoantibodies individual : ANA autoantibodies individual :

< 1.0 Al : Negative <100 AU/mL : Negative

> 1.0 Al : Positive 100 — 120 AU/mL: Equivocal
>120 AU/mL : Positive

dsDNA : dsDNA :

< 4 IU/mL : Negative <100 IU/mL : Negative

5-9 IU/mL : Indeterminate 100 — 120 1U/mL : Equivocal

2 10 lU/mL : Positive >120 IU/mL : Positive

Units: Al (Antibody Index) and IU/ml Units: AU/mLand 1U/ml
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Specimen Collection and Storage:
1) Collect specimen in a serum separator tube.
a) Allow serum tube to clot for 30 minutes.
Spin serum separator tube 10-15 minutes @ 3500 rpm.
2) Serum specimens are stable refrigerated for 7 days or frozen for 30 days.

CPT Code:
ANAS-86038; SSA/SSB-86235(2); Centa-86235; Chrom-86235; dsDNA-86225; J01AB-86235;
Ribos- 83516; RNP- 86235; SCLab- 86235; SmG- 86235; Sm/RNP-82635

Test Performed:
Monday - Friday

Turnaround time:

1-2 Days

Ordering:

| ANAS

| ANA Screen

Additional Test Panels:
Test panels ANA 5, ANA 9, ANA 11 can be ordered without the screen or ANAS5, ANAS9, and ANAS11 can be

ordered with the ANA Screen. Test panels can be set up to reflex antibody results based on ANA Screen results.
See your PathGroup Sales Representative for more information.
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REFERENCES:

Bio-Rad ANA Screen test instruction manual, December 2007

For further questions, please contact Client Services at 615-562-9300 or 1-888-
474-5227.
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