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Empower faster autoimmune diagnosis
and referrals with just 1 blood draw

Go beyond ANA with comprehensive autoimmune testing

Antinuclear antibody (ANA) testing alone is not enough to definitively diagnose an autoimmune disease, because
symptoms across disorders can be vague, vary from patient to patient, and overlap. Expedite autoimmune diagnosis
and improve outcomes with comprehensive autoimmune testing that is more specific than ANA alone.’

ANA, IFA, Cascade and

Rheumatoid Arthritis Panel 2,
with Reflexes
(Test Code: 94954)

Automatic reflex panel that tests for
the 8 most common autoimmune
diseases using a tiered cascade
approach when ANA results are positive

See components of order codes on pages 2 and 3.

Q

ANAlyzeR™ ANA, IFA with
Reflex Titer/Pattern, Systemic
Autoimmune Panel 1

(Test Code: 36378)

Fixed panel of 20+ analytes that gives a
full-picture view (whether ANA is positive
or negative), to support differential
diagnosis, especially for patients with
more than 1 autoimmune condition




The reflexive approach: Cascade
Expedite referrals and differential diagnosis with automatic reflex to disease-specific antibodies

Uses the gold standard, highly sensitive immunofluorescence assay (IFA) with HEp-2 cells?
Always tests for ANA and Rheumatoid Arthritis Diagnostic Panel 2, and automatically reflexes a positive ANA
screen to a tiered cascade of specific antibodies
Rheumatoid Arthritis Diagnostic Panel 2 components include:
Widely used RA markers RF (rheumatoid factor) and CCP (cyclic citrullinated peptide)
Mutated citrullinated vimentin (MCV) antibody, an RA marker that can help identify patients with undifferentiated
arthritis who will develop RA in the future,®* and can also assess risk for progression to severe disease.®”’

Tiered cascade for screening and diagnosis of patients with suspected autoimmune disease

ANA, IFA, Cascade and Rheumatoid
Arthritis Panel 2, with Reflexes

ANA Screen

Rheumatoid Arthritis Diagnostic Panel 2 (MCV, RF, CCP 1gG)
Test Codes: 13238,4418,11173

Negative Positive Negative Positive
RA disease less likely Consider RA Autoimmune disease less likely ey Eriiem

. P . Tier 1
B Rheumatoid Arthritis Diagnostic Panel 2 dsDNA, chromatin, Sm, Sm/RNP, and RNP antibodies
B ANA Screen, IFA, Reflex Titer/Pattern : 2,34088,379 8567, 19887

M 3-tiered cascade panel

Any Positive

Antibody Systemic Lupus Mixed Connective
SS-A, SS-B, Scl-70 -1 antibodies Test Erythematosus Tissue Disease

Test Codes: 385 9,4942,5810
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Test Codes: 16088, 34283 SS-A + _ _
; Ceen PR S EE

Positive Scl-70 - 4o .
: o SRR S S

Antibody Test me Neuropsychiatric SLE
2Detection of RNA polymerase Il and centromere antibodies

Centromere B w - may also contribute to classification of systemic sclerosis.
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Test Code CPT® Codes Test Name

ANA, IFA, Cascade and Rheumatoid Arthritis Panel 2, with Reflexes

ANA Screen, IFA, Reflex Titer/Pattern, and Reflex to Mplx 11 Ab Cascade, Rheumatoid Factor, Cyclic Citrullinated
SR 83520,86038,86200,86431 by iide (CCP) Antibody (IgG), Mutated Citrullinated Vimentin (MCV) antibody. Tier 1: markers include dsDNA, Sm/RNP,

RNP, Sm, and Chromatin; Tier 2: SSA, SSB, Scl-70, Jo-1; Tier 3: Ribosomal P and Centromere B

Specimen requirements: Allow blood to clot (10-15 minutes) at room temperature. Centrifuge and separate from cells.
4 mL serum (minimum 2 mL). Sample is stable for 4 days at room temperature.

The component tests may also be ordered individually with their own test codes. Biomarkers and corresponding test codes are listed respectively.
If ANA IFA is positive and no positive specific antibodies are detected, correlate with clinical findings and consider other autoimmune diseases and tests.

The tiered cascade was developed by Quest Diagnostics based in part on references 8-13. It is provided for informational purposes only and is not intended as medical advice.
A physician’s test selection and interpretation, diagnosis, and patient management decisions should be based on their education, clinical expertise, and assessment of the patient.

The CPT codes provided are based on AMA guidance and are for informational purposes only. CPT coding is the sole responsibility of the billing party. Please direct any questions
regarding coding to the payer being billed.



The analytic approach: ANAlyzeR™

Enable timely, accurate diagnosis even for patients with multiple autoimmune diseases

Utilizes IFA with HEp-2 cells, which remains the gold standard?
Full-picture approach differentially detects autoimmune diseases in patients with more than 1 condition
All components use well-established CPT codes

Diagnosis of autoimmune disease overlap requires testing for multiple disease-specific antibodies

Autoimmune disease overlap in patients with SLE, RA, SjS, and/or APS
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ANAlyzeR™ ANA, IFA with Reflex Titer/Pattern, Systemic Autoimmune Panel 1

Component Test Test Code Positive results are predictive of:
ANA screen, IFA with reflex to titer/pattern 249 Autoimmune disease
dsDNA antibody, Crithidia IFA with reflex to titer 37092
Complement component C3c and C4c 351,353
Lupus
Chromatin (nucleosomal) antibody 34088
Sm antibody 37923
Sm/RNP antibody 38567
Lupus and mixed connective tissue disease
RNP antibody 19887
Rheumatoid factor antibodies (IgA, 1gG, 1gM) 19705
Mutated Citrullinated Vimentin (MCV) Antibody 13238 Rheumatoid arthritis
Cyclic citrullinated peptide (CCP) antibody (IgG) 11173

Sjogren’s antibodies (SS-A, SS-B)

38568, 38569

Sjégren syndrome

Scleroderma antibody (Scl-70) 4942 Systemic sclerosis
Jo-1 antibody 5810 Polymyositis
Centromere protein B (CENP-B) antibody 16088 CREST syndrome

Beta-2-glycoprotein | antibodies (IgA, IgM, 1gG)

36552, 36553, 36554

Antiphospholipid syndrome

Cardiolipin antibodies (IgA, 1gG, IgM)

4661, 4662, 4663

Antiphospholipid syndrome and thrombocytopenia

Thyroid peroxidase antibodies (TPO) 5081 Graves disease and Hashimoto thyroiditis
Test Code CPT Codes Test Name

83520 (x4), 86038, 86146 (x3),
36378 86147 (x3), 86160 (x2), 86200, ANAlyzeR™ ANA, IFA with Reflex Titer/Pattern, Systemic Autoimmune Panel 1

86235 (x9), 86255, 86376

v

Specimen requirements: Draw 3 full 8.5 mL serum separator tubes. Allow the blood to clot for at least 30 minutes, but not longer
than 1 hour before centrifugation. Centrifuge each tube for 15 minutes at 1250 to 1600 RCF. If drawn in red-top (no gel) tubes,
transfer serum to transport tube(s). Place sample(s) on cold packs or in refrigerator. Sample is stable 4 days at 2-8 °C (refrigerated).

The component tests may also be ordered individually with their own test codes. Biomarkers and corresponding test codes are listed respectively.

The CPT codes provided are based on AMA guidance and are for informational purposes only. CPT coding is the sole responsibility of the billing party. Please direct any questions

regarding coding to the payer being billed.




Simplify diagnostic complexity with Quest
Get your patients the care they need sooner with easy, flexible autoimmune testing that delivers
comprehensive analysis.

Reliable results

Greater sensitivity by utilizing IFA for ANA and dsDNA
Improved consistency through automation
Standardized reporting using International Consensus on ANA Patterns (ICAP) nomenclature

Fast, simple workflow

Expansive approach allows primary care physicians to screen and diagnose patients
with fewer visits
In-network with most health insurance plans

_:OD Patients save time without the need for multiple blood draws

Actionable insights

@ Identifies multiple ANA patterns and disease-specific autoantibodies that support
:y more informed referrals
Provides additional clarity for managing comorbidities and other chronic conditions
Enable earlier differential diagnosis, so patients can begin therapy sooner

We provide solutions beyond testing, so you can get your patients on the
best care path earlier

Ability to interface with over 1,000 EHR systems Ateam of MDs and PhDs you can consult with
ensures seamless access to ordering and results on test ordering and results interpretation
Expand access to patient testing with extensive network Dedicated account team to provide hands-on
of approximately 2,400 Patient Service Centers support for all your needs

Learn more about our tests that enable timely autoimmune care

by visiting DiagnoseAutoimmune.com or contacting your Quest representative
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