February 20, 2017
Client Letter Test Update—February 2017
Dear Colleague:
This month, we are very pleased to introduce some new tests for Scleroderma as well as some
test changes to our existing scleroderma tests/panels.
We also want to highlight our recently expanded Myositis test offering.
NEW! Anti-PM/Scl-75 Ab (EIA) [2001]
The new anti-PM/Scl-75 antibody is highly specific (>95%) for scleroderma, is associated with
calcinosis, ILD, pulmonary hypertension and gastrointestinal symptoms, as well as more active
disease and joint contractures than anti-PM/Scl-100 and is available individually or as part of our
expanded new Scleroderma Panel PLUS (test code [3001]). The assay and panel are available
exclusively at RDL.
NEW! Anti-PM/Scl-100 Ab (EIA) [2002]
The new anti-PM/Scl-100 antibody is also highly specific (>95%) and associated with younger age,
calcinosis and has lower rates of gastrointestinal symptoms, ILD and pulmonary hypertension.
This new assay will be replacing anti-PM/Scl Ab [69] effective May 1st and is exclusively available
at RDL.
The presence of both anti-PM/Scl-100 and anti-PM/Scl-75 antibodies is highly associated with
inflammatory myositis
NEW! Scleroderma Panel PLUS (RIPA, EIA, IFA) [3001]
The new Scleroderma Panel PLUS is the most comprehensive Scleroderma Panel available on the
market, and when combined with clinical features, can assist in the diagnosis and management
of early or established disease. This new panel is exclusively available at RDL effective February
20th.
We hope you find this monthly letter informative and helpful. Please feel free to contact us
with any questions or comments at 800-338-1918 or info@rdlinc.com.
Best Regards,

Dmitry Karayev, M.D., F.A.C.R.
Medical Director
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TEST CHANGES
The following tests will be DISCONTINUED:
Old Code
69
Test Name
Anti-PM/Scl Ab
Effective Date
05/01/2017
Note:
Panels that contain test code 69 as a component will be replaced
with test code 2002, Anti-PM/Scl-100 Ab(EIA). See below for
panels affected by changes.
RECOMMENDED ALTERNATIVE
Test Code
2002
Test Name
Anti-PM/Scl-100 Ab (EIA)
Effective Date
02/20/2017
PANELS AFFECTED BY TEST CODE # 69 CHANGES EFFECTIVE 05/01/2017:
Panel Code Panel Name
245
MyoMarker Panel 2
1222
MyoMarket Panel 3
1223
MyoMarker Panel 3 Plus
1686
Scleroderma Panel, Comprehensive
475
Interstitial Lung Disease Panel I
354
Interstitial Lung Disease Panel II

NEW TESTS
The following new tests are available effective February 20, 2017
Order Code
2001
2002
3001

Name
Anti-PM/Scl-75 Ab (EIA)
Anti-PM/Scl-100 Ab (EIA)
Scleroderma Panel PLUS

Type
Individual Test
Individual Test
Panel

Exclusively Available at RDL!
[2001] Anti-PM/Scl-75 Ab (EIA)
Clinical Utility
The anti-PM/Scl-75 antibody is specifically associated with calcinosis, ILD,
pulmonary hypertension and gastrointestinal symptoms, as well as more active
disease and joint contractures. References available upon request.
Specimen
Requirements
Methodology

1mL Serum or Plasma (EDTA); Ambient, Refrigerated or Frozen
EIA
2

Setup/TAT
CPT Code
Reference Range:
Result Notes:

3-5 days
86235
< 20 Units
Anti-PM/Scl-75 Ab EIA Interpretation:
<20 Units . . . . . . . . . . . . . . Negative
20 - 39 Units. . . . . . . . . . . . Weak Positive
40 - 80 Units. . . . . . . . . . . . Moderate Positive
>80 Units. . . . . . . . . . . . . . Strong Positive
This assay was developed and its performance characteristics validated by
RDL. There is no FDA approved assay for the above test. As a lab developed test
(LDT), approval or clearance by the FDA is not required. This test may be used
for clinical purposes and should not be regarded as investigational or for
research.

Exclusively Available at RDL!
[2002] Anti-PM/Scl-100 Ab (EIA)
Clinical Utility
The anti-PM/Scl-100 antibody is associated with younger age, calcinosis and has
lower rates of gastrointestinal symptoms, ILD and pulmonary hypertension.
There is also evidence of a possibly better survival compared to the presence of
either anti-PM/Scl-75 or anti-Scl-70 antibodies.
References available upon request.
Specimen
1mL Serum or Plasma (EDTA); Ambient, Refrigerated or Frozen
Requirements
Methodology
EIA
Setup/TAT
3-5 days
CPT Code
86235
Reference Range: < 20 Units
Result Notes:
Anti-PM/Scl-100 Ab EIA Interpretation:
<20 Units . . . . . . . . . . . . . . Negative
20 - 39 Units. . . . . . . . . . . . Weak Positive
40 - 80 Units. . . . . . . . . . . . Moderate Positive
>80 Units. . . . . . . . . . . . . . Strong Positive
This assay was developed and its performance characteristics validated by
RDL. There is no FDA approved assay for the above test. As a lab developed test
(LDT), approval or clearance by the FDA is not required. This test may be used
for clinical purposes and should not be regarded as investigational or for
research.
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Exclusively Available at RDL!
[3001] Scleroderma Panel PLUS
Clinical Utility
The new Scleroderma Panel PLUS is the most comprehensive Scleroderma Panel
available on the market, and when combined with typical clinical features, can
assist in the diagnosis and management of early or established disease.
Identifying autoantibodies earlier in the disease can aid in diagnosis, prognosis
and predicting the risk for end-stage organ complications, allowing for more
aggressive intervention.
In scleroderma patients, anti-PM/Scl-75 and anti-PM/Scl-100 antibodies can be
found in diffuse or limited cutaneous disease. The presence of both antibodies
is highly associated with inflammatory myositis.
References available upon request.
Specimen
3.0 ml Serum or Plasma (EDTA, Heparin, Citrate)
Requirements
Ambient, Refrigerated or Frozen.
Methodology
RIPA, EIA, IFA
Setup/TAT
10-14 Days
CPT Code
86038, 86039,83520, 86235 X 4, 86256, 83516 X 2
Reference Range:

Result Notes:

Test
Anti-Nuclear Ab
Anti-Scl-70 (Anti-Topoisomerase I)
Anti-Centromere
Anti-RNA Polymerase III
Anti-Th/To
Anti-U1 RNP
Anti-Fibrillation (U3 RNP)
Anti-PM/Scl-75 Ab
Anti-PM/Scl-100 Ab

Method
IFA
EIA
IFA
EIA
RIPA
EIA
RIPA
EIA
EIA

Reference Range
Negative / <1:40
<20
<1:40
<20
Negative
<20
Negative
<20
<20

This panel was developed and its performance characteristics validated by RDL.
There is no FDA approved assay for the above tests. As a lab developed test
(LDT), approval or clearance by the FDA is not required. This test may be used
for clinical purposes and should not be regarded as investigational or for
research.
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RDL’s Comprehensive MyoMarker™ Panels
Idiopathic inflammatory myopathies (IIM) are a heterogeneous group of disorders characterized by
muscle weakness resulting from chronic muscle inflammation of unknown cause. Patients with IIM have
a variety of autoantibodies with various clinical utilities. One group of these autoantibodies which is found
only in patients with myositis, is known as myositis specific autoantibodies (MSA). These myositis
antibodies are highly specific for patients with polymyositis, dermatomyositis and overlap syndromes.
Several key assays are available in our extensive Myomarker Panels at RDL.

Unit
Code

Test Component

238
PL-7
239
PL-12
276
EJ
277
OJ
234
U2 snRNP
237
Mi-2
196
SRP
279
Ku
434
Anti-Jo-1 Ab
69
Anti-PM/Scl Ab
1252 Anti-SS-A 52 kD Ab, IgG
574
Anti-U1 RNP Ab
232
Anti-Fibrillarin (U3 RNP)
173
MDA-5(P140) (CADM)**
174
NXP-2 (P140)**
175
TIF1 GAMMA (P155/140)**
176
Anti-SAE 1 IgG**
**Exclusively available at RDL.

Method

1377
MyoMarker™
Panel 1

245
MyoMarker™
Panel 2

1222
MyoMarker™
Panel 3

1223
MyoMarker™
Panel 3 Plus

√
√
√
√
√
√
√
√

√
√
√
√
√
√
√
√
√
√

√
√
√
√
√
√
√
√
√
√
√
√
√
√
√
√

√
√
√
√
√
√
√
√
√
√
√
√
√
√
√
√
√

RIPA
RIPA
RIPA
RIPA
RIPA
RIPA
RIPA
RIPA
EIA
EIA
EIA
EIA
RIPA
EIA
EIA
EIA
EIA

Other Related Myositis Tests— Exclusively Available at RDL*:
Test Code /Name
[1809]
Anti-HMGCR
Autoantibody (EIA)

Clinical Utility
Test Details
HMGCR Abs (3-Hydroxy-3-Methylglutaryl-Coenzyme A CPT: 83520
Reductase) are associated with necrotizing myopathy that is Sample: 1 ml Serum
typically related to statin exposure.
or Plasma (EDTA,
Heparin or Citrate);
Ambient, REF, FRZ
TAT: 7 days

[230]
Anti-IBM Antibody
(anti-CN-1A) (EIA)

Anti-cN-1A autoantibodies appear to be disease-specific for CPT: 83520
sIBM (sporadic Inclusion Body Myositis) and are rarely Sample: 1 ml Serum
detected in other autoimmune conditions. Anti-cN-1A or Plasma (EDTA,
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autoantibodies have a moderate sensitivity, but their high Heparin or Citrate);
specificity for sIBM may be helpful in the diagnosis of this Ambient, REF, FRZ
infrequent and difficult-to-diagnose myopathy. This assay can TAT: 7 days
augment and accelerate the suspected diagnosis of sIBM
using sera/plasma when muscle biopsy is delayed and/or
unfeasible.
[176]
Anti-SAE-1 IgG (EIA)

Anti-SAE 1 IgG autoantibody can be used to assist in the
diagnoses and characterization of a subset of
dermatomyositis (DM) patients. It is highly specific for DM
(>95%) and is present in 5-8% of the European DM population.
Initial disease onset may consist of mild myopathic features
with severe skin involvement; however, extensive myalgia and
muscle disease with weakness can appear later, as the disease
progresses. Anti-SAE-1 is also associated with dysphagia and
systemic symptoms (i.e. fevers, weight loss, increased
inflammatory markers). In one cohort, an association with ILD
and cancer had been documented.

CPT: 83520
Sample: 1 ml Serum
or Plasma (EDTA,
Heparin or Citrate);
Ambient, REF, FRZ
TAT: 10 days

*RDL is the only commercial lab offering these assays.

The gold standard for detection of anti-dsDNA antibodies in SLE is the Farr (radio-immunoassay)
method. This technique was introduced in 1968, and allows for the detection of high avidity
antibodies. The ELISA method detects both the low and high avidity antibodies which can greatly
increase sensitivities, thus leading to false positive results. Also, ELISA assays can have
interference from immune complexes or can even detect single-stranded DNA, thus lowering
their specificity. Crithidia luciliae immunofluorescence assay (CLIFT) has a high specificity, but a
poor sensitivity. In addition, it is difficult to accurately monitor SLE disease activity with CLIFT
and/or EIA.
RDL’s Farr assay for anti-dsDNA antibodies has a sensitivity of 71.8% and a specificity of 94% for
SLE. See details below. References available upon request. RDL is the only commercial lab
offering this assay.
Test Code:
Test Name:
Clinical Utility:
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Anti-dsDNA Ab (Farr Assay, Double Stranded)
The Farr method detects high-affinity anti-dsDNA antibodies. The Farr assay is
a highly specific method for detecting dsDNA autoantibodies. Significant
elevations in dsDNA autoantibody concentrations confirm the diagnosis of SLE.
Serial studies of elevated values of dsDNA autoantibodies are useful for
predicting activity of SLE often in association with low serum C3 or C4
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concentrations. Absence of dsDNA autoantibodies does not exclude the
diagnosis of SLE.
Specimen
Requirements
Methodology
Setup/TAT
CPT Code:
Reference Range:
Result Notes:

1 mL serum, ambient, refrigerated or frozen
RIA
1 – 3 Days
86225
<8.0 IU/mL
This test was developed and its performance characteristics validated by RDL.
There is no FDA approved assay for the above tests. As a lab developed test
(LDT), approval or clearance by the FDA is not required. This test may be used
for clinical purposes and should not be regarded as investigational or for
research.
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