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Innovation, helping you get it
right the first time * :

An integral part of your diagnostic algorithm for Systemic Lupus
Erythematosus

Some facts about Sm antibodies
e Sm antibodies are highly specific markers for systemic lupus erythematosus (SLE).'

e The true antigen for SLE-specific Sm antibodies is SmD. Antibodies against SmB,B’ or against
purified Sm might occur in other connective tissue diseases®®

e Sm antibodies belong to the SLE classification criteria.’

e Sm antibodies are found in 5-10% of Caucasian patients with SLE. The prevalence of Sm antibodies
is much higher (30—40%) in Asian or Afro-American patients.’

e Sm antibodies are early markers for SLE and occur around one year before clinical onset.'

¢ Antibodies targeting the SmD; peptide are important, SLE-specific anti-Sm antibodies, and are
particularly useful for the differentiation of SLE and MCTD.®

e SmDj is one of the main targets in SLE.® Antibodies targeting SmD3 have a comparable sensitivity to
those targeting purified Sm, but the specificity is much better.’
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State-of-the-art antigen SmD; combined with new innovative coating

In 2012 we launched the Thermo Scientific” ElIA" SmD” Well using the state-of-the-art antigen, synthetic SmD4
peptide, reaching a very high test specificity. As positive anti-Sm results are often used as a deciding factor for SLE
diagnosis we strove to develop a test with even higher specificity.

EliA SmD”"-S has been developed with a new innovative coating for our EliA well. This coating is a tailor made solution
for binding the synthetic SmD5 peptide antigen. While the sensitivity remained the same, this breakthrough meant an
improvement of specificity from 97.2 % to 98.3 % (see table, Thermo Fisher Scientific, internal study)

Cohort n=733 EliA SmD’-S EliA SmD*
Sensitivity 16.24% 16.24%
Specificity 98.3% 97.2%
Positive Likelihood Ratio 9.6 5.8
Negative Likelihood Ratio 0.85 0.86
Positive Predictive Value 77.8% 68.1%
Negative Predictive Value 76.2% 75.9%
Diagnostic Accuracy 76% 75%

Table 1: Comparison of EliA SmD” with the new EliA SmD"-S using 197 sera from SLE patients and 536 disease controls. (Thermo
Fisher Scientific, internal data)

EliA SmD"’-S - best-in-class test performance
We compared EIIA SmD”-S with automated anti-Sm tests from three different suppliers, using a cohort of 633 patients
(97 SLE patients and 536 disease controls). EliA SmD”"-S had the best specificity and the best sensitivity at stratified
specificity. (Thermo Fisher Scientific, internal study)

Cohort n=633 EliA SmD*” Supplier 1 Supplier 2 Supplier 3
Sensitivity 14.4% 19.6% 19.6% 16.5%
Specificity 98.3% 95.9% 96.1% 95.5%
Sensitivity at stratified specificity of 98% 14.4% 13.4% 11.3% 7.2%
Positive Likelihood Ratio 8.5 4.8 5.0 3.7
Positive Predictive Value 60.9% 46.3% 47.3% 40.0%

Table2: Performance data of EliA SmD"-S compared with three automated tests for anti-Sm from other suppliers using 97 sera
from SLE patients and 536 disease controls. (Thermo Fisher Scientific, internal data)

Technical data

Cut-off
Ordering information Article No. Package size negative equivocal positive Short name
EliA" SmD"-S Well 14-5672-01 4 x 16 wells <7 U/mL 7-10 U/mL > 10 U/mL sms
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