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ABSTRACT REsuLTS

Spiked at 6.5 pg/mL IFN Beta 30
The role of interferons (IFN) in autoimmune disease is crucial to understanding the etiology and treatment S casbec DT
of these diseases. 30 SLEspt ] 658 254
A highly sensitive immunoassay was validated and utilized for the quantitation of interferon beta in EEESRI kol 629
autoimmune sera. SLEsp11 BLoQ 6.52
SLEsp12 BLOQ 630 20

Methods 28, SLEsp13 BLOQ 6.69 “1
VeriKine-HS™ Human Interferon Beta Serum ELISA kit was validated in 100% sample matrix. The lower 5 SLEsp14 BLOQ 6.6 ) Lodo716
fimit of quantitation (LLOQ) was determined using independent spikes in pooled normal sera. Quantitation SLEsp1S BLOQ 624 - Lot#5904
of endogenous levels in normal human and autoimmune patient sera as well as spike recovery were 20 SLEsp16 BLOQ 8 1.54
performed. Specificity against IFN Alpha, IFN Gamma and IFN Omega was assessed up o 10 ng/mL and o 622 - Lot#5538
assay response in the presence of hemolysis examined. Finally, multiple sclerosis (MS) samples 8 SLEsp2 BLOQ 6.63
measured across two sites and different lots of kits were correlated. g SLEsp3 BLOQ 636

£ 15 SLEsp4. BLOQ 633 1.04
Results 2 SLEsp5 BLOQ 6.43
The method was valdated with an analyical range of 2.34 ~ 150 pa/mL. and showed diluional inearity up 2 A STEare HIo i
10 1:2187. Interassay precision (CV) was <13.1% with a mean % bias 17.1. The LLOQ of the assay was SLEsp7 8LOQ 662 0.54
determined to be 2.34 pg/mL. No IFN Beta was detected in normal sera. Median quantifiable IFN Beta 10 i
levels were 17.3 pg/ml in MS sera (n = 47), with 26 quantifiable sera and 21 below LLOQ. One hundred SLEsp8 BLOG 587 145 -9.69
percent (100%) specificty was demonstrated against IFN Alpha, IFN Gamma and IFN Omega in both SLEsp9 8LOQ 0 0
blank matrix and matrix spiked with 60 pg/mL. IFN Beta. Whereas no interference was detected up to oF STE blank sampios moasured below LLOQ bolh at Smihars Avanza and PBL Assay Scionce. Al 16 samples spiked
120 pg/mL IFN Beta at 10% hemolysis, a 232% bias at 100% hemolysis was observed at 120 pg/mL. a16.50 pgimL measured within 20% of nominal
MS samples showed excellent correlation (1°=0.9975) which is indicative of a robust and reproducible
assay. Table 4. Hemolysis
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Conclusion 3 we s e
A precise and accurate method was validated for measuring IFN Beta. These evaluations confirm that A ) T T S ‘Standard curves prepared by spiking IFN Beta into pooled human serum were compared in different lots of kis. Data.
s highly sensitive immunoassay is suitable for evaluation of autoimmune sera. IFN Beta (pgimL) — is indicatve of
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Interferons are low molecular weight proteins that belong to the class of glycoproteins known as nic ond high OC conoeririons S determine: IFN:Beta cover. Ten lemolysle had o efct o essay, LQC, HQC Samples 3hrs 3hrs 6 Cycles 180 days*
cytokines. Interferons have been identified as important immuno-modulators in autoimmune diseases. Tabla’t., Accuracy nid Petformerice EEemh s B0 o0, 120 ok EN Geis rgong
100% hemolysis had no effect on assay response at 6.5 and 60.0 pg/mL of IFN Beta. At 120 pg/mL. of IFN Beta s T

AACCURACY AND PRECISION there was a 23.2% bias in 100% hemolyzed serum

IFN-Beta is the most accepted bio-therapeutic for the treatment of multiple sclerosis (MS) and has shown
to decrease relapses, brain lesions, and slow neuro-degeneration in patients [1]. However, the clinical
response to IFN-Beta is highly variable [2]. Hence, understanding the mechanism of action of IFN-Beta in
WS treatment may prove to be highly valuable in improving the efficacy of this therapy.
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The association between type | IFN and Systemic lupus erythematosus (SLE) is the subject of infense Loa 234 19 1.1 474 0 pg/mL IFN Beta

investigation (3). An IFN response signature, associated with increased expression of IFN and e o = o0 5 il

IFN-stimulated genes, has been idenified in SLE patients (45). While much of the focus has been on o = = = = ———— i i o Inteferons are important in drug therapy for many diseasss involving the immune system. A precise and

IFN Alpha, the fole of IFN Beta is not well understood. = i i accurate method was validated for measuring IFN Beta and this highly sensitive immunoassay is suitablo
Hac 120 101 4164 418 10 ng/mL IFN Alpha 8L0Q NA 57.3 for the evaluation of autoimmune sera. The mechanism of action by which interferons work is complex

Having tools to accurately measure IFN Beta in complex matrices such as MS and SLE sera s imperative 5a = D R i 1.0 ng/mL IFN Gamma BLOQ NA 553 and our understanding of the role of inferferons il make a substantial impact on how diseases will be

in understanding the connection between IFN response signatures and efiology of these diseases.
e P o g Accuracy and precision was demonsiraled by successful completion of Six (6) independent accuracy and precision 10 ng/mL IFN Gamma BLoQ NA 594 frealed i i fuluie

runs performed over four days by two analysts. 1.0 ng/mL IFN Omega BLOQ NA 532

s performe
M ETHOD Mean calculated values for each of the validation samples in every A&P run was 513.6% of their respective nominal 10 nﬁ/mL IFN Omega BLOQ NA 529 1.8
concentratons (data not shown). ‘Rssay 1 speciic for PN Bata 35 1PN Al 5
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