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Sclerostin ELISA - Assay Characteristics

Method

Sandwich ELISA, HRP/TMB, 12x8-well strips

Sample type

Serum, plasma (EDTA, heparin), urine protocol available

Standard range

0 to 240 pmol/I (6 standards and 1 control in human serum matrix)

Conversion factor

1 pg/ml = 0.044 pmol/l (MW: 22.5 kD)

Sample volume

20 pl / well

Sensitivity

LOD: (0 pmol/l + 3 SD): 3.2 pmol/l; LLOQ: <7.5 pmol/I

Values of apparently healthy individuals

Median Serum (n=411): 24.14 pmol/I

Incubation time, temperature

18-24 h /1 h / 30 min, room temperature (18-24°C)

Cross reactivity

The assay does not detect Wise (SOSTDC1) or Noggin.

The assay does not cross react with rat or mouse Sclerostin.

Precision

Intra-assay (n=8) < 7% , Inter-assay (n=6) < 10%

Spike/Recovery

The mean recovery of recombinant Sclerostin in human serum samples (n=6) is 94%

Dilution linearity

Dilution (serum samples): 1+1 1+3 1+7
Endogenous Sclerostin 100% 113% 106%
Recombinant Sclerostin 103% 93% n.a.

Features and Benefits

e  Fully validated - optimized for clinical samples

. Low sample volume - 20 pl/well

. Biologically reliable results — 6 serum based standards and control

. Convenient ready to use protocol

Typical Standard Curve
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Studies evaluating the role of Sclerostin in patients in kidney disease.
Reference and First Author Disease Target Population / Study Design Main Findings / Conclusion

Bone Mineral Density and Serum Biochemical Predictors of Bone Loss in “The baseline serum biochemical parameters sclerostin and tartrate-resistant
Patients with CKD on Dialysis. Patients from dialysis centers, prospective study, n=81 acid phosphatase-5b were noninvasive independent predictors of bone loss in
Malluche HH et al., Clin J Am Soc Nephrol, 2014, 9: 1254-1262 CKD patients on dialysis.”

Sclerostin serum levels correlate positively with bone mineral density and

microarchitecture in haemodialysis patients.
Cejka D et al., Nephrol Dial Transplant, 2012; 27: 226-230

“In dialysis patients serum Sclerostin levels correlate with BMD and bone volume

Haemodialysis patients, cross-sectional st n=7
aemodialysis pa » CF0 onal study, 6 and had significantly higher Sclerostin levels than controls.”
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The relationship between inhibitors of the Wnt signalling pathway (sclerostin and
DiCkkOPf'l) and carc.>tid intima-media thickness in postmenopausal women with T2DM postmenopausal women, cross-sectional study, n=40 * “._.scle.rostin_ may plll'otect against progression of vascular complications in
type 2 diabetes mellitus. diabetic patients...

Gaudio A et al., Diabetes and Vasc Dis Res, 2014; 11: 48-52

“..women with T1DM exhibit higher sclerostin levels than men and circulating
Patients with T1DM, cross-sectional study n=69 * sclerostin is not associated with bone turnover markers and phalangeal QUS
measurements. Macroangiopathy was associated with sclerostin levels.”

Gender differences in sclerostin and clinical characteristics in type 1 diabetes
mellitus. Catalano A et al., Eur J Endocrinol, 2014, 171: 293-300

Diabetes

Sclerostin and Insulin Resistance in Prediabetes: Evidence of a Cross Talk
Between Bone and Glucose Metabolism.
Daniele G et al., Diabetes Care, 2015; 38: 1509-1517

Individuals: healthy normal glucose-tolerant (n=49), “Sclerostin levels are increased in individuals with prediabetes and correlated
impaired glucose regulation (n=79), cross-sectional study * with insulin resistance in skeletal muscle, liver, and adipose tissue.”

*Sclerostin measured with Biomedica Sclerostin ELISA




Serum Sclerostin as a function of CKD stage based on GFR measured by inulin clearance
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From: Pelletier S et al., Clin J Am Soc Nephrol, 2013; 8: 819-823

Serum Sclerostin values are associated with fatal and nonfatal cardiovascular events in
predialysis CKD cohort

All-cause mortality
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Kaplan-Meier analysis for all-cause mortality and CVE according to median (63.5 pmol/L) sclerostin groups. CVE represents both fatal
and nonfatal CVEs.

From: Kanbay M et al., Clin Endocrinol Metab, 2014, 99(10):E1854-E1861



Setting the standard for clinical research.
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