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Estimated LLoQ was 7.8 pg/mL based on l regulated environment. To meet the challenges of validating the Erenna in a GLP environment, issues regarding
Lower Limit of Quantification < 20 pg/mL* lowest point on the standard that back Detector Elution throughput, sample preparation, reagent stability, precision, data analysis and part 11 compliance were addressed.
interpolates with a bias and CV < 20% Capture plate 1 5min. IRl Plate 1 Innovative solutions were successfully employed by the joint Pfizer/Singulex team to accomplish the goal of validating this
Estimated ULoQ was 1000 pg/mL based on wash instrument to support regulated clinical and non-clinical studies.
Upper Limit of Quantification > 400 pg/mL lowest point on the standard that back 2 hours —> 1 hour 45 min.

interpolates with a bias and CV < 20%
Coefficient of Variation (CV) for replicate

Inter-assay precision < 20% CV spikes on one plate over 3 days Capture plate 2 Detector

Plate 2

Coefficient of Variation (CV) for replicate 2 hours
Intra-assay precision <20% CV spikes on 3 plates over 1 day

Load on Erenna®

* Additional experiments were performed at Pfizer to determine the actual LLoQ (32 pg/mL) by spiking the therapeutic
System and read plate

protein in individual donor plasma.
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