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CD19 (FMC63) CAR &R

B DNP-PM1 PE-Labeled Monoclonal Mouse IgG1 Isotype Control (Site-specific conjugation) 25tests /200 tests
FMC63 MFAHMBZIM ORI TVE Y, BHHMITABREZRETH O, 1 CD19 (FMC63) CAR DERIREMEEFH
AR REREFMTOFAEHELTUVET, DNP-FMIAI  FITC-Labeled Mouse IgG1 Isotype Control 25tests /200 tests "o )
D
DNP-BM190 Biotinylated Mouse IgG1 kappa Isotype Control 25tests /200 tests
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FACS Analysis of anti-CD19 CAR expression
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Assessment of Non-specific binding to PBMCs
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RAB-P0O] Anti-CD19 (FMC63) CAR Immunogenicity ELISA Kit
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—CD19-CAR-293+PE-Labeled Anti-FMC63 scFv Antibody (Y45) — PE-Labeled Monoclonal Anti-DNP antibody, Mouse IgG1 Isotype Control-1:50 dilution|
1 FMC63 ik
5e5 of the Anti-CD19 CAR-293 cells were stained with 100 ulL of 1:50 5e5 of PBMCs were stained with a series of concentrations of High-bind Plate 1 plate
4 B SHER 14X dilution (2 ulL stock solution in 100 uL FACS buffer) of PE-Labeled PE-Labeled Monoclonal Mouse IgG1 Isotype Control (Cat. No.
Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 (Cat. No. DNP-PMT1), and PE signal was used to evaluate the binding activity (QC Mouse FMC63 scFv 05
APC-Labeled M | | Anti-EMC63 scFv Antibody, M 1aG1 (Y45 FM3-HPY53) and negative control antibody (Cat. No. DNP-PM1) tested). g Hg
FM3-AY54P1 PC-Labeled Monoclonal Anti- scFv Antibody, Mouse IgG1 (Y45) 25tests /200 tests respectively, PE signal was used to evaluate the binding activity (QC /\ -
(Site-specific conjugation) tested) FMC63 ADA Standard 100 pL A’)
' ARZOFMICOVTIE
i PE-Labeled Monoclonal Anti-FMCé3 scFv Antibody, Mouse IgG1 (Y45) 25tests /200 tests _ gj— FzX*xv> LT
AP (Site-specific conjugation) DMF Filed (Preservative free) [ | ﬁi'l‘id)*ﬁﬁm mOvek FEﬁ GD_E'EE Biotin-Mouse FMC63 scFv 20 ug N <feawn Z
~ PE-Labeled Monoclonal Anti-FMCé3 scFv Antibody, Mouse IgG1 (Y45) PE-Labeled Monoclonal Anti-FMC63 scFv Antibody, PE-Labeled Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 L. /
FM3-PYS4A2 " (site-specific conjugation) DMF Filed (0.03% Prociin] 2ofests /200 fests Mouse IgG1 FACS P Streptavidin-HRP SOE
- lot1
40000 e 25C-Oh 20000 - o2 )
FM3-FY45 FITC-Labeled Monoclonal Anti-FMCé63 scFv Antibody, Mouse IgG1 (Y45) DMF Filed 25tests /200 tests . gt Coating Buffer 12mL
£ 200 v 25¢-48h £ 20000
= g Freeze-thaw-3 i
FM3-FY45P1 FITC-Labeled Monoclonal Anti-FMCé3 scFv Antibody, Mouse IgG1 (Y45) (HEK293) 25tests /200 tests i © Standard control 10000 10xWashing Buffer 20 mi
. ) ) ) TS e e S Blocking Buffer 50 mL
FM3-BY54 Biotinylated Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1, Avitag™ 25tests /200 tests P i T o / N,;?@ S8 9
(Y45) DMF Filed Conc.(ug/ml) Dilution ratio
Substrate Solution 12 mL
FM3-Y45 Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 (Y45) DMF Filed 25tests /250 tests PE-Labeled Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 (Cat. Binding activity of two different lots of PE-Labeled Monoclonal Anti
No. FM3-HPY53) at 25°C for 48 hours and freeze-throw cycles are stable FMC63 scFv Antibody, Mouse IgG1(Cat. No. FM3-HPY53) against Stop Solution 7 mL
without performance reduction. Anti-CD19 CAR-293 cells was evaluated by flow cytometry. The result
FM3-Y45P1 Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 (Y45) (HEK293) DMF Filed 25tests /250 tests shows very high batch-to-batch consistency.
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Minimal Required Dilution (MRD)  Ranging between 1:5 to 1:100 1:10 Yes[v)

Assay Sensitivity Less than 100 ng/mL 78 ng/mL Yesv

Intra-assay Precision CV%<20% CV %: 2.4-19% Yes[v)

Inter-assay Precision CV%<20% CV %: 1.5-5.3% Yesv

Hook effect Not observable Not observable Yesv

Establishment of cut-point with at
Assay Cut-point least 5% false-positive rate with 90% Screening Assay Cut-Point: 0.076** Yeslv)
confidence level.
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R 0'93997 ; Detection of FMC63 ADA titer by bridging-ELISA Assay.
- I~ i Immobilized Mouse FMC63 scFv can bind FMC63 ADA in 1:10
: i human serum, and then add Biotin-Mouse FMC63 scFv. Detection
was performed using HRP-conjugated streptavidin with sensitivity
of 78 ng/mL (QC tested).
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FMC63 XD E DD &

FM3-S93 Rabbit

ADA Assay CD9-M52Hb Mouse

CD9-BV4324b  Mouse

Neutralizing Assay FM3-Y45A1 Mouse
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SPR /BLI analytical service

FMCé63 scFv, His Tag (SPR verified)
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Rabbit Anti-Mouse FMC63 scFv Polyclonal Antibody (recommended for
ADA assay) (MALS verified)

Biotinylated Anti-CD19 scFv, Fc, Avitag™ (FMCé3) (MALS verified)

Monoclonal Anti-FMCé3 scFv Antibody, Mouse IgG1 (Y45) (Carrier-free)
(recommended for ADA assay) DMF Filed
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