ACFo: ACFo: ACFS

7AYN-7aVh0-))

FMC63 (£ CD19 £1RHF 3 IgG2a VUAE/JO-FIHATT, CD19 £1RAIL TS CAR-T HERORHEA, FLUTPAL T .
ANNVBIAREENG FMC63 HIROYE CD19 scFv &5EALTVET, ACROBiosystems Tlf. 4t DESERRIFRE LY L) i 02 CD19(FMC63) CAR /R TE
. oHR—bTE385. FMC63 HA3RMHT CD19 CAR WA A VICEVWVRE., SMSFEETHEAST 3T FMC63 1T DNP-PMI PE-Labeled Monoclonal Mouse IgG1 Isotype Control (Site-specific conjugation) 25tests /200 tests
AREGEHEZRVURIZATVEY, SHERE+2BIRAZETEY. $1 CD19 (FMC63) CAR DERKRZEYENREFAIHTR

_ i DNP-FMITAT FITC-Labeled Mouse IgGl Isotype Control 25tests /200 tests J o
PRB R COR BEHELTVET, RO
DNP-BM190 Biotinylated Mouse IgG1 kappa Isotype Control 25tests /200 tests
BRI T Y £ (CB8Y 2 FDA AA RS VIS
DNP-MIAI Mouse IgG1 kappa Isotype Control D5tests /250 fests % R MR B S

EAENREF RV EEE -

mOFH

T FMC63 a3k CAR #iRE S BRI Z S VR A TE B (CFR AT 6.

CD19 CAR BB CIRALEH. BIZFHEAINTWAL PBMC
CIEIEEEMICEALERA

FITC¥PE¥APC = AT B AR SN SR Al g

‘ FAY-T IV RO- T OERA XFERCERITE YIR-FLET

i FMC63 Hifk

B FMC63 H3R0DHT CD19 CAR #IfaZIR B I BRICIINYI ISV R EEZITVERA

FACS Analysis of anti-CD19 CAR expression
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—CD19-CAR-293+Negative control antibody
—CD19-CAR-293+PE-Labeled Anti-FMC63 scFv Antibody (Y45)

Assessment of Non-specific binding to PBMCs
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— PE-Labeled Monoclonal Anti-DNP antibody, Mouse IgG1 Isotype Control-1:15 dilution
— PE-Labeled Monoclonal Anti-DNP antibody, Mouse IgG1 Isotype Control-1:50 dilution|
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Anti-CD19 (FMC63) CAR Immunogenicity ELISA Kit

30U (96 EIF) s OYMX (96 EIF)

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
T YA 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’)
beled lonal Cé3 bod Gl (Y45) ' FRRBOFMCOVTI QR
) PE-Labeled Monoclonal Anti-FMCé3 scFv Anfibody, Mouse IgG1 (Y45 25tests /200 tests B 1-FEAFPILTLESY |
FM3-HPYSS (Site-specific conjugation) DMF Filed (Preservative free) B ZEEOIRE m OvrEO—EH Biofin-Mouse FMCé3 scFv 20ug o
~ 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 oo Streptavidin-HRP SOE
- lot1
4000 e 25C-Oh 20000 - o2 )
FM3-FY45 FITC-Labeled Monoclonal Anti-FMCé3 scFv Antibody, Mouse IgG1 (Y45) DMF Filed 25tests /200 tests S5 : ;gg;: Coating Buffer 12mL
£ 200 v 250C-46h £ 20000
= g Freeze-thaw-3 i
FM3-FY45P1  FITC-Labeled Monoclonal Anti-FMC63 scFv Antibody, Mouse IgG1 (Y45) (HEK293)  25tests /200 tests - § Soniudoed 10000 10xWashing Buffer 20 mi
. ) ) . O ® S S S S b Blocking Buffer 50 mL
FM3-BY54 Blohnylofed. Monoclonal Anti-FMCé3 scFv Antfibody, Mouse IgGl1, Avitag™ 25tests /200 tests R e 45 y N,;?“Q ,\-!?@ ,\.-,é”“ G 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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Rabbit Anti-Mouse FMC63 scFv Polyclonal Antibody (recommended for
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ADA MAL f
Minimal Required Dilution (MRD)  Ranging between 1:5 to 1:100 1:10 Yes[v) assay) { S verified)
ADA Assay CD9-M52Hb Mouse FMC63 scFv, His Tag (SPR verified)
Assay Sensitivity Less than 100 ng/mL 78 ng/mL Yes[v)
CD9-BV4324b  Mouse Biotinylated Anti-CD19 scFv, Fc, Avitag™ (FMCé3) (MALS verified)
Intra-assay Precision CV%<20% CV %: 2.4-19% Yes[v)
Neutralizing Assay FM3-Y45A] Mouse Monoclonal Anti-FMCé3 scFv Anhbod_y, Mouse IgGl (Y45) (Carrier-free)
. (recommended for ADA assay) DMF Filed
Inter-assay Precision CV%=<20% CV %:1.5-5.3% Yes[v)
L L
Hook effect Not observable Not observable Yes[v) n l M‘ 6 ; n
Establishment of cut-point with at A
Assay Cut-point least 5% false-positive rate with 90% Screening Assay Cut-Point: 0076 Yes| BAFFRLAG-3 $1 CD19(FMC63) CAR [IFICTH1Y
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Biotin-Mouse FMC63 scFv
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