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Table 1. VH CDR amino acid sequences of anti-CD46 antibodies as defined by Kabat et al.

Antibody | SEQ ID CDR1 SEQ ID CDR2 SEQ ID CDR3
NO NO NO
YSS5FL 1 GLTVNNYA 2 ISYDGNNK 3 AKGGGYFDL
gooood
good

O Oooo

Table 2. VL. CDR amino acid sequences of anti-CD46 antibodies as defined by Kabat et al.

Antibody | SEQ ID NO | CDR1 SEQ ID NO | CDR2 | SEQ ID NO | CDR3
YSS5FL 4 SSNIGAGYD 5 GNN 6 SSYTSGTWL
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Table 3. Amino acid sequence of the anti-CD46 variable heavy chain binding domains.

Name SEQ ID Amino Acid Sequence
NO
YSS5FL 7 QOVQLVQSGGGVVQPGRSLRLACAASGLTVNNYAMHWVRQAPGK
GLEWVAVISYDGNNKYYADSVKGRFTISRDNSKNTLYLQMNSL
RAEDTAVYYCAKGGGYFDLWGRGTLVTVSS
oooooad
Ooooao

Table 4. Amino acid sequence of the anti-CD46 variable light chain binding domains.

Name

SEQ ID
NO

Amino Acid Sequence

YS5FL

QSVLTQPPSVSGAPGOQRVTISCTGSSSNIGAGYDVHWYQOLPGT
APKLLIYGNNNRPSGVPDRFSGSKSGTSASLAITGLQAEDEADY

YCSSYTSGTWLEFGGGTKLTVL
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. Amino acid sequence of the anti-CD46 heavy chain.

Name

SEQ ID
NO

Amino Acid Sequence

YSS5FL

B

QVOLVQSGGGVVQPGRSLRLACAASGLTVNNYAMHWVRQAPGK
GLEWVAVISYDGNNKYYADSVKGRFTISRDNSKNTLYLOMNSL
RAEDTAVYYCAKGGGYFDLWGRGTLVTVSSASTKGPSVEFPLAP
SSKSTSGGTAALGCLVKDYFPEPVTVSWNSGALTSGVHTFPAV
LOSSGLYSLSSVVTVPSSSLGTQTYICNVNHKPSNTKVDKKVE
PKSCDKTHTCPPCPAPELLGGPSVFLFPPKPKDTLMISRTPEV
TCVVVDVSHEDPEVKFNWYVDGVEVHNAKTKPREEQYNSTYRV
VSVLTVLHODWLNGKEYKCKVSNKALPAPIEKTISKAKGQPRE
POVYTLPPSREEMTKNQVSLTCLVKGFYPSDIAVEWESNGQPE
NNYKTTPPVLDSDGSFFLYSKLTVDKSRWQQOGNVESCSVMHEA
LHNHYTQKSLSLSPGK
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Table 6. Amino acid sequence of the anti-CD46 light chain.

Name SEQ ID |Amino Acid Sequence
NO
YSS5FL 10 QSVLTQPPSVSGAPGQRVTISCTGSSSNIGAGYDVHWYQOQLPGT
APKLLIYGNNNRPSGVPDRFSGSKSGTSASLAITGLQAEDEADY
YCSSYTSGTWLEFGGGTKLTVLGQPKAAPSVTLEFPPSSEELQANK
ATLVCLISDFYPGAVTVAWKADSSPVKAGVETTTPSKQSNNKYA
ASSYLSLTPEQWKSHRSYSCQVTHEGSTVEKTVAPTECS
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(Formula A)
Molecular formula: C3sHg7N50O7
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Table 7. Demographics of patients in the prostate cancer dose escalation trial.

Characteristic (N = 33)

Current Data

Median age (range)

67.5 (42-81)

Gender

33 Males

Race — White/Asian/Other/Black/American Indian

26/1/1/4/1

Median number of prior regimens (range)

3 (2-8)

Type of disease progression at study entry
PSA
Nodal only (no bone disease)
Bone (+ nodal disease)
Visceral (lung, liver, adrenal, CNS) disease + other

sites

13
3
16
4

Number of patients with visceral disease

7
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Table 18. Adverse event observed in at least two prostate cancer subjects treated with

FOR46.

10

20

30

40

Number of Patients n (%) n =35
Adlvorss Euoat Worst Grade by Patient
An
Graﬁe S .
Infusion related reaction 14 (40) 13) #
Neutropenia 12 (34) 309 5(14)
Neutrophil count decreased 10 (29) 309 6(17)
zlztl:-tez ;);god cell count 8 (23) 39) 13)
Fatigue 7(20) 1(3) =
Neuropathy peripheral 7(20) 1(3) =
Diarrthea 6(17) 13) :
Anemia 5(14) 13) 2
Lymphocyte count decreased 5(14) 1(3) 1(3)
Nausea 5(14) = =
Alopecia 5(14) % -
Hypokalemia 4(11) - -
ALT increased 39 - &
Constipation 39 . 2
Decreased appetite 39 = =
Hypomagnesaemia 39 g =
Leukopenia 2(6) 5 1(3)
Lymphopenia 2(6) s .
AST increased 2 (6) - -
Hepatic enzyme increased 2(6) 2 &
Chills 2(6) = 8
Pyrexia 2(6) - -
Headache 2(6) . -
Hyponatremia 2(6) 1(3) =
Hypophosphatemia 2(6) = =
Dyspnea 2(6) » .
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Table 19. Dosing for the dose escalation and dose expansion ftrials of FOR46 for relapsing or

refractory multiple myeloma

(70) JP 2023-534765 A 2023.8.10

Dose Level (mg/kg q 3 weeks) N (25)
0.1 1
0.3 1
0.6 1
1.2 3
1.8 3
2.4 (Escalation — Actual / AJBW Dosing) | 6 (3/3)
2.4 (Expansion — AJBW) 10

oooogad
ooooad

Table 20. Demographics of subjects in dose escalation and dose expansion trials of FOR46 for

relapsing or refractory multiple myeloma

Clsradioiiis Escalation (n = 15)1 [z;)nd Expansion (n =
Median age (range) 67 (33-79)
Gender F /M 7/18
Race — White / Black / Hispanic / Unknown 19/2/1/2
Myeloma Light Chain
Kappa LC 18 (2 light chain only)
Lambda LC 6
Immunoglobulin
IgA 6
IeG 15
IgM 1
oooooao
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Table 21. Prior therapies for subjects in dose escalation and dose expansion trials of FOR46 for

relapsing or refractory multiple myeloma

Prior Therapies, n (%) Escalation (n=15) and Expansion (n =10)

Median (range) 8 (3-19)

Received > 5 lines of therapy 21 (84)
Proteasome Inhibitor, received/refractory 25(100) /21 (84)
IMiD, received/refractory 25(100) /22 (88)
Pomalidomide, received/refractory 20 (80)/ 18 (72)
Anti-CD38 therapy, received/refractory 25(100) /23 (92)
Carfilzomib, received/refractory 23(92)/23(92)
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Table 22. Adverse Events in for subjects in dose escalation and dose expansion trials of FOR46

for relapsing or refractory multiple myeloma

Number of Patients n (%) n =25
Adverse Reaction

Any Grade | Grade3 | Grade 4
Neutropenia 6 (24) 2 (8%) 1 (4%)
Anemia 5 (20) 4 (16%) :
AST increased 4 (16) 2 (8%) -
Neutrophil count decreased 4 (16) 2 (8%) 2 (8%)
Platelet count decreased 3(12) 1 (4%) 1 (4%)
Weight decreased 3(12) - -
Constipation 3(12) - -
Nausea 3(12) 1 (4%) -
Fatigue 3(12) - -
White blood cell count decreased 2(8) 2 (8%) -
Diarrhea 2(8) - -
Vomiting 2(8) - -
Pyrexia 2(8) - -
Arthralgia 2(8) - -
Headache 2(8) - -
Peripheral neuropathy 2(8) - -
Alopecia 2(8) - -
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Table 23. Multiple myeloma patients responding to FOR46

Patient ID i
Sevidin Serum Urine Best

1 C1D1/ M- M-spike
M?lf"‘;'l;:la ga(iln # Cycles Is (mlg:((le) spike (g/g4 i
Dose Level (g/dL) hrs)
006-05-008 | Neg | 2/5/20 4002 373 2.84 20.35 PR
IgG Kappa IFE+; no
1.8 mg/kg M-spike
001-06-012 | Pos | 6/29/20 1440 212 1.4 - PR
IgA Kappa
2.4mg/kg 12 353 10.7 0.3 -
ABW

Response

7 cycles 1193 124 0.44

187
(wnl)
IgA Kappa 9 168 348 det 95
001-06-102 | Pos | 2/3/21 3520 131.6 2.5 - PR
IgG Lambda 7 2300 56.7 1.1 -

003-06-014 | Pos | 10/21/20 68.1 det 540 PR
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Table 26. Formulation options.

F# Buffer pH Excipients 30
F1 20mM Histidine 6.0 140 mM NaCl

F2 20mM Histidine 6.0 150 mM Arg-HCI

F3 20mM Histidine 6.0 8% Sucrose

F4 20mM Histidine 6.0 8% Trehalose

F5 20mM Histidine 6.0 /
gooobod
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Table 27. Stability study plan for excipient screening.

F
=

Stress

Condition

ol
0

Sampling points and Assay

F1, F2, F3,
F4 and F5

Thermal

25C

40C

Freeze
and
Thaw

-40C toRT

2W

4W

X

X

JNY

AL

4W

X

3C

5C

X= Appearance, pH, protein concentration, SEC-HPLC, cIEF, Caliper-SDS, DAR
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Table 28. SEC purity results of FOR46 excipient screening study.
. . FT 25°C 40°C
Sample information TO
3C 5C 2w 4W W 2w 4w
Main 97.9 98.6 | 98.5 97.5 98.1 96.0 93.2 94.9
peak%
EF3
HMW% 2.0 1.3 1.3 23 1.6 38 4.6 422
ILMW% 0.1 0.2 0.2 0.1 03 0.2 2.1 0.92
Main 97.9 98.6 | 98.5 975 98.1 95.9 93.2 94.6
peak%
F4
HMW% 2.0 1.2 1.3 23 1.6 3.9 4.8 4.4
LMW% 0.1 0.2 0.2 0.2 03 0.3 2.0 0.9
Main 975 984 | 984 96.8 97.8 94.7 90.8 92.6
peak%
F5
HMW% 2.4 1.4 1.4 3.0 1.9 4.9 6.3 6.2
LMW% 0.1 0.2 0.2 0.2 0.4 0.4 2.9 1.2
0Oo0o0oo
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0000000000000 000000000000° 00000° 0000000
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Table 29. Formulation option of FOR46 excipient screening.
Formulation pH/buffer Excipients Surfactant

No. Comments

1 NA

2 0.01% PS-80

3 0.02% PS-80

0 A

4 20 mM His, 8% sucrose 0.03% PS-80

5 pH6.0 0.015% PS-20

6 0.02% PS-20

7k 0.03% PS-20
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Table 30. Formulation option of FOR46 excipient screening.

JP 2023-534765 A 2023.8.10

Attributes Condition T0 Sampling Points and Assay
2w 4w
Thermal 40°
C X X,
zZ
Freeze/Thaw 40°C to RT X.Y, :
) 7 Cycles
XY, Z
2D
Agitation 25°C,300 rpm
XY.Z

X=Appearance, pH, protein concentration SEC-HPLC, cIEF, SDS caliper R; Y=MFI;
Z=binding antigen
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Table 31. MFI results of FOR46 in surfactant screening study.

JP 2023-534765 A 2023.8.10

Sample TO FT Agitati
on
2~5um 7085 2561 4874
5~10um 1340 523 1337
il 10~25um 194 79 478
=25um 15 4 69
2~5um 542 368 404
5~10um 104 51 33
5 10~25um 22 9 5
=25um 0 0 0
2~5um 1467 340 258
5~10um 379 35 15
1 10~25um 94 10 4
=25um 2 0 0
2~5um 545 969 332
5~10um 53 109 56
k4 10~25um 7 12 10
=25um 4 0 2
2~5um 692 716 1050
Es 5~10um 84 60 99
10~25um 10 9 4
=25um 0 0 0
2~5um 550 337 294
5~10um 63 30 25
kG 10~25um 20 12 10
=25um 5 2 4
2~5um 813 965 689
5~10um 114 171 130
F7 10~25um 30 33 78
=25um 30 33 78
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