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THE NOBEL PRIZE
IN PHYSIOLOGY OR MEDICINE 2018
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James P. Allison

Tasuku Honjo

“for their discovery of cancer therapy by inhibition
of negative immune regulation”

THE NOBEL ASSEMBLY AT KAROLINSKA INSTITUTET
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Modified from Deshales (2020) Nature 2020 580: 329-338
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*The 3 mAbs bind to the epitopes on the interface (yellow) of the Ligand (orange), blocking its binding to the Receptor (blue) PAGE 14
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FBDB™ T EER T EEEER CMC BB S 1
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FIEE LF (5-69/1)

Examples of FBDB™ Configuration

Expression Level (from transient) Accelerated thermostability of HCB301-2
200 100 - 4°c 25°C 40°C
160 80 -
140
100 8
5 80 s
£ 60 s %7
40
20 20 - |
0 o | B ) 2-0-0—20 l%“‘:‘
V1 V2 01 40123401234
@ Engineered Trap-based Innate immune modulator or anti-TAA Ll
@ Engineered Trap-based Adaptive immune modulators or anti-TAA |—_|,|'-'Er_ (>99%)
® Engineered Cytokinesor cytokine traps
Y — | mesemm BEEOETEELE  BRUTHE
y=1CIK% ﬁETSEAET:FH Target Decoy ] /\l = . TIREEF 859
( *miEfEH ) 4 g . | | \ . MEIEAZE 93%
1. RIRERE ( Low expression level ) m\ - EEEERHETMS (R 40°C HE 4
2. #{EFT2ER (Complicated | \-l\ i - 49 90% M RELER)
purification process ) ) J O

P FEEHEARZE ( Molecule unstable)
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=h/= 1.60%
mee B 3.10% /1 ~2x

B/ & 24.40%
g [ 2830% /..

0% 10% 20% 30% 40% 50% 60%

. 2024 m2025
Source: BZE 75, 2025
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[RIBEE R 2024 4 30 B 2025 & |
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Hch . SIHAELEMEE 88 18 - & 3.1%
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Anti-PD-L1

Aa BEIRA M (Ex. CD47)

HCB301 {E Rt

Engineered

- PHER SIRPo/CD47 FIREIE
- EEEAERRERE (BEEAR) - FlEiEEAR
- BB BMESEIE - ol ARGIEMECE T 44

{E R
- fHER PD-1/PD-L1 R3%{EIE
- EMEEBERERE (T AE) - WEEEMR

—HpUE B IR AR /T4
B

Engineered - OJiHERENG - NEEBMRELURERERIE
TGFB-RII - [FEREREARRIEEER

- [RET ks 1C - IBINERAEMIRZIEINEE  PAGEL9
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;ﬁﬁhiﬂ? | BB PR & @ (1EILIEZR IND EHHERER 3.5 F )
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b K — B

06487624
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UNITED STATES PATENT AND TRADEMARK OTTICE .
UNITED STATES DEPARTMENT OF COMMERCE _|..|_ ‘ 2
Unitedl Stztes Patent and Trademark Office E *IJ . ﬂ EI: E E Hi i
e e ot I I
Add 15,0\4 I[bb_].‘U ER FOR PATENTS l \ R ﬁ

Al L Virgsnia 21313- 1450
AW Uspto Zov

e e S s T R 15 I8 3T 3 = K (R =524

18298 843 1021/2025 12447195 52246-0004001 3417

26191 7500 10/0R/2025

FISH & RICHARDSON P.C. (TC)
PO BOX 1022
MINNEAPOLIS, MN 55440-1022

== y
SHERER =VIVN-G HAERS
ISSUE NOTIFICATION

The projected patent number and issue date are specified above. The patent will issue electronically. The
clectronically issued patent is the official patent grant pursuant to 35 U.5.C. § 153. The patent may be accessed E -+ I
on or after the issue date through Patent Center at https://patentcenter.uspto.gov/. The patent will be available in ? " *J
both the public and the private sides of Patent Center. Further assistance in electronically accessing the patent,
or about Patent Center, is available by calling the Patent Electronic Business Center at 1-888-217-9197.

The USPTO is implementing electronic patent issuance with a transition period, during which period the
USPTO will mail a ceremonial paper copy of the electronic patent grant to the correspondence address of
record. Additional copies of the patent (i.c., certified and presentation copies) may be ordered for a fee from the
USPTO’s Certitied Copy Center at https://certifiedcopycenter.uspto.gov/index.html. The Certified Copy Center
may be reached at (800)972-6382.

Determination of Patent Term Adjustment under 35 U.S.C. 154 (b)

(application filed on or after May 29, 2000)
The Patent Term Adjustment is O day(s). Any patent (o issue from the above-identified application will include

an indication of the adjustment on the front page.

If a Continued Prosecution Application (CPA) was filed in the above-identified application, the filing date that

determines Patent Term Adjustment is the filing date of the most recent CPA.

Applicant will be able to obtain more detailed information by accessing the Patent Center (https://

patentcenter.uspto.gov). -
Any questions regarding the Patent Term Extension or Adjustment determination should be directed to the Office E—

of Patent Legal Administration at (571)-272-7702. Questionsrelating to issue and publication fee payments should
be directed to the Application Assistance Unit (AAU) of the Office ol Patents Stakeholder Experience (OPSE)

Stakchalder Support Division (SSD) at (571)-272-4200 | | s 2021 2022 2023 2024 2025 2026

R R
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A PD-1/L1 #iHZEHE - CDA7 HIHIZ2) B EsL i ie e &

ZiEREMESERECDAT: EEmCD47REIEZBEY)(E(E

__PD-l1 SREEHE SIRPa/CD47 SREETE
EREE ERsTE
- JENARRRBRE - /)N AR - BAR
. TEUERE - BN

E@r

- EBEER . EEE
- BB = H « FR/NARRR AT - /)NAH e A 722

- BAfilE

. 3F/J\£IHH@HFEE - BASAE
« WPREKIE £ - INBERTE - =2 ILE
- M= - =feELE - HIFKIGE
- TESERE - NIEE MR %S - BRI EIEIEE
o —PEMRLIE - ESSHEE MK
& JE . BZRRE D - EHE QA IIFEFTEMHER

- BAFR M EE TR
- 2MEERIRE (AML)
- FESEMERE (NHL)

- ESEMER
- BAifRMEE TR

= i

Reference: Journal of Hematology & Oncology 2021; FDA (clinical trials landscape), March 2023 PAGE 23
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EERES

mﬂEH’a‘F:
CDATEBREZSEFER

CD47 SREZHUBENEFERME
e (HEBE - TLIRE - B

A PRI FEE. .. 2

ZiEE

CDA47 5-year survival rate
1.0 W Positive 64.0%
Negative  79.0%
§ 0.8 ,'\h\«..va‘ -
w < 1250
© 0.6 “}‘Fwt Pk
2
c
(3 04-
= P=0.0258
g 0.2
3
0.0 . ‘ ) i
0 20 40 60 80 Months
CD47  Number at risk
Positive 95 63 50 33 3
Negative 174 131 108 78 15
CD47 RiE CD47 ERIE
GCFEFER) GCFEFER)
64.0% 79.0%

P-value: 0.0258*

Source: Int J Mol Sci. 2021 Mar; 22(5): 2690.

CD47EFRERREFER

%) BRRBUERR CD47 WSRE

i £ 5% el 7 el 722 12

Survival probatety.
|5

e L

Gueiz 10 2 1 0 o ‘

P S S S S

5 e o o0 e oo
Tive

]

M CD4T m KCH Exp
i 1§ 3

p =0,0089 p=0.01
1,09, 94%C1(1.02. 1.10) Bow: nraron smson. 1)
25 1% 1 6 0 0 g T TSI TER: TORR: SRR R )
o 3 24 1 3 0 Fu-246 94 a0 12 1 10
) 0% ) 2 Wo  me W e e mo
Time S Time

Source: Scientific Reports volume 12, Article number: 9803 (2022)

Source: December 2019JCI Insight 4(24)
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Survival probability

o
N
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p =0.0038

0.00:

0 2500 5000
Time (Days)
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HCBLO1RAEN E M AR AR ER T AR BRAG1E 1432, 1
R IER AR CDA7 FREL4R “"BIlER" (SHRREIRE R4

- BIREAEREA "Iz, 3RE (PEER
CD47) PEER CD47-SIRPa &l 3% (BIE 5
- FBEIRAMME Y FcyR B IEEEIER -

[Macrophage] [ Tumor cells ]

Anti-SIRPa Anti-CD47

-. A )
| SIRPq _ MAS ‘m e

, CD47¢

J y
g )
R Q) W
Engineer

1 SIRPa-Fc
Fusion Protein
Al BERY HENENZBVE KAl e - EEEIEE A IRE -
SIRPa RIS EH ol IFERBERENZ2IE - RENEN T 4AkE

Source: Wang et al. Journal of Hematology & Oncology (2025) 18:87 PAGE 27
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F£11 E 2K FE 31K % 3.5 1%
1 CD47 152 By 47 SIRPQ HHE SIRPa HRATE SIRPO(

HCB101 (55 3.5 ) R:E@CD47 & X% (Best-in-Class; BIC)

s Gilead I-MAB : ImmuneOnco .
AR Sciences RIBEY PpEeR, [, B BE S A ALX Oncology ERER
J— & 47 B &5 47 B 57 A7 57 LR ERTE BERETE
== (anti-CD47) (anti-CD47) SIRPoFtEEHR  SIRPoRIEEH SIRPa R & & H SIRPo RIEEH
lgG-Fc & 19G4 IgG4 1G4 19G1 REE 1gG1 1gG4
& R i = i = 10 k
(%;gggégé) 1 mg/kg 30 mg/kg 18 mg/kg 2 mg/kg (?Eg”g'“u/%g) 36 mg/kg
B PR B R + /+
mam/Ewm) /T N " " (QEEEER) T/
n BRPR 3 HA s PR — B - - -
Eﬁﬁﬂgﬁx (FDA ':F‘JJ:) (EF'i%W) Euu% 2 ,HH Euu% 2 /HH Euu% 2 & 3 ,HH Eﬂﬁ 1 & 2 ,H\H
B BN Eaai Ene Sne Sne E’;g%f
- 7 += BB BES BE A o5 2z R
A ZERE (R L) BB BB EBEmEY
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Al EBRYERE

n.l.n.\. .
EaXnal.

SIRPa B CD47 %&& T H ( binding
interface ) &R TEHIHEE S

SIRPa
(PDB ID: 2JJT)

4 62!27!;‘ 63] 2 94 10:
WTallele1|L vV A V[I [E[K|E H V|[S|K V F F
WT allele 2 A L

1D4 1 R TR Vv
1a5 |V Ll |v]gle G |r |

203 \4 v TI|L|R P TR L
2A10 s |vIR|a P G I L
285 | v I|E|V[R]G R G vV Vv
2A2 |V ! IE(VIRL R |GR || L
2FS vV L LE |V IR P& i v
FB3 FILIRIQ P T

FD6 |V FEIVIRIQ P 1 TR |

FA4 T|V|[R|Q P G R | v
cvy) F|v|R|Q P i

. The residues interact (HB) with CD47
. The residues mutated to SIRPa-FD6

I The residues overlap between above two

SE i HCB101

M Al-based TExE Ik ERE
% ( mutation ) ¥4Ih8E

=5/ QEB
5'/ E

ALY

e —

iy 15
j] EI:T ti E’J =] *ﬁ LT EJZ HanchorBio

HERAEEAETERETRE

Al BN ERET a3 B E A S 3

SIRPa engineering

BCloop C'D loop

EEEIQI IQPDKSVSVAAGESAILHC S| PI QWFRGAGPARELIYNC@'PRV
DE loop
TTHS NMDFSISISNITPADAGTYYCVKFRKGSPDTEFKSGAGTELSVRAKPS

M The residues directly interact to CD47

M If possible, no needs to change
|:| The residues suggested to be changed ‘

SHESAET125RETHY SIRPa 245

=B Al-based T E 3k I iz B i IR & 2h
HE¥RE CD4A7 WIEEARBEESHM A

- B¥3R3E CDA7 MNIER 4l (#NAI M3k -
m/hik - ER#ARS ) AlEFERMT -

PAGE 29



[erRUSPRUOD dU| olgloydueH Q

B8 HCB101 MEFE IS BRGAWNANERRGRESAERNE W
22 {1 SIRP TER{LA Y

1) AIfSRoE TR 2) EBREGAT M3k 4) HERRBIXEH
iEIEEREERE ARNINERERRE IgG4 RIS &EH
SIRPalEERE library — e B REYERE
(1.78 x 108%) (1.78 x 108%k)
LI PR *b w3
®) (EEAES
#MAaCDA47)
L mEam
) (REREE
3) EFAEMICDATH . (\ ¥ACDA7)
o #H AN RIS E RS "
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ﬁ ]

HCBlOl E,‘JEE*%%I)J,%E(_) . CD47 :%E*ujj&Eﬂ%ﬁﬁﬂ%ﬁﬁgﬁiﬂkmgigﬂ HanchorBio

HCB101 #iEsE £ CD47HYFRA 7] HCB101 fHIE CD47 "AENzF" RN IRAYEE
B _REYZ L1003 R_REYSA100015

Binding between anti-CD47/SIRPa-Fc and Raji

Blocking the Binding Between SIRPa and

the CD47 on Raji Cells

%‘ 200000- ¥ Magrolimab > 500007 -¥- Magrolimab
(]

8  TTI-622 T oo o TTI-622

£ 150000- =R

@ & HCB101 = @ HCB101

g = 8 _ 30000 TIC-4

% L 100000 - e I &

o~ @ IMMO1 22 0000- o IMMO1

o —

2 50000 H ALX148 S g ALX148

= A h1G4 c 100004 A h1G4

2 0- b 7 27 Ab

104 103 102 10" 10° 10' 102 103 0 : -
Concentration (nM) 104 109 102 10 100 10' 102 103 10¢ ~& BiotinSIRPFc
Concentration (nM)
Source: Wang et al. Journal of Hematology & Oncology (2025) 18:87 PAGE 31
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HCB101 MEWEIneE(—) : 1EaFlwizEA gt HEERIFR
HCB101 5% 2 E I 4l A 75 ik AE 72 4 B A9 AE

R Y

S

Inducing the Phagocytosis (ADCP) of Raji Cells by

gighg

REY 10013

Macrophages

20+

HanchorBio

HCB101 A& — BB LLER
ZRMAIRIES ; FEER RBC WE

Induced Phagocytosis of RBC

100+ E:E . -¥- Magrolimab
S S o TTI-622
2 | i 83 10
= é 80 -+ Magrolimab Z>,~3 - HCB101
CE ‘o TTI-622 Bl . A PD1 wt
oL 60- o -
I " =« HCB101 o
o -
%’g 40- + 1JC-4 20-3 102 10" 10° 10! 102
%E o IMMO1 Concentration (nM)
® + B ALX148
< w oM Donor:018
: E 200 # h1G4 500 0008
3) ©- No Ab DO @DODOEE)E) Anti-cD47 mAb (Gilead)
0 +—rrm—rrrmy—rrr—rrrm T —r-rry—r-rrmm * :o:o:o:zo:oz h1G4 (IgG4 isotype control)
104 10 102 10 10° 10' 102 103 *.?‘O‘O*O*O‘O’O‘O SIRPa-Fc TTI-622 (Trillium/Pfizer)
W  @()(@)(*)(*)(*)(»)(s) HCB101 (HanchorBio)

Concentration (nM)

Source: Wang et al. Journal of Hematology & Oncology (2025) 18:87
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I El% R EREEER (Phagocyt05|s)

@i : AEBARE (THR) BBES
Macrophage

Immat = . .

Crgrgi\ 'IL'I::eeII <+ Antigen

Mature
CD8+ T cell

Q:
HCB101 2 & HE%Y

RUEN T #HAR?

Source: J Cell Biol. 1992 Nov 1;119(3):531-542.

h)?ziﬁf’ﬁﬁﬁ (APC) - SBEN T "

..‘H] H@ E’J F & B E Fwﬁ fL HanchorBio
Immature
CD4+ T cell .
5N

F MHCI
” T cell

receptor
H MHCII

‘ )
: ‘ -’
\

\ S

Mature
CD4+ T cell

Cytokines .| -
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HCB101 EiGEGERXR (B

% M B ) Edi:

@ N

\Ll

B (TR ) ERG

%

HanchorBio

£ hCD47-CT26 [EliR/NERAFERSP .
HCB101 &3R 7 8= i iE7EReta 4a /)

EREE

H s ARy Se = Al AR 0 A BB R

AR AR EL T Al BR 19 B8 NI E (b

3000+

N
(=]
(=]
o
1

1000+

Tumor Volume (mm3)

0-

L

HCB101

BALB/c + CT26-hCD47

-e- G1:Vehicle, BIW x 8, i.p.

-~ G2: HCB101, 10 mpk. BIW x 8, i.p.
o~ G3: HCB101, 20 mpk. BIW x 8, ip.

G4: HCB101, 40 mpk, BIW x

2, +60 mpk. BIW x 6, i.p.

; (Eosthri nie 1 .

IEE R E AR A 1

g ¥ 8

% of mCD45+(Tumor)
on

TAM

3

5

% of mCD3+({Tumor)
=]

BBH AN ARF T AREE 1
&{E T 4l (CD69+ & PD-1) 1

MEERCIS T AfikE 1
#F T 48

——

T OF MU+ 1 UMor)

=]

-

% of mCD8+(Tumor)
L]

3

a

c1

MIEECE T 4lfR

—

% of mCD8+(Tumor)

@
Lo

% of mCD4+(Tumor)
3

&

2

% OF MUL4&+{1 UMOor)

T
G1

|ﬂ-
-

wmF T AR
B804
—.—
70/ %
o1 -
#2F T 4Hf8 + PD-1+
804 —y—
754 |
704 o
654
604
55 T T
G1 G4
 EE) T 4B + PD-1+
404
354
304
I
20 T T
G1 G4
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&
HCB101 iR EReEENY)E AR E R RFSER CD47 £ EB B BHEMN Han}:rsio

fEREERIHIZR (TGl) EEREIYEEEZEBIRFEL-3CEEY)

EEEE I\ B B 7R
(WiDr in NOD/SCID mice) (NCI-H82 in NOD/SCID mice)

-4 HCB101

- HCB101 .
"'E"‘ 1000.] A TTI1-622 (G2) = 16007 # TTI-622 (G2)
& { * ALX148(G3) A | & Magrolimab (G1)
'!;I 8004 ™ Magrolimab (G1) + = Placebo
e d > Placebo E 1480
U Molecule Treatment
£ go0- 4 Molecule Treatment g 1 +
E - = 800 A
£ 400- £
s £ |
£ 1 w
3 200- E 4007
=4 =
- " Q
o _
Ay 5 o-
= 0 1 5 T2 3 35
E AR Ak FATAD

Day(s) after inoculation

Day(s) after inoculation

*TGI(%)=(1-/a AR B Re TR 2 b/ IR A iR /g Be AR 22 1E) x 100%
Source: Wang et al. Journal of Hematology & Oncology (2025) 18:87 PAGE 35
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&

HanchorBio

REEHIHIEN MR B S REE (HCB101 5% mAY “"BEZE" ERULELER):
HCB101 X &X; B Best-in-Class /&

MR 7E

- = ETE BAifg | A¥ESEAM
AFE /A B RmE (SCLC) P S

RERERIG (TGl %)

HanchorBlo | NCBIOL | 89% | 105% | 105% | 81% | 102% | 100%
Gilead 'sz:g[g;’;‘;b 56% | ~<50%* -- 82% -- 100%
EAEw | Soan | 52% - ~<T5%* | - -- --
Al e 30% | 23% - 42% 599% 67%
SIRPaZER)
Onécla_l)c()gy (I&':;Lﬁsf e B B — i B

* Estimated TGI; the mice in the control arm (for TGl calculation) at the last time point were already sacrificed due to large tumor

volumes. The estimated TGl was based on the average tumor volume of the control mice right before they were sacrificed.
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| %
HCB101 &% (N>20) =M COX EE h RIREZAV = &R Han}:rsio

HCB101 Anti-tumor Efficacy in vivo (CDX)

100
80% TGl
80
X
= 60
O
-
40
20
0
N A D Q O D N N D N D D N
j \ o N S N & A AR > & ¥
F S S ¢ e
K\ & K X0 N & R\ & & x° & & &
N S S S & & & & < K
& & & F & & & & <& N
& & & & & FF & &
< & > S 2 & S R & &
-t.\& oé‘ AY A\ Q os_,a 09. PO oS
& @d& O@&o oxy Q,é( & &
AN AN (%)
o e P o4
(}"\Of d} &
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=
IR
3
ES
T
1=
i

2

16

12

15
HCB101 £ &#&CDX - PDX & Syngeneic #Y >80 1EIETZ1E BV BE R B E B RL Hanchorbio

16 B srEmaman o AB2IEREEN ISR (PDX)
BS € 52 (Combo)
13 B BRI SN IE R (Syngeneic) 4R AR ENIAE R (CDX)

Bz - i EERNENEZERME

- #H
e A e 528 { G B PR Bl A RO R T 28 |

%0, %o & %0; 2
&4& & g % %
% & F &
%. ¢%¢’
P
g

1b/2a BR R B2 B 5 E BAVERE PAGE 38



HCB101 §R Ak

&R |/la E

v -

1
1

N
44

I\
B5 2

/A5

N,

Iy

/

R R ICIB R ME /MR FES R OMERERE E

/E:\ N Eﬁé BOIN anTZ’mJ

IRILAF ST

an‘l’?lt*ﬁ

- BIEFIKEDEAAZE(QW,; 28 X/EHA)
HEEE : 0.08 Z 36 mg/kg (QW) «——>

|SIEIB M IESE — B IR DLT sG55

=
=

EFJE;}]I

W I

6 mg/kg ElE@EETE (C

|2 30 mg/kg R ERI MTD [=

-

BT

36 mg/kg

@ ERSEERE: (BOIN)
HE DLT ( B=REIMHSEM ) M. 30%

]

RF#E & BOIN

5t

[erRUSPRUOD dU| olgloydueH Q

ER=FUERGER

7% (NCT05892718)
TTRYBA ISR

%

HanchorBio

- S

S EEEE

. wz=nEn @

- ERBLUIFES S ENCE
TEMREE @

- mEzziamzr @ Q

° EE

RE/RZEZMMEEHRE

* XL PEREEM (ORR ~ DCR * DoR * PFS * OS ;
RECIST 1.1 & Lugano )
22 B S1E PK ( Cmax -~ trough
coarZeEAR Y

ez W

HYXFEE) N (PD) BTN EMIEEY

-
—

2, |

half-life )

£ >36 mg/kg BRI KREZEZZRAMZEIZ (MTD) -
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RIFZRBZHAEN—HZHE B PRI Y DB

MRS TE PR S 2 feRE 2 Bl 0 48 R A R AR TR 2|

Subject ID

Duration of PR and SD in HCB101-101

101-005 371

201-005

33.0

101-004

201-002

202-004

306-008

103-006

202-003

304-006

305-015

202-001

103-010

304-005 233

BOR
HE SD
I PR

62.1

0 10 20 30 40 50 60
Duration on treatment (weeks)

2 PIEERERYER 77 42 B% (PR)
> 1 BIBRSARR A Al BR72E (HNSCC)
(-42% at 5.12 mg/kg, 65 weeks, ongoing)
>1 BlEEEMERE (Marginal zone lymphoma)
(-89% at 8 mg/kg,16 weeks)

11 IEHIBE (SD) B
BANEFRZESI4-9EBLLE - S0 EANESE)
2 : CRC, ovarian, HNSCC, sarcoma

BRENTRZE M4

TFEES CD47 Zi2{5%EZE ( Receptor Occupancy ) HIEIEKFET -
SR AT AN IR HREERIZES -

KD >3 A - BEESH CDA7 HMEE >3
BEM S EERBME LR - AR EHE 1§
| #ogAEm- )

&

HanchorBio
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HEERUNEERE : HCBI01EEMMERFEZEIZNZER MRIFR koo

PLOS ONEF. 2018 Jul, 13(8): €02018372.
Clin, Transl, Med. 2022;12:e943.

. )
PD-1/L1pB EREl

Anti-PD-1or ,

{E2R/HA AR

A R RITAAETE T PRRR T KEAR SR SR
(ICD) => $2F+HHZEAR4H = BIE(EE T {AEE(E
B (DC) PRFRRE o BERAED ©
\. y \. y,
J Immunother Cancer. 2019 Dec 11;7({1):346.
Cancer Immunol Immunother. 2024 Mar 2/;73{4):75.
# B r g,
It & A AP Y HCB101 & E#kinke
{RfER T IERMm &5 AR AR E
© IER{E = KigigH % ME{EA (ADCP) =» 5E
5 ReABR RIE (SeAR RARBRENREA
e TME ¥JI2/R78) o SRR ﬁ:}
3 \___ y, \. 4

#EI1ER : FBHCB1013#{E LiFRYINREIR - A4S PD-11HI B EIRIRHENZEY) -

LB S BOEERANFT IR E — R HI I I ZE 1t - MA(CEERRER R R EER -
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94 NI Y = [
(|

2 IR EE 4 {F R il Fr 388 E B9 2 12 TR AE RV B 5 R B R
HCB101 EwFKFH 38 RHES

PLOS ONF. 2018 Jul, 13(8): 0201832
Clin, Transl, Med, 2022;12:¢943.

@

HanchorBio

Cancer Res Commun. 2022 Nov 10;2(11):1404 1417.
JCl Insight. 2019;4(24).e131882.
JCl Insight. 2022;/7(6):e155636.

-

for B#/TEIEM/ =12 147,18

Immune Checkpoint Blockades Therapeutic Antibodies with ADCP &
CDCP Activity for BE/M8%8E/E E G =

« PD-1/L1 mAbs

RS H EEY)

HCB101 AYF AR #& A

1 B4 Be & I3 55 14
(1t ImIRZIREEN)
1 CD4+/CD8+ T #lifEiETE = H

1 IE7Ei=RHE CD4+/CD8+ T #leiE1E
(1t PD-1/PD-L1 R3R)

IREML 4TS T AHPRINRE

Immunogenic cell death
inducer (Chemotherapy)
for /MM AHES Her2 + FEAE

S

- Etoposide RS HEY \k J

 Enhertu

R R

Nat Med. 2015 Oct;21(10):1209-15.
PNAS, 2013-07, V0l.110(27), p.11103-11108.
Cancers 2021, 13, 1756.

erEﬁﬁrm@wﬁ PR ERE

« Cetuximab
. Trastuzumab} S &Y

« Pertuzumab

LA & it 1

Angiogenesis Inhibitor
fOI‘ M:IEH%F;/E.I J:;

« Bevacizumab o
- REgiEY

« Ramucirumab

EIER{ELREE R4 e

BT 4=

J Immunother Cancer. 2019 Dec 11;7(1):346.
Cancer Immunol Immunother. 2024 Mar 2/;73{(4):75.
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HCB101 B¢ S1R &G - 3k 1b/2a HiER Rl RHEE: 25 ERHI

P s @ EETt Y=oz

- E# - Al fER &AM ZEIE(MTD)2k - iR B
- F—HIRISIEIE3 + 3585 FIIHHEERIE (RP2D)

- F_HFEISIERESImon’ s 2fEEERET - EEIREZR (ORR)

&

HanchorBio

Phase | BI£iE1E Phase || BIE#ERE

HERRAMNZE

I Cohort
I Cohort £(MTD)ak 55 11HA
Cohort HEEI=(RP2D)
Cohort 1

FEETUN30~40MI = &

» B AMZE S (MTD)=F |1 ERI=(RP2D)

HCB101/ Ramucirumab/ Paclitaxel

18 | | |

g

)

J

HCB101&i#A—#&t - Ramucirumab&fME—£tD1 - D15 - Paclitaxel@@—£tD1 - D8 - D15 - @A —&EE -
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e "
HCB101-201 E&IK 1b/2a8f 18 & & AR IRERE

HanchorBio
EEE & 2574 (11 cohorts) [ ermmuws, [ Rl (HKER)
. _2-7 EE‘ETE'. — — o
Cohort 1. —# HER2+ H#H Cohort 3d: 4 &5 EIFE C : Cohort 6¢c: —#3 GESaEE
HCB101 + trastuzumab + pertuzumab + PS>1 (China) ,
chemo (CAPEOX) HCB101 + chemo CPS>10 (US) HCB101 + cetuximab

Cohort 7: Z# Ll F HER2+ BREE (OC >2L

Cohort 2: _#& 8% (GC2L) Cohort 4: —#x =214 3L5= CPS25 (China) ygro4)
HCB101 + ramucirumab + paclitaxel HCB101 + PD-1 + Nab-paclitaxel CPS>1 (US) - 6d . (7-Dxd)
+ trastuzumab deruxtecan (T-Dx
Cohort 3a: _# & EHIEE (CRC 2L) Cohort 5: —# HER2- B = o Cohort 8: —#¢ A= (HCC 1L)
HCB101 + bevacizumab + chemo HCB101 + pembrolizumab + CAPEOX - HCB101 + atezolizumab/toripalimab * bevacizumab

Cohort 3b: Z#% #5E#5%E (CRC2L)  Cohort 6a: —#% BESAME (PD-L1+) cps>1 Cohort 9: EiZH3/\ Al BEAH7E (ES-SCLC)
HCB101 + cetuximab + chemo HCB101 + pembrolizumab HCB101 + atezolizumab/toripalimab + chemo (EC)

Cohort 3c:_#% &5 EHIZ%E (CRC 2L) Cohort 6b: —#x 58587 (PD-L1+)

HCB101 + ramucirumab + chemo HCB101 + pembrolizumab + cetuximab
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N 1
“@EE (QLGO) : PEMBEARRLFEE—HOEREN (N=10) 0.

#F 5.12-8 mg/kg B8 T 225 S KA S ERL/)\

17.2% 0/ ORR =#gEm=
80 / m$5;2§mg/kg)

26 mPFS (RETER={EHA)
A (w1 5.12-8 mg/kg)

(SOC: ORR 26.5%, PFS: 173)

-26.3%

-36.4% -34:5% -34.3% -33.2% R CLelBll - 10 fIBRETA 8 fitREELE/ -

-47.5% -45:4% ZRNE D 4ERE (PR) 1R

- HRBEEZREPURCIRESR
-61%

-78.2% -77.0% 18 5.12 M 8 mg/kg FEISEHZZ|

B

ZUBEBEIRE (-30% £ -78% ) IEfEHaERE -
G EEBREEHREAIEREY -
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s
— #3578 (1L GC, HER2+) : 1 ERISHRIR L —BEH KIEIERE4E /) v

TR ARHERR 2K FERREBRER=ERERE R/

-63.3%

HanchorBio

830/ ORR (BFEREmE=R

YEJE 5.12-8 mg/kg)
52~60% ORR of SOC

100% DCR s

E ﬁ;\?i% « 6 UBEDA 5 UHIRIEEHE/ -
RS ERNE 2R (PR) 1RE
1 5.12 8 8 mg/kg PRIRISIEE
B &

ZUBBEIXRE (-30% £ -60% ) IEELEH -

wFHEHEEEBRETEE TN -
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RIS 5 A% ( Non-Informative Priors ) 82 BEATERE %
}EEEIE:%% ORR> 50% 2#225,%(] 97% HanchorBio

>

SEERAEY EBAMG | ERAH v ¥ v

(ORR >40%) | (ORR >50%) | (ORR >60%)
1957 Beta(1,1) Beta(9,3) 99.41% 96.73% 88.11%

Jeffreys 731 Beta(0.5,0.5)  Beta(8.5,2.5) 99.51% 97.40% 90.56%

_ EEH%%‘—‘%*E_( #%(ORR>Threshold) )

MEatE REEIRE HZE(ORR >40%)
- ERAIZZORR (5.12-8 mg/kQ):

%= (ORR >50%)

80.0% (8/10)
+ EEEXEORR: 26.5% R

mREMERSMTES M FOFRE - -
( Uniform £ Jeffreys )
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Designation, ODD)
IERRTE S 15 B e 2 B2 B R R 2R AR

BN

ADMINISTRATION

_/(‘ U.S. FOOD & DRUG

Office of Orphan Products Development
Food and Drug Adnmistration

WO32- 5295

10903 New Hampshire Avenne

Silver Spring, MD 20993

Hanchor Biopharma, Tnc.
22665 Garrod Foad
Saratoga, California 95070

Attention: Has-ying Ba:
Associate Director — Regulatory Atfairs
hayg_bar@hanchorbio.com

Be: Designation request # DRU-2025-11205
Dated: 102272025
Received: 10122/2025

Dear Hai-ying Bai:

This letter responds to your request submitted on behalf of FBD Biologics Limited for
orphan-dig designation of an engineersd imnunoglobulin varable (IgV) domain of human
SIRPalpha fused to huuman IgG4 Fe protein for “treatment of advanced gastrie
adenoecareinoma (HER2+HER2-)."

Pursuant ro section 526 of the Federal Food. Drug, and Cosmetie Aer (21 11.5.C. 360bb),
your orphan-drug designation request of an engineered immunoglobulin vanable (IgV)
domain of buman SIRPalpha fosed ro human IgG4 Fe protein is granted for trearment of
gastric cancer. Please be advised that it is the active moiety or principal molecular
structusal features of the drug! and not the formulation of the drug that is designated. Please
note that the designation granted is broader than the indication proposed in your designation
request, Treatment of advanced gasirie adenocarcinoma (HERZ+HERZ-) is within the
scope of this orphan-drug designation,

If your drug recsives marketing approval for an indication broader than what 1s designated.
it may not be entitled to exclusive marketing rights under section 527 (21 118 C_360cc).
Thereforz. priot to submission of your marketing application, we request that you compare
the dmg’s orphan designation with the proposed marketing indication and submit additional
information to amend the orphan-drug designation if warranted, 21 CFR 316.26

=B FDA #=£F HCB101 /aBEBEZ " I EEZBREE

r=—z

1 (Orphan Drug

_#RBEE ) AT REER 2 AR S

The Scope & The Win
nlc\r‘-"-’-. VS. EE %ﬁ

AR A R E
iR HA B R ve2

FDA EF £ E
B ( TAEETE)

HanchorBio

b EISREE
B RERIAE

e

ZIAMRZ 5 - AB) HCB101 £E=EHE

« JEMIZEEHS
¢ * 5;&1&,“\

RSP ERER
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HCB101 {BEE|=RsaRE %= A (1bal i) MEZE

HCB101 E%&5% — BRSAE/SIRE &

RIERERERE
(RECIST 1.1)

GIK la BYUEREE

0%

RETEEME (%)

%

iég (1a I%I.it "“ﬁ) E"J E /H\H ’ﬁ ?8[ E:Hv %’ﬁlanchorBio

(ERlElE 2026 F4 B | RHIKE

am o (R AR )

aEisE / \mREEEH (8B)

ORR: S - 8% T BRRAREARNERAERE ; 2T
1 CR § -40% RECISTF'ﬁ’fE 1/3 ZEEn#4EE (PR) - B 1/3 EXZ4&E (CR) -
1 PR m o -61 509, - HiFBE{cE2 B A TBISIEIEHE (SDA ) 71
Out Of3 ﬂ -80% R |_.|1EE§|EIJE: n\n% E&
-100% f
__
BEEAERIEES NPC ; 83 IT HHFHESS HNSCC -
BHAIE - 1.28-512mg/kg ; BEARBIE : 1.28 mg/kg -
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CRCHEEGE HESEZGRIKRIERE -
HCB101 BRI ¥ 2 R HIGENEEERE R

ERERBZAZEHIE (PFS): >36F (>9fEAR)

2.56mg/kg 8.90% 8mg/kg
0.00% 0.00%
-8.10% I
-14.00%
[T 55 SIT 7258
-30.20%

HCB101 Combo:

HCB101l+ Cetuximab/Bevacizumab+ FOLFOX/FOLFIRI

L
1?&25@,&5 (PFS) HanchorBio

1 P R (BETE#E/V30%1A L)

9 PFS (EBixEL4)
(&%= 2.56 mg/kg)

100% DCR @meais

24 45 H 5= (CRC) 1R 2EEAPFS:
1) BRAF V600E ( BEACON trial )
Encorafenib + Cetuximab

PFS : &9 4-5 EH
2) FOLFIRI / FOLFOX E# + tR4E
PFS : 83 5-7 @R
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1 =245 PR 1b S B AR R

&

HCBI01 EIRHER 1 @ =12 T MM E B E L (PFS)

BENEEZ2EFIER (PFS): >30F (>7.5@R)

-84.00%

IE T R &
INPR)IZ 2

66 G%ORR (BEERER)

& 8 mg/kg)
66% ORR of SOC

100% DCR s

« SMUFBEPA 2 ULIRERERLE/ - 2

FEBD4ERE (PR) 1RE

* iR 8mg/kg PRISITHRBREMR

i3
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HCB101 : LIS % (1L & 2L GC) - ,‘\nEﬂﬁF; (2L MSS CRC) 8a%a%E (1L R/R g{é@
HNSCC) %L:E‘ t,.\llj TEIF:‘E,EEmeLI%( n\HHﬂ) __g:E’JHEFﬁ HanchorBio
GC ~ MSS CRC E2ig3% / 814 HNSCC BRREEX 5 T HHEWIERE 1, IR SRS

/a
(4 Key Indications ({31 iEE#EAL)
“C/“/
N A BR SRS )
e fifi%E - ZLH Macrophage-rich phenotype «—
/ ‘/" \ [ N \ s —
- ‘&( ——— SIS LB (TNBO) :
// ( 2 \ B (HCC) «
x"‘ { ; \ \ E= <
t VERL > B ‘
Wl [ ava > 2043 MSS 4 B ST : M1 - 248 B GHTEE
T U I i) (FREEREE - B
pa 3 > PR RENESNRERES
om | N o (ORR) EAEHAIE X 4 BH
W T ) U\ T SRR - EEBEEERYED S myeloid-rich subtype
g JU \ !,‘ ‘\ U ‘
%_U' \“\ ,“‘" \ / H&R: Nature Communications volume 15, Article number: 5665 (2024)
3 \ o\ | Int J Mol Sci. 2023 Apr 19;24(8):7493
. | - " Clin Trans| Med. 2023 Aug 22;13(8):e1386.
e Cancer Discov (2024) 14 (12): 2352-2366.
=1 =y O =2 =< — nk& —_ 3 C ) [ =] = B NAY! AT
—#EmEEAoSZERER(BERAR) TS ERERERHEJBERINAEMREE -
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[%H@J_DHEFE 2) MIR=EIR - 3) B R MEABAED

%
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VAR 4) AP RRERE - BRENE

A= IR IR
Nat. Rev. Rheumatol. (2019); Nat. Rev. Drug Discov. (2021).
\\ ﬁ( EEQE%}EE% I*Enﬂm&ﬂ:ﬁ
& NEE T B A BB NS EBIED .
: T 4BASEAE £ Ch #fg 20 45 24 45 -
2 B B ik BlMNSEEHEPBRME LM - F

B ilfg AMEEEMES -
NEBNMREIRUKR R
b e 8% 3¢ 4 Be 31 35 2R Bl
MERER

Pathogenic

HEDIWEBERBIRSIR -

HEZRAMADIRE ( SLE )
RZEHEREERRZIH -
BEZNSEREREREE -
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tm2£20[0) B 4 AR oI B RS 8

EEENEZMISET] -
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1) BERAREAR  2) HERBEF G 3) HEERER - BEERERNFERRREE

B 4 iR 18 35 15 ik in CD20 jaE AR

ERREARE
HREEMDRRMRETER B MBYRAE -

tﬁ HZANENESR
O sesislmE e N EBREE -

o S B RS BRI AR
iy Rituximab TIiEEE B /MK 6 @S - {B¥ CD20
: il e AR AR -
¥ 97 18 2S 1 -
YE1FRVECIEE! B AlBR SR Sk AY B AR HEBFBEZIR
EREN IS ELE . B0 | N EEE R E - TEERERRB RS PER B MR -

BUIFRZRIHEEL - LIEIR "=HEY% B #85FR ( comprehensive B-cell depletion ) 1 -
& : Kidney Int. 2020 ; 97 : 885-893

PAGE 55



[erRUSPRUOD dU| olgloydueH Q

IMMO0306 (SIRPa x anti-CD20 RIRE & & B) i AL I 14 IR 78 RV ER IR B B R 5K
TER#HIA] HCB206 —2AY IMMO0306 £ 5% SLE B /R — HAad facp R 22 2 ARt BB E AV

HanchorBio

e y

L. Fﬁ BN 3K " %IJ}’;

£ @

£ T4 87 A

c 6 £e4 \

£ = A

2 & TR

W

5 47 % ] = \.\5 -\

g 34 ..E‘ 3 \\ o—o oo \.

S 2- = 2~ '

- a2 i

2 4 dose E 1 dose . 4 dose

£ £ -

5 Z

=0 % ) 4 ¢ *— 0 | Fela | | T T |”h§‘ T | T

- BL 4W EW 12W 16W ZI]"N 24W ZEW :!.Z'N SEW 4ﬂ'ﬂ s BL 4W B'o'n' 12ZW 16W ZI]W ZN-'IW Zﬂ'ﬁ' 32‘0\' 35W 4ﬂW
0.8mgkg N=3 N=3 N=3 N=3 N=3 N=3 N=3 N=2 N=2 N= 0Bmgkg N=4 N=4 N=4 N=4 N=4 N= N

552 =k
28 4 AR5z . - ﬂ]]'E"x
=

g7 \ @ 7" -8~ 0.8mg/kg

w \ 8

£ \ & 97 ~4= 1.2mg/kg

2 5+ h—a\ E 5-

2 \ 2

S 4 \ c 4-

= \ =

E. 34 \\\ E. 3

S 24 o—o—o—> . 5 2+

.é 1 ‘1.“5‘“- . fose E 14 ¢0€e— o o o \ dose

., E _ _

éﬂ er—r—Tr—TrT P Oyt ety

: BL 4W BW 12W 16W EI]W 24W 28W 32w 35W 4DW Ao BL 4W B8W 12W 1EW 20W 24W ZBW 32W 36W 40W

gkg N=2 N=2 N=2 N=2 N=2 N=2 N=1 N=1 | O0Bmalkg N=1 ‘N=1 N=1 N=1 N=1 N=1 HN=1 N=1 HK=1 N=1 N=1
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HCB206 ZE38PHER CD47 1853,

%
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R EANRE AT 2R AR B 4HM8 - HCB206 BN IR AR IRE RAVSIRAE

IRE(CAHREDR (REAHARK)

I
(=]
J

Emax (%): 33.86
®

% Phagocytosis
s 8
i 1

-
o
1

0~
Isotype Comparator HCB206

HCB206 %% 33.86% RYSFRER - #EHEECER %

YIRIRAIBFRVCR -

FRICA%E B Al ARG ( BRPRIESE )

100+

80~

60~

% Phagocytosis

Emax (%): 87.28

Isotype Comparator HCB206

HCB206 RV AR B il P EIRSE

87% HIBERE -

iersIMAFE ( AlPEtR ) RIERPRAERBITEES ( AZRAE ) - HCB206 RIRLEE BB FEAVEI !
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HCB206 7 SLE PDX CRER B ARMRZ1E) 158 0 IR B E =4 B3N H:}:,Bio

HCB206 ¥{[ZRIEVRE B AHFERVBIREENFRZE Era - BIRHEEZ B MR AR a1

ADCC assay: Human PBMC to Primary B
(SLE patient)

400
-~ HCB206

—- IMMO0306 analog

- _:*' 300~

S > Negative ctrl.

200~

femiRkg T ARBRAS IMMO306 -
HCB206 #j SLE &&

0- % B B AiMREIRA 6 5

100

Specific lysis (%)

ESRVAIMR S M

0.00001 0.0:)01 0.(;01 0.:)1 0?1 ‘: (Ce” |ySIS)

Concentration (nM)

-100

B FREEZEMENT] - HCB206 EIR "@iEAlE , Ml - EREIRITPHE
At B AR E %A 6 ZI5FREET] -

B HERERFEM) . L HHEIEREYHEE -
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HCB206

BRRREFHNMABLZEESE

WA MPKA M/ NRIERIERME  ISEBEEZE(E

Phagocytosis ability
Celltrace-CFSE" F4/80" / F4/80™ (%)

mBEkBEHMARERER (MR )

-&- HCB206
J © Rituximab
-&- Magrolimab analog

2]
o
]

(=2}
o
|

¢ Negative ctrl.

1 S5 No treatment

Y
o
|

T

0 1 1 1 1 1 1
0.001  0.01 0.1 1 10 100 1000

Concentration (nM)

seRICEABFARNZ Z 4R

EEVEVES L4 Z B HE

Phagocytosis ability
Celltrace-CFSE™ F4/80" / F4/80" (%)

HanchorBio
s ciEM AT IR IER (ALM3K)
50— @ HCB206
©- Rituximab
-&- Magrolimab analog
40=
-*- Negative ctrl. /6 .
50 £+ No treatment Q \@
/ N\
‘®
= #
10=
il
0 T T T T T 1
0.001 0.01 0.1 1 10 100 1000
Concentration (nM)
Bg ==,
HCB206 o] fF{E [N & E2 55 14 = f -
518 -
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HCB206 ZEB2 A ol i EPEE SLE ISR B £ 1ES %

HEEHET - HCB206 SERIFEMRINEE DNA 152 (anti-dsDNA ) - W8 HanchorBio
PBMC-SLE 1% 2! o fR 37 &% 18 B ¥ s 1 85 5f %

HCB206 {£7 0.2 mg/kg - BlOJ#E 7 XAEESHRBUREMEE - RIREIA&REE ( Best-in-Class ) /&

Anti-ds-DNA IgG: 7 Days after first treatment Anti-ds-DNA IgG: 14 Days after first treatment
2500000~ 2500000+
- - 80.5% —~ - 65.4%
- -
£ 20000004 % X X MM EEEE WWWE Q0000 AAAA O 5E~ 2000000+ ®  Abdada L ¥ Q0000 AW [
a : T T+ T
S 1500000- iﬂ 1 © 15000004 o | -
< T < —
3 1000000- o L G 1000000-
Y - : 00
5 a o __I:l b4 v
£ 5000004 X L AA O £ 500000 o A
= O L
< X * o A ﬁD < X ° ° & O
0 T & r r I T 0 T T T T T T .l’:l T
*k% * *k* *%* * * * *
X Vehicle A HCB206 (0.05 mpk) ¥ IMMO306 analog (0.05 mpk) A Engineered SIRPa_G1Fc (0.1 mpk)

® HCB206 (0.2mpk) ™ IMMO0306 analog (0.2 mpk) O Anti-CD20 antibody (0.17 mpk) [ Anti-CD20 (0.17) + Engineered SIRPa (0.1)

ERFRZEY) D - HcB206 EE M ERERPIEEAEET]

#ETEERE - pfE ( B2 HCB206 0.2 mg/kg EEER ) : p<0.05 ; ** p<0.01 ; *** p<0.001
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%iﬁﬂ’gﬁ ﬁl_nn.. . [

B HAER PR AR M ST AS R > 15 HCB101 ARiERE /A% - DI HCB206 Rk B Al BEENAY
H S & R Tm

e 723 <A 15 His R E R

HCB101

HCB206

. EEHALABECEURSM  EYHHE /S - SHEZ/OH B 48w e

B SN

Wi (PK/RO) RERIAASE . BPBEBNER  REEEBREE B8

. Z#GC (2LGC ) Rt T EHRERKE REFNMBERZ

. CRC Bl HNSCC 5B T E8EEN - B2 (in vivo ) SLE BUREMIRAC TR
. ER HiEEZEET)
: I SRR
: c ERIEMS 3 SERESE : 550-650 {EETT
5 3,200 {E (2024) — >8,000 {E3=7t (2034) 5 S RESE - 750-900 EZETT
g\ Source: Global Market Insights Source: Grand View Research, Market Research, Fortune Business Insights)
a‘ RIBAEL  MBEEE - —E¥S - BERAXRREHRGNRIEEEBRRERE
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I Al T HCB206 /A SIS B R o A p R A %

E :A "%\ HanchorBio
EEBERIERR 7 Fa%ET - CMC S BEBETFS{EE(ER T |

A1 . BREREEEEER

=l

- ERGEREEE ol F R ER A

o« Al X ERRRE

(AAEHEA Al predicted model BB 4 S AT 615 BR B S5 48 BR 28 B4 ) Predicted by Boltz-2 (AlphaFold3)  PAGE 63
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AR IEERE
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MAT R B

In-house

B=E

AN NN N N N NN NN

CDMO

g
MR EARE
EREREEE
FTEREEE (501)
REMAKFE
RinER
HiEER

2 B Ak B S PR AT BN IR B

MRECEREE

GMP £7&E

RiEEIE

RREAREE

CMC ERRES

oA SRR B PR HE A R SR MR
oJ B4 i 3

IND ERER &
FDA/NMPA £ E#E

In-house

B=E

AN N SN N LN

NN YN

E - BUOIETE ~ oK - TEBNEERZE CMC 8

CDMO
Z= 5

HanchorBio
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SR
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’rfT EERE,
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PD/CMC BIRKEEIIIESE - TIRA - TIH# - OlEBURETS -
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53R HCB303 Ui2A0HkE (1) : ©
SIEBIE (IFB) MBI BBNERES  BEATAREERENEER

4000 Titer IFB: 3~4 g/L

(RIEFAE) HCB303 Hl#ZE R 2 pki-1

3000 T":Efﬁ'}]u e
N) s | p—

. 2{EEE  BEsusmA - 2R
1500 (B ERE)

500

mg/L

0
o 1 2 3 4 5 6 7 8 9 10 11 12 13 14

re ¢ HCB303 il 12 B 8% A i - 2
ANEERER HMW): BEBRETEFRNENERE

(02) 32MR CMC R 2RASAIHKE

51
B ?TF*; 30~40% zansnpe i B REE ~30%, =2r1sx
4) 5 PR ES
Ce ok o ~30%
(IFB) 20~30% TFB (traditional fed-batch)

IFB (intensified fed-batch) PAGE 66
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seflk HCB303 HizRYHkEL (2)

BZRENER

EmiiE (%)

100

90

55->96*%

80
70

60

.

#E{EREl AEE®
(HCCF) (DS)

In)~

&8, dFE + HQZ‘:‘ + 157

AE{EEIULER (%)

40

o ERE

20

10

0

RiER{EE HiEE(EE

%

nti %Flﬁ |E| H%:_ E *E HanchorBio

RAERE| (22Z=H)

95%>80%

]
40°C x 4 BRAEE

HEINR
—p

RAREX

REIZERE (IER)
95%>94%

40°C x 4 BRMAE

CB303 HEMRERIEEE :

(01) BHE, REARRS
SRGIEACRENSER K, ICEmERE

SEIE, N E T T
[EIR BB E M E B RIFEFRIREE

SEEM AIRIEH %5 (R E R
SRBIAE NMEEM NIRRT, ERFEFHIR
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B (EE (1-10%) ) BH: - ©

Z b (Outsourcing) vs. BE T ZB82% (In-House PD/CMC) i
ZINFEBEENSD BEXREEEND
o ERENRE
o mwee In-House PD/CMC
I
3/10 AT IEE EHRAY IND HEiE
+
4/10 2IE ESH P REEE
+
6/10 =R AR S 5B (KA cmc LB [E B
I
o T "
i 3k ]
10/10 GMP £E

ZAINE 35/ 70
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Asset Valuation

|e1IUapPIUOD *dU| 0IgJOYdUBH Y200

IINE(EIEES|ZE
meEER - Eol{EilEs

PD/CMC 2EE
AR D F -

Burn Rate Saving &

Earlier Revenue
Realization

SRMERREDFEE

In-house PD/CMC

t Lot e [Commercial Success]

Take-Home Message: Productivity 150~200%

1L.EEBX  EEHERHAEE \/

o e . . [IND enabling] Top-Tier Speed @@
24 EIRE - NEESRE DNA to IND 13~18 months
3BAIBE CMC BEREERR VOOQ/\
_ « Jore &
4. [EFEZEA Al - BHBEF 2 E 4R «
AID batch CDMO
[In-House 50 L, Tox study] readiness] - P [IND enabling]
Eliminate 85% CMC Rlsks DNA to IND 18~30* months
/
/
CMC De-Risk
[Pre-clinical Candidate] ;/T’ -
i Developability -
[Al-Driven] -
Smarter Engineering, ’ . Tech Transfer lag
Better Druggability
| ﬂi@ Time
I— - »
PD/CMC Key Value-Add Phase Clinical to Commercial PAGE 69
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FRET

ﬂﬂglﬁ ?E)Ej '.Ii%

2020 FF£ 11 A B1I
2025 T 06 A H4E (7827)

FYEEF - R - BRI
hR

=1L 13.0218

HEZEFE
S& 7T, 2tNHRIERE

AHEEL, EERFATE

ANEL K136 (EE T AT AL 91AN)
(>85% s AEHEA S EHBAEE T
E1]) (#@Z2026E28)

Fa'ﬁ % ,?!zlu :\n‘zB HanchorBio

&

ZERERKRMNBIRAS)(Z)

- GENEREEEE DL - FBDB™ Y=
- TR AR
- ERBREEGIRESEFIMME
- MBTBIEERE
- ATHHE

Hanchor Biopharma (&£ L)
- EIXKATHEBE

- WEZEFB®

- FIKERIREZS B ERRE

- FIXBBHRE

- NEEBEEREEE

J:i’éi%ﬂi%ﬁﬁﬁﬁﬁl(tiﬁ)
lﬁ’zﬁﬁﬁ =1k
fR KBS RENE TS
. EEBERRE
FBD Biologics Limited (&&)
- BN & EREHE
BNEREMERAS(EM)
- RIRES & BEHER
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From Lead Discovery to Lead Optimization HanchorBio
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