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• SCLC PD-1

ASTRUM-005 3 OS 24.6%
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•

55%

PD-1 90%
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CD28

T
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mCRC IO
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• HER2 domain IV
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SOC
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• BIC
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HER2
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PD-1

• T TCE
HLX3901, HLX3902, …

• (ADC)
HLX43, HLX42, HLX48, HLX***, …

• +
HLX316, …

•
HLX***, …

• PD-1
HLX37, …

•

HLX79, ****, …
•

HLX***, HLX15, HLX208, …

•
• “ ”

HLX22

HLX43

HLX10 ®

MRCT
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HanjugatorTM ADC Hinova TCE HAI Club

•

•

•

•

•

•

•

•

•

Anti-
TAA

Anti-
TAA

Activation 
Signaling 1 
of T cells

Activation 
Signaling 2 
of T cells
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 Halozyme HYLENEX®



 2025 Q3 IND
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
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





 2025 H2 GMP
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II III NDA
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GARP/TGF-β1

HLX13
CTLA-4

HLX10(5) +
PD-1

/

HLX10(5) + +
PD-1

1L

HLX04-O(9)

VEGF

® (5)

PD-1

® (14)

CD20

(15)

® (16)

HER2

® (17)

TNF-α

® (18)

VEGF

HLX10(5) +
PD-1

1L

HLX43(7

PD-L1 ADC

HLX15 (4) 

CD38

HLX11(13)

HER2

HLX14(12)

RANKL

HLX05(3)

EGFR HLX10(5) +
+
PD-1+VEGF

1L

HLX10(5) + HLX07(6)

PD-1+EGFR

HLX22(10) + +
HER2+HER2

HLX07(6)

EGFR

HLX208(8) + HLX10(5)

BRAF V600E + PD-1

HLX208(8)

BRAF V600E
LCH/ECD

HLX10(5) + HLX26 +
PD-1+LAG-3

1L

HLX78(11)

HLX42(2

EGFR ADC

® (19)

HER1/HER2/HER4

Pre-IND / IND I

HLX17 (
PD-1

HLX53 + HLX10(5)

+
TIGIT + PD-1 + VEGF

BLA FDA

HLX316

HLX105

HLX97
KAT6A/B
ERα+

HLX48
ADC

HLX41
ADC

HLX37
PD-L1 x VEGF 

HLX3901

HLX3902

HLX79(1

HLX43(7) + HLX10(5)

PD-L1 ADC + PD-1
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1050+
GMP

≥ 98%84KL+60KL

24,000L 24,000L 36,000L+60,000L

• GMP

• 2.0 PFS HLX02 G2.1

• SJ2-I + II ADC
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HLX13
CTLA-4
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VEGF

® (5)

PD-1

® (14)

CD20

(15)

® (16)

HER2

® (17)

TNF-α

® (18)

VEGF

HLX10(5) +
PD-1

1L

HLX43(7

PD-L1 ADC

HLX15 (4) 

CD38

HLX11(13)

HER2

HLX14(12)

RANKL

HLX05(3)

EGFR HLX10(5) +
+
PD-1+VEGF

1L

HLX10(5) + HLX07(6)

PD-1+EGFR

HLX22(10) + +
HER2+HER2

HLX07(6)

EGFR

HLX208(8) + HLX10(5)

BRAF V600E + PD-1

HLX208(8)

BRAF V600E
LCH/ECD

HLX10(5) + HLX26 +
PD-1+LAG-3

1L

HLX78(11)

HLX42(2

EGFR ADC

® (19)

HER1/HER2/HER4

Pre-IND / IND I

HLX17 (
PD-1

HLX53 + HLX10(5)

+
TIGIT + PD-1 + VEGF

BLA FDA

HLX316

HLX105

HLX97
KAT6A/B
ERα+

HLX48
ADC

HLX41
ADC

HLX37
PD-L1 x VEGF 

HLX3901

HLX3902

HLX79(1

HLX43(7) + HLX10(5)

PD-L1 ADC + PD-1
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Market Potential is evaluated based on epidemiology data of target indication and adjusted by target/MOA potential, market size estimation from Globaldata database. Due to the uncertainty of  future clinical 
development plan, the evaluation shown here is a rough version.

HLX316

HLX***

HLX***

HLX***

HLX***

HLX***

HLX97

HLX***

HLX3901

HLX3902

HLX105

HLX***

HLX***

HLX***

HLX37
HLX48

HLX***

HLX41

HLX***

HLX***
HLX***

HLX***
HLX***

FIC

BIC

fast follow

ADC

HLX***

HLX*** HLX***
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HanjugatorTM ADC Hinova TCE HAI 

•

•

•

•

•

•

•

•

•

Anti-TAA

Anti-TAA

Activation 
Signaling 1 
of T cells

Activation 
Signaling 2 
of T cells
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PD-1/PD-L1

Keytruda Sales ($bn) Opdivo Sales ($bn)

• KEYNOTE-024

• KEYNOTE-189

• KEYNOTE-407

• CheckMate-017/057

• CheckMate-227

• CheckMate-141

• CheckMate-032
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T

7 TCE

1 TCE

Blinatumomab CD3/CD19 r/r B-ALL December 2014 (USA) CRR: 78% Amgen

Mosunetuzumab

CD3/CD20

r/r FL June 2022 (EU) CRR: 60% Roche/Chugai/Biogen

Glofitamab DLBCL March 2023 (Canada) CRR: 39% Roche/Chugai 

Epcoritamab DLBCL May 2023 (USA) ORR: 63% AbbVie/Genmab

Teclistamab
CD3/BCMA

r/r MM August 2022 (EU) ORR: 63% Janssen 

Elranatamab r/r MM August 2023 (USA) ORR: 61% Pfizer

Talquetamab CD3/GPRC5D r/r MM August 2023 (USA) ORR: 70% *, 64% ** Janssen 

TCE: T cell engager, r/r B-ALL: relapsed or refractory precursor B-cell acute lymphoblastic leukemia, r/r FL: relapsed or refractory follicular lymphoma, DLBCL: diffuse large B-cell lymphoma, r/r MM: 
relapsed/refractory multiple myeloma, CRR: complete response rate, ORR: overall response rate, *: subcutaneous talquetamab, 405 µg weekly; **: subcutaneous talquetamab, 800 µg every 2 weeks.

Tarlatamab CD3/DLL3 SCLC May 2024 (USA) ORR: 40.0%; mPFS: 4.3 mon; 
mOS: 15.2 mon

Amgen

SCLC: 

TCE T

22
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Anti-TAA

Anti-TAA

Activation Signaling 1 
of T cells

Co-stimulation 
Signaling of T cells
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IL-6 IL-4 IL-10

TCE

IL-6 IL-4 IL-10
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6h after first dosing
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TAA: Tumor associated antigen

TAA-dependent T cell  
Activation

Redirected Tumor 
Lysis

01

02 CD3-dependent CD28 
Activation

03



DLL3 SCLC

25

• DLL3

RNA 

DLL3 vs vs 

TMZ: temozolomide
PD: Platinum Doublet
IO: Immunotherapy
CTx: Chemotherapy
VEGFi: VEGF inhibitor
PARPi: PARP inhibitor

• DLL3

Henlius

30+ 30+

: , RNA (200+ )
RNA (48 , 174,000+ )

vs. vs. 

vs 30,924

2,708 1,973

RNA



AI

•

•

• -

• -

•

•

•

•

•

•
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HAI Club DLL3

Other regions

DSL-EGF like repeats

EGF like repeats

AI predicted DLL3 Structure (binding region)

Examples of different epitope candidates

•

•

•
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4 35 4 35

1
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EGF-like 6

EGF-like 5

EGF-
like 4

EGF-like 3

EGF-like 2EGF-like 1

~30
Å 

~
30

Å

Anti DLL3

Anti DLL3

Anti CD3

• EGF-like

•

•

• EGF-like4

EGF-like EGF-like5

Tubiana, Jérôme, Dina Schneidman-Duhovny, and Haim J. Wolfson. "ScanNet: an interpretable geometric deep learning 
model for structure-based protein binding site prediction." Nature Methods 19.6 (2022): 730-739.

AI

AI prediction
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SCLC First-in-Class Tri-TCE

CD3-dependent activation
αDLL3

αDLL3

αCD3

αCD28
Biparatopic design enhances 

specificity towards tumors

Adjusted activation potency

Silenced FC
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HLX43

(PD-L1)
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HLX43 PD-L1 ADC
ADC ADC

ADC

HER2

TROP2

B7-H3

CLDN18.2
HER3

Nectin4EGFR
DLL3
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Pipeline-in-a-pill

HLX43:

35



HLX43: 
 PD-L1

 PD-L1

 PD-L1

O’Malley DP, et al. Mod Pathol. 2019;32(7):929-42.
*TPS: tumor proportion score

n

15486

1208

1695

545

384

1142

555
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PD-L1: 

HER2
•

•
Trastuzumab 

Enhertu
Kadcyla

https://www.nature.com/articles/s41571-019-0268-3

https://www.frontiersin.org/journals/immunology/articles/10.3389/fimmu.2023.1084873/full
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HLX20: HLX43



HLX20 TMALIN: HLX43

•

•

•

•
•
•

(SGNPDL1V SITC 2021 Poster) 

A

B

C

Cancer Res 1 April 2023; 83 (7_Supplement): 596.

39



C24, TMALIN , ADC

•

•

•

•

•

•

•

•

•

C24 or 
YL0010014 Cancer Res 1 April 2023; 83 

(7_Supplement): 596.

40
Cancer Res 1 April 2023; 83 (7_Supplement): 596.



HLX43 : 

PD-1/PD-L1

41
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E

HLX43

43



HLX43

(IFN-ᵞ ) PD-L1 
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HLX43

•

•

•

•
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HLX43
PD-1
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HLX43 PK GLP-Tox
HNSTD 20mg/kg Q3W

PK

•

•

Tox

•

•

•

•

•

•

•

•

•
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2023 2024 2025 2026 2027 2028 20292022

HLX43: 
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HLX43 1a , 1b
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HLX43

HLX43 1  

HLX43 3 

HLX43 2
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HLX43


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HLX43 
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1. Bray F. et al. CA Cancer J Clin 2024;74(3):229-263. 2. Ajani JA. et al. J Natl Compr Canc Netw 2022;20(2):167-92. 3. Gravalos C. et al.  Ann Oncol 2008;19(9):1523-9.
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•

HLX22

HLX22 XELOX 
HER2 
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TOGA
HER2

•

•

Bang Y-J, et al. Lancet 2010;376(9742):687-97.

TOGA



JACOB
HER2
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•

•

Tabernero J, et al. Lancet Oncol 2018;19(10):1372-1384.

JACOB
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KEYNOTE-811
HER2 PD-1

•

•
Annals of Oncology (2024) 35 (suppl_2): S878-S912.

KEYNOTE-811



J Transl Med. 2024 Jul 9;22(1):641.

HLX22



HER2/HER2 HER2/EGFR

HER2

HER2

HER2 
IV

HER2 
I-III

61
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HLX22
HLX22-GC201 II02
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II

a 2 ; b 8 mg/kg; c 8 + 2
DOR ECOG PS FISH IHC IRRC ORR OS PFS Q3W 3

RECIST

•

•

•
•
•
•

Q3W

HLX22 Q3W
•
•
•

PFS
ORR OS DOR

: 
IRRC PFS

ORR RECIST1.1

: 
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• HLX22 

•



IRRC
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HLX22
(n = 31) (n = 31)



IRRC

66



IRRC
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IRRC
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IRRC
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PFS IRRC OS
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•
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03 HLX22
HLX22-GC301 III



HLX22-GC III

74

1.≥ 18

2.
HER2 G/GEJ

3. ≥ 6

4.HER2 PD-L1

N=550

HLX22 15mg/kg + SOC K
Q3W

HLX22 + SOC K
Q3W

• SOC + XELOX 

: 
 HER2 3+ vs. 2+
 vs. / vs. 
 vs. 
 PD-L1 CPS<1 vs. 1≤ CPS < 10 vs. 10≤CPS

III 

PFS
OS 550 275:275

G/GEJ /

• PFS IRRC RECIST
• OS

• PFS RECIST
• ORR /IRRC RECIST
• DOR /IRRC RECIST
• PFS2 RECIST)
•
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HLX22

•

•

• T-Dxd
DS-GC03 T-Dxd

••
HER2 PD-

L1 G/GEJ
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• HER2
HLX22

HER2

•
HER2 PD-

L1 G/GEJ

•

•

• T-Dxd
DS-GC03 ORR T-Dxd

HLX22
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PFS ITT PD-L1+ PFS

KEYNOTE-811

Annals of Oncology (2023) 34 (suppl_4): S1520-S1555.
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ITT OS

Annals of Oncology (2024) 35 (suppl_2): S878-S912.

KEYNOTE-811

PD-L1 OS



••
HER2 PD-

L1 G/GEJ

•

•

• T-Dxd
DS-GC03 T-Dxd

HLX22
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•

• PFS

Nature communications vol. 13,1 6002. 12 Oct. 2022,



•• •

•

•

HLX22
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• HER2
HLX22

HER2

•
HER2 PD-

L1 G/GEJ

•

•

• T-Dxd
DS-GC03 ORR T-Dxd

HLX22
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HLX22

31%40.6%

IHC 3+

11.8% 23%

47%

HLX22

EGFR
IHC 3+IHC 3+

EGFR IHC

26%
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AI

•
•
•

AI for science
•
•
•

•
•

•
•
•
•
•
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•
•
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AI

Henlius
in-house Model

Henlius
in-house Model





•

•

•

•

•

•

•





•

•

•

•



•

•



•

•

Henlius
in-house Model



Henlius rHuPH20 2.0
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AI HenozyeTM

HAase



AI
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in silico

HenozyeTM Alteogen Halozyme 

20
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Henlius 
in-house 

data

QVQLV
QSGGG
VVQPG
RSLRL
SCAAS
…
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Drug Injection volume

Darzalex Faspro® 15 mL

Herceptin Hylecta® 5 mL

Phesgo®
15 mL loading

10 mL maintenance

Rituxan Hycela®
11.7 mL (NHL)

13.4 mL (CLL)

Tecentriq® 15 mL

Ocrevus Zunovo 23 mL
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88.6

203.9

360.5
447.9

571

0

100

200
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2020 2021 2022 2023 2024

Halozyme Royalties Growth 
$ in Millions 
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•
•

•
•
•
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•

rHuPH20  1.0 rHuPH20  2.0 Formulation 
Development



rHuPH20 1.0
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9 Approved
60+ Clinical research

100+ potential products 



rHuPH20 1.0 Hylenex®
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HLX15 VS Darzalex Faspro®

HLX15 vs Darzalex Faspro®

•
•
•

HLX15 VS Darzalex Faspro®

a. rHuPH20 1.0  VS  
Hylenex®

b. HLX15 VS Darzalex 
Faspro®
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rHuPh20 1.0
Halozyme HYLENEX ® 

HenozyeTM rHuPH20 2.0

•
•

•
•
•



HenozyeTM
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On-going
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•

45%

76%
85%

90% 94%

0%

20%

40%

60%

80%

100%

120%

2020Q4 2021 2022 2023 2024E

DARZALEX FASPRO® (SC) Sales Share 
of Total DARZALEX (SC/SC+IV) in US

0%

5%

21%

35%

41%

0%

5%

10%

15%

20%

25%

30%

35%

40%

45%

2020 2021 2022 2023 2024H1

Global Phesgo ®  Conversion Rate

Phesgo®conversion rate is based on volumes (vials) and includes all launch countries 
after the 2nd quarter after the launch (25 countries) in 2020 Q4..

Data source: Halozyme, Roche H1 2024 report, Delveinsight, IQVIA
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Data source: CBS News KFF reports Graph:https://www.tigerless.com/blogde/american-health-insurance/cn
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WAVE 1

WAVE 2

WAVE 3

Biosimilar

UP
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U.S.A

GxP








FDA
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HLX02
2023.9.5-15

GCP GMP

HLX02
2023.10.25-27

GMP

HLX02
2023.7.26-8.4

GCP

HLX02
2024.1.22-26

2 sitesHLX02
2024.3.11-15

1 site

GCP

FDA
U.S.A
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China
•

•

•

•

•

•
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ICH



81.1 80.0 78.3 78.6 74.8 73.6

87.1 85.8 83.8 82.6 80.2 79.4614 
9.2 (USDJPY=150)

3-yr CAGR 2.7% ( )

TOP10
30 6

40%
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• 2023 ² • ²

15%

38%

85%

62%

17%
30%

37%

CNS
/

17%

13%

9%

9%

8%

7%

5%

5%
5%

3%

2024

IQVIA MIDAS

• ¹ •

• https://www.mhlw.go.jp/content/10808000/001344742.pdf
• https://www8.cao.go.jp/kourei/whitepaper/w-2024/zenbun/pdf/1s1s_01.pdf
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2016

1989-2023 

²

2012-
2016

2013-
2017

2014-
2018

2015-
2019

2016-
2020

2017-
2021

2018-
2022

49% 45% 43% 40% 40% 41% 42%

VS.

/

• https://www.ewitkey.cn/szyy/show-31127.html
• https://www.phrma-jp.org/wordpress/wp-content/uploads/2024/04/2024-04-03press-conference-slides_eng.pdf



•

•

•

•

•

•

•

•

• http://atdd-frm.umin.jp/slide/35/matsukura.pdf
• https://www.linical.com/white-papers/regulatory-update-in-japan-new-regulation-allows-nda-filing-without-japanese-data
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•

•

•

• •

•

•

• http://journal.healthpolicy.cn/html/20200411.htm
• https://www.phrma-jp.org/wordpress/wp-content/uploads/2024/04/2024-04-03press-conference-slides_eng.pdf
• https://www.mhlw.go.jp/stf/shingi2/0000212451_00051.html

https://www.biotechlaw.org.tw/activity/posts/77
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33% 35% 36%
40%

47%

56%

66%

77% 79% 80%
85%

2005 2007 2009 2011 2013 2015 2017 2019 2021 2023 2024

•

•

•

•

•

•

•

• https://answers.ten-navi.com/pharmanews/17740/
• https://www.yyjjb.com.cn/yyjjb/202410/20241028160417417_20237.shtml
• https://ewb-c.infocreate.co.jp/ewbc/_pt_pdf.html?siteId=031_mhlw&id=0.4500456063092837#!lang=zh-

cn&file=https%3A%2F%2Fwww.mhlw.go.jp%2Fbunya%2Firyou%2Fkouhatu-iyaku%2Fdl%2Froadmap03.pdf

• https://www.mhlw.go.jp/content/001379914.pdf
• https://www.yyjjb.com.cn/yyjjb/201912/201912181712341234_6589.shtml
• https://finance.sina.com.cn/jjxw/2025-01-17/doc-inefhrny3248841.shtml
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•

•

•

• Henlius, the representor or the provider does not make express or implied warranties, statements or representations on the content of this document (the content of this document may
also include forward-looking statements), including but not limited to the statements about the timeliness, universality and accuracy of the content for any specific purpose or with regard to
the correctness of the information obtained by using the content of this document. If any conduct or consequence is caused due to any mistake, omission or incorrectness of relevant
content, Henlius, the representor or the provider shall not be liable.

• All rights, including copyrights, of this document and the content contained herein shall be exclusively owned by Henlius, among which the relevant words “Henlius” and “ ,
patterns and relevant logos are the names, trademarks and logos legally owned by Henlius. No third party could use them by any means including reproduction without written consent
from Henlius.

• The content of this document does not include and shall not be deemed as any advice (including but not limited to medical advice and investment advice). You shall be liable for any
decision made by yourself based on the content of this document.

Disclaimer
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