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Our Mission 

and Vision

Affordable Innovation

Reliable Quality 
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• 1H 2023 sales revenue of biosimilars reached ~1.6 billion RMB, 44% YoY growth, exceeding the sales revenue of biosimilars in the full year of 2021

• The biosimilar pipeline covered globally popular targets such as HER2, RANKL, CTLA-4, and conduct MRCT for global market expansion 

• HANQUYOU BLA was under FDA review while working with business partners to expand global markets 

Sales Revenue of Marketed Biosimilars (100 million RMB)
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HANSIZHUANG Entered into a New High-growth Stage of Commercialization 

with Differentiated Advantages

• In March 2023, HANSIZHUANG

achieved over RMB 100M 

monthly sales in China for the first 

time, representing its 

commercialization stepping up into 

new stage

• By June 2023, HANSIZHUANG

has completed tendering platform 

listing for 29 provinces in China, 

covering about 1,500 hospitals

(focus on departments related to 

lung cancer, gastrointestinal 

cancer and etc.)

• HANSIZHUANG (Serplulimab) 

has shown a stronger affinity and 

slower dissociation rate1

1





�ŒHenliusHLX10(P D 1-L 1 )E x p a n d i n g  F o o t p r i n t s  i nG l o b a l  K e y  M a r k e t s  w i t h  S t r a t e g i c  A l l i a n c e  P a r t n e r s  T h e  U SE u r o p eS o u r c e : 2 0 2 2  Sa l e s  r e v e n u e  f o r  t h e  p r o d u c t s  s h a r i n g  t h e  s a m e  n o n p r o p r i e t a r yn a m es  c a l c u l a t e d  b y  I Q V I A  M I D A SH L X 0 2( T r a s t u z u m a b)1 , 1 4 6H L X 1 0(P D 1-L 1 )1 2, 3 3 7H L X 1 4(D e n o s u m a b )9 6 8H L X 1 1(P e r t u z u m a b)5 1 1H L X 0 2(T r a s t u z u m a b)1 , 4 7 9H L X 1 4(D e n o s u m a b )1 , 5 5 8H L X 1 1(P e r t u z u m a b)2 , 5 5 42 1 , 5 1 3M a r k e t  P o t e n t i a l  i n  t h e  U S  ( M i l l i o n  U S D ), 3 3 7
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• First approved trastuzumab biosimilar in China

• First “Chinese nationality” mAb biosimilar approved

in Europe

• BLA under FDA review; expected to be the first

“Chinese nationality” biosimilar approved in China,

Europe, and the US

• Launched in 41 countries and region
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Excellent Performance of HANQUYOU

Higher sales per capita 

than domestic peers

>400K RMB 
per month

Sales Per Capita1

（1H 2023）

Industry Benchmark

China-based innovative 

biotech

(~120-180K RMB per month)

The only Trastuzumab 

with two specifications

Fast-growing market 

share

Monthly sales over

200M RMB

• 2 specifications were 

customized to address HER2-

positive breast cancer patients 

medical needs in China

• Solved the issue of residual 

liquid storage, improving drug 

use safety and honing product 

differentiation advantage

• Achieved ~50% of 

Trastuzumab market share by 

June 2023 in existing market 

in China2

50%

market share of 

Trastuzumab in China

• Monthly sales over 200M 

RMB for 4 consecutive 

months since March 2023:

1. Sales per capita =Product sales / # of salesforce / 6 months

2. Source: Henlius internal analysis

>200M RMB
per month

With steady growth

11
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HANSIZHUANG (Serplulimab): First Global PD-1 mAb for SCLC 1L Treatment

12

• Launched patient assistance programs to optimize treatment 

outcomes, with reduced economic burden and improved 

medication adherence for patients

• Has been covered in Huiminbao (Regional Commercial Health 

Insurance) of 17 regions incl. Shanghai, Fujian, Chengdu, Kunming

Widespread recognition

• Completed tendering and procurement platform listing 

in 29 provinces, access to 35% of 110 major hospitals

• ~550 people specialized commercial team with strong 

sales experience in oncology

• Built efficient distribution network, 
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HANSIZHUANG Commercialization Highlights

Other PD-1/

PD-L1

HANSIZHUANG

First-class Commercialization Efficiency

Outstanding 

Achievements
• Sales outperformed most of the competing PD-

1/PD-L1 since its 
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• The only bevacizumab biosimilars with phase 

III clinical data on metastatic colorectal cancer 

in China

• Combine with HANSIZHUANG (anti-PD-1 

mAb), treating on multiple tumor types in a  

combo therapy

HANBEITAI (Bevacizumab): Commercialization Acceleration in 2023

14

Target: VEGF

Exploration for new medication 

methods

Acceleration on market access 

and penetration

• Covered by NRDL in 31 provinces, and 

completed tendering and procurement platform 

listing in 28 provinces

• Focus on the dual-channel markets, and 

enhance market recognition to drive sales 

growth

• Proactively seek for
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HANLIKANG (Rituximab): Strengthen the Market Leader Position

15

• Jiangsu Fosun, a subsidiary of Fosun Pharma, is 

responsible for HANLIKANG’s commercialization in China

• Listed on the procurement platform in most provinces by 
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HANDAYUAN (Adalimumab): Entered Autoimmune Disease Area

16

Target: TNF-α

21M RMB • Henlius’ first autoimmune disease product

• Covered by NRDL in 30 provinces, and completed 

tendering and procurement platform listing in 31 provinces

• The first phase III clinical study of adalimumab biosimilar 

for psoriasis patients in China

• ~67,000 patients benefited since launch

• Contributed to standardize the diagnosis and treatment on 

ankylosing spondylitis in China through:

• Jiangsu 

-
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Global Licensing

Synergistic combination of traditional mAb and the new FBDB platform 

Multi-target is more suitable for pan-tumor treatments

Overcome the pain points of traditional CPI3 therapies

Global exclusive collaboration with high commercial potential

A potential first-in-class product

Win-Win Collaboration

Co-develop innovative drugs by the new FBDB™2 platform 

Alliance with Strong Partner to Develop Potential FIC Products

FBD Biologics Limited1

1. Hong Kong company of HanchorBio Inc.; 2. IgG Fc-Based Designer Biologics (FBDB™), biopharmaceutical platform based on Fc; 3. Checkpoint inhibitors

Innovative Platform

Unique biologics with multiple targeting modes

Unlock the innate and adaptive immune systems to kill tumors

Improve innovative drug R&D methodology and roadmap
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‘

HLX10

sqNSCLC2

Final OS results

1L (Pivotal)

Clinical Pipeline Milestones: 1H 2023 Review

Innovative mAb

1H2023

NDA/BLA/MAA 

Submission

Key Clinical Data 

Readouts

HLX10
ES-SCLC1

1L (EU)

Innovative small molecule

HLX07+HLX10

ESCC3

1L, 2L and late-line (PoC)

HLX208

BRAF V600E

LCH/ECD4 - 22pts

1. Extensive stage small cell lung cancer

2. Squamous non-small cell lung cancer 

3. Esophageal squamous cell carcinoma 

4. Langerhans cell histiocytosis (LCH) and Erdheim-Chester disease (ECD)22
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HLX11 and HLX14: Multi-Regional Phase III Clinical Trials Ongoing

• Focusing on China, the US and Europe, the MRCT1
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Neoadjuvant treatment in combination with 

Chemotherapy / Adjuvant with Serplulimab only

Serplulimab combined with Concurrent 
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HLX22: Potential to Change the SOC of 1L GC

HLX22 (HER2)

• HLX22 targets at different epitopes within domain IV of Her2

• PDx data shows HLX22 & Trastuzumab combo has more 

advantages than Trastuzumab & Pertuzumab combo in GC

1. Bang, Yung-Jue et al. “Trastuzumab in combination with chemotherapy versus chemotherapy alone for treatment of HER2-positive advanced gastric or gastro-oesophageal junction cancer (ToGA): a phase 3, open-label, randomised controlled trial.” Lancet (London, England) vol. 376,9742 (2010): 687-97. doi:10.1016/S0140-6736(10)61121-X

2. Janjigian, Yelena Y et al. “The KEYNOTE-811 trial of dual PD-1 and HER2 blockade in HER2-positive gastric cancer.” Nature vol. 600,7890 (2021): 727-730. doi:10.1038/s41586-021-04161-3

3. Zanidatamab (zani), a HER2-targeted bispecific antibody, in combination with chemotherapy (chemo) and tislelizumab (TIS) as first-line (1L) therapy for patients (pts) with advanced HER2-positive gastric/gastroesophageal junction adenocarcinoma (G/GEJC): Preliminary results from a phase 1b/2 study.  Keun Wook Lee, Li-
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Innovative Antibody Drug Conjugate (ADC) 

• HLX42 EGFR ADC utilizes the properties of tumor tissues, and its payload-linker can be 

specifically released in the tumor microenvironment

• It is able to release payload extracellularly, not fully rely on endocytosis, and thus has 

strong bystander killing effect

• Unmet clinical needs are mainly for EGFR-positive patients who lack responses to EGFR 

mAb or TKIs drugs

• Potential FIC/BIC EGFR ADC drugs

Molecular Design

Competitive Landscape

• HLX43 PD-L1 ADC utilizes the properties of tumor tissues, and its payload-liker can be 

specifically released in the tumor microenvironment

• It is able to release payload extracellularly, not fully rely on endocytosis, and thus has 

strong bystander killing effect

• Unmet clinical needs are mainly for patients with PD-1/PD-L1 non-response or drug 

resistance

• Potential FIC/BIC PD-L1 ADC drugs

• There are currently 6 EGFR ADC-related drugs globally, most of them just entered the 

clinical stage (Phase I) 

• Lepu Biopharma’s MRG003 is the fastest in the clinical stage, and has begun the 

recruitment of patients of Phase II clinical trial

Key Data and Plans

• HLX42 has exhibited its strong tumor-suppressor activity and also good tolerance in 

multiple CDX/PDX models that are resistant to EGFR antibodies or TKIs

• Toxicology studies in rhesus monkeys have shown that HLX42 has a good therapeutic 

window, which is superior to previous ADC products with vcMMAE and DXD as payloads

• The IND application was accepted by NMPA in August 2023. The IND application to the 

FDA is expected in 2023 

HLX42 EGFR ADC HLX43 PD-L1 ADC

• Only Seagen’s PD-L1 ADC has entered the clinical stage (phase I) all around the world, 

and its Phase I clinical trial started in Feb. 2022 for 1L patients with advanced NSCLC, 

HNSCC, ESCC, MEL and OC

• No IND-approved competing drug in China, HLX43 is very likely to be the first product

• HLX43 PD-L1 ADC does not kill immune cells in blood and normal tissues

• HLX43 has exhibited outstanding antitumor efficacy in vivo models (including the models 

with low levels of PD-L1 expression, high heterogeneity, and non-response to PD-1/PD-L1 

inhibitors) and also showed good tolerance

• Toxicology studies in rhesus monkeys have shown that HLX43 has a good therapeutic 

window, which is superior to previous ADC products with vcMMAE and DXD as payloads

• The IND application was accepted by NMPA in August 2023. The IND application to the 

FDA is expected in 2023 

Molecular Design

Competitive Landscape

Key Data and Plans

30
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5D Platform Targeting Oncology, Metabolism, Immunity and Neurology

Develop innovative drugs for complex diseases through network biology and polypharmacology

Based on the Deep Data Driven Drug Discovery (5D) 

platform, integrate medical informatic data to discover 

new targets, mechanisms and drugs targeting 

metabolism, inflammation, and Immune Intervention

Driven by the Biocomputing Accelerated Molecule 

Design (BAMD) platform, design new drug molecules 

such as peptides, nucleic acids, and optimize antibodies, 

small molecule drugs, ADC payload-linkers, etc.

• First-in-class small molecule drug conjugates

• Polypharmacology with a unique MOA

• Address unmet needs in the fields of ALS3 and 

Parkinson’s Disease

• Potential breakthrough innovative drugs

• First-in-class recombinant protein products

• Unique MOA, simultaneously lower blood 

glucose and improve kidney damage repair 

• Good efficacy in DKD4 models

• Large patient population with huge unmet needs

• First-in-class small molecule drug conjugates

• Polypharmacology with a unique MOA

• Address unmet needs in the fields of PSC1 and 

PBC2

• Potential breakthrough innovative drugs

HLX92 (SMC) HLX94 (SMC) HLX307 (rPro)

31

1. PSC = primary sclerosing cholangitis

2. PBC = primary biliary cholangitis

3. ALS = amyotrophic lateral sclerosis

4. DKD = diabetic kidney disease
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International Leading Capabilities on Manufacturing and Quality Management

• Manufacturing capacity optimization: 

The scale of commercial GMP batches has 

reached a new high

• GMP certified in both China and the EU: 

Implement “Henlius Quality” with 

international standards

• Global expansion: Products available in 

Europe, Australia, South America and 

Southeast Asia

• Plant construction for Phase I & II trials: 

Acceleration of the plant validation

• The improved application of stainless 

steel equipment: Costs reduction by 

process automation

Continuous 

Improvement

Scientific 

Optimization

Intelligent Drug 

Manufacturing

Xuhui Site Songjiang 

1st Plant

Songjiang 

2nd Plant
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Operation Excellence and Continuous Innovation
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1H 2023 Financial Review06
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Achieved Profitability in 1H 2023 with RMB ~330M Operating CF

Net profit (net loss) excl. extraordinary items
(in Million RMB)

R&D investment
（in Million RMB）

Net change in cash and cash equivalents: 

positive OCF with RMB 332M
(in Million RMB)

(444) (397)

(129)

230 

1H 20 1H 21 1H 22 1H 23

Net profit (net loss) excl. extraordinary items

Net profit (net loss) margin excl. extraordinary items

(62.6%) (10.0%)

9.2%
534 548 

293 
126 

1H 22 1H 23

Expensed Capitalized

1H 20 1H 21 1H 22 1H 23

Net change in cash and cash equivalents

Net cash flows from (used in) operating activities

Net cash flows used in investing activities

Net cash flows from finanical activities

332

(103)

90

(610)

(1512) (1681)
(685)

(544)

996 648
846

157

Selling and 

distribution expenses

Administrative 

expenses

R&D expenses Financial costs

31% 29% 31%

19%
12%

6%

71%

41%

22%

6% 4% 2%

1H 21 1H 22 1H 23

Expense to revenue ratios steadily decreased

(402.2%)

(1187) (959) 60 (41)

827

674

37
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Financial Highlights

Financial Data (selected) 1H 23 1H 22 YoY Growth

Unit In Million RMB % of revenue In Million RMB % of revenue %

Revenue 2,500.5 100.0% 1,289.4 100.0% 93.9%
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Net Profit: Turned into Profit in 1H 2023

In Thousand RMB
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2023 Performance Outlook07
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• 复宏汉霖、陈述人或提供人对本文件内容（文件内容亦有可能包括前瞻性陈述）均不做出明示或默示的保证、声明或陈述（包括但不限于：本内容针对为任意特定目的而关于内容
所具有的及时性、通用性、精确性的声明，或者关于使用本文件内容所获得信息无误可信的声明）。如因有关内容存在错误、遗漏或失准之处而引致的行为或结果，复宏汉霖、陈
述人或提供人对此不承担责任。

• 本文件及其中所包含内容的所有权利包括版权均由复宏汉霖独家所有，其中相关的“Henlius” 和“复宏汉霖”字样、图案及相关LOGO标识均为复宏汉霖合法所有的字号、商标和
标识。未经复宏汉霖书面同意，任何第三方不得以包括转载在内的任何方式加以使用。

• 本文件内容不包含亦不应被视为任何建议（包括但不限于医疗建议、投资建议），您基于本文件中内容做出的任何决策，责任自负。

• 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

document

or

purpose

thisobtained
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