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Disclaimer

The documents, opinions and materials presented in this presentation (the “Document”) have been prepared by RemeGen Co., Ltd. (the “Company”) for use in presentations by the Company and 
does not constitute a recommendation regarding the securities of the Company. You fully understand that the Document is being made available on a confidential basis and subject to the 
following provisions. The contents of this Document have not been reviewed by any regulatory authority in any jurisdiction. The distribution of this Document in certain jurisdictions may be 
restricted by law, and the recipients into whose possession this Document comes should inform themselves about, and observe such restrictions. By accessing this Document, you are agreeing 
(i) that you have read and agree to comply with the contents of this notice and disclaimer and (ii) to maintain absolute confidentiality regarding the information disclosed in this Document.

This Document has not been independently verified and is not intended to form the basis of any investment decision. It does not constitute an offer or invitation to sell, or any solicitation of any 
offer to subscribe for or purchase any securities in any jurisdiction in which the making of such offer, solicitation or sale would be unlawful prior to registration or qualification under the 
securities laws of such jurisdiction or would not otherwise be in compliance with the laws and regulations of such jurisdiction, and nothing contained herein shall form the basis of any 
investment decision, contract or commitment whatsoever. This Document contains no information or material which may result in it being deemed (1) to be an advertisement, invitation or 
document containing an advertisement or invitation falling within the meaning of section 103 of the Securities and Futures Ordinance (Chapter 571 of the Laws of Hong Kong) (the “Securities 
and Futures Ordinance”) or (2) in Hong Kong to have effected an offer to the public without compliance with the laws of Hong Kong or being able to invoke any exemption available under the 
laws of Hong Kong, and is subject to material change without notice.

The securities of the Company have not been and will not be registered under the U.S. Securities Act of 1933, as amended (the “U.S. Securities Act”), or under the laws of any state of the 
United States. This Document does not constitute or form a part of any offer or solicitation to purchase or subscribe for securities in the United States and is not for distribution and may not be 
distributed, directly or indirectly, in or into the United States (including its territories and possessions, any state of the United States and the District of Columbia). The securities of the Company 
will not be offered or sold in the United States except pursuant to an exemption from, or in a transaction not subject to the registration requirements of the U.S. Securities Act. There will be no 
public offer of the Company’s securities in the United States.

This Document and the information contained herein as well as information presented orally or otherwise are strictly confidential and must be treated as such. Neither the information contained 
in this Document nor any copy hereof may be, directly or indirectly, taken or transmitted into or distributed in the United States, Canada, Australia, Japan, PRC, Hong Kong or any other 
jurisdiction which prohibits the same except in compliance with applicable securities laws. Any failure to comply with this restriction may constitute a violation of U.S. or other jurisdiction's 
securities laws. Upon request, the recipient will promptly return this Document and any other written information made available in the presentation, without retaining any copies. 

This Document does not purport to be comprehensive or to contain all the information that a recipient may need in order to evaluate the Group. No representation, warranty or undertaking, 
express or implied, is given and, so far as is permitted by law, no responsibility or liability is accepted by any person (for the avoidance of doubt, including but not limited to, the Company and 
its affiliates, controlling persons, directors, officers, partners, employees, agents, representatives or advisers of any of the foregoing), with respect to the accuracy, reliability, correctness, fairness 
or completeness of this Document or its contents. The information communicated in this presentation contains certain statements that are or may be forward looking. These statements typically 
contain words such as "will", "expects", “intends”, “plans to” and "anticipates" and words of similar import. These forward-looking statements reflects the current view of the Company with 
respect to future events are based on a number of assumptions about the Company’s operations and factors beyond the Company’s control and are subject to significant risks and uncertainties, 
and, accordingly, actual results may differ materially from these forward-looking statements.  In particular, but without limitation, no representation or warranty is given as to the achievement or 
reasonableness of, and no reliance should be placed on, any assumptions, projections, targets, estimates, forecasts or any forward-looking statements contained in this Document. Each of the 
Company and its affiliates, controlling persons, directors, officers, partners, employees, agents, representatives or advisers of any of the foregoing assumes no obligation to update or otherwise 
revise these forward-looking statements for new information, events or circumstances that occur subsequent to such dates. None of the Company and any of its affiliates, controlling persons, 
directors, officers, partners, employees, agents, representatives or advisers of any of the foregoing shall have any liability (in negligence or otherwise) in respect of the use of, or reliance upon, 
the information contained herein by you or any person to whom the information herein is disclosed.

In furnishing this Document, the Company and its affiliates undertake no obligation to provide any additional information or to update this Document or any additional information or to correct 
any inaccuracies which may become apparent. 
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关键财务摘要

销售收入及毛利（人民币万元）

 21,926 

 34,704 

 16,383 

 26,463 

2022年三季度 2023年三季度

销售收入 毛利

n 主要是由于注射用泰它西普和注射用维迪西妥单抗销量增加，销售收入增加。

研发费用及管理费用（人民币万元）

n 主要是由于本期新药研发管线增加、多个创新药物处于关键试验研究阶段导致
临床试验费、材料费等费用增加；研发人员增加、员工工资水平上涨导致人员
费用增加。

n 行政开支增加主要由于2023年三季度业务继续扩张

21,287

31,752

5,670
7,894

2022年三季度 2023年三季度

研发费用 管理费用

销售费用（人民币万元）

 12,769 

 18,962 

2022年三季度 2023年三季度

销售及分销费用

n 销售及分销费用增加主要由于2023年三季度上市产品市场营销的不断增加

经营活动现金流、投资活动现金流及资本支出（人民币万元）

(38,140)
(40,704)

(23,153)
(19,477)

(22,674)
(28,075)

2022三季度 2023三季度经营活动现金流
投资活动现金流
资本支出

n 经营活动现金流为负主要归因于各期除税前净亏损

n 投资活动现金流主要为新生产设施建设

n 资本支出主要用于厂房建设和设备购买以及上海研发中心土地。
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管线布局

上市NDA关键/III期II期I期IND临床前候选药物 靶点 方式

Pivotal trial

Pivotal trial

自身免
疫疾病

双抗
眼科

RC218 未公开

RC28 VEGF/FGF 融合蛋白

融合蛋白泰它西普 
（RC18） BLyS/APRIL

肿瘤

ADC维迪西妥单抗
（RC48） HER2

ADCRC88 间皮素

RC98 PD-L1 mAb

RC108 c-MET ADC

RC118 Claudin18.2 ADC

RC148 未公开 双抗

融合蛋白RC198 IL-15/IL-15Rα

RC238 未公开 双抗

RC248 未公开 ADC

中国

全球

中国

中国

中国

中国

中国

中国

中国

中国

中国

中国

中国

全球

美国

澳洲

Seagen合作

状态（状态栏显示临床试验地点）



泰它西普（RC18）临床管线进展

分子结构示意图

N-端区域

半胱氨酸富集区域I

半胱氨酸富集区域II
茎部

: 二硫键SS

TACI
膜外区域

(结合BLyS与APRIL）

IgG1 FC
（提高分子稳定性）

SS

双重靶向作用机制

B
形成同源／异源三体

APRIL 
BAFF-R TACI

BCMA
泰它西普

BLyS
A
单核细胞
中性粒细胞
树突细胞
T细胞
B细胞

A3 B3

A2B AB2

B细胞

  C 
阻止B细胞机制

上市NDA关键/III期II期I期IND临床前适应症

状态（状态栏显示临床试验地点）

系统性红斑狼疮
中国

全球

儿童系统性红斑狼疮

狼疮肾炎

视神经脊髓炎频谱系疾病

类风湿关节炎

IgA肾炎

干燥综合征

多发性硬化症

重症肌无力

IgG4-RD

中国

中国

中国

中国

中国

中国

中国

中国

中国

美国

美国

美国



泰它西普（RC18）-中国临床进展（RA）

III期临床试验第24周有效性数据

26.9%

5.9%

60.0%

21.4%
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70%

ACR20 ACR50

泰它西普 160mg p<0.001

安慰剂 泰它西普

III期临床试验

入组479例受试者

l 360例患者使用泰它西普160mg
l 119例安慰剂对照

临床数据已向2023年ACR Meeting 投稿



泰它西普（RC18）-中国临床进展（MG）

III期临床试验

计划招募100例受试者

1:1随机分配至240mg组或安慰剂组

II期临床试验有效性数据

QMG：-7.7 QMG：-9.6

160mg，n=14 240mg，n=15

CDE：突破性治疗品种



泰它西普（RC18）-中国临床进展（PSS）

III期临床试验

计划招募375例受试者

1: 1: 1随机分配至80mg组、160mg组、

或安慰剂组

II期临床试验有效性数据

Baseline Week4 Week8 Week12 Week16 Week20 Week24
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Placebo Telitacicept 160 mg Telitacicept 240 mg



泰它西普（RC18）-中国临床进展（IGAN）

III期临床试验

计划招募308例受试者

1:1 随机分配至240mg组或安慰剂组

II期临床试验有效性数据

尿蛋白下降：
25%

160mg，n=16 240mg，n=14

尿蛋白下降：
49%



Global phase III study is ongoing, and we 
plan to further accelerate the process of 
this phase III study.

SLE
Achieved orphan drug and fast-track 
designations. Also got the clinical approval 
of phase III study in US.

MG

Reached consensus with FDA for the phase 
III study

IGA Nephritis
Reached consensus with FDA for the phase III 
study

PSS

Telitacicept（RC18）-Development of Global Clinical Trials

Telitacicept
Priority will be given to 
marketing MG in the US
To promote registered 

trials for other 
indications concurrently



MC Val-CitPAB MMAE

Antibody Linker Payload

RC48 has achieved considerable progress in 
the phase II study for neoadjuvant UC patients

UC

GC

BC

Clinical Progress of Disitamab Vedotin（RC48）

 

 

 

 

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Cooperation with Seagen

Cooperation with Seagen

LaunchedNDAPivotal/PhIIIPhIIPhIINDPre-INDIndications

Status（Clinical Sites Indicated on Status Bar）

HER2-expressing GC

HER2-expressing UC

Combined with PD-1 to treat HER2-
expressing perioperative MIBC patients

Combined with PD-1 to treat HER2-
expressing first line UC patients

Combined with Gemcitabine bladder 
instillation for NMIBC

HER2-expressing UC

Combined with PD-1 to treat HER2-
expressing first-line UC patients

HER2-low-expressing BC

HER2 positive BC with liver metastasis

HER2-low-to non-expressing UC

HER2-expressing gynecology malignant 
tumor

HER2-expressing melanoma

Neoadjuvant therapy for HER2-expressing 
BC

Combination treatment for HER2-expressing 
first-line GC patients

Combined with PD-1 to treat cervical cancer

Combined with radio therapy to treat HER2-
expressing solid tumors

Neoadjuvant therapy for HER2-expressing 
GC

Second line HER2-expressing GC patients

HER2-expressing prostatic cancer

Combined with PD-1 to treat HER2-low-
expressing first-line BC patients

China

China

China

China

China

Global

Global

China

China

China

China

China

China

China

China

China

China

China

China

China

To promote the earlier line treatment studies 
in the GC field

To promote the earlier line treatment studies 
as well as HER2-low-expressing studies in the 
BC area

Maintain the leading position in the UC 
indication, and continue to promote earlier 
lines treatment for UC patients including first 
line treatment, neoadjuvant treatment and 
treatment for NMIBC 



Disitamab Vedotin（RC48）-Clinical Progress in China（UC）

•The phase III study of RC48 combined with PD-1 to treat  first-line UC patients is ongoing. 

•With completion of enrollment and positive signal has been observed for the phase II study of RC48 combined with PD-1 

to treat neoadjuvant MIBC patients, we plan to communicate with CDE for a confirmatory trial.

•The phase I/II IND of RC48 combined with Gemcitabine bladder instillation was approved in Jan, 2023, it further 

achieved FPI. Enrollment is ongoing.

•The paper of key clinical trial data of RC48 to treat second-line HER2-expressing UC patients has been accepted by 

JCO.



Disitamab Vedotin （RC48）- Clinical Progress in China （GC、BC、
OTHERS）
GC

•The IND of RC48 combined with PD-1 and Herceptin to treat first-line HER2-expressing GC patients has been approved 

by CDE, and the trial is ongoing. 

•We have further summited IND application for RC48 combined with Cadonilimab to treat second-line GC patients, and 

we expect to get the approval within the year.

BC

•CDE has approved a phase II study of RC48 combined with PD-1 or Letrozole to treat neoadjuvant HR positive, HER2-

low-expressing BC patients. We have already got FPI.

•CDE has approved a phase II study of RC48 combined with PD-1 or sequential chemotherapy to treat neoadjuvant HR 

negative, HER2-low-expressing BC patients. We have already got FPI.

•CDE has approved a phase II study of RC48 combined Pertuzumab with or without PD-1 to treat neoadjuvant HER2 

positive BC patients. We have already got FPI.

Gynecological Oncology

•RC48 in combination with Zimberelimab to treat at least first-line platinum-containing standard PD-1/PD-L1 treated 

recurrent or metastatic cervical cancer with HER2-expressing has been approved by CDE.



Code  —— G001
Region  —— Global

Cohort 1 —— HER2 positive 
Cohort 2 —— HER2-low-expressing 
Cohort 3 —— Combination with PD-1

Code —— DV001 
Region —— Global
Combination —— 
Keytruda

Control Group —— Chemotherapy
Planned —— 700 patients

Global:  
Treatment for Second-line US 

Patients（Seagen）
Enrollment ongoing

Global:  
Combination with Keytruda for first-line 

UC Patients （Seagen）
 Enrollment ongoing

Pivotal Study for Second-
line UC Patients

Phase III Study of First-line 
UC Patients

Disitamab Vedotin （RC48）Global Clinical Progress



Clinical Progress of Other Molecules

LaunchedNDAPivotal/Ph IIIPh IIPh IINDPre-INDDrug 
Candidates

Status（Clinical Sites Indicated on Status Bar）

Advanced malignant solid tumors
Combined with PD-1 for advanced 

malignant solid tumors
Ovarian cancer, carcinoma tubae, 

primary peritoneal carcinoma

Multiple malignant solid tumors

Combined with RC48 for GC

Multiple malignant solid tumors
Advanced malignant tumors of the 

digestive system
Combined with TKI for NSCLS
Combined with PD-1 for solid 

tumors other than NSCLS
Multiple malignant solid tumors
Combined with PD-1 for multiple 

malignant solid tumors

非肌层浸润性膀胱癌膀胱灌注

Multiple solid tumors

Multiple solid tumors

多种实体瘤

湿性老年性黄斑病变

糖尿病性黄斑水肿

糖尿病视网膜病变

眼科疾病

Multiple solid tumors

ADC

mAb

ADC

ADC

Hibody

Fusion 
Protein

Hibody

ADC

Fusion 
Protein

HIbody

Mesothelin

PD-L1

c-MET

Claudin
18.2

Confidenti
al

IL-15/
IL-15Rα

Confidenti
alConfidenti
al

VEGF/FGF

未公开

RC88

RC98

RC108

RC118

RC148

RC198

RC238

RC248

RC28

RC218

Oncol
ogy

Ophth
almol
ogy

Target Modality Indication

 中国
 中国

 中国

 美国

 中国

 中国

 中国
 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国

 中国
 澳洲

中国：I期临床试验
已实现首例病人入组

RC198

RC148 中澳：I期临床试验均
已实现首例病人入组

RC28 中国：DMEIII期临床
试验已实现首例病人
入组

RC118 中国：联合PD1的Ⅰ/Ⅱa
期临床试验，已完成首
例入组

RC88 中国：已向CDE申报关
键性临床研究方案

RC118 中国：完成I期的剂量
爬坡阶段
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l 泰它西普成功纳入《国家医保药品目录（乙类）》

l 已组建超过700人的专业销售团队

l 已准入超过750家核心地级城市的三甲或综合医院

l 已覆盖超过2300家医院

l 已覆盖超过23000名目标医生

l 产品疗效获广泛认可，Q3单季度销售收入超过1.8亿元

全球首款、同类首创（first-in-class）的BLyS/APRIL双靶点新型

重组TACI-Fc融合蛋白产品泰它西普，在系统性红斑狼疮取得了

令人瞩目的疗效，有望成为全球SLE同类最佳治疗药物

对于其他B细胞介导自身免疫疾病（包括

IGA肾炎、干燥综合征、重症肌无力）等

疾病均有良好的疗效,有潜力成为治疗多

种B细胞介导自免疾病的重磅药物

商业化产品-泰它西普（泰爱）



l 成功纳入《国家医保药品目录（乙类）》

l 已组建近600人的专业销售团队

l 已准入近650家核心地级城市的三甲或综合医院

l 已覆盖超过2000家医院

l 已覆盖超过24000名目标医生

l 已取得差异化竞争优势，Q3单季度销售收入超过1.5亿

元

中国首款自主研发的ADC创新药、目前唯一一款同时获中国、

美国突破性疗法认定的中国ADC产品

在尿路上皮癌领域具有显著的优势地位

商业化产品-维迪西妥单抗（爱地希）

在前线胃癌、HER2低表达乳腺癌等领

域具有一定优势



泰它西普推进多适应症全球开发，打造B淋巴细
胞介导的自免药物领导者。01

维迪西妥单抗加快国内临床，支持Seagen多适
应症全球开发，构建差异化竞争优势。02

提升ADC平台技术，开发新一代 FIC/BIC ADC
药物。

03

深耕国内销售，深化国际合作，实现商业化双轮
驱动。04




