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免责声明
本演示文稿及对其口头介绍、随后的讨论（如有）中的某些陈述可能包含前瞻性声明。例如关于歌礼的药物研究发现，候选药
物的临床前开发、临床试验项目和计划，临床试验实施和数据预测解读，产品上市和商业化计划，产品和候选药物临床开发、
注册申请里程碑和商业化的进展和预期等声明。由于各种重要因素的影响，实际结果可能与前瞻性声明有重大差异。这些因素
包括了以下事项的风险：歌礼证明其候选药物功效和安全性的能力；候选药物的临床结果可能不支持进一步开发或上市审批；
药政部门的行动可能会影响到临床试验的启动、时间安排和进展以及药物上市的审批；歌礼的上市药物及候选药物（如能获批）
获得商业成功的能力；歌礼获得和维护对其药物和技术的知识产权保护的能力；歌礼依赖第三方进行药物开发、生产和其他服
务的情况；歌礼取得监管审批和商业化医药产品的有限经验，及其获得进一步的营运资金以完成候选药物开发与商业化和实现
并保持盈利的能力；新冠肺炎全球疫情对歌礼的临床开发、监管、商业化运营以及其他业务带来的影响；以及歌礼在向香港联
交所最新递交的年度报告中“主要风险及不确定因素以及风险管理”章节中讨论的各类风险。歌礼已取得的各项业绩和成果属
于历史性质，过往表现并不保证未来业绩。

本演示文稿及随后对其口头介绍、讨论（如有）中包含的信息、陈述和意见不构成出售或征求任何认购或购买任何证券或其他
金融工具或任何有关此类证券的建议或推荐的要约，或任何司法管辖区的其他金融工具。特别是本演示文稿不是出售证券的要
约，也不是要求购买证券的要约。

本演示文稿仅供投资参考。本演示文稿中的所有信息仅及于演示文稿发布之日，除非法律要求，歌礼并无责任更新该些信息。
任何前瞻性陈述或意见未实现或结果不正确，歌礼不承担任何责任。

本演示文稿及对其口头介绍包含第三方研究的数据和信息，以及公司内部对此类数据和信息的分析。歌礼尚未单独核实从这些
来源获得的数据和信息。同样来源获得的前瞻性信息受上述相同条件的约束。
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坚持创新







精益运营

54.1

56.6

2022 2023

112.0

184.7

2022 2023

-314.8

-144.7

2022 2023

*截止到2023.12.31

2,470.8 ¥2,274.6

2022 2023
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Primary Objective
To evaluate the efficacy of ASC41 tablet in biopsy-confirmed noncirrhotic NASH  patients by a histological reduction in NAS ≥ 
2 points that results from reduction of necro-inflammation (inflammation or ballooning) without worsening fibrosis.
Secondary objectives
1. NASH resolution; 2. Fibrosis improvement.

W12 W52W0 W56
Interim analysis**

(N=42)
MRI-PDFF

安慰剂,每日一次
n=60

2mg ASC41, 每日一次
n=60

4mg ASC41,每日一次
n=60

Biopsy
MRI-PDFF

Biopsy
MRI-PDFF

*Phase II study protocol was agreed by both US FDA and China NMPA
**Pre-specified interim analysis conducted when 42 patients completed 12-week treatment of ASC41/placebo. 
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18.2% 17.8% 18.9%

-13.1%
-55.0%

(p = 0.0001 vs placebo)

-68.2%

(p ＜ 0.0001 vs placebo)

-5.8% -48.8% -70.1%

21.4%
92.3%

(p = 0.0002 vs placebo)

93.3%

(p ＜ 0.0001 vs placebo)

21.4%
46.2%

(p = 0.24)
86.7%

(p = 0.0004)

0.0%
30.8%

(p = 0.16)
66.7%

(p = 0.0017)

Stine JG, Munaganuru N, Barnard A, et al. Clin Gastroenterol Hepatol. 2021;19(11):2274-2283.e5. doi:10.1016/j.cgh.2020.08.061

肝脏脂肪含量降低30%及以上与患者实现NASH组织学改善高度相关
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安慰剂
(n = 14) 2 mg, QD

(n = 13)
4 mg, QD
(n = 15)

ALT

77.6 U/L 65.9 U/L 84.8 U/L

5.2%
-8.5%

(p = 0.61)
-32.6%

(p = 0.0051)

21.4%
30.8%

(p = 0.68)
73.3%

(p = 0.0052)

AST

47.9 U/L 44.2 U/L 53.8 U/L

17.3%
-3.6%

(p = 0.67)
-24.2%

(p = 0.041)

*p-value vs placebo

NASH患者ALT降低与肝组织学改善高度相关
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安慰剂
(n = 14) 2 mg, QD

(n = 13)
4 mg, QD
(n = 15)
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安慰剂
(n = 14) 2 mg, QD

(n = 13)
4 mg, QD
(n = 15)

[1] 数据截至2023年11月22日。
[2] 研究者认为可能、大概或肯定与研究药物相关
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[1] Week 12 data from 36-week phase 2 and 52-week phase 3
[2] NA:Not avaliable

Resmetirom: Stephen A. Harrison, et al. EASL 2023 abstract number GS-001;  Harrison, S. A., et al.[J] Lancet, (2019).DOI: 10.1016/s0140-6736(19)32517-6
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[1]Viking press release, May 2023
[2]NA:Not avaliable

VK-2809: Rohit Loomba, et al. AASLD 2023 abstract number 5016-C;https://ir.vikingtherapeutics.com/2023-11-13-Viking-Therapeutics-Presents-New-Data-from-Phase-2b-
VOYAGE-Study-of-VK2809-in-Patients-with-Biopsy-Confirmed-Non-Alcoholic-Steatohepatitis-NASH-at-The-Liver-Meeting-R-2023; 
https://ir.vikingtherapeutics.com/corporatepresentation, November 2023 
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[1] Terns press release, August 2023
[2] NA: Not available

TERN-501: https://ir.ternspharma.com/events/event-details/terns-duet-top-line-results  
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ASC41片剂,
室温稳定

Resmetirom片剂[1]，
室温稳定

VK2809胶囊[2],
需要低温保存

Tern-501[3], 剂型及储
存条件未知

ALT
37.8%

(统计学显著区别)
与安慰剂相比无统计学

显著区别 与安慰剂类似 与安慰剂类似

AST
41.5%

(统计学显著区别)
与安慰剂相比无统计学

显著区别 与安慰剂类似 与安慰剂类似

[1] Week 12 data from 36-week phase 2 and 52-week phase 3
[2] Viking press release, May 2023
[3] Terns press release, August 2023
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ASC41 tablet
Resmetirom tablet 

Phase III
VK2809  Capsule Tern-501

Placebo
(n = 14 )

2mg/4mg QD
(n=28)

Placebo
(n = 321 )

100mg QD
(n=323)

Placebo
(n = 65)

10mg QOD
(n=61)

Placebo
(n =24 )

6mg QD
(n=22)

TEAEs
Number of subjects(%)

13(92.9%) 28(100%) 269 (92.2%) 296 (91.6%) 47(72.3%) 54(88.5%) NA NA

Drug-related TEAEs 6(42.9%) 14(50%) 86 (26.8%) 134 (41.5%) 22(33.8%) 23(37.7%) NA NA

Drug-related TEAEs leading to 
study discontinuation

0(0.0%) 1(3.6%) 8 (2.5%) 22 (6.8%) 5(7.7%) 5(8.2%) 1(4.2%) 1(4.5%)

Drug-related GI AEs 2(14.3%) 4(14.3%) NA NA 12(18.5%) 7(11.5%) 2(8.3%) 2(9.1%)

Nausea 0(0.0%) 0(0.0%) 40 (12.5%) 62 (19.2%) 5(7.7%) 3(4.9%) 0(0.0%) 0(0.0%)

Diarrhea 1(7.1%) 4(14.3%) 50 (15.6%) 109 (33.7%) 2(3.1%) 3(4.9%) 1(4.2%) 1(4.5%)

Vomiting 0(0.0%) 0(0.0%) 17 (5.3%) 35 (10.8%) NA NA 1(4.2%) 0(0.0%)

Abdominal distension 1(7.1%) 0(0.0%) NA NA NA NA 0(0.0%) 0(0.0%)

NA = not available 
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1. Semaglutide: Flint, A., et al.[J] Aliment Pharmacol Ther, (2021).DOI: 10.1111/apt.16608;
2. Efruxifermin: Stephen A. Harrison., et al. AASLD 2022 Abstract #39094;
3. Pegozafermin: https://ir.89bio.com/news-releases/news-release-details/89bios-phase-2b-enliven-trial-pegozafermin-nonalcoholic;
4. Denifanstat: Rohit Loomba, et al. EASL 2023 Abstract #OS-061;
5. Lanifibranor: https://inventivapharma.com/wp-content/uploads/2023/06/IVA-Topline-results-lanifibranor-in-T2D-and-NAFLD-06282023.pdf
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1. Semaglutide: Flint, A., et al.[J] Aliment Pharmacol Ther, (2021).DOI: 10.1111/apt.16608;
2. Denifanstat: Rohit Loomba, et al. EASL 2023 Abstract #OS-061;
3. Lanifibranor: https://inventivapharma.com/wp-content/uploads/2023/06/IVA-Topline-results-lanifibranor-in-T2D-and-NAFLD-06282023.pdf
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1. Semaglutide:Newsome, P. N., et al.[J] N Engl J Med, (2021).DOI: 10.1056/NEJMoa2028395;
2. Efruxifermin: Stephen A. Harrison., et al. AASLD 2022 Abstract #39094;
3. Pegozafermin: https://ir.89bio.com/news-releases/news-release-details/89bios-phase-2b-enliven-trial-pegozafermin-nonalcoholic;
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1. 截止到2023.9.20已公布的专利&专利申请
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改良意向治疗人群(mITT)包括进行2两次活检的所有患者。数据为均值(SD)或n (%)
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主要终点

NASH改善且纤维化无恶化且NAS (NAFLD活动度
评分)降低≥2分

NAS降低≥2分*且纤维化无恶化

其他终点

纤维化改善≥1个阶段且NASH无恶化

NASH 改善且纤维化无恶化

AI 病理 (qFibrosis)**

ALT较基线变化的百分比

MRI-PDFF响应率（肝脂肪下降＞30%）

FibroScan AST (FAST) 评分

低密度脂蛋白 (mg/dL)*** 

* ≥1-point improvement in ballooning or inflammation. 
**least squares mean. HistoIndex platform. mITT population.
***For LDL-c, baseline > 100 mg/dL. 
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134
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萨瑞环素（ ）是由Almirall公司研发的一款口服、四环素衍生物类抗生素痤疮药物，于2018年10月在美国上市，主要用于治疗9岁及以上
患者的中至重度寻常痤疮
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WHO IV级 无标准疗法

(Molecules. 2020 Sep; 25(17): 3935.)









•

•

•

•

GBM占中枢神经
系统肿瘤比例
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ASC40 +贝伐珠单抗 治疗复发胶质母细胞瘤中国III期临床

•

•

•

•

•

•
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83.77%

2.54%
1.64%

12.06%

36.8

172.8
204.3

418.7

597.4

•

•

•
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| 
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1. Peng G, et al. PD-1 upregulation is associated with HBV-specific T cell dysfunction in chronic hepatitis B patients. Mol Immunol. 2008;45(4):963-70.
2. B  Ye, et al．T-cell exhaustion in chronic hepatitis B infection: current knowledge and clinical significance. Cell Death Dis. 2015 Mar 19;6:e1694.

NCT04225715

| 
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CD8+ T Cell

Tumor Cell

JAK1/2

STAT1

STAT1

IRF1 Transcription
PDL1
promot

er

IFN-γ

IFN-γR

MHC 
class I

TCR

PDL1 
Internalization

PDL1 
Dimerization

•

0.60%

56.70%

81.80%

0.50%
4.80%

40.90%

0%
10%
20%
30%
40%
50%
60%
70%
80%
90%

溶媒（阴性对照） 竞品小分子 ASC63

Source: Ascletis data
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