
公司介绍&近期概要

歌礼制药（HK.1672）

2024.9.29 



2

Disclaimer
 The documents, opinions and materials presented and distributed in the presentation (collectively, the “Document”), which were prepared by Ascletis Pharma Inc. (the “Company”) together with its subsidiaries and
affiliates (collectively, the “Group”), are provided to you solely for your exclusive use and information and are not for public dissemination. 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 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. The information, statements and opinions contained in this Document and in the accompanying
oral presentation as well as subsequent discussion (if any) do not constitute an offer to sell or solicitation of any offer to subscribe for or purchase any securities or other financial instruments or any advice or
recommendation in respect of such securities or other financial instruments of the Company in any jurisdiction, and nothing contained herein shall form the basis of any investment decision, contract or commitment
whatsoever.



 This Document and the information contained herein as well as information presented orally or otherwise are strictly confidential and must be treated as such. No part of this Document or its contents may be copied or
reproduced, or redistributed or passed on, directly or indirectly, to any other person in any manner or published, in whole or in part, for any other purpose.



 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 shareholders, directors, officers,
partners, employees, agents, advisors or representatives of any of the foregoing), with respect to the accuracy, reliability, correctness, fairness or completeness of this Document or its contents or any oral or written
communication. 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 shareholders, directors, officers, partners, employees, agents, advisors or
representatives 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 shareholders, directors, officers, partners, employees, agents, advisors or representatives 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.



 You acknowledge and represent to the Company and its affiliates, controlling shareholders, directors, officers, partners, employees, agents, advisors or representatives of any of the foregoing that you are a
professional investor, that you have the knowledge, experience and capability to conduct your own assessment of the Company and its securities and that you have conducted or will conduct your own investigation with
respect to the Company and its securities and have obtained or will obtain your own independent advice relating to any investment in the securities of the Company.


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美国快速通道
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1. World Obesity Federation. World Obesity Atlas 2024   https://data.worldobesity.org/publications/WOF-Obesity-Atlas-v7.pdf,
2. WHO, 灼识咨询
3. https://www.goldmansachs.com/insights/articles/anti-obesity-drug-market 

肥胖：BMI ≥30 kg/m2   超重：BMI ≥25 to 30 kg/m2 
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WHO预测中国和美国是肥胖患者增长的主要地区[2]

8.3

9.4

11.9
单位：亿人

全球超重成年人数量预测[1]

其他国家美国中国

盛最新报告预测[3]，到2030年全球抗肥胖药物（AOMs）市场市场将达1000 亿美元



91. Yale University Rudd Center for Food Policy and Obesity

肥胖与多种疾病发生高度相关 多种因素驱动GLP-1药物市场快速增长
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优异的临床前数据
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成本优势及药物可及性

#####################[1]

IP 自主研发
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I期临床进行中

•
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Primary Objective
To evaluate the efficacy of ASC41 tablet in biopsy-confirmed noncirrhotic MASH  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. MASH 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MASH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

MASH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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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

MASH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MASH无恶化

MASH 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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61.00%

52.00%
48.00%

37.80%

26.00%
22.00%

20.00%

EFX Tirzepatide BI 456906 VK2809 lanifibranor ASC40 resmetirom

1.Per protocol, https://ir.akerotx.com/news-releases/news-release-details/akero-therapeutics-presents-poster-and-late-breaking-oral
2.ITT, https://www.nejm.org/doi/full/10.1056/NEJMoa2401943
3.mITT, https://www.nejm.org/doi/full/10.1056/NEJMoa2401755
4.ITT, https://ir.vikingtherapeutics.com/2024-06-04-Viking-Therapeutics-Announces-Positive-52-Week-Histologic-Data-from-Phase-2b-VOYAGE-Study-of-VK2809-in-Patients-with-Biopsy-Confirmed-Non-Alcoholic-
Steatohepatitis-MASH
5.ITT, https://inventivapharma.com/wp-content/uploads/2024/04/04-Inventiva-Presentation-ENG-04032024-2.pdf
6.mITT, https://ir.sagimet.com/news-releases/news-release-details/sagimet-biosciences-announces-positive-topline-results-phase-2b
7.mITT, https://ir.madrigalpharma.com/news-releases/news-release-details/madrigal-announces-positive-topline-results-pivotal-phase-3

FGF21
50mg SC QW 

Ph2b 24wk

GLP-1/GIP
5mg SC QW 

Ph2 52wk

THRβ
10mg oral QOD

Ph2b 52wk

FASN
50mg oral QD

Ph2b 52wk

pan-ppar
1200mg oral QD

Ph2b 52wk

THRβ
100mg oral QD

Ph3 52wk

glucagon/GLP-1
4.8mg SC QW 

Ph2 48wk

安慰剂调整后的MASH改善且纤维化无恶化的患者比例
(肝穿活检数据)
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21.00%
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18.50% 18.00%

12.00%

Tirzepatide ASC40 EFX VK2809 BI 456906 Lanifibranor resmetirom

安慰剂调整后的纤维化改善且MASH无恶化的患者比例
(肝穿活检数据)

1.ITT, https://www.nejm.org/doi/full/10.1056/NEJMoa2401943
2.mITT, https://ir.sagimet.com/news-releases/news-release-details/sagimet-biosciences-announces-positive-topline-results-phase-2b
3.Per protocol, https://ir.akerotx.com/news-releases/news-release-details/akero-therapeutics-presents-poster-and-late-breaking-oral
4.ITT, https://ir.vikingtherapeutics.com/2024-06-04-Viking-Therapeutics-Announces-Positive-52-Week-Histologic-Data-from-Phase-2b-VOYAGE-Study-of-VK2809-in-Patients-with-Biopsy-Confirmed-Non-Alcoholic-
Steatohepatitis-MASH
5.mITT, https://www.nejm.org/doi/full/10.1056/NEJMoa2401755
6.ITT, https://inventivapharma.com/wp-content/uploads/2024/04/04-Inventiva-Presentation-ENG-04032024-2.pdf
7.mITT, https://ir.madrigalpharma.com/news-releases/news-release-details/madrigal-announces-positive-topline-results-pivotal-phase-3

FGF21
50mg SC QW

Ph2b 24wk

GLP-1/GIP
5mg SC QW

Ph2 52wk

THRβ
10mg Oral QOD

Ph2b 52wk

FASN
50mg Oral QD

Ph2b 52wk

pan-ppar
1200mg Oral QD

Ph2b 52wk

THRβ
100mg Oral QD

Ph3 52wk

glucagon/GLP-1
6.0mg SC QW

Ph2 48wk
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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.)
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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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