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Disclaimer
• The information contained in this document (“Presentation”) has been prepared by Senhwa Biosciences (the "Company"). It has not been fully verified and is 

subject to material updating, revision and further amendment. 

• While the information contained herein has been prepared in good faith, neither the Company nor any of its shareholders, directors, officers, agents, employees or 

advisers gives, has given or has authority to give, any representations or warranties (express or implied) as to, or in relation to, the accuracy, reliability or 

completeness of the information in this Presentation, or any revision or supplement thereof, or of any other written or oral information made or to be made 

available to any interested party or its advisers (all such information being referred to as "Information") and liability therefore is expressly disclaimed.  Accordingly, 

neither the Company nor any of its shareholders, directors, officers, agents, employees or advisers takes any responsibility for, or will accept any liability whether 

direct or indirect, express or implied, contractual, tortious, statutory or otherwise, in respect of, the accuracy or completeness or injury of the Information or for any 

of the opinions contained herein or for any errors, omissions or misstatements or for any loss, howsoever arising, from the use of this Presentation or the 

information.

• Neither the issue of this Presentation nor any part of its contents is to be taken as any form of commitment on the part of the Company to proceed with any 

transaction and the right is reserved by the Company to terminate any discussions or negotiations with any prospective investors.  In no circumstances will the 

Company be responsible for any costs, losses or expenses incurred in connection with any appraisal or investigation of the Company.  In furnishing this 

Presentation, the Company does not undertake or agree to any obligation to provide the recipient with access to any additional information or to update this 

Presentation or to correct any inaccuracies in, or omissions from, this Presentation which may become apparent.

• This Presentation should not be considered as the giving of investment advice by the Company or any of its shareholders, directors, officers, agents, employees or 

advisers.  Each party to whom this Presentation is made available must make its own independent assessment of the Company after making such investigations 

and taking such advice as may be deemed necessary.  In particular, any estimates or projections or opinions contained herein necessarily involve significant 

elements of subjective judgment, analysis and assumptions and each recipient should satisfy itself in relation to such matters.

• This Presentation includes certain statements that may be deemed “forward-looking statements”.  All statements in this discussion, other than statements of 

historical facts, that address future activities and events or developments that the Company expects, are forward-looking statements. Although the Company 

believes the expectations expressed in such forward-looking statements are based on reasonable assumptions, such statements are not guarantees of future 

performance and actual results or developments may differ materially from those in the forward-looking statements. Factors that could cause actual results to differ 

materially from those in forward-looking statements include market prices, continued availability of capital and financing,  general economic, market or business 

conditions and other unforeseen events. Prospective investors are cautioned that any such statements are not guarantees of future performance and that actual 

results or developments may differ materially from those projected in forward-looking statements.
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Current Pipeline
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Program Indication
Phase I / 

Expansion
Phase II Pivotal Trial Approval

Sponsor/ 
Funded

Pidnarulex (CX-
5461)

乳癌 SU2C/CBCF*

乳癌/
卵巢癌/胰臟癌等

實體腫瘤

血癌
NHMRC/ CCV 
/PMCC**

攝護腺癌
(和 PARPi抑制劑併

用)
PCF/Pfizer***

HRD/Non-HRD
實體腫瘤

NCI-NExT

Silmitasertib
(CX-4945)

膽管癌

基底細胞癌
(BCC)

髓母細胞瘤 NIH/CTEP****

新冠及社區性肺

炎

CA

USA, KR, TW

USA

USA

TW/USA

AU

USA/CA

AU

USA



Silmitasertib
(First-in-class CK2 inhibitor)

Multiple pathways, multiple mechanism, toward 
multiple indications
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CX-4945 併用其他抗病毒藥物
具治療Covid-19加乘潛力

病毒複
製

新冠病毒 CK2 免疫
因子失調
(IL-6, IL-8)

增加絲狀
偽足

TNF-α誘發
發炎反應

免疫風
暴

促進應激顆
粒(SG)分解

上調

過度表現

Ribavirin

Favipiravir Remdesivir

RNA 聚合酶

IL-1

IL-6

JAK1/2

Anakinra

Tocilizumab
Sarilumab

Baricitinib
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免疫負債、共病威脅
細菌抗藥性海嘯席捲全球

免疫負債：
• 新冠疫情下減少活動，戴口罩勤洗手，病毒感染下降，造成
免疫力降低．隨著疫情趨緩，各國解封，人類活動增加，包
括流感、呼吸道融合病毒(RSV)感染增加，連帶繼發性細菌
感染增加，如肺炎鏈球菌等．

共病威脅：
• 新冠肺炎 plus 癌症、代謝疾病、感染疾病…

• 新冠肺炎 induce中風、真菌重複感染…

新冠疫後時代人類面臨:
• 病毒感染、抗藥性細菌、真菌感染、黴漿菌感染和結核病…
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Alterations In Cytokine Production 
Following Viral Infection
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美國CARE新冠二期臨床試驗

• 試驗結果顯示Silmitasertib與對照組相比具統計和臨床
意義，可加速患者康復時間(time to recovery)和臨床體
徵正常化時間(time to normalization of clinical sign)等

• 10位試驗組患者在療程中都僅接受Silmitasertib單藥治
療，並未同步接受其他EUA藥物治療

• 安全性 - 未顯示任何與 Silmitasertib 相關的嚴重不良事
件 (SAE)

• 此2期試驗達到作為Silmitasertib治療COVID-19的臨床概
念驗證 (Clinical Proof-of-Concept)
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Silmitasertib Community Acquired 
Pneumonia 臨床試驗 –合作醫院

試驗機構 科別

國立台灣大學醫學院附設醫院 (NTUH) 感染科

國立臺灣大學醫學院附設醫院癌醫中
心分院 (NTUCC)

綜合內科部

醫療財團法人徐元智先生醫藥基金會
亞東紀念醫院 (FEMH)

感染科

三軍總醫院 (TSGH) 感染及熱帶醫學科

衛生福利部桃園醫院 (TYGH) 感染科
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Silmitasertib CAP 臨床試驗–試驗時程

美國 FDA 計畫書送審
2023 Oct

台灣 TFDA 新案申請
台灣多中心執行 c-IRB 新案申請

2023 Dec

2025 Q2

第一間試驗機構啟動收案
2024 Mar

取得台灣 TFDA 核准
取得第一間試驗機構IRB核准

2024 Feb

試驗結束2025 Jan 
最後一位受試者完成追蹤

2024 Mar
納入第一位受試者

結案資料整理
2025 Q1

目 前 進 度
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Interleukin Inhibitors Global Market

• 主要的細胞激素抑制劑(抗介白素)包括 IL-17, IL-23, IL-1, IL-5, IL-
6和其他, 透過抗發炎和調節免疫效果達到治療

• 介白素抑制劑的全球市場預測: 從2022 年的 317.3 億美元增長
到 2023 年的 369.6 億美元，複合年增長率 (CAGR) 為 16.5%

• 由Roche旗下Regeneron和Sanofi共同開發的IL-6單株抗體
Actemra(tocilizumab, 安挺樂)已核准用於治療包括類風溼性關
節炎以及幼年型慢性關節炎

• Major players:  Roche, Regeneron, Sanofi, GSK, Novartis, Johnson 
& Johnson, Eli Lilly, AstraZeneca, Teva
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CK2 Drives Multiple Oncogenic Pathways
We have focused on 2 areas for development

DNA Repair Mechanism
PARPi Gemzar Platinum

Hedgehog Pathway

CK2 Upregulated to Support and 
Maintain these Activities in Cancer Cells

CK2
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Source: J Clin Invest. 2023; Long noncoding RNA HIKER regulates 
erythropoiesis in Monge’s disease via CSNK2B. 

EPO

CSNK2BCK2

NORMOXIA

HYPOXIA

Erythropoiesis

HIKER
(non-coding RNA)
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實驗證明CX-4945會off-target到PDE4 (磷酸雙酯酶
4型) CX-4945抑制CK2或是PDE4皆達到抗發炎效果

Ref. European Journal of Medicinal Chemistry
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CX-4945顯著改善
大腸結腸炎小鼠動物模型症狀

• CX-4945顯著改善小鼠大腸結腸炎症狀，包括：體重上升，大腸長度
增長和大腸重量增加

• CX-4945降低大腸內促發炎細胞因子釋放

†p< 0.05, vs sham control; 
*p< 0.05, vs vehicle control
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CX-4945顯著改善
非酒精性脂肪肝小鼠動物模型症狀

CX-4945顯著改善肝發炎指數(ALT和AST)、三酸甘油脂和NASH 發炎
積分系統分數
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Pidnarulex
(First-in-class G4 stabilizer)
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Pidnarulex (CX-5461) Targeting DNA Damage 
Repair Beyond BRCA1/2 and PALB2 mutation

Expanding Patient Population and Intervention Priority

For Multiple Cancers (Tissue Agnostic Approaches) 

Pidnarulex

Monotherapy

Combination With PARP inhibitors
With Immuno-
oncology Drugs

BRCA1/2 and PALB2m
Biomarkers

Other 
G4 Biomarkers 

For Various Stages and Treatment Schemes (1st line to last line) 
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2016

• CX-5461 won SU2C Breast 
Cancer Dream Team Grant 
($9m CAD)

2021-2024

• Phase Ib BRCA1/2 and 
PALB2m Solid Tumor 
Study

• Phase I study combination 
with PARP inhibitors

2023-2027

• Clinical studies through 
NExT Program

• Exploratory studies in 
colorectal cancers (CRC)
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PCF-Pfizer Global Challenge Awards

Winner of PCF-Pfizer Global Challenge Awards

• Pidnarulex is newly granted (informed on 2020/7/17)  
the PCF-Pfizer Global Challenge Awards and will be 
combined with Pfizer’s PARP inhibitor Talazoparib
tested in human study for prostate cancer. 

• The human study will be conducted and led by 
Senhwa’s clinical partner PMCC (Peter MacCallum 
Cancer Centre)  with several major hospitals in 
Australia

Area of Interest:

• Combination of talazoparib with novel agents

• Identifying resistance mechanisms to talazoparib with 

treatment strategies to avoid or overcome resistance

Funding Agency: Pfizer Inc.
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• NExT計劃是由美國政府支持，所有 NExT計劃申請都由一個特別重
點小組 (Special Emphasis Panel, SEP) 進行評估， SEP 成員透過五個標
準：科學價值(scientific merit)、可行性(feasibility)、使命(mission)、
新穎性(novelty)及醫療需求(clinical need)評選出最適新藥進入下個階
段開發。 

• 獲選進入NExT計劃之新穎藥物，不限於資金贊助，可獲媒合各項臨
床試驗所需人才和物力等整合式廣大資源，並以加速達到新藥成功
上市的里程碑為終極目標，迎來造福全球癌症患者的創新治療
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NExT- 加速新穎治療上市

• 美國食品藥物管理局(FDA) 核准上市的所有抗癌藥物中，
約有 70%是和 NIH旗下相關計畫有關，包括: 全球國際大
廠包括AZ (Olaparib)、Pfizer(Talazoparib)、
Merck(Pembrolizumab)、Tekeda/Millennium(Bortezomib)、
BMS (Ipilimumab)等上市藥物

• NExT 申請計畫僅10%-14% 成功獲選率

• 目前逾上百個臨床試驗進行中，包括80多個和製藥以及生
技公司的臨床合作協議。全美約3,300個機構、高達
11,000名研究人員參與、每年約收治30,000名患者
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CX-5461 NExT Program-臨床試驗
意向書 (LOI)

計畫書審閱/準備FDA及IRB送審文件

2024 Jan 2025 Q4
最後一位受試者完成追蹤

2025 Q2

第一間試驗機構啟動收案

2024 June

試驗結束

結案資料整理

2025 Q3

2023 Sept~

臨床前試驗
生物標記探討

2023 Oct
LOI審閱

計畫名稱 CX-5461在晚期實體腫瘤患者之藥效動力學(PD) 先導性試驗

適應症 晚期實體腫瘤

臨床階段 第一階段 試驗人數
共40人/20 位同源修復缺陷(HRD)之病患 : 
20 位無同源修復缺陷 (non-HRD)之病患

Update
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HPLC 純度檢測比較
SPT V.S MCE
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