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Year 2022：Accelerating Commercialization of Olverembatinib

636.9% Almost
similar

RMB1.7 
billion

Cash Amount

RMB 95.76 
million

Revenue

Commercial team of 100+ 
staff to cover 800+ hospitals, 
with Innovent

Covering >80% of the total 
CML market in China

Revenue (RMB Million)
• Included in 2022 edition of CSCO and CACA Guidelines for 

CML and Ph+ ALL

• Listed in 29 provinces and 230 cities Huimin Medical 

Insurance

• NPP (Named Patient Program) with Tanner Pharma, plans 
to cover over 130 countries and regions globally
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• Olverembatinib was granted Priority Review Designation 

and acceptance of NDA for Full Approval 

Global Commercialization Potential of Olverembatinib

Market potential - Maximizing market value 

CML 
patients in 

China

~ 40% received 2nd+ line 
therapy

Along with the increase usage of 
2nd generation TKIs, the number of 

patients withT315I will increase

T315I mutation was the most frequent mutation detected in imatinib-, nilotinib-, 
and dasatinib resistant cases, accounting for 12.3%, 27.3%, and 34.1%1

Potential patient 
pool for 
olverembatinib

CML patients treated with TKI may have resistance

56M (2022 first half-year)

• Launched NPP with Tanner Pharma. Plans to cover +130 
countries and regions globally

• Annual sales of Global CML Market is roughly USD 6 bn

• Annual sales of 2nd generation TKI (dasatinib, nilotinib) in 
2020 and 2021 > USD 4 bn
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HQP1351 BCR-ABL/KIT

Resistant CML

Resistant CML，Ph+ ALL

GIST

Ph+ ALL

APG-2575 Bcl-2 Selective

r/r CLL/SLL (China)

r/r CLL/SLL (Global)

WM

AML

MDS

MM

T-PLL

MCL

ER+/HER2-BC and Solid Tumors

APG-115 MDM2-p53

Melanoma and Solid Tumors(IO Combo)

ACC

AML,MDS

APG-1387 IAP/XIAP

Solid tumors(IO Combo)

PDAC+ Chemo

CHB

APG-1252 Bcl-2/Bcl-xL

NSCLC+ TKI

SCLC+ Chemo

NET

NHL

APG-2449 FAK/ALK/ROS1 NSCLC/ Solid tumors

APG-5918 EED Selective Tumors/Hemoglobinopathy

APG-265 PROTACs MDM2 Tumors

UBX1967/1325 Bcl Family DME

Rapid Progress with Global Clinical Development Programs

ll
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Transition Towards a Fully-Integrated Global Biopharma Company
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Ascentage Pharma 
Hematology Portfolio

Lisaftoclax a Bcl-2 
Selective Inhibitor

Alrizomadlin an 
MDM2-p53 inhibitor

Olverembatinib 
Multi-Kinase 

BCR-ABL TKI

APG-5918 a 
potent EED inhibitor
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Hematology Markets
Our Portfolio aligns with 

Significant Growth Opportunities

Major 
Hematology

Markets

CML

ALL

CLL

AML

MDS

Anemia
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Recognitions by the Global Research Community

abstracts selected for presentations 

Drug candidate： Olverembatinib ， Lisaftoclax，

Alrizomadlin，APG-2449，APG-1252

abstracts selected for presentations

Drug candidate ： Lisaftoclax，Alrizomadlin，APG-2449，

APG-5918 etc.

abstract selected for presentation

Drug candidate: Lisaftoclax

abstracts selected for oral presentation

Drug candidate:： Olverembatinib, Lisaftoclax
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5 years roadmap: From IND to NDA Approval

n 2021.03: received Breakthrough Therapy Designation
n 2021.11: received NDA Approval
n 2021.11: granted Orphan Drug Designation (CML)

by European Commission
n 2021.12 granted Orphan Drug Designation (AML)

n 2022.03: granted Orphan Drug Designation 
(ALL)

n 2022.04: Included in 2022 CSCO and CACA 
guidelines for CML and Ph+ ALL

n 2022.07: Received NDA acceptance for full 
approval and priority review by CDE 

n 2022.07：Gained Canada CTA clearance in 
Canada

n 2018.07: held a pivotal Phase II clinical trial kick-off meeting 
with PI 

n 2016.02: NMPA issued a “one-time umbrella approval” for r/r 
CML

n 2015.04: submitted an IND TKI resistant CML in China 

nClinical results of olverembatinib
in CML were selected for oral 
presentation at ASH 2018-2022 
and nominated as “Best of 
ASH”in 2019

Novel BCR-ABL1 Tyrosine Kinase Inhibitor HQP1351 (Olverembatinib) 
Is Efficacious and Well Tolerated in Patients with T315I-Mutated 
Chronic Myeloid Leukemia: Results of Pivotal (Phase ǁ) Trials

Qian Jiang, MD1 , Zi Chen, MD2 , Qian Niu, MD2 , Dayu Shi1 , ZongruLi1 , Yue Hou1 , Yu Hu, MD3 , Weiming Li, PhD3 , Xiaoli Liu4 , Na Xu4 , Yongping Song, MD5 , Yanli
Zhang , Li Meng, MD, PhD6 , Zhenya Hong, MD, PhD6 , Bingcheng Liu7 , ShanZeng2 , Lichuang Men2 , Yan Li, MD8 , Suning Chen9 , Mengxing Xue, PhD 10, HuanlingZhu,
MD11 , He Li11 , Xin Du12 , Jin Lou, MD12 , Xiaohan Zhang12 , Yang Liang, MD, PhD13 ,Yujun Dai, MD, PhD13 , Ming Lu, PhD14 , Hengbang Wang2 , Jiao Ji 2, Changai Yue 2,
DajunYang, MD, PhD15,16 , Yifan Zhai, MD, PhD22,14 * and Xiaojun Huang, MD1*,
1Peking University Institute of Hematology, Peking University People‘s Hospital, Beijing,China; 2Guangzhou Healthquest Pharma Co. Ltd., Guangzhou, China; 3Union Hospital, 
Tongji Medical College, Huazhong University of Science and Technology, Wuhan, China; 4Nanfang Hospital, Southern Medical University, Guangzhou, China；5Affiliated 
Cancer Hospital of Zhengzhou University, Zhengzhou, China; 6Tongji Hospital, Tongji Medical College, Huazhong University of Science and Technology, Wuhan, China; 
7Institute of Hematology and Blood Diseases Hospital, Chinese Academy of Medical Sciences and Peking Union Medical College, Tianjin, China; 8Institute of Hematology and 
Blood Diseases Hospital, National Clinical Research Center for Blood Diseases, Tianjin, China; 9National Clinical Research Center for Hematologic Diseases, Jiangsu 
Institute of Hematology, The First Affiliated Hospital of Soochow University,Suzhou, China; 10The First Affiliated Hospital of Soochow University, Suzhou, China; 111West China 
Hospital of Sichuan University, Chengdu, China; 12Shenzhen Second People’s Hospital, The First Affiliated Hospital of Shenzhen University, Shenzhen, China; 13Sun Yat-sen
University Cancer Center, Guangzhou, China; 14 Ascentage Pharma Group Inc., Rockville, MD; 15 Ascentage Pharma (SuZhou) Co., Ltd, Suzhou, China; 16 Collaborative 
Innovation Center for Cancer Medicine,State Key Laboratory of Oncology in South China, Guangzhou, China. * Corresponding authors

Updated Safety and Efficacy of Phase 1 Study of Olverembatinib
(HQP1351), a Novel Third-Generation BCR-ABL Tyrosine Kinase 

Inhibitor in Patients with TKI-resistant Chronic Myeloid Leukemia
Qian Jiang1, Zongru Li1, Dayu Shi1, Yazhen Qin1, Ting Zhao1, Bincheng Liu2, Zi Chen3,4, Qian Niu3,4, Lichuang Men3,4, 

Hengbang Wang3,4, Dajun Yang3,5, Yifan Zhai3,4,6*, and Xiaojun Huang1*
1Peking University Institute of Hematology, Peking University People’s Hospital, Beijing, China 

2State Key Laboratory of Experimental Hematology, National Clinical Research Center for Blood Diseases, Leukemia Center, Institute of Hematology and Blood Diseases Hospital, 
Chinese Academy of Medical Sciences, Tianjin, China 

3Ascentage Pharma (Suzhou) Co., Ltd., Suzhou, Jiangsu 215000, China
4HealthQuest Pharma Inc., Guangzhou, China 

5Collaborative Innovation Center for Cancer Medicine, State Key Laboratory of Oncology in South China, Guangzhou, China
6Ascentage Pharma Group Inc., Rockville, MD, U.S.A.
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Ph I: Demonstrated Durable Efficacy and Differentiated Safety Profile

Jiang Q et al. ASH abstract #81, 2022

Ph I: 5-year data for Olverembatinib
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PFS % (95% CI) at 48 mo
88.6 (79.2, 93.9)
50.0 (22.9, 72.2)

CML-CP
CML-AP

80% of patients 
remain on 

therapy for more 
than 5 years
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Pivotal Trial: Deep & Durable Efficacy in T315i CML

Jiang Q et al. ASH abstract #81, 2022

Cumulative Incidence of Responses, DOT, PFS & Response by Mutational Status
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Pivotal Trial: Differentiated Safety Profile, enables long remissions

Jiang Q et al. ASH abstract #81, 2022
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US Ph Ib/II: Olverembatinib is Potentially Effective in Ponatinib Resistant CML 

Jabbour E et al. ASH abstract #82, 2022
Confidential & Proprietary
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US Ph Ib/II: Safety & Activity in Ponatinib Resistant PH+ALL

Jabbour E et al. ASH abstract #82, 2022
Confidential & Proprietary
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Preclinical Data Demonstrating Olverembatinib s Therapeutic Potential 
in Treating COVID-19

• Olverembatinib blocks the activity of several kinases essential for 
cytokine signalling, thereby dampening the Omicron-NTD-mediated 
cytokine release and reducing inflammations. 

• Targeting multiple essential kinases that mediated cytokine release  
for SARS-CoV-2 and variants, may represent an attractive therapeutic 
option for treating moderate to severe COVID-19.
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Lisaftoclax：Potential best-in class Bcl-2 inhibitor 
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Global Phase II Study in the US: Safety+ Efficacy

Daily Dose Ramp-up: More HCP & Patient Friendly & Eliminated TLS Risk
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Global Phase II Study: Lisaftoclax shows Best-In-Class Safety Profile 

7

11

5

11

6.5

6.5

15

15

15

24

11

30

2

13

2

6.5

6.5

6.5

15

26.3

28.3

2

0 10 20 30 40 50

Increased AST

Hyperphosphatemia

Hyperkalemia

Vomiting

Thrombocytopenia

Pneumonia

Increased creatinine

Hyperuricemia

Nausea

Diarrhea

Anemia

Pyrexia

Neutropenia

Covid-19 infection

Reported Treatment Emergent AEs in ≥ 10% of pts (n = 46) 

Grade 1 and 2

Grade 3

Grade 4

8

8

16

16

3

34

3

5

8

21

3

0 5 10 15 20 25 30 35 40

Increased AST

Thrombocytopenia

Diarrhea

Anemia

Neutropenia

Covid-19 infection

Reported Treatment Emergent AEs in ≥ 10% of pts (n = 39)

Grade 1 and 2

Grade 3

Grade 4

8

12.8

15.6

13

17

28.2

9

6.4

10

11.5

1.3

23

0 5 10 15 20 25 30 35

Hematuria

Headache

Thrombocytopenia

Anemia

Covid-19 infection

Diarrhea

Neutropenia

Reported Treatment Emergent AEs in ≥ 10% of pts (n = 79)
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Lisaftoclax + AcalabrutinibLisaftoclax + RituximabLisaftoclax monotherapy

Lisaftoclax: differentiated safety as a single agent or in combination with rituximab or with acalabrutinib

• No DLTs observed, the MTD has not been reached.

• TLS (n = 4; 2 clinical/2 laboratory), Dose reductions due neutropenia (n = 2, 1 in CD20)  

• No treatment-related discontinuation or deaths

Confidential & Proprietary
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Global Phase II Study: Lisaftoclax Efficacy Summary   

In r/rCLL, with ORR of:

§ Monotherapy (n=43): 67.4%

§ Lisaftoclax + Rituximab (n=34): 79.4%

§ Lisaftoclax + Acalabrutinib: TN(n=16):100%

§ Lisaftoclax + Acalabrutinib R/R (n=57): 98%
o Lisaftoclax + Acalabrutinib 

R/R BTKi naïve (n=46): 100%
o Lisaftoclax + Acalabrutinib 

R/R BTKi refractory (n=8): 87.5%
o Lisaftoclax + Acalabrutinib 

R/R Venetoclax refractory (n=4): 75%
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Strong Differentiation From Venetoclax
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Source: Cerner Enviza CancerMPact 2022, Clarivate; Reported Sales and Consensus Forecasts

Significant Opportunity for 2nd Gen, Better Safety Profile, More Patient & HCP Friendly BCL-2 Inhibitor

US CLL Patient Forecast US AML Patient Forecast

Significant Patient Growth in each Disease

Lisaftoclax Potential 
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Alrizomadlin (APG-115)
MDM2-p53 Inhibitor

Activates p53 tumor suppression via 
MDM2-p53 PPI

Potential First-in-Class Drug
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Alrizomadlin : Mechanism
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Alrizomadlin ：Clinical Development and Progress

n
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Alrizomadlin Plus Pembrolizumab: Efficacy
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Alrizomadlin plus pembrolizumab: phase 2 study in adults and children 
with various solid tumors 

• This phase 2 study continues to demonstrate that alrizomadlin in combination with pembrolizumab is well tolerated in 150 subjects.

• These preliminary and interim results demonstrate clinical benefit of alrizomadlin combined with pembrolizumab in patients with melanoma with relapse/refractory 

disease, with a  55% and 73% DCR in cutaneous and uveal melanoma, respectively.

• Alrizomadlin combined with pembrolizumab demonstrates clinical benefit in patients with MPNST, with a 50% DCR, an orphan pediatric indication with no effective 

standard of care.

n (%) n (%) n (%)

n (%) n (%) n (%)

Safety
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APG-1252 plus Osimertinib：Efficacy
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APG-1252 240mg APG-1252 160mg Expansion Arm-1
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Milestones & Clinical Developments

We have already completed a phase I study for the treatment of 
patients with CHB.

The stage 1 safety evaluation of APG-1387 in combination with 

Entecavir (ETV) for a phase II study has completed. With well-

tolerated safety data, the study moved forward to stage 2, efficacy 

evaluation of APG-1387 in combination with ETV compared to ETV 

monotherapy.

In China, a phase Ib/II clinical trial testing the combination of APG-

1387 with toripalimab (拓益), another anti-PD-1 mAb, in solid 

tumors, is ongoing as well. The phase Ib patient enrollment has 

been completed and the trial has entered into phase II

A phase I clinical trial in the United States, testing combination of 

APG-1387 with pembrolizumab, an anti-PD-1 mAb in solid tumors is 

ongoing. 

A phase I/II study that aims to investigate the combination of APG-

1387 with chemotherapy, Nab-paclitaxel and Gemcitabine for 

treating advanced pancreatic cancer. First patient has been dosed in 

March 2021.
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Milestones & Clinical Developments

Pre-clinical data indicated that It is a very potential novel anticancer 

drug targeting FAK-expressing tumors and/or ALK/ROS1 fusion 

gene-positive non-small cell lung cancer.

APG-2449 is a novel, orally active, small molecule FAK/ALK/ROS1 

triple ligase kinase inhibitor designed and developed by Ascentage. It 

is the first third-generation ALK inhibitor being developed in China. 

APG-2449 dose-dependently inhibited the expression of 

phosphorylated ALK protein (P-ALK) and its downstream proteins in 

Ba/F3 cells harboring ALK WT or EML4-ALK L1196M mutation. 

Dose Escalation study was completed for phase I study in which 

patients with ALK+ NSCLC or other solid tumors were enrolled. 

Enrollment is ongoing for Dose Expansion Cohorts for efficacy 

assessment in different patient population

Based on the preliminary efficacy result of phase I study, the 

engagement with CDE for pivotal phase II registration study design is 

to be initiated.
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First-in-human phase 1 results of APG-2449 with second-generation TKI-resistant 
ALK/ROS1+ NSCLC or mesothelioma

Efficacy Summaries for APG-2449 in Patient with ALK+NSCLC

• APG-2449 has demonstrated a favorable safety and PK profile and was well tolerated in 84 patients with NSCLC or mesothelioma.

• Preliminary efficacy was observed in patients who were resistant to second-generation TKIs, especially among those with brain metastases, and in TKI-

naïve patients. 

• Biomarker data suggests potential target engagement on FAK and immunomodulatory effects of APG-2449.
• RP2D was determined to be APG-2449 1,200 mg once daily.
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Study Rationale – Advanced Solid tumor & NHL 

Mechanisms Preclinical

• APG-5918 has shown potent in vitro 

and in vivo on-target 

pharmacological activity as a single 

agent or combine with other 

therapeutic agents in CDX and PDX 

models of NHL and solid tumors

• Preferentially, those with EZH 

mutations, BAP1 mutations, or are 

SMARCB1 deficiency

IND clearance

• Gained IND approval for first-in-

human study in patients with 

late-stage solid tumors or 

hematologic malignancies

• IND application to late-stage 

solid tumors or hematologic 

malignancies accepted by CDE

• Expect to file an IND to NMPA for 

the treatment of anemia diseases

• APG-5918 binds to the domain of 

EED that interacts with H3K27me3, 

which leads to a conformational 

change in the EED H3K27me3-

binding pocket and prevents the 

interaction of EED with the histone 

EZH2, affecting the expression of 

its downstream target genes which 

play a role in carcinogenesis.
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Pre-Clinical Assets 

MDM2-p53 Degrader 

APG-265

Focused on validated targets 

with clear biomarker, clinical 

indications and fast 

regulatory approval

Transformative new 

technology

High unmet medical needs

First-in-class or 

best-in-class potential
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IP Portfolio for Key Clinical Assets

Key Clinical Assets Estimated Patent Expired Year

HQP1351 2035-2041*

APG-2575 2037-2042*

APG-115 2035-2042*

APG-1387 2033-2042*

APG-1252 2034-2041*

APG-5918 2040-2042*

Source: Company data Note: All data as of June 30, 2022
*including composition, process, formulation, combination, use, new indication etc；(issued or pending) Confidential & Proprietary
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Our Experienced Executives Team
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Innovative and Proprietary Platform Delivering Potentially First and/or Best-
in-Class Drugs

205 600 1210+1

Integrated global organization

30+50+

Source：Company database，as of June 30, 2022
Confidential & Proprietary
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Ascentage Pharma Group

Patient-Centric Innovation
Cutting-Edge therapies

Contact us:

ir@ascentage.com
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Thank You

Suzhou

68 Xinqing Road , Suzhou Industrial Park,

Suzhou, Jiangsu, 215000

T : 86-512-85557777

Taizhou

QB3 Building, Medical City Avenue,

Taizhou, Jiangsu, 225300

T : 86-523-86201369

Shanghai

Suite 201, Building 5, 338 Jialilue Road,

Pudong, Shanghai, 201203

T : 86-21-61951088

Guangzhou

Room 2706, GIE Tower, 403 Huanshi Road East,

Yuexiu District, Guangzhou,

Guangdong, 510095

T : 86-20-28069260

Beijing

Suite 601, Zhengren Commercial Building,

9 Chongwenmenwai Street,

Dongcheng District, Beijing, 100062

T : 86-10-67082980

Rockville

700 King Farm Blvd., Suite 510,

Rockville, MD 20850

T : +1 3012915658

CHINA UNITED STATES

Sydney

Level 26, 44 Market Street

Sydney, NSW, 2000 

AUSTRALIA

Email: ir@ascentage.com


