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Disclaimer
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This presentation contains certain forward-looking statements.

These forward-looking statements may be identified by words such as ‘believes,’ ‘expects,’ ‘anticipates,’ ‘projects,’ ‘intends,’ ‘should,’ ‘seeks,’‘estimates,’ ‘future,’ or similar expressions
or by discussion of, among other things, strategy, goals, plans, or intentions. Various factors may cause actual results to differ materially in the future from those reflected in forward-
looking statements contained in this presentation, among others:

1. Pricing and product initiatives of competitors

2. Legislative and regulatory developments and economic conditions

3. Delay or inability in obtaining regulatory approvals or bringing products to market

4. Fluctuations in currency exchange rates and general financial market conditions

5. Uncertainties in the discovery, development, or marketing of new products or new uses of existing products, including without limitation negative results of clinical trials or
research projects, unexpected side effects of pipeline or marketed products

6. Increased government pricing pressures

7. Interruptions in production

8. Loss of or inability to obtain adequate protection for intellectual property rights

9. Litigation

10. Loss of key executives or other employees

11. Adverse publicity and news coverage

PharmaEngine cautions that this foregoing list of factors is not exhaustive. There may also be other risks that management is unable to predict at this time that may cause actual
results to differ materially from those in forward-looking statements. You are cautioned not to place undue reliance on these forward-looking statements, which speak only as of the
date on which they are made. PharmaEngine undertakes no obligation to update publicly or revise any forward-looking statements. Any statements regarding earnings growth is not
a profit forecast and should not be interpreted to mean that PharmaEngine ’s earnings or earnings per share for this year or any subsequent period will necessarily match or exceed
published earnings or earnings per share forecasts of PharmaEngine, Inc.
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Keep Deliver Sustainable Growth and Enhanced Value
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Commercial Pipeline Operation

New project licensing and RD progress

accelerated

1. PEP07 preclinical progress meets expectation

2. PEP07 officially licensing in from Sentinel

Oncology

3. Multiple Projects Under Evaluation with

External AI/CADD collaboration

4. Early stage projects under evaluation

ONIVYDE ® market and new indication expansion

1. ONIVYDE® 2L PDAC treatment got China NMPA

approved.

2. ONIVYDE® EU/Asia sales unit with stable

growth momentum.

3. ONIVYDE® 1L PDAC phase III trial ongoing.

Operation with a sustainable growth

1. 1Q22 Cash and cash equivalents:

 NTD$3.5 bn



2022 YTD Operational Overview
ONIVYDE® Sales Unit with Stable Growth



Sales and Royalties Drives Long-term Growth
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NTD $(000)

Items Year 2017 2018 2019 2020 2021 2021 YTD/ 2022 YTD 
YoY (%)

Taiwan Sales 40,651 87,384 180,389 214,828 235,469 211,942 (22.5%)

Royalties from Europe and Asia 63,526 109,825 133,651 271,584 419,366 283,968 (2.2%)

Milestone 749,500 96,221 0 569,600 0 0

Total 853,677 293,430 314,040 1,056,012 654,835 495,910 (9.9%)

5 yr CAGR. 42% (ex. milestone)

Taiwan Sales belongs to PharmaEngine, Inc.
Tiered royalties (high single – low double digit) in Europe/Asia (excl. TW) from Servier/IPSEN



2022 YTD Financial Results
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NTD$ (000) 2022 YTD 2021 YTD Amount Change % Change

Operating revenue 495,910 451,034 44,876 10%

Operating costs 37,416 29,472 7,944 27%

Gross profit 458,494 421,562 36,932 9%

Sales expenses 29,111 23,765 5,346 22%

G&A expenses 74,226 62,820 11,406 18%

R&D expenses 122,037 107,504 14,533 14%

Total operating expenses 225,374 194,089 31,285 16%

Operating income 233,120 227,473 5,647 2%

Total non-operating income and expenses 94,987 178,659 (83,672) (47%)

Income before income tax 328,107 406,132 (78,025) (19%)

Income tax expense 62,941 91,631 (28,690) (31%)

Profit for the period 265,166 314,501 (49,335) (16%)

EPS(NT$) 1.85 2.17 (0.32) (15%)



Research and Development

• ONIVYDE® 1L PDAC Phase III Readout at YE22

• PEP07 File IND at YE22

• PEP07 Officially Licensing in from Sentinel Oncology

• Multiple Projects Under Evaluation with External 

AI/CADD collaboration 



ONIVYDE® Keep Global Market Expansion at 2L PDAC
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Approved

Yet approved

簡報者備註
簡報註解
Taiwan Sales belong to PharmaEngine, Inc.
US sales belongs to IPSEN
Tiered royalty (high single – low double digit) in Europe/Asia (excl. TW) from Servier/IPSEN
3Q21 YTD Royalties > FY20 Royalties





ONIVYDE® LCM: Expansion into New Tumor Types Globally
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ONIVYDE®: 1L pancreatic ductal adenocarcinoma (PDAC)

暫定文字可自訂義編輯

PDAC: Pancreatic ductal adenocarcinoma; ORR: Overall response rate; DCR: Disease control rate; DOR: Duration of response; PFS: Progression free survival; OS: Overall survival; RECIST: Response evaluation criteria 
in solid tumors; ECOG: Eastern cooperative oncology group functional status measure; FDA: Food and Drug Administration 1.Onivyde , administered in combination with oxaliplatin, fluorouracil (also known as 5 FU) 
and leucovorin (which is often abbreviated as LV)
Source: ESMO World Congress on Gastrointestinal Cancer 2020 Oral Presentation. Abstract LBA 1 ; IPSEN Capital Market Day 2020
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Frontline Regimens for Patients With Metastatic Pancreatic Cancer

Trial Characteristics and Outcomes FOLFIRINOX vs Gem
(N = 342)[1]

nab-Pac + Gem vs Gem
(N = 861)[2]

Median age, yrs (range) 61 (25-76) 62 (27-86)

Male, % 62 57

Region (NA/WE/EE/A), % 0/100 (France)/0/0 62/9/15/14

ECOG PS/KPS (0/100, 1/80-90, 2/60-70), % 37/62/1 16/76/8

Tumor location (H/B/T), % 39/31/26 43/31/25

Median involved metastatic sites, n 2 2.5

ORR, % 32 vs 9 23 vs 7

Disease control rate, % 70 vs 51 48 vs 33

Median PFS, mos 6.4 vs 3.3 5.5 vs 3.7

Median OS, mos 11.1 vs 6.8 8.5 vs 6.7
1. Conroy. NEJM. 2011;364:1817. 2. Von Hoff. NEJM. 2013;369:1691.
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Metastatic Pancreatic Cancer Treatment Market Analysis (I)

95% -> 80% 5% -> 20%

65% -> 55% 5% -> 15%

5% -> 10%

Metastatic Pancreatic Cancer 

1st line

2nd line

3rd line
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Metastatic Pancreatic Cancer Treatment Market Analysis (II)

95% -> 80% -> 40% 5% -> 20% -> 60%

65% -> 55% -> 30% 5% -> 15% -> 45%

5% -> 10% -> 30%

NALIRIFOX / FOLFIRINOX

Metastatic Pancreatic Cancer 

1st line1st line

2nd line

3rd line



PEP07 (CHK1 inhibitor)

• PEP07 Officially Licensing in from Sentinel Oncology

• Early-stage DDR Project Transactions Became Hotter

• Keep Moving Forward to Phase I IND
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DNA Damage Repair 
One Critical Pathway, Multiple Targets

Natalie Y.L. Ngoi et al., Trends in Cancer, 2021
Deep understanding and targeted query of DDR pathways may identify novel
therapeutic opportunities and biomarkers for optimal patient selection

Date. Licensor Licensee Target Pipeline 
Stage Deal Size

2020.05.26 Repare BMS Undisclosed x 
10 Discovery

• Upfront: $65M
• Milestone: $3.0bn
• Royalties: high SD - Low DD

2021.04.07 Artios Novartis Undisclosed x 
3 Discovery • Upfront: $20M

• Milestone: $1.3bn

2022.03.21 Volastra BMS Undisclosed Discovery • Upfront: $30M
• Milestone: $1.1bn

2022.04.27 Zentalis Pfizer WEE1 Ph I/II • $25M 
• Equity investment

2022.05.16 Atrin Aprea ATR, WEE1 Pre-
clinical • Buy out 

2022.06.02 Repare Roche ATR Ph I/II

• Upfront: $125M
• Milestone: $1.2bn
• Royalties: high SD- High 

teens

2022.09.21
Nerviano
Medical 
Sciences

Merck PARP1 Ph I • Upfront and Option: $65M

DDR deal transactions became hotter  



PEP07 – Potential Best in Class CHK1 Inhibitor

PEP07 is a brain penetrating oral inhibitor which is more potent, selective, specific than the 
competitors. 

17



PEP07 : Significant Efficacy in Hematologic Malignancies as Monotherapy 
and Combination Therapy
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PEP07 (p.o.) Combined with Radiation Shows Tumor Reduction and 
Survival Benefit in Medulloblastoma Orthotopic Model

PEP07 (p.o.) + CSI show Intracranial tumors regression

PEP07 is a potent brain penetrating oral inhibitor 

which has potential to intensify the effectiveness of CSI 

on brain cancer

D425 Medulloblastoma orthotopic model ; CSI: CranioSpinal Irradiation 

PEP07 (p.o.) + CSI increase tumor free survival  

PEP07 + CSI



PEP07 for Potential Combination Therapies
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Targeting the DNA Damage Response for Anti-Cancer Therapy 241-276, 2018 

：Synergistic effect verified in PEP07
：Additive effect observed in PEP07

Clinical Trial Designs and Indications Guidance 

SoC agents Indication Cell line

Ara-C AML MV4-11 / THP-1

Gemcitabine NSCLC NCI-H1703

5-Fu Esophagus KYSE-270 

5-Fu Stomach MKN-45, SNU-16, SNU-5, 

5-Fu CRC DLD-1, HT-29, SW480

TMZ Brain IMR-32

Sorafenib RCC A498

In vitro Combo treatment

Green: Synergism ; Blue: Additivity
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PEP07 Early-Stage Clinical Development Strategy

Preclinical biomarker study is ongoing for further design of clinical trials

P1b monotherapy, dose

escalation/expansion in AML,

MCL, and advanced or

metastatic solid tumor

P1b Combo, dose escalation/expansion in AML

P1b Combo, dose escalation/expansion in MCL

P1b Combo, dose escalation/expansion in selected 

solid tumors



PEP07 Keep Moving Forward to Phase I 
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Vision for 2022



Virtual Pharmaceutical Company Business Model
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COMPUTATIONAL



Pipeline Portfolio Focus on Precision Oncology
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2022: Year of Revitalization and Marching Forward

Growth through ONIVYDE® life cycle management 

1. 2L PDAC get approval and reimbursement in additional countries 

2. 1L PDAC Phase III data readout (YE22)

Advancement and growth of early-stage pipeline

1. PEP07 IND/CTA submission

2. Co-develop 2nd DDR PEP09 project

3. Develop next generation target therapy PEP08 and PEP10

4. Initiate other precision oncology projects development

26
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