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Strategic Approach for Expanding Globally  GRI   102-14

To enhance the efficiency of drug and market development, PharmaEssentia has formulated 
two major policies in terms of global market expansion strategies, including “establishment of 
multinational subsidiaries” and “licensed partnership model”. As of December 31, 2021, our 
product, Ropeginterferon alfa-2b (P1101), has obtained regulatory marketing approvals from 
various countries, enabling us to benefit patients around the world through promoting and ex-
panding the drug accessibility for various indications.

Our 3 Major Strategic Objectives: 

Increase profitability through 
maximizing the value of 

technical platforms and products

			Recruit outstanding 
talents and sound 

operation management

		Continuous innovation and 
development to create long-term

value for PharmaEssentia

•	Building Ropeginterferon alfa- 
2b (P1101) into a leading brand 
for MPN and enhance patients’ 
loyalty in drug use
•	By utilizing PEGylation as a 

technology platform, we can 
shorten the development time-
line of new products, reduce 
the risks, and funding in prod-
uct R&D. And successfully 
using the intellectual properties 
and R&D capacity accumulated 
from Ropeginterferon alfa-2b 
(P1101) to develop other inno-
vative products for therapeutic 
trials of indications

•	Through combining 
the global strategies 
of our subsidiaries 
around the world and 
recruiting local top tal-
ents from subsidiaries, 
we shorten the market 
entry
•	 Improve the com-

prehensiveness of 
services offered at our 
global subsidiaries 
to better serve the 
patients and reduce 
costs by achieving a 
more effective opera-
tion management

•	Expand the Company’s diverse 
product lineup by developing 
or introducing potential new 
drug with strategic partners 
through licensed partnership 
agreement or permits.
•	Sustainable development, 

risk management, and other 
functional committees have 
been established to plan, 
promote, execute, follow-up, 
and respond to correspond-
ing sustainable management 
issues. As well as to optimize 
corporate governance and 
address the expectations of 
stakeholders

Strategy 1 Strategy 2 Strategy 3

 Two Major Strategies for Global Markets1-2

Partners

Category

Collaboration 
Modes

Results

Registration Marketing and Sales

Partnership with au-
thorized international 
b iopharmaceut ica l 
companies/  CROs, 
local and foreign phar-
maceutical companies

Authorized strategic selling part-
ners/distributors, international 
drug logistics companies

•	Authorize interna-
tional biopharma-
ceutical companies 
or CROs to con-
duct clinical trial 
and drug license 
application

•	Strategic alliances with foreign 
partners or channel distributors 
familiar with the local market 
to jointly expand local market 
share
•	Maintain unimpeded channels 

of communication with interna-
tional drug logistics companies 
and enhance their operations 
through internal auditing to 
ensure timeliness and quality 
of drug transportation

•	Completed docu-
ment submissions 
to the U.S. FDA 
in 2021 and suc-
cessfully obtained 
regulatory mar-
keting approval in 
November
•	Regulatory market-

ing approval appli-
cations for Hong 
Kong and Macau 
are expected to be 
submitted in Q3 
and Q1 of 2022 
respectively

•	BESREMi® is marketed in 
Europe, the MiddleEast, and 
the Independent States Asso-
ciation by authorized European 
partner, AOP Orphan. It has 
been approved for marketing 
and sales in 37 countries, 
including the EU, Switzerland, 
Liechtenstein, Israel, Korea, 
and the United States
•	Began supplying to third-party 

warehouse in the U.S. in De-
cember in line with operating 
procedures. Then prodcuts 
will be shipped to distribution 
channels, and finally delivered 
to end-users (patients)
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Preamble  Innovation Business Ethics, Integrity,
and Compliance

Access to Healthcare and 
Medicine Pricing

Product Quality and 
Patient Safety

Human Capital
Management AppendixEnvironmental

Impacts

Taiwan
PharmaEssentia Corporation
Global Headquarters, 217 Employees
Panco Healthcare Co., Ltd
Subsidiary, 16 Employees

Tokyo, Japan
PharmaEssentia Japan KK
Subsidiary, 18 Employees

Seoul, South Korea
PharmaEssentia  
Korea Corporation
Subsidiary, 7 Employees

Massachusetts, USA
PharmaEssentia USA Corporation
Subsidiary, 75 Employees

Singapore
PharmaEssentia Singapore Pte. Ltd.

New subsidiary

Beijing, China
PharmaEssentia Biotechnology (Beijing) Ltd.

Subsidiary, 8 Employees

Hong Kong
PharmaEssentia Asia (Hong Kong) Ltd.

Subsidiary,	1	EmployeeAustrian
 AOP Orphan

Licensed partner
 in Europe

Licensed Partnership Model

•	Licensed the development and sales 
of Ropeginterferon alfa-2b (P1101) in 
Europe, Middle East, and Common-
wealth of Independent States to our 
partner, AOP Orphan.
•	Authorized the introduction of Athen-

ex's Tirbanibulin ointment (KX 01) and 
collaborated on the development of 
the oral paclitaxel Oraxol® for cancer.
•	Undertake clinical development of 

TCR-T technical transfer with author-
ized foreign partner Axis Therapeutics
•	Authorize the strategic partners for 

Hong Kong, Macau, and other areas 
to assist in the regulatory marketing 
approval application of Ropeginter-
feron alfa-2b(P1101) in 2022
•	Continue to increase PharmaEssen-

tia’s international visibility through 
strategic partnerships
•	For more information on licensing 

partnership, please refer to section 
6.3 in Chapter 6.

Strategies of Establishing Foreign Subsidiaries

•	Established operations in the United States, China, Japan, Korea, 
and Hong Kong.
•	Recruited local scientists and senior managers to communicate 

with local authorities on issues regarding clinical regulatory market-
ing approval applications and marketing strategies.

PharmaEssentia's Global Expansion Plan

Number of 
global employees

Number of 
R&D clinical personnel

342
83
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R&D Management Approach of New Drugs   
In our management strategy for the development of new biologic drugs, in addition to expanding the 
application of the new generation of Ropeginterferon alfa-2b (P1101) to the field of MPN, PEC also con-
ducts various exploratory research. Such as the inclusion of monoclonal antibodies for the development 
of immune checkpoint inhibitor PD-1 in line with long-acting interferon to enhance the patient’s immune 
response against various cancers. In 2021, we invested nearly NT$1.27 billion in R&D expenditures, an 
increase of approximately 38% compared to 2020. We persist in creating the best new drugs and en-
hancing R&D capacity through technical expertise and the most rigorous quality management.

 Internal Policy  External Compliance 
From the early stage of basic research, product tech-
nology research, and preclinical trials to the middle 
stage of trial production, phase I and phase II human 
clinical trials, to the mature stage of product trials 
and phase III human clinical trials, PEC follows the 
internal control R&D cycle rules, intellectual property 
patent application protection and related regulations 
to seek new products with new technologies that are 
competitive in the market, and to explore the use of 
our own technology to develop new drugs that have 
not yet been met. We aim to seek new products 
with competitive technologies and to explore unmet 
needs for new drugs using our own technologies.

Rigorous compliance in clinical trial
•	Declaration of Helsinki
•	International Council for 

Harmonisation of Technical 
Requirements for Pharmaceuti-
cals for Human Use (ICH) and 
Good Clinical Practice (GCP) 
(ICH-E6-GCP)
•	International Standards related 

to GCP, GLP, and GMP (GxP)

•	New drug discovery is coordinated by the New Drug R&D Division, the decision maker is 
the "Project Evaluation Team," which includes interdepartmental representatives and internal 
senior management executives. The resolutions discussed in the "Project Review Meeting" 
are jointly decided to establish a R&D project, where the project leader will coordinate its 
progress and regularly complete relevant reports
•	Clinical Operations Department manages clinical trials
•	Execution Center for Corporate Sustainability - Access to Medicine Team

Materiality Topic

Policies

Commitments

We commit to comply with relevant and applicable regulatory requirements while focusing on 
four key disease areas, in which we innovate new biologic drugs with the best technology and 
highest quality, and contribute to improving the health of people around the world by providing 
innovative and reliable medicines

Responsibilities 

R&D of Innovative Biopharmaceuticals1-3
		PharmaEssentia's Organizational Framework and Investments

* Amount invested (NT$ thousands)
** The aforesaid company has only completed company registration and  
 PEC has yet to remit any funds.

PharmaEssentia
Corporation

PharmaEssentia Singapore Pte. Ltd
	Holdings	 100%   	Amount Invested 	 1,394*

PharmaEssentia Korea Corporation
	Holdings	 100%   	Amount Invested 	 58,700*

PharmaEssentia USA Corporation
	Holdings	 100%   	Amount Invested 	 1,617,926*

PharmaEssentia Japan KK
	Holdings	 100%   	Amount Invested 	 451,990*

Panco Healthcare Co., Limited
	Holdings	 100%   	Amount Invested 	 102,500*

PharmaEssentia 
Asia (Hong Kong) Limited    
	Holdings	 100%   	Amount Invested 	 91,344*

PharmaEssentia 
Biotechnology (Beijing) Ltd. 
	Holdings	 100%   	Amount Invested 	 55,600*

PharmaEssentia (Hong Kong) Limited
	Holdings	 100%**


