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Two major globalization policies1.2

Globalization strategies

Along with the advancement of science, the biotechnology and biopharmaceutical industry has developed extremely 
rapidly, as new diseases, new developed technologies and new products have emerged one after another; and the laws 
and policies of the regulatory agencies in each nation also change accordingly. In order to expand into markets around the 
world, PharmaEssentia has formulated two major globalization strategies: establishing foreign subsidiaries and partnering in-
licensing, out-licensing and development to improve the efficiency of drug R&D and business development. In addition, in 
order to enhance the Company's global competitive advantage and create long-term value for the Company, the Company 
recruits local talents for clinical trials, marketing and sales which can  shorten inter-national discrepancies, reduce investment 
costs and accumulate international experiences. As of the end of 2019, our product Ropeginterferon alfa-2b (P1101) has 
entered different phases of clinical trials in the world. We look forward to completing clinical trials and obtaining marketing 
authorization as soon as possible so that we can expand the geographical scope of the product’s indications to benefit 
patients who are suffering from hematologic diseases all over the world.
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Establishing foreign subsidiaries
• Established foreign subsidiaries s in the United 

States, China, Japan, Korea, and Hong Kong.
• Hired local scientists and high-level management 

talents to communicate with local competent 
authorities on issues regarding clinical trials, drug 
permit applications, and marketing strategies.

Partnering in-licensing, out-licensing and development
• Licensed the right to develop and market Ropeginterferon alfa-2b 

(P1101) in Europe, Middle East, and Commonwealth of Independent 
States to our partner, AOP Orphan.

• In the future, through alliances, we will continue to seek international 
partners who are familiar with the local market and have plentiful 
experience to enhance the international visibility of PharmaEssentia.

Strategies
Globalization

Number of global employees: 222
Number of PhDs: 30
Number of researchers: 70
Female employees account for 45% 
of the total.
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AOP Orphan
Licensed partner 
in Europe
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• Operations management to meet the needs of patients and optimize their best interests.
• Complying with all the minimum requirements from relevant internal and external regulations, as 

well as internal controls and internal audit systems.
• Communicating regularly with all relevant stakeholders and providing education and trainings for 

employees to instill the Company's culture of sustainability in the Group.
3 important management implementation aspects

Product Development
• Utilizing the accumulated experiences and data of Ropeginterferon alfa-2b (P1101) development 

to shorten the development timeline of new products and reduce R&D risks and research funding, 
we continue to extend P1101 for other disease indications, such as Essential Thrombocythemia 
(ET), hepatitis and immunotherapy for cancer treatment.

Market Access
• Integrated the establishment of the subsidiaries around the world with actively recruiting local 

high-level talents, the Company has expedited the market entrance. The Company is obtaining 
the marketing authorization approval of P1101 for the treatment of polycythemia vera (PV) in 
Taiwan in 2020 and the United States in 2021, respectively.

Organizational Management
• The Board of Directors strengthens the supervision of the management team and actively 

Materiality - Management approach on corporate strategy

Policies

Commitments To implement each operational management policy and to become an international innovative 
biopharmaceutical company with good performance, trustworthiness, and respect.

• The senior management at the headquarter is responsible for formulating the Company’s overall 
corporate strategies and management policies, as well as submitting them to the Board of 
Directors for approval.

• Core operating teams at the headquarter in Taiwan and subsidiaries overseas are authorized to 
implement the formulated strategies.

Responsibilities

Resources 
invested

Our specific 
actions

• The core operating teams at the headquarter and subsidiaries of PharmaEssentia prepare 
and supervise the implementation of budgets and projects, review the formulated operating 
management results, and report to the board of directors on a quarterly basis.

• Establishing an internal independent and impartial audit unit to regularly supervise 
and prepare audit reports to BODs.

• Hiring external subject experts for assistance when necessary.
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To comply with each country’s national laws and regulations and to operate in a science-based and 
purpose-driven manner. To Formulate management policies related to the following 3 important 
aspects of the Company based on the principle of improving the lives and living quality of patients.

Product Development
To employ our R&D capability and utilize the technological platform advantages to solve patients’ 
unmet treatment needs.

Market Access
To enable patients to effectively obtain medicines, to stabilize product supply, and to set fair, 
reasonable, and affordable drug prices.

Organizational Management
Committed to gradually integrate ESG issues such as Environment, Society, and Corporate 
Governance (Economy) factors with the organizational decision-making, operational management 
process, and corporate culture. Continue to improve the Company’ s business model, towards the 
goal of sustainable operations.
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Our specific 
actions

Goals and 
targets

promotes the implementation of ESG and other indicators through multiple mechanisms for 
corporate operational sustainability.

 ﹣The Board of Directors at headquarter has been strengthening the supervision of the 
management team, formulate relevant management operating regulations, and supervise the 
implementation and compliance of the company and the subsidiaries in various countries.
 ﹣The headquarter and subsidiaries in various countries hold internal cross functional 
departments bi-weekly meetings which all major business supervisors are required to report 
their business progresses.
 ﹣The headquarter and subsidiaries in various countries hold Board meetings on a quarterly basis 
to report and evaluate their progress of the formulated business strategy execution.
 ﹣The headquarter and subsidiaries in various countries convene video conferences to discuss 
important issues or projects from time to time.
 ﹣Hiring domestic and foreign experts for guidance on special issues.

Product Development
Short- to medium-term goals
• Extending the indications of products to more other disease areas. For example, the EMA marketing 

authorization approval obtained for the Ropeginterferon alfa-2b (P1101) was for the treatment of 
polycythemia vera (PV). We hope to extend its indication to the treatment of other hematologic and 
oncologic diseases, and viral infectious diseases etc. in the future.

• Expediting the clinical trial development and application process of marketing authorization 
approval for the Ropeginterferon alfa-2b (P1101) in other countries, strengthening existing product 
development and product positioning.

Medium- to long-term goals
• Partnering via licensing in, licensing out and development cooperation to enrich the Company’s 

product pipeline.
Market Access

Short- to medium-term goals
• Expediting to build our marketing team in house. At the end of May 2020, the Company has 

completed the acquisition of Panco Healthcare Co., Ltd. which has been deeply rooted in the field 
of hematological diseases in Taiwan for more than ten years, and consolidated it into a 100%-owned 
subsidiary. The Company is planning to build Panco as the Company’s product warehousing & 
distribution center in the Asia-Pacific region.

• The US and South Korean subsidiaries are expected to obtain marketing authorization approvals of 
Ropeginterferon alfa-2b for the treatment of polycythemia vera (PV) in 2021.

• Stabilizing supply of Ropeginterferon alfa-2b to our European partner, AOP Orphan, and her patients 
in nations where the drug has been approved to use.

• Continuing to expand local sales & services offices for patients in our subsidiaries around the world, 
in an aim to facilitate the treatment opportunities for the patients who need our medications.

Medium- to long-term goals
• Establishing Ropeginterferon alfa-2b into a leading brand for Myeloproliferative neoplasms (MPN), 

hematologic diseases, and increasing patients’ brand loyalty to our medication.
• Expediting the development process of the Company’s clinical trials and continuing to apply for 

marketing authorization approvals in various countries to optimize the product effectiveness.
• Improving the comprehensiveness of local sales and services offices of our subsidiaries in the world 

and reducing overall costs through efficient operations management models to better benefit the 
patients.

Organizational Management: Corporate sustainability
Short- to medium-term goals
• Starting from 2020, the Executive Center for Corporate Sustainability (ECCS) with 5 taskforces 

have been established to report to BODs, leading by the CEO. ECCS is responsible for planning, 
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In terms of effective management mechanism, we have not only disclosed the financial 
information, which has been confirmed by relevant functional committees and the Board of 
Directors, in the annual report and financial reports in accordance with the regulations, but we 
have also regularly evaluated and reviewed the achievement of business goals and targets and 
progress reports in accordance with the Corporate Governance Best Practice Principles for 
TWSE/TPEx Listed Companies. Moreover, we gradually introduced international sustainability 
reporting standards that are in line with the Company’s sustainable development and that fulfill our 
social responsibilities. The Company regularly reports the management performance evaluation 
on both of quantitative and qualitative non-financial material topics to the Board of Directors. The 
information of the corporate sustainability report is available on the website and required official 
site for all relevant stakeholders to read. The mechanisms for evaluating the effectiveness of the 
management approach are as follows:

Product development
• Innovative development: To conduct research and develop on the differentiated and high-

quality medicines which can be applied for new treatment methods and multiple indications 
• Global health wellbeing: To invest resources in the hepatitis viral diseases infected by hundreds 

of millions of people worldwide, focusing on not only the elderly, but also polycythemia vera (PV) 
patients who are young women or women who is or plan to be pregnant.

• Disease prevention: To provide drugs for researches and assist in controlling large-scale 
infectious diseases (such as the COVID-19) in the world to prevent the epidemic or pandemic. 

Market Access
• Worldwide operating locations: To set up subsidiaries in various countries and established local 

partners to provide efficacious and safe products.
• Responsible drug prices: To provide affordable and effective products as the foundation of 

sustainable operations.
• Access to medicine: To cooperate with external organizations to jointly raise the awareness of 

patients and medical institutions on diseases and conduct education on disease prevention 
and treatment.

Organizational Management: Sustainable operations and development
• Corporate governance: To become the top 5% range public listed companies of the annual 

Corporate Governance Evaluation of TWSE/TPEx Listed Companies.
• Access to medicine: To take the responsibility for providing fair, just, and transparent 

information to all our stakeholders, and provide products and services with economical 
benefits.

• Product quality: To establish manufacturing plants that is not only to comply with EU and 
Taiwan GMP/GDP , but also have high efficiency and perfect supply chain management system 
so that we can stably provide high-quality and safe drugs for the patients.

• Patient safety: To establish a GVP certified pharmacovigilance management system that can 
strictly monitor the patients safety during the clinical trials and aftermarket.

• Friendly workplace: To value talent training, employee benefits, workplace safety, and to 
become one of the top choice workplaces for Taiwan’s biotech talents.

• Environmental protection: To strictly control and conduct related management on the factors 
that may have an impact on the environment alone the whole value chain of the biotech and 
biopharmaceutical industry, such as toxic substances and waste.

Goals and 
targets

Mechanisms for 
evaluating the 
effectiveness of 
the management 
approach

promoting, implementing, monitoring, responding to the corresponding sustainable 
management topics, and continuously improving corporate governance to meet the 
expectations of the stakeholders.

Medium- to long-term goals
• Integrating the three major topics of ESG into the Company's decision-making, management 

process and corporate culture to build a company that has a positive social impact, align with 
sustainable development, and gain the trust and respect from the stakeholders.
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PharmaEssentia is the first new protein drug GMP biopharmaceutical factory in Taiwan to obtain 
an EMA certification which has passed the plant inspection and validation process. Therefore, 
the Company was invited by TFDA in March 2019 to share our successful experience from R&D, 
to patent application, to plant building, to our globalization strategy to the successful launch 
of products. The focus of this sharing included the Company’ s drug development process, 
comparison and interpretation of clinical data of ours with other drugs of the same disease 
to illustrate the competitive advantages of our products. In addition, the valuable experiences 
gained in the process of EMA inspection were also what we must pass on to the competent 
authority and the industry. We hope that through this exchange and sharing session, we can give 
Taiwan’s local pharmaceutical companies the confidence to adapt to the global markets.

Product development 
• Since August 2019 we have been obtaining “study may proceed” approvals from the 

competent authorities in multiple countries to conduct phase III clinical trials for Essential 
thrombocythemia (ET) rare disease so that we can expect to extend the indications of 
Ropeginterferon alfa-2b (P1101).

Market access
• Ropeginterferon alfa-2b (P1101) (trade name: Besremi®), the patented compound, which we 

have developed, licensed out to AOP Orphan for clinical development and commercialization in 
EU, has obtained the EMA marketing authorization approval for the treatment of polycythemia 
vera (PV) in February 2019 and currently have been marketed in 11 EU countries .

• In May 2020, Ropeginterferon alfa-2b (P1101) obtained the Taiwan’s marketing authorization 
approval from TFDA for the treatment of polycythemia vera (PV) disease, and it is expected to 
be marketed with price and reimbursement granted by National Health Insurance (NHI) in Q1 
of 2021.

Organizational management: Sustainable operations and development
• We officially established the Executive Center for Corporate Sustainability (ECCS) with 5 

taskforces. The ECCS is under supervision of the CEO to report to BODs and to promote the 
implementation of the Company's sustainable development.

Invited by TFDA to share our successful experience on value 
chain integration

Pract ical  exper ience  
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Results of the 
evaluation of the 
management 
approach (2019)


