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Risk management2.4

The Audit Committee serves as the supervisory unit for the Company’s existing or potential risk management and control. 
The managers are responsible to carry out risk identification and corresponding measures in actual operations, and control 
the risks that may arise from various businesses within an acceptable range, so as to protect the rights of all stakeholders 
of PharmaEssentia and increase shareholder value. The Company has established appropriate policies, procedures, and 
internal control systems for risk management in accordance with relevant regulations. Significant financial activities must 
be reviewed by the board of directors in accordance with relevant regulations and internal control systems. The Company 
achieves the goal of division of profession functions and mutual supervision through organization establishment, and the 
audit office conducts regular and occasional inspections and reports to the board of directors.

Materiality – Management approach on risk management

Short- to medium-term goals
• Formulating company-level risk management policies
• Improving the risk management awareness of all employees, and formulating education and 

training plans for all employees
• Delegating the responsibility of identification, management, and responses of issues related 

to the three major aspects, ESG, to each taskforce of the Executive Center for Corporate 
Sustainability.

• Promoting independent inspection and verification of risk management mechanisms by 
external third-party audit units

The Board of Directors, Audit Committee and operational management team identify the short- 
and medium-term risk management and corresponding policies that the annual operation plan 
may face.
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Identifying risks in advance, looking for the ultimate plan to control risks, and reducing the impact 
on the Company’s sustainable operations.

• The audit office formulates internal audit plans and proposes related audit budget on a yearly 
basis. The Company uses an internal control system to control risks. 

• The Executive Center for Corporate Sustainability assists in the formulation of relevant annual 
plans and proposal of relevant budgets.

The Board of Directors, Audit Committee, and operational management team.

• Financial matters: The audit office formulates internal related audit plans and executes in 
accordance with audit reports on a quarterly basis.

• Non-financial matters: The Executive Center for Corporate Sustainability evaluates the impact 
of risks of three major aspects, ESG, on sustainable operations, and drafts preliminary 
corresponding actions.

Policies

Commitments

Responsibilities

Resources 
invested

Our specific 
actions

Goals and 
targets
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PharmaEssentia’s risk management structure

• Approving the annual internal audit plan and audit report.
• The Board of Directors is the highest responsible body who ensure smooth 

operations of the Company’s risk management framework.
• The Audit Committee serves as the supervisory unit.

• The managers at the headquarters and subsidiaries are responsible for 
supervising and managing relevant risk of the Company.

• Each department unit acts as the risk management authority and responsibility 
unit for the corresponding risks according to their position and carries out 
planning and execution operations such as risk identification, analysis, evaluation, 
and handling and drafting of related response plans.

• All departments and units promote risk awareness to employees, so that every 
employee understands the importance of risk management and implements it in 
daily operations.

• The Executive Center for Corporate Sustainability assists in assessing the non-
financial or ESG risks

• Formulating annual audit plans according to the Company’s risk management 
policies and systems.

• Executing the audit operations as planned and reporting the audit results to the 
Board of Directors on a regular basis.

• The audit office evaluates the effectiveness of risk management to ensure the 
implementation and compliance of the risk management system

Board of Directors

Risk management 
authorities

Internal audit units

• 1 case of deficiency in internal audit, and the improvement has been 100% completed.

• Decision-making and evaluation of the board of directors and the management team.
• Completion rate of improvement on internal audit deficiencies
• Promoting independent inspection and verification by external third-party audit units
• Promotion and execution of Executive Center for Corporate Sustainability and taskforces 

projects.

Mechanisms for 
evaluating the 
effectiveness of 
the management 
approach

Results of the 
evaluation of the 
management 
approach (2019)

Goals and 
targets

Long-term goals
• Establishing the Risk Management Committee that directly reports to the Board of Directors 

to strengthen the risk management of the Board, and promoting risk management standards, 
systems, and countermeasures with the advance of time.

• Taking the Task Force on Climate-related Financial Disclosures (TCFD) as a framework for 
disclosing the risks and opportunities of climate change.
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In view of the importance of risk management to the sustainable development of PharmaEssentia, members of the Executive 
Center for Corporate Sustainability and the taskforces, repeatedly discuss and identify the risks of PharmaEssentia. 
Moreover, the team assess the risk events that may have an impact on business objectives and review the corresponding 
risk response actions according to the major issues identified in this report and their respective professions. In the future, 
PharmaEssentia will continue to optimize the risk management mechanism to reduce the impact of risks on the Company.
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Risks and response actions of PharmaEssentia

Risk aspects Risks Response actions

Environmental

Improper 
discharge of 
harmful gas, 
water, waste, 
and chemical 
toxicants.

• Regularly replacing equipment; reviewing power and water use policies and other 
implementation effects

• The ISO 14064-1: 2018 Greenhouse Gases is expected to be introduced in September 2020 
to establish carbon reduction targets.

• For the waste generated in the operation process, the Company has formulated the 
Procedures for Waste Management, and entrusted qualified companies for discharge removal.

• Record the actual use and storage of chemical toxicants to prevent pollution to the 
environment.

• For more information on environmental risk response and management, please see Chapter 5.

Social

Uncertainty of 
R&D results

• Developing new drugs for different indications and dispersing the R&D risk of a single drug for 
a single indication.

• Recruiting and retaining outstanding talents to provide the Company with diverse and 
innovative ideas and opinions, to stimulate R&D results.

• Actively establishing education cooperation with relevant academic and educational 
institutions. For example, the Company takes part in the PhD On-the-job Training Program 
launched by the government and looks for suitable talents for complete training and then 
recruit them.

Safety of subjects 
in clinical trials

• The risk assessment of clinical trials is performed by CROs. The Company implements quality 
assurance and quality management in clinical trials in accordance with internal operating 
procedures to ensure smooth clinical trials.

• Case-specific Monitoring Plan and Audit Plan are prepared according to the level of risk to 
implement quality assurance and quality management.

• The sponsors of clinical trials shall be insured with the clinical trial insurance to protect the 
safety of the subjects.

Leakage of 
patients’ personal 
information

• Complying with the relevant laws and regulations of personal data protection, and General 
Data Protection Regulation (GDPR) of the EU.

• Entrusting qualified CROs to conduct clinical trials and ensuring that the CROs adopt strict 
confidentiality measures for the collection, processing, and utilization of subject data.

• The results of the examinee’s examination and the doctor’s diagnosis are handled with 
confidentiality. The subjects’ names are replaced by numbers.

Process quality 
and safety

• The biological pharmaceutical factories pass the GMP certificate after obtaining the EMA 
certification.

• The whole plant is operated in accordance with the internal Quality Manual and about 2,000 
related standard operating procedures to ensure the quality of production.

• In accordance with ICH Q9 Quality Risk Management, the Company has formulated the 
Procedure for Quality Risk Management and formulated Procedure for Risk Assessment of 
Equipment following the United States Pharmacopeia.

• Quality review meetings are held regularly.
• Discussion sessions regarding risks and countermeasures are held from time to time by the 

cross-departmental risk assessment teams.
• For more information on process quality risk response and management, please see Chapter 3.
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Risks and response actions of PharmaEssentia

Risk aspects Risks Response actions

Social

Adverse drug 
reaction

• The pharmacovigilance function at the head offices established the global Ropeginterferon 
alfa-2b (P1101) patient safety report system.

• Establishing a multinational Safety Database through CROs to collect safety information after 
the drugs are marketed.

• Marketed drugs should be insured with product liability insurance.

Brain drain and 
gaps

• The Company provides competitive compensation and benefits for employees and guarantees 
equal pay for women and men for equal work. In the past three years, there have been salary 
adjustments to motivate employees.

• The Company attaches great importance to human rights and formulate the Company’s 
Human Rights Policy. The Company prohibits any form of forced labor, child labor or 
discrimination.

• The Company encourages employees to continuously improve and enhance their ability and 
competitiveness in accordance with Company goals, personal performance, and professional 
development.

• Promotion of succession plan in the future

Difference 
in access to 
medicine

• Drawing up plans for new drug development on unmet medical needs.
• Developing the diverse applications of Ropeginterferon alfa-2b (P1101) on different indications.
• Applying for invention patent all over the world in advance, including in developed and 

developing countries.
• Stable production and supply of high-quality products to patients in need.
• Setting affordable drug prices based on the degree of economic development of each country, 

regulations formulated by the competent authorities, insurance system, and drugs prices in the 
same industry, etc.

Governance

Changes in 
domestic and 
foreign policies 
and laws.

• Closely monitoring changes in relevant laws and regulations in different countries and 
discussing the content and response to changes in laws and regulations in regular 
management review meetings.

• Actively participating in legal seminars organized by unions, associations, and societies of the 
industry to accurately grasp the latest legal trends.

• For major regulations, hiring external specialized consultants to provide advice.
• The subsidiaries in different countries hire experts who are familiar with local regulations as 

consultants to reduce operational risks.

The competent 
authorities of 
various countries 
disagree on 
the clinical trial 
agreements, 
which makes 
it difficult to 
estimate the 
duration required 
for drug license 
approval.

• The Company may first obtain the Investigational new drug (IND) from FDA for clinical trials, 
and then actively negotiate with the competent authorities of other countries to effectively 
accelerate the process of clinical review.

• The differences between countries can be reduced, and efficiency can be increased by using 
the ICH Guideline as the standard to prepare review documents.

The risks of 
international 
arbitration

• Retained a team of German lawyers to handle the procedures and strategies of the arbitration 
with AOP Orphan, in aim to safeguard the interests of the Company.
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Risks and response actions of PharmaEssentia

Risk aspects Risks Response actions

Governance

Difficulties met in 
the international 
markets and 
channels.

• Adopted an external strategic partner alliance model. The Company’s partner AOP Orphan 
is responsible for the complete marketing strategies and sales channels of its local European 
market and has continued to negotiate insurance payment business with other countries in the 
EU.

• Established good relationships with hematologic disease medical KOLs, rare hematologic 
diseases-related research foundations and patient rights groups, and actively communicate 
and interact with health authorities in different countries to accelerate the process of drug 
license approvals.

• Strengthened the talent allocation of subsidiaries in different countries, grasped the local 
regulations and medical needs, to apply for local medicine certificates and government 
medical insurance subsidies.

Operation and 
management 
risks of overseas 
subsidiaries

• In addition to complying with the laws and regulations of the competent authority, the 
Company has also formulated the Supervision and management of subsidiaries to strengthen 
the supervision of subsidiaries’ operational management, financial business information, 
internal control and audit management.

• Report the progress of business execution to the Board of Directors on a quarterly basis to 
reduce the risk of the Group’s overall operational management.

The risk of 
cybersecurity 
management 
system to 
business 
operations.

• Setting up network security equipment to ensure and monitor the cybersecurity authorization 
control of the daily operations of various departments.

• Strengthening the protection of the Company’s confidential information related to basic 
research, clinical trial research and production of drugs.

• Regularly publicizing and auditing information security usage habits to comprehensively 
enhance employees’ cybersecurity awareness.

Broken cross-
border supply 
chains, and 
supply shortage 
of raw materials 
or quality 
inconsistency.

• Ensuring a safety stock level of raw materials and alternative supply sources to reduce the risk 
of material shortage and giving priority to Taiwanese suppliers.

• Evaluating the risk of the raw materials based on the market characteristics of the raw material 
and the production technology level, and different management strategies are adopted for raw 
material suppliers with different risk types.

• Formulating supplier approval procedures and work content to ensure that the quality of raw 
materials meets the Company’s quality requirements and delivery dates.

Overseas 
contracted 
manufacturing, 
uncertainty of 
delivery date.

• Ensuring that the operations performed at the contracted manufacturing site comply with GMP 
regulations and Company standards.

• Implementing the supplier verification process and evaluation mechanism, including written 
document review, on-site audit, and signing of a Quality Agreement to control the supplier’s 
service quality and production status, to maintain the highest quality level of production 
standards.

Changes in 
interest and 
exchange rate

• Maintaining a good relationship with banks to obtain favorable interest rates and collect 
information on timely information on changes in exchange rates in different countries.

Lack of funds for 
the development 
of innovative 
drugs

• The Company’s main capital source is issuance of shares for cash, followed by bank loans. 
The Company strictly implements the budget management system. In the future, the Company 
will enter the international capital market and attract more foreign investment.

• Cooperating with the government’s industrial policy and apply for project subsidies.
• Since 2019, the Company’s product Besremi® has been marketed in Europe. This is expected 

to bring operating income and R&D funds to the Company.


