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Ethical and regulatory compliance2.2

Compliance strategic framework

T h e  p h a r m a c e u t i c a l  b i o t e c h n o l o g y,  w h e re 
PharmaEssentia operates, is a highly regulated 
industry. In addition, our Company’s market spans 
across Europe, America, and Asia, and our operations 
extend to global markets. The laws and regulations 
of the countries are different from each other and 
are constantly changing. Therefore, PharmaEssentia 
attaches great importance to the monitoring of 
regulatory compliance and we closely monitor any 
possible impacts on the Company at home and 
abroad. Such impacts may span across areas 
including operations, manufacturing, and product 
launches have significant impact on policies and 
legal trends. In terms of regulatory compliance, the 
headquarters have begun to draft the legal compliance 
strategic framework for future global operations. 
Domestically, the business units, regulatory agencies, 
and legal affairs departments are responsible 
for monitoring the changes in relevant laws and 
regulations, consulting relevant legal consultants when 
necessary, discussing the content and responding 
to changes in laws and regulations during regular 
operational management progress meetings. Abroad, 
we hire experts who are familiar with local regulations 
as consultants to reduce the risk of violating local laws 
and regulations. Furthermore, in terms of regulatory 
compliance, our headquarters have drafted the legal 
compliance strategy framework for future global 
operations.

Figure 7: Legal compliance framework strategy 
of PharmaEssentia

Promoting the Principles of Ethical Corporate Management

The Principles of Ethical Corporate Management formulated by PharmaEssentia follow the provisions of the Ethical Corporate 
Management Best Practice Principles for TPEx Listed Companies and serves as the number one level and the highest 
guiding principles and normative framework for our corporate governance. In order to further implement the principles 
and provisions of the Principles of Ethical Corporate Management, a second-level, more specific set of regulations will be 
formulated in the corporate governance dimensions of Anti-corruption, Corporate Social Responsibility, Trade secret and 
Conflict of interests. The third level aims to assist the unique characteristics of each subsidiary or department to establish 
management requirements for each department or business function, in view to formulate the implementation rules of 
each department or business function to improve the development of the department organization and provide a reference 
structure for establishing good department operations.

Providing employees with relevant knowledge 
and tools to enable all employees worldwide 
to follow the laws and codes of ethics.Vision
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Establishing a culture of legal compliance, 
resilience, and entrepreneurship, and 
strengthening the education and training of new 
employees.

Establishing legal compliance procedures and 
fully implementing legal compliance monitoring 
and internal control; establishing key plans and 
partnerships to support and implement future 
product launch related activities.

Formulating policies that cover the core areas 
of legal compliance, and at the same time 
meeting the needs of future operations and 
development, providing employees with precise 
regulations, and supporting innovation and 
reasonable decision-making.

Establishing a legal compliance plans that are 
suitable for product launch scale and promote 
cooperation and consistency between the 
headquarters and the subsidiaries.

PharmaEssentia’s strategic framework of legal compliance is composed of four cornerstones: “Structure and Governance”, 
“Policies and Practices”, “Operations and Accountability” and “Culture and Education.” These will serve as a good foundation 
for PharmaEssentia’s legal compliance framework, enabling its subsidiaries and employees around the world to make legal 
and ethical decisions, and move towards the vision of sustainable development.
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Regulations to abide along the value chain
At each stage of the pharmaceutical biotechnology’s value chain, there are regulations that must be followed. Taking Taiwan 
as an example, such regulations include: the Guidelines for the Nonclinical Pharmacology/Toxicology Studies for Medicinal 
Products Applications, Medical Care Act, Regulations on Human Trials, Pharmaceutical Affairs Act and GCP in the preclinical 
studies and clinical trials to Regulations for Registration of Medicinal Products when applying for new drug marketing 
authorization approval after clinical trials. Within 5 years after obtaining a new drug marketing authorization approval, it is 
required to continuously monitor the adverse drug reactions in accordance with the Regulations for Drug Safety Monitoring 
and report such matters regularly. During drug manufacturing, the Company must comply with the Standards for Medicament 
Factory Establishments. At each stage of the value chain, PharmaEssentia must comply with local laws and regulations, and 
arbitrary experiments, manufacturing, sales, and advertising are strictly forbidden.

Formulation of the Anti-corruption Code 

The Anti-corruption Code focuses on prohibiting any form of bribery, 
including direct or indirect, and implements the anti-corruption plans. 
The content of the Anti-corruption Code includes the definition of subject 
and object of the regulation, the definition of corruption, the definition 
of things of value, the prohibition of unjust interests, the regulation and 
protection of whistleblowers, and facilitating payment. It also includes 
the prohibition to make payments in favor of third parties through 
intermediaries, and related legal responsibilities. The Company will 
comply with the United Nations Convention against Corruption (UNCAC) 
as its guiding principle, agreeing to abide by the relevant anti-corruption 
regulations in the countries where the Company engages in business 
activities, prohibiting any form of bribery, and implementing anti-
corruption plan.

Formulation of the Trade Secrets Regulations

Trade secrets are important assets of R&D enterprises, and they must be 
proactively protected and managed to a degree of management no less 
than of patent protection. The scope of the Company’s trade secrets 
shall mean any method, technique, process, formula, program, design, 
or other information that may be used in the course of production, sales, 
or operations and that also meet any of the following requirements: it is 
not known to persons generally involved in the information of this type 
(secrecy) ; it has economic value, actual or potential, due to its secretive 
nature (economy); and its owner has taken reasonable measures to 
maintain its secrecy, as provided in the Trade Secrets Act. In this regard, 
the Company is going to formulate comprehensive regulations stipulating 
matters including definitions, handling and management methods, the 
confidentiality obligations of the knowledge or holders, and the penalties 
of violations.

Formulation of the Corporate
Social Responsibility Norms

The focus are on sponsorships and 
corporate social responsibility, including 
Company donation related to drug 
donations and research sponsorship 
programs or financial activities related 
to charity activities. The regulation 
ensures  tha t  these  mat te rs  a re 
recorded in the accounting records in a 
detailed and honest manner, which can 
serve as proofs to a reasonable extent 
that the donation does not constitute a 
substantial bribery record.

Formulation of the Conflict of 
Interest Regulations

In addition to the known prohibition of 
competition for bilateral interests and 
the prohibition of unfair competition, the 
regulations stipulate that the Company’s 
business activities should be conducted 
in accordance with the Fair Trade Act 
and relevant competition regulations, 
and that the Company must not fix 
prices, manipulate the market, limit 
output or allotment, or share or divide 
the markets by unreasonable allotment 
of medicine to medical institutions or 
clinical institutions.

PharmaEssentia’s
Principles of Ethical Corporate Management

Implementation details of 

each department

Implementation details of 

each department

Implementation details of 

each department

Implementation details of 

each department

Anti-corruption Code Corporate Social Responsibility Trade secrets Conflict of interests
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Pharmacovigilance

• GVP

• Regulations 
formulated by 
local competent 
authorities. 
For example: 
Regulations for 
Drug Safety 
Monitoring in 
Taiwan.

• GDP 

• Codes 
of Ethics 
formulated 
by the World 
Health 
Organization 
(WHO) 
and other 
countries.

• Regulations 
formulated by 
local competent 
authorities. For 
example: the 
Regulations for 
Registration 
of Medicinal 
Products in 
Taiwan.

• GDP

• GMP

• Regulations formulated 
by local competent 
authorities. For 
example: the European 
Pharmacopoeia, United 
States Pharmacopeia, 
and the Medical Care Act, 
Pharmaceutical Affairs 
Act, and Standards for 
Medicament Factory 
Establishments of Taiwan.

• GCP        

• GMP

• Ethical principles 
from the Declaration 
of Helsinki

• Regulations 
formulated by 
local competent 
authorities. For 
example: the 
Regulations on 
Human Trials and 
the Pharmaceutical 
Affairs Act in Taiwan.

• GLP

• Guideline for 
the Nonclinical 
Pharmacology/
Toxicology Studies 
for Medicinal 
Products 
Applications 
formulated by 
competent 
authorities of each 
country.

Compliance with ethical standards

PharmaEssentia is committed to establishing a corporate culture of integrity and accountability. The Company prohibits 
dishonesty, bribery, corruption, or insider trading. At the same time, it encourages its employees and senior executives 
to comply with ethical standards and strives to make all stakeholders understand our ethical standards. The Company 
promotes the precautions related to professional ethics during the training of new employees. All employees are required to 
follow the six major business conducts and ethics regulations set by the Company. Regarding this, the Company specifically 
implements the ethical and moral standards that are unique to the pharmaceutical biotechnology industry: the three phases 
of preclinical studies, clinical trials, and drug marketing.

 GRI  102-17

Our employees are required to follow
our norms and codes of ethical conduct

Ethical and moral issues that 
are unique to the biotechnology 
and biopharmaceutical industry

Procedures for Ethical   
    Management and      
       Guidelines for
          Conduct

Operating Procedures   
for Handling Material               

 Nonpublic Information 
and Preventing

Insider
Trading

Codes of Ethical 
Conduct

Corporate
Governance Code

Corporate Social    
  Responsibility Best   
   Practice Principles

Principles of 
Ethical Corporate 

Management

Preclinical studies 
ethics

Clinical trials
ethics

Drug marketing 
ethics
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Preclinical studies ethics Clinical trials ethics Drug marketing ethics

Code of ethics 
and norms

• Guideline for the Nonclinical 
Pharmacology/Toxicology 
Studies for Medicinal Products 
Applications formulated by 
competent authorities of each 
country.

• Non-Clinical Safety 
Studies for the Conduct of 
Human Clinical Trials and 
Marketing Authorization for 
Pharmaceuticals formulated by 
the ICH.

• GLP

• Clinical Study Policy formulated 
by the Company

• Declaration of Helsinki
• GCP
• Investigational new drug (IND) 

applications and local laws and 
regulations

• Code of Ethics formulated by 
the WHO, the National Council 
for Prescription Drug Programs 
(US), International Research-
Based Pharmaceutical 
Manufacturers Association 
(Taiwan), National Council for 
Prescription Drug Programs 
(US), and the Foreign Corrupt 
Practices Act (US).

• The HCP& HCO Interaction 
Policy and the Promotional 
Material Policy formulated by 
the Company.

Our actions

1. Establishing the Institutional 
Animal Care and Use 
Committee (IACUC) to review 
and supervise the situation of 
animal experiments and animal 
husbandry conducted by the 
institutions.

2. All CROs for animal 
experiments must pass 
domestic and foreign GLP 
certification.

3. Animals used in experiments 
must be healthy, free from 
sources of infection animals 
that meet the requirement 
level of Specific Pathogen Free 
(SPF), to prevent interference 
to trial results for certain 
diseases.

4. Actively implementing the 
3Rs of laboratory animals: 
“Replacement,” “Reduction” 
and “Refinement.”

1. Establishing standard operating 
procedures for the formulation 
and approval of IND indications 
and subjects’ informed 
consent.

2. All IND indication and informed 
consents of subjects must be 
reviewed and approved by 
the health authority and the 
“Institutional Review Board” 
before the start of the trial.

3. Subjects of clinical trials led by 
PharmaEssentia are insured 
with clinical trial insurance to 
protect their personal data 
privacy. Regular monitoring and 
auditing are also conducted 
during the clinical trials.

1. All employees must follow 
the aforementioned ethical 
standards when interacting 
with people or organizations 
related to healthcare.

2. Marketing activities must be 
transparent, ethical, correct, 
balanced, and must not be 
misleading.

3. Marketing materials must 
include correct product risks 
and benefit assessments and 
appropriate usage methods.

4. It is not allowed to sell and 
market products in the name 
of clinical trials

Our purpose

Ensuring that researchers follow 
relevant laws and regulations 
during animal experiments and 
minimize the use of laboratory 
animals.

Ensuring that the safety, privacy, 
and other rights of clinical trial 
subjects are not violated, showing 
that the Company is a trustworthy 
biopharmaceutical company 
among patients.

Ensuring that medical staff 
obtains the necessary information, 
protect the medical care and well-
being of patients, and implement 
the Company’s mission and 
responsibilities in an ethical 
manner.


