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Access to medicine strategies6.1

The popularization of medicines often has positive significant benefits for disease control. Access to Medicine is crucial to 
maintaining the public health of mankind and the continuation of life, providing patients with reasonable and affordable drug 
prices and a stable source of supply, while ensuring accessibility of drugs among patients. This plays an important role in 
the rights to health worldwide. The original purpose of the Company is to use our innovative drugs to solve the suffering 
of patients and promote the health and well-being of all mankind. This mission and responsibility is also in line with the UN 
SDG 3 released in September 2015 and officially implemented since 2016. Regarding access to medicine, we take the 
enhancement of “accessibility,” “affordability” and “availability” as our core values. In addition, we follow the framework of 
the 2018 Access to Medicine Index to formulate strategies and guidelines to reduce the gap between access to medicine 
around the world, so patients can obtain the drugs they need in a reasonable, affordable, correct and easy way, so as to fulfill 
our original purpose and philosophy of the establishment of the Company.

Accessibility
Solving unmet disease needs 

and reducing difference in 
access to medicine.

Affordability
Responsible, 

reasonable, and fair 
pricing mechanism.

Availability
Allowing patients in economically 

disadvantaged countries to have easier 
access to the medicines they need.

PharmaEssentia’s 
Access Plan

Strategies and 
guidelines

Core concepts

Corporate philosophy 
and strategy

Use our innovative drugs to solve the suffering of patients and promote the 
health and well-being of all mankind.

Access to medicine management strategy
• Combining business development strategies, access 

to medicine is promoted by the Board of Directors and 
senior-level managers of subsidiaries in various regions

• Strictly following the relevant laws and regulations 
involved in each stage of the product life cycle (please 
refer to Chapter 2).

• Engaging in the international marketing of 
pharmaceuticals in an ethical and responsible manner 
(please refer to Chapter 2).

Research & Development

Innovative drugs - solving unmet disease 
needs
• Creating value through innovation.
• Combining the access to medicine plan of our 

global pipeline.
• Launching international clinical trials
• Collaborating with universities overseas
• Providing drugs to patients not able to 

participate in clinical trials in Taiwan through 
the Compassionate Use Program.

Product delivery

Responsible and transparent intellectual 
property rights management
• Promising to take into consideration the 

access to medicine of patients in low income 
countries (LICs) and least developed countries 
(LDCs) when utilizing and applying for patents 
to ensure the treatment needs of patients.

• In-licensing drugs from Athenex, as well 
as out-licensing Ropeginterferon alfa-2b 
(P1101) to AOP Orphan for clinical trials 
and post-market sales in Central Europe, 
Commonwealth of Independent States, and 
Middle East regions.

A Stable, safe and high quality drug supply chain
• Planning short- and medium-term drug 

license application plans worldwide.
• Pricing drugs in a fair-, reasonable-, and 

affordable- manner.
• Ensuring the safety, stability, and high quality 

of the drug supply chain.
 ﹣Short- and medium-term drug license 
application plans.
 ﹣Fair reasonable and affordable drug pricing.
 ﹣Reliable manufacturing, transportation and 
recall of drugs.
 ﹣Patient education and care

Leading the industrial 
development
• Organizing the Annual 

International Symposium 
on Myeloproliferative 
Neoplasms Asia (MPN 
Asia)

• Cooperating with 
value chain partners to 
strengthen social influence 
on the local biotechnology 
and biopharmaceutical 
industry.

Access to medicine governance
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Currently, the Board of Directors and the senior-level management 
of each subsidiary serve as this topic’s managers and carry out 
necessary actions within the current system. The Company has 
entered the commercialization stage, and it is planning to establish 
an Access to Medicine Committee.

Materiality - management approach on access to medicine

External regulations
• Declaration of Helsinki
• ICH GCP: protect patient’s safety in an ethical manner for access to medicine
• Follow the GLP, GCP, GMP, GDP, and GVP
• WHO and various national pharmaceutical industry marketing ethics standards.
• For more information about product life cycle compliance specifications, please refer to section 2.2.
Internal regulations
• Currently, actions are carried out in compliance with the Company’s regulation for internal 

control.
• Internal management policies related to the access to medicine, such as the drug pricing 

policy, are expected to be completed by the end of 2020. In addition, a policy, and standard 
operating procedures for the implementation of Compassionate Use have been drawn up.

To improve the accessibility, affordability, and availability of drugs.

 GRI  103-2~3  GRI  203-1

Establishing access to medicine strategies and guidelines that are linked to the Company’s 
mission, strategy and goals, and launching the Company’s access plan, in aim to move forwards 
the realization of the UN SDG 3: Good Health and Well-being.

Policies

Commitments

Responsibilities Resources 
invested

Our specific 
actions

Goals and 
targets

Short- to medium-term goals
• New drug research and clinical trials: To expand the indications of drugs to other therapeutic 

areas. For example, we hope to expand the indications of Ropeginterferon alfa-2b (P1101) to 
the treatment of other hematologic disease, cancer, and infectious disease of viral hepatitis in 
the future.

• Intellectual property management: To establish plans for linking intellectual property 
management plans to operational objectives, to report to the Board of Directors on a regular 
basis and to disclose the implementation status of the plan. After obtaining the drug license 
certification of the countries for which the patent has been applied for or obtained, we shall 
apply for the patent term extension or patent linkage system for the corresponding patent in 
the countries based on the time the drug license was obtained. Regarding patents and drug 
licenses, we can set the prices and marketing strategies of drugs based on the characteristics 
of each country with the greatest degree of freedom for the purpose of access to medicine.

• Manufacture and delivery: To align with the progress of drug launches in various countries and 
establishing product serial number management systems and drug recall policies and systems.

• Drug pricing: It is expected that a reasonable and fair internal management policy for drug 
pricing will be completed by the end of 2020.

• Accessibility building: To establish an internal inter-departmental access to medicine promotion 
taskforce to discuss about the topic regarding the patients’ access to medicine in the market.
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• New drug research and clinical trials: In-licensing the Oraxol® and Kinase inhibitor RAYKLIRA™ 
(code: KX01). Both are being applied for TFDA marketing license in 2021. Ropeginterferon alfa-
2b (P1101) is also undergoing clinical trials in different phases in many countries for diseases 
related to Essential Thrombocythemia (ET), viral infectious diseases and neoplastic diseases.

• Intellectual property management: The Company has obtained drug license for Ropeginterferon 
alfa-2b (P1101) in the European Union (2019) and Taiwan (2020), which are the Company’s 
core patent application areas, meaning that we have confirmed to have the intellectual property 
rights of the new drug in the country where the drug is intended to be marketed. Therefore, 
the Company’s intellectual property management and drug use-related mechanisms can be 
confirmed to be effective as of 2019.

• Manufacture and delivery: No cases of product recall due to manufacturing defects, 
deterioration, counterfeits, or any other serious quality problems.

• Drug pricing: The prices of medicines in Germany and Austria are within the tiered pricing 
of developed countries, the prices are equivalent to the prices of other drugs for the same 
disease, and the drug prices are within a reasonable range for the patients.

• Accessibility building: AOP Orphan and local logistics and transportation companies are 
responsible for sales in the local European market; while there are on-going industry-academia 
cooperation projects in Taiwan and Japan.

• New drug research and clinical trials: Developing the application of Ropeginterferon alfa-2b 
(P1101) in myeloproliferative neoplasms (MPN) related disease and clinical trials.

• Intellectual property management evaluation mechanism: Reviewing the effectiveness of 
intellectual property management policies and operational plans through market feedback at 
all times and making corresponding adjustments from time to time to maintain the maximum 
flexibility of intellectual property policies.

• Manufacture and delivery: After the drug enters the local market of each country, if the product 
to be recalled, the drug will be recalled in a timely manner and the relevant inventory will be 
disposed of within the time limit specified by the competent authority of the country.

• Drug pricing: Based on the Company’s internal evaluation system, ensuring whether the 
approved price lies within the Company’s tired pricing and compare it with the prices of other 
drugs for the same disease.

• Accessibility building: Establishing local strategic partners and local industry-academia cooperation.

Medium- to long-term goals
• New drug research and clinical trials: To further seek licensed cooperation or permits for 

Ropeginterferon alfa-2b (P1101), as well as to develop or introduce potential new drug with 
strategic alliance partners through out-licensed cooperation or licenses; to actively seek different 
drug development project for unmet medical needs to expand the Company’s product pipeline.

• Intellectual property management: To establish external cooperation based on our own technology, 
and to introduce the bilateral policies and implementation procedures of excellent technology, in 
order to obtain and implement the best and most suitable pharmaceutical technologies for the 
Company, with the highest guidelines governing the patients’ access to medicine.

• Manufacture and delivery: To establish policies, procedures and plans for drug donation.
• Drug pricing: To integrate the financial ability of patients in the developing or low-to-middle-

income countries, in which the prevalence of new drug indications is high, into the Company’s 
drug pricing strategy. Based on the Company’s pricing strategy, promoting Ropeginterferon 
alfa-2b (P1101) in Southeast Asia, Central and South America, Eastern Europe, Central Asia, 
and even some African markets with reasonable and fair drug prices, in order to suffice the 
patients’ needs as soon as possible.

• Accessibility building: To seek suitable partners in various countries and regions. and according 
to local needs, to make up for the insufficiencies in the local public health system so that 
patients can obtain safe, effective, high-quality, and affordable medicines.

Goals and 
targets

Mechanisms for 
evaluating the 
effectiveness of 
the management 
approach

Results of the 
evaluation of the 
management 
approach (2019)
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1. Germany
2. Austria
3. Slovenia
4. Denmark
5. Italy
6. Ireland

Access to medicine implementation results in 2019: 
Marketed in 11 European countries

In 2019, the Ropeginterferon alfa-2b (P1101) was approved by the EMA and obtained the EMA marketing authorization 
approval. It was officially launched in Europe under the trade name Besremi®. The Company’s partner, AOP Orphan is 
responsible for the sales in the EU market, bringing the Company with sales revenue of NT$ 290 million. As of June 2020, 
Besremi® has been marketed in 11 countries. Looking into the future, it is expected that sales revenue in 2020 will grow 
multifold, and the Company’s investment in the development of new drugs will be gradually recovered, with which, we are 
able to returned the earnings to our investors. Following the registration in the EU, the Ropeginterferon alfa-2b (P1101) has 
also obtained the second marketing license certification issued by the TFDA in May 2020. It is expected to obtain the third 
marketing license from the FDA in the United States in the first quarter of 2021. In the foreseeable future, we will be able to 
bring our high-quality, high-purity, and high-stability drugs to patients in need around the world by entering pharmaceutical 
markets around the world, with the aim to eliminate the adversities caused by the lack of access to medicine, and to bring 
health and well-being to the patients.

11 European countries

Our strategic partner AOP Orphan is responsible for 
drug marketing in 11 European countries

7. United Kingdom
8. Czech Republic
9. Hungary
10. France
11. Greece

  European Union member country
  Countries where Besremi® has been marketed

Norway

Iceland

United 
Kingdom

Czech 
Republic

Sweden

Poland

Slovakia

Netherlands

Switzerland

Greece

Estonia

Belarus

Moldova

Romania

Bulgaria

Latvia

Lithuania

Ukraine

Belgium

Hungary
Austria

Ireland

Luxembourg

France

Germany

Den-
mark

Italy

Liechtenstein

Slo-
venia

SpainPortugal

Malta

Finland

Croatia


