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Innovative medicine - solving unmet medical needs6.2

As an innovative biopharmaceutical R&D company, our mission is to “Develop innovative drugs to treat patients and meet 
healthcare needs and life safety”. Our innovative proprietary PEGylation technology platform is our most competitive 
advantage compared with other new drug companies. This platform also provides us with strong development capabilities 
of new drugs in R&D phase to contribute to the field of related diseases, to improve the patients’ health condition and to 
prevent the deterioration of disease.

When we select or search for topics for actual new drug development or evaluate new clinical plans and establish drug 
development options, we take into consideration how to utilize our PEGylation technology platform as the basis for research. 
In addition to our first product, the Ropeginterferon alfa-2b (P1101) being used for Polycythemia Vera (PV) in the field of rare 
hematologic diseases and Essential Thrombocythemia (ET), we continue to expand the indications for different diseases and 
patients. We not only consider lowering prices for low-income countries or groups that cannot afford expensive drugs, but 
we also try to solve unmet medical needs of patients.

Combining our access plan and results of our global product pipeline

The Ropeginterferon alfa-
2b (P1101) can be used not 
only for indications related to 
hematologic diseases, but 
also for neoplastic diseases 
and viral infectious diseases.

Creating value through innovation

Improving on existing drugs
Reducing the risk of
new drugs development

Developing a technology platform that 
responds to multiple diseases
Strengthening our product portfolio

From trial and error to drug design
Providing new treatment methods

We improved existing interferon 
drugs with our PEGylation technology 
platform and successfully developed 
a new generation of PEG long-acting 
α-interferon, the Ropeginterferon 
alfa-2b (P1101). This has greatly 
reduced our r isk of  new drugs 
development. In this way, patients 
will suffer fewer side effects, doctors 
can provide better treatments, and 
insurance companies can reduce 
hospitalization and medical expenses. 
This creates shared value among our 
stakeholders.

We select the most promising projects and use our proprietary PEGylation 
technology platform to research and develop new drugs in order to speed 
up the process of obtaining approvals from various countries health 
authorities. And if the indication is a rare disease, the process of entering 
the market to provide for patients’ use can be shortened.

Ropeginterferon alfa-2b (P1101) is used in the treatment of Polycythemia 
Vera (PV) to replace the method of trial and error in the past. We take the 
lead in the market with new and better treatments, to gain a firm foothold 
in the market for myeloproliferative neoplasms (MPN) related diseases.

α

Countr ies and centers 
a r o u n d  t h e  w o r l d 
simultaneously initiated 
clinical trials of new drugs 
in the Company’s four 
major disease areas.

Designation of orphan drug for 
Polycythemia Vera (PV) in the US

More than  20
clinical trials worldwide

The Ropeginterferon alfa-2b (P1101) has received 
orphan designation in the United States. It is 
expected that after the drug license will be 
obtained in 2021, we will be able to provide 
our products to patients with rare diseases of 
Polycythemia Vera (PV) in the United States.

One drug for multiple 
indications
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• Conducting clinical trials on 
hematologic diseases with 
professors from Japanese 
academic institutions.

• S p o n s o r i n g  N a t i o n a l 
Taiwan University Hospital 
and Japanese academic 
inst i tut ions to conduct 
research and to develop 
drugs for hepatitis B

The Company has conducted more than 20 clinical trials around the world and focuses on the clinical trials and development 
of new drugs in four major disease areas. In terms of polycythemia vera (PV), the prevalence rate in the EU is of 5-30 per 
100,000 people, while in the United States is of 46 per 100,000 people, with about 150,000 patients in total. Compared 
to Europe and the United States, Japan has a low prevalence rate, with 16 people suffering from this disease per 100,000 
people. We have also obtained orphan drug designation for the treatment of Polycythemia Vera (PV) in the United States. We 
expect that after obtaining the drug license certification in 2021, we will be able to provide our product, the Ropeginterferon 
alfa-2b (P1101), to local patients in the United States and let patients access to our medicines. Accessibility to our medicine 
will allow patients in the United States to benefit from a product with low side-effects, high tolerability, and high safety, which 
greatly increases recovery rates. Our medicine not only brings health to patients, but also reduces the physical and mental 
stress of people around patients due to the decreased frequency of injections. While patients have access to our medicine, 
our products exert extensive influence in the world. The Ropeginterferon alfa-2b (P1101) can be used not only for indications 
related to hematologic diseases, but also for neoplastic diseases and hepatitis viral infectious diseases. This drug can be 
used for multiple indications. This helps the Company reduce costs, resources and risks for the drug development for various 
diseases, and provides patients who have various indications with our successful, effective, safe, and high-quality drugs, so 
as to alleviate their suffering from diseases, and to expedite the use of medicines for patients around the world and fulfill our 
promise of access to medicine.

Cooperation with universities overseas - 
Enhancing local R&D and clinical trial capabilities

The R&D process of new drug is time-consuming, and the investment cost is relatively high compared to that of other 
industries. Hence, the R&D needs to rely heavily on the resources of external partners to maximize its capacity. Currently, the 
Company has been hosting industry-academia cooperation in Taiwan and Japan. Through industry-academia cooperation, 
we can share our practical experience and market insights with local academic institutions to help them keep up with market 
trends and enhance the value of R&D. For the Company, cooperation with local academic institutions enables us to get a 
better grasp and deeper understanding of the medical needs of the public health system in various regions. Based on the 
long-accumulated knowledge and insights of related diseases of external academic institutions, as well as our ability in the 
latest and most cutting-edge technology and skills, we can jointly implement the medicine access plans required by different 
diseases in different regions.

Taiwan

Japan

• Since 2018, the 
Company has invested 
2.7 million NT dollars in 
the research cooperation 
project with National 
Cheng Kung University 
in the development and 
application of recombinant 
protein to treat polycystic 
kidney disease (Note). The 
cooperation is expected to 
end in Q2 of 2020.

• In 2019 we started to 
cooperate with National 
Yang-Ming University 
to develop specific 
potential drugs for 
hepatic cancer, and the 
Company has invested 
NT$ 690 thousand 
in the Cooperation. 
The cooperation is 
expected to end in Q2 
of 2020.

• In 2019, the Company sponsored 
National Taiwan University 
Hospital and Japanese academic 
institutions to conduct research 
and to develop drugs for 
hepatitis B. The Company also 
conducts research on HBeAg-
negative, double infection of 
hepatitis B and hepatitis D, and 
hepatitis B related hepatic cancer 
with National Taiwan University 
College of Medicine.

Note: Polycystic kidney disease is a genetic disease, a condition of abnormal growth of cysts (commonly known as blisters) on normal kidney tissues crushing 
adjacent normal kidney tissues and cause kidney failure. 
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Therapeutic 
area

Technology/product
Licensed to develop / 

Developed by the Company
Indication Markets

Pre
IND

Phase
1

Phase
2

Phase
3

Registration Marketing Global access plan and achievements

Hematology Ropeginterferon alfa-2b (P1101) Developed by the Company

Polycythemia vera 
(PV)

Europe In 2019 officially marketed the drug in 11 EU countries

Taiwan In 2020 obtained a drug license certification approval for marketing

USA
In 2021 it is expected to obtain a drug license certification approval for 
marketing

Japan, China, Korea
Clinical trials phase I and phase II are being conducted in Japan 
and China respectively in accordance with the requirements of local 
authorities, serving as bridging trials for drug permit license applications.

Essential 
Thrombocythemia 

(ET)
Global

Clinical trials have been approved in the United States, China and 
Taiwan and clinical trials phase III has started. The schedule is expected 
to be completed within 2 to 3 years. We expect that after the trials are 
completed, it will be possible to apply for drug permit license certifications 
of participating countries such as the United States, China, Taiwan, 
Japan, and South Korea.

Oncology

Ropeginterferon alfa-2b (P1101) + 
anti-PD-1 antibody (Note 1)

Developed by the Company
Hepatocellular 

carcinoma
Global Small scale clinical trials and preclinical studies.

Oraxol® Licensed to develop Breast cancer
Taiwan, Singapore, 
Vietnam

This is a cancer drug jointly developed by the Company and its 
authorized partner Athenex, and is undergoing clinical development in 
Taiwan, Singapore, and Vietnam. We expect to apply for Taiwan TFDA 
drug marketing license certification in 2021.

Oraxol® + Ramucirumab Licensed to develop Gastric cancer
Taiwan, Singapore, 
Vietnam

Conducted clinical trials phase I

Ropeginterferon alfa-2b (P1101) Developed by the Company Solid tumors Global Preclinical studies in progress

Infectious 
diseases

Ropeginterferon alfa-2b (P1101) Developed by the Company Hepatitis B/D USA, Europe, Taiwan Conducted clinical trials phase I

Ropeginterferon alfa-2b (P1101) Developed by the Company Hepatitis C China, Korea, Taiwan onducted clinical trials phase III in Taiwan, South Korea, and China

Dermatology

Kinase inhibitor
RAYKLIRA™
(KX01)

Licensed to develop Psoriasis
Taiwan, China, 
Malaysia, Singapore

Clinical trials phase I in Taiwan are expected to be completed at the end 
of 2020

Kinase inhibitor
RAYKLIRA™
(KX01)

Licensed to develop Actinic keratosis Taiwan

Our authorized partner Athenex has submitted to the US FDA a new drug 
application (NDA) for Tirbanibulin ointment for the treatment of actinic 
keratosis. We expect to apply for Taiwan’s TFDA drug marketing license 
certification in 2021

Planning to facilitate the access to medicine for patients
with COVID-19 around the world.

The clinical trials of Ropeginterferon alfa-2b
(P1101) for the treatment or prevention of 

COVID-19 were proposed to the US FDA

From the end of 2019 to the beginning of 2020, the 
new COVID-19 has ravaged the world and posed a 
severe impact on public health and the physical and 
mental health of the people in all countries around 
the world. As of the end of June 2020, the number of 
confirmed cases worldwide has exceeded 10 million, 

and the death toll has reached 520 thousand. In face of this challenge for all citizens of the world, PharmaEssentia is never 
absent. In February and March 2020, when the epidemic was at its peak, we studied and evaluated the feasibility of our 
existing successfully developed product, the Ropeginterferon alfa-2b (P1101), for the treatment of COVID-19. We proposed 
a clinical trial plan for the treatment or prevention of COVID-19 to the FDA in May, which was successfully accepted in the 
same month. This clinical trial plan for Ropeginterferon alfa-2b (P1101) to treat or prevent COVID-19 was proposed to the 
FDA as Investigator Initiated Trials (IIT). A total of 40 patients are planned to be enrolled into this program, an experimental 
group is treated with standard care and Ropeginterferon alfa-2b (P1101) within 28 days, while the control group is treated 
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Hematology Ropeginterferon alfa-2b (P1101) Developed by the Company

Polycythemia vera 
(PV)

Europe In 2019 officially marketed the drug in 11 EU countries

Taiwan In 2020 obtained a drug license certification approval for marketing

USA
In 2021 it is expected to obtain a drug license certification approval for 
marketing

Japan, China, Korea
Clinical trials phase I and phase II are being conducted in Japan 
and China respectively in accordance with the requirements of local 
authorities, serving as bridging trials for drug permit license applications.

Essential 
Thrombocythemia 

(ET)
Global

Clinical trials have been approved in the United States, China and 
Taiwan and clinical trials phase III has started. The schedule is expected 
to be completed within 2 to 3 years. We expect that after the trials are 
completed, it will be possible to apply for drug permit license certifications 
of participating countries such as the United States, China, Taiwan, 
Japan, and South Korea.

Oncology

Ropeginterferon alfa-2b (P1101) + 
anti-PD-1 antibody (Note 1)

Developed by the Company
Hepatocellular 

carcinoma
Global Small scale clinical trials and preclinical studies.

Oraxol® Licensed to develop Breast cancer
Taiwan, Singapore, 
Vietnam

This is a cancer drug jointly developed by the Company and its 
authorized partner Athenex, and is undergoing clinical development in 
Taiwan, Singapore, and Vietnam. We expect to apply for Taiwan TFDA 
drug marketing license certification in 2021.

Oraxol® + Ramucirumab Licensed to develop Gastric cancer
Taiwan, Singapore, 
Vietnam

Conducted clinical trials phase I

Ropeginterferon alfa-2b (P1101) Developed by the Company Solid tumors Global Preclinical studies in progress

Infectious 
diseases

Ropeginterferon alfa-2b (P1101) Developed by the Company Hepatitis B/D USA, Europe, Taiwan Conducted clinical trials phase I

Ropeginterferon alfa-2b (P1101) Developed by the Company Hepatitis C China, Korea, Taiwan onducted clinical trials phase III in Taiwan, South Korea, and China

Dermatology

Kinase inhibitor
RAYKLIRA™
(KX01)

Licensed to develop Psoriasis
Taiwan, China, 
Malaysia, Singapore

Clinical trials phase I in Taiwan are expected to be completed at the end 
of 2020

Kinase inhibitor
RAYKLIRA™
(KX01)

Licensed to develop Actinic keratosis Taiwan

Our authorized partner Athenex has submitted to the US FDA a new drug 
application (NDA) for Tirbanibulin ointment for the treatment of actinic 
keratosis. We expect to apply for Taiwan’s TFDA drug marketing license 
certification in 2021

with only standard care. This clinical trial provides long-acting Ropeginterferon alfa-2b (P1101) for recently diagnosed 
patients with mild COVID-19 symptoms and asymptomatic high risk people in quarantine with contact history to improve the 
antiviral ability of the drug in and the immune response of patients at the initial stage of infection, to prevent mild, moderate 
symptoms to worsen to severe stage, or prevent the risk of infection in high-risk asymptomatic patients.

In addition, the Company was also selected to participate in the index-based consulting and counseling project of the Center 
for Drug Evaluation, Taiwan (CDE) for new vaccines with both curative and preventive properties. This is a government-
level industrial cooperation project. With the Company’s experience in drug development, commercial mass production and 
clinical trial design, we are able to accelerate the development of the vaccine for COVID-19. Another project is to use the 
long-acting PEG angiotensin-converting enzyme 2 (ACE2) developed with the Company’s proprietary PEGylation technology 
platform directly in the treatment for acute respiratory distress syndrome (ARDS). The Company’s R&D team is also carrying 
out the screening of drug candidates and will summit its application to CDE as soon as possible for the consultation indicator 
project, or so-called “accompanying runner” program.
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Benefiting the patients - Ropeginterferon alfa-2b (P1101) 
in Taiwan’s Compassionate Use Program

Compassionate Use is the use of a new, under-trial, unapproved drug, which has been scientifically developed, in the 
treatment of patients in critical or serious condition who lack any alternative medicines, or have no response after all 
available medications, experience relapse, or have contraindications. Taking Taiwan as an example, starting in 2017, with 
the application submitted by the physicians and patients and approval from TFDA, the Ropeginterferon alfa-2b (P1101), 
which was then a new drug under clinical trial phases, served as the Compassionate Use drug for the treatment of Primary 
Myelofibrosis (PMF), Polycythemia Vera (PV), and Essential Thrombocythemia (ET). 36 cases of Compassionate Use were 
approved in 2019. These are cooperation between the Company and National Taiwan University Hospital, Taipei Veterans 
General Hospital, Chang Gung Memorial Hospital, Linkou, and Chiayi Chang Gung Memorial Hospital of the C.G.M.F. 
At present, the Company has completed the related internal policies and standard operating procedures regarding 
compassionate use and provides drugs for compassionate use according thereto.

36  cases

2019 Approved 
compassionate use cases

140%+
Increase in the number of 2019 

compassionate use cases compared to 
that of the previous year

Number of patients benefiting from compassionate use in Taiwan
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