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Chapter 1 Summary of 2021

Innovation Highlights
Based in Taiwan, PharmaEssentia provides innovative and reliable drugs to improve 
the health of patients in every aspects of our operations, from innovation, testing and 
development, manufacturing, to marketing and sales in the international market after 
obtaining relevant regulatory marketing approvals. By using our original protein drug 
“PEGylation Technology Platform” as basis, we have successfully developed a new 
generation of PEG long-acting interferon alpha drugs. These have qualified for the 
GPM certificate from the EU’s EMA, the GMP certificate from TFDA, passed the GMP 
review from South Korea MFDS, as well as the plant inspection from the U.S. FDA.

Our global business expansions are based on two major strategies, "establishment 
of multinational subsidiaries" and "licensed partnership model". Having recruited 
approximately 340 global talents, we are fully committed to the treatment of rare he-
matologic disease, MPN, which does not have a proper treatment method yet. Cur-
rently, the use of our proprietary Ropeginterferon alfa-2b (P1101) on the treatment 
of PV has obtained the regulatory marketing approvals from 37 countries around the 
world and is marketed under the product name BESREMi® to benefit PV patients. In 
addition, phase III multi-center clinical trials for using Ropeginterferon alfa-2b (P1101) 
to treat ET has also commenced in many countries around the world. We hope this 
product can be used to treat more patients, thereby realizing our goal of successful-
ly entering the global market from our core R&D and production base in Taiwan.

Total R&D expenditure exceeded 
NT$1.2 billion
Invested 83 R&D clinical personnel and 
NT$1.27 billion toward unmet medical needs

Relevant Material Topics Relevant Stakeholders

World's first long-acting alpha interferon 
drug approved for PV treatment
Makes up for the deficiencies in using 
existing drugs to treat PV

Over 1,500 patients in 37 countries 
are currently using BESREMi®

Obtained regulatory marketing approval 
from the European Union, Switzerland, 
Liechtenstein, Israel, South Korea, and 
the United States and many more

Built stable global supply chain
Established a U.S. market supply chain 
from injection filling, stable third-party
logistics, to product distribution

International GMP-certified 
manufacturer and passed plant 
inspection from the U.S. FDA
Qualified for GMP manufacturer 
by the EU EMA, TFDA, and Korea’s MFDS.
Further passed the U.S. FDA’s 
plant inspection in 2021

Phase III clinical trial of ET treatment 
is launched across the globe
Phase III clinical trials of using 
Ropeginterferon alfa-2b (P1101) for the 
treatment of ET has been carried out 
in multiple countries around the world

BESREMi® U.S. regulatory marketing 
approval expanded the PV patient groups
First long-acting interferon approved by 
the U.S. FDA for the treatment of PV after 
clinical trial and can be widely adapted to 
a range of adult PV patients 

Global operations include 
340+ top talents
Established operations in China, 
Hong Kong, Japan, South Korea, and 
the United States, and formed strategic 
partnerships in Europe

Performance Highlights

R&D and Innovation
of New Drugs

Suppliers and 
Business partnersPatients Shareholders 

and Investors
CROs/Experiment

units

https://hq.pharmaessentia.com/en/rdcenter/Core-Technology
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About PharmaEssentia  GRI   102-1~7

With our headquarter based in Taiwan, PharmaEssentia is not only equipped with manufacturing and pro-
duction capabilities and cultivates local talents in the fields of biotechnology and pharmaceuticals, but also 
strives to expand globally and to develop strategic alliances and partnerships. PEC is a forerunner in the 
development of MPN treatment. 

PEC has developed a highly regiospecific PEGylation technology, or referred to as “PEGylation coupling 
reaction technology platform” as well as small-molecule synthetic drug technology. It is superior to com-
petitors in terms of side effects and maximum patient tolerance (MTD). Marketed under the product name 
BESREMi®, it is used to treat asymptomatic splenomegaly in adult PV. After obtaining the regulatory market-
ing approvals for multiple European nations, we further obtained the regulatory marketing approval for the 
treatment of general adult PV from Israel, Korea, and the United States in 2021. PEC is actively preparing for 
regulatory marketing approval applications for Japan, China, Singapore, and Hong Kong, and aims at effec-
tively expanding the market share of Ropeginterferon alfa-2b (P1101) in the global market.

Marketed under the brand BESREMi®, Ropeginterferon 
alfa-2b (P1101) is used to treat asymptomatic spleno-
megaly in adult PV while it is used to treat general adult 
PV in the United States. This is a type of indication for 
MPN, and severe cases could even develop life-threat-
ening acute myeloid leukemia (AML)

A Fully Integrated Innovative Biopharmaceutical Company1-1

		Obtaining Ropeginterferon alfa-2b (P1101) Marketing 
    Authorization Approval in the Global Market

•	Become  a top-tier innovative protein biopharmaceutical company throughout the world
•	Established the first fully integrated protein innovation biopharmaceutical company in Taiwan that 

has fully integrated the R&D, clinical trials, manufacturing and sales of new drugs

•	Headquartered in PharmaEssentia Corporation in Taiwan
•	Global operations include the United States, China, Japan, Korea,  

Singapore, and Hong Kong

•	233 employees in Taiwan; 342 employees globally

•	Net operating revenues of approximately NT$656 million; equity of approximately NT$4.25 billion

Mission and Vision

Operating Locations

Total Number of Employees as of December 31,  2021

Consolidated Revenue and Equity as of December 31, 2021

2019

2020

2021

Taiwan South Korea

Switzerland U.S. 

Israel 

 Liechtenstein
European
Union
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Partners from the Value Chain
Upholding our mission, PharmaEssentia strives to give back to the society and to create values in Taiwan’s biotechnology industry chain. We collaborate with every partner through-
out our industry chain based on the spirit of “creating the common good and co-prosperity” and have developed individual collaborative strategies to strive toward mutually sustain-
able value.

Partners

Category

Collaboration 
Modes

Results

R&D of New Drugs Pre-clinical Trial Clinical Trial Manufacture and Production

Academic or research institution (e.g., Ac-
ademia Sinica, universities, and colleges 
in Taiwan or abroad), authorized domestic 
biotech companies, and authorized foreign 
partner Axis Therapeutics

CROs, authorized interna-
tional biopharmaceutical 
companies, research foun-
dations, international drug 
and medication logistics 
companies

Clinical trial hospitals, 
C R O s ,  E u r o p e a n 
strategic partner AOP 
Orphan, authorized 
partner Athenex

Suppliers/contractors, contract vendors, external consultants

•	Engage in industry-academia coop-
eration with universities in Taiwan and 
abroad to co-develop potential candi-
date drugs 
•	Technical authorization for pre-clinical 

development with domestic biotech 
companies
•	Undertake clinical development of 

TCR-T technical transfer with authorized 
foreign partner Axis Therapeutics

•	Collaborate with professionally qualified CROs that 
hold multiple international certifications
•	Actively interact with local research foundations, pa-

tients’ right groups, and hospitals in various coun-
tries to understand the needs and trends of diease
•	Contract the execution of clinical trials to interna-

tional biopharmaceutical companies
•	Maintain unimpeded channels of communication 

with international drug logistics companies and to 
enhance their operations through methods includ-
ing internal audit in order to ensure timeliness and 
quality of drug transportation

•	To ensure both parties have reached a clear understanding on 
product and quality requirements, PEC requires suppliers to sign a 
“Quality Agreement” that specifies PEC's rights and responsibilities 
for quality and technology-related issues
•	Collaborate with professionally qualified CROs that hold multiple 

international certifications
•	Collaborate with external vendors to optimize information security 

system and equipment
•	Invite external consultants to facilitate in preparing for plant inspec-

tion procedures

•	Please refer to Chapter 6, Section 6.2 
for the development of potential drugs 
in specific cancers through industry-ac-
ademia collaboration with domestic 
universities
•	Domestic biotechnology companies: 

Completed animal testing for studies on 
hepatitis B virus (HBV)
•	Authorized foreign partner Axis Thera-

peutics: Completed document, technolo-
gy transfer, and equipment procurement

•	Phase III clinical trial of Ropeginterferon alfa-2b 
(P1101) for treatment of hepatitis C virus (HCV) has 
been completed; we continue to enroll subjects in 
phase III clinical trial for ET
•	Completed Phase I clinical trial of KX-01 B14-201 

on psoriasis
•	Drugs to be used by all clinical projects in Taiwan 

and abroad have arrived on time with acceptable 
quality

•	All vendors on PEC’s list of qualified suppliers have signed Quality 
Agreements based on our standardized operating procedures and 
standards; relevant agreements were all signed in 2021.
•	Information system optimizations: Enhanced the information system 

and infrastructure and strengthened the information security aware-
ness in employees
•	Equipment optimizations: Introduced licensed agent for serial-

ized equipment to respond to drug traceability and to meet plant 
inspection specifications
•	Completed simulation for the U.S. FDA plant inspection and suc-

cessfully passed the on-site inspection
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Strategic Approach for Expanding Globally  GRI   102-14

To enhance the efficiency of drug and market development, PharmaEssentia has formulated 
two major policies in terms of global market expansion strategies, including “establishment of 
multinational subsidiaries” and “licensed partnership model”. As of December 31, 2021, our 
product, Ropeginterferon alfa-2b (P1101), has obtained regulatory marketing approvals from 
various countries, enabling us to benefit patients around the world through promoting and ex-
panding the drug accessibility for various indications.

Our 3 Major Strategic Objectives: 

Increase profitability through 
maximizing the value of 

technical platforms and products

			Recruit outstanding 
talents and sound 

operation management

		Continuous innovation and 
development to create long-term

value for PharmaEssentia

•	Building Ropeginterferon alfa- 
2b (P1101) into a leading brand 
for MPN and enhance patients’ 
loyalty in drug use
•	By utilizing PEGylation as a 

technology platform, we can 
shorten the development time-
line of new products, reduce 
the risks, and funding in prod-
uct R&D. And successfully 
using the intellectual properties 
and R&D capacity accumulated 
from Ropeginterferon alfa-2b 
(P1101) to develop other inno-
vative products for therapeutic 
trials of indications

•	Through combining 
the global strategies 
of our subsidiaries 
around the world and 
recruiting local top tal-
ents from subsidiaries, 
we shorten the market 
entry
•	 Improve the com-

prehensiveness of 
services offered at our 
global subsidiaries 
to better serve the 
patients and reduce 
costs by achieving a 
more effective opera-
tion management

•	Expand the Company’s diverse 
product lineup by developing 
or introducing potential new 
drug with strategic partners 
through licensed partnership 
agreement or permits.
•	Sustainable development, 

risk management, and other 
functional committees have 
been established to plan, 
promote, execute, follow-up, 
and respond to correspond-
ing sustainable management 
issues. As well as to optimize 
corporate governance and 
address the expectations of 
stakeholders

Strategy 1 Strategy 2 Strategy 3

 Two Major Strategies for Global Markets1-2

Partners

Category

Collaboration 
Modes

Results

Registration Marketing and Sales

Partnership with au-
thorized international 
b iopharmaceut ica l 
companies/  CROs, 
local and foreign phar-
maceutical companies

Authorized strategic selling part-
ners/distributors, international 
drug logistics companies

•	Authorize interna-
tional biopharma-
ceutical companies 
or CROs to con-
duct clinical trial 
and drug license 
application

•	Strategic alliances with foreign 
partners or channel distributors 
familiar with the local market 
to jointly expand local market 
share
•	Maintain unimpeded channels 

of communication with interna-
tional drug logistics companies 
and enhance their operations 
through internal auditing to 
ensure timeliness and quality 
of drug transportation

•	Completed docu-
ment submissions 
to the U.S. FDA 
in 2021 and suc-
cessfully obtained 
regulatory mar-
keting approval in 
November
•	Regulatory market-

ing approval appli-
cations for Hong 
Kong and Macau 
are expected to be 
submitted in Q3 
and Q1 of 2022 
respectively

•	BESREMi® is marketed in 
Europe, the MiddleEast, and 
the Independent States Asso-
ciation by authorized European 
partner, AOP Orphan. It has 
been approved for marketing 
and sales in 37 countries, 
including the EU, Switzerland, 
Liechtenstein, Israel, Korea, 
and the United States
•	Began supplying to third-party 

warehouse in the U.S. in De-
cember in line with operating 
procedures. Then prodcuts 
will be shipped to distribution 
channels, and finally delivered 
to end-users (patients)
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Taiwan
PharmaEssentia Corporation
Global Headquarters, 217 Employees
Panco Healthcare Co., Ltd
Subsidiary, 16 Employees

Tokyo, Japan
PharmaEssentia Japan KK
Subsidiary, 18 Employees

Seoul, South Korea
PharmaEssentia  
Korea Corporation
Subsidiary, 7 Employees

Massachusetts, USA
PharmaEssentia USA Corporation
Subsidiary, 75 Employees

Singapore
PharmaEssentia Singapore Pte. Ltd.

New subsidiary

Beijing, China
PharmaEssentia Biotechnology (Beijing) Ltd.

Subsidiary, 8 Employees

Hong Kong
PharmaEssentia Asia (Hong Kong) Ltd.

Subsidiary,	1	EmployeeAustrian
 AOP Orphan

Licensed partner
 in Europe

Licensed Partnership Model

•	Licensed the development and sales 
of Ropeginterferon alfa-2b (P1101) in 
Europe, Middle East, and Common-
wealth of Independent States to our 
partner, AOP Orphan.
•	Authorized the introduction of Athen-

ex's Tirbanibulin ointment (KX 01) and 
collaborated on the development of 
the oral paclitaxel Oraxol® for cancer.
•	Undertake clinical development of 

TCR-T technical transfer with author-
ized foreign partner Axis Therapeutics
•	Authorize the strategic partners for 

Hong Kong, Macau, and other areas 
to assist in the regulatory marketing 
approval application of Ropeginter-
feron alfa-2b(P1101) in 2022
•	Continue to increase PharmaEssen-

tia’s international visibility through 
strategic partnerships
•	For more information on licensing 

partnership, please refer to section 
6.3 in Chapter 6.

Strategies of Establishing Foreign Subsidiaries

•	Established operations in the United States, China, Japan, Korea, 
and Hong Kong.
•	Recruited local scientists and senior managers to communicate 

with local authorities on issues regarding clinical regulatory market-
ing approval applications and marketing strategies.

PharmaEssentia's Global Expansion Plan

Number of 
global employees

Number of 
R&D clinical personnel

342
83
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R&D Management Approach of New Drugs   
In our management strategy for the development of new biologic drugs, in addition to expanding the 
application of the new generation of Ropeginterferon alfa-2b (P1101) to the field of MPN, PEC also con-
ducts various exploratory research. Such as the inclusion of monoclonal antibodies for the development 
of immune checkpoint inhibitor PD-1 in line with long-acting interferon to enhance the patient’s immune 
response against various cancers. In 2021, we invested nearly NT$1.27 billion in R&D expenditures, an 
increase of approximately 38% compared to 2020. We persist in creating the best new drugs and en-
hancing R&D capacity through technical expertise and the most rigorous quality management.

 Internal Policy  External Compliance 
From the early stage of basic research, product tech-
nology research, and preclinical trials to the middle 
stage of trial production, phase I and phase II human 
clinical trials, to the mature stage of product trials 
and phase III human clinical trials, PEC follows the 
internal control R&D cycle rules, intellectual property 
patent application protection and related regulations 
to seek new products with new technologies that are 
competitive in the market, and to explore the use of 
our own technology to develop new drugs that have 
not yet been met. We aim to seek new products 
with competitive technologies and to explore unmet 
needs for new drugs using our own technologies.

Rigorous compliance in clinical trial
•	Declaration of Helsinki
•	International Council for 

Harmonisation of Technical 
Requirements for Pharmaceuti-
cals for Human Use (ICH) and 
Good Clinical Practice (GCP) 
(ICH-E6-GCP)
•	International Standards related 

to GCP, GLP, and GMP (GxP)

•	New drug discovery is coordinated by the New Drug R&D Division, the decision maker is 
the "Project Evaluation Team," which includes interdepartmental representatives and internal 
senior management executives. The resolutions discussed in the "Project Review Meeting" 
are jointly decided to establish a R&D project, where the project leader will coordinate its 
progress and regularly complete relevant reports
•	Clinical Operations Department manages clinical trials
•	Execution Center for Corporate Sustainability - Access to Medicine Team

Materiality Topic

Policies

Commitments

We commit to comply with relevant and applicable regulatory requirements while focusing on 
four key disease areas, in which we innovate new biologic drugs with the best technology and 
highest quality, and contribute to improving the health of people around the world by providing 
innovative and reliable medicines

Responsibilities 

R&D of Innovative Biopharmaceuticals1-3
		PharmaEssentia's Organizational Framework and Investments

* Amount invested (NT$ thousands)
** The aforesaid company has only completed company registration and  
 PEC has yet to remit any funds.

PharmaEssentia
Corporation

PharmaEssentia Singapore Pte. Ltd
	Holdings	 100%   	Amount Invested 	 1,394*

PharmaEssentia Korea Corporation
	Holdings	 100%   	Amount Invested 	 58,700*

PharmaEssentia USA Corporation
	Holdings	 100%   	Amount Invested 	 1,617,926*

PharmaEssentia Japan KK
	Holdings	 100%   	Amount Invested 	 451,990*

Panco Healthcare Co., Limited
	Holdings	 100%   	Amount Invested 	 102,500*

PharmaEssentia 
Asia (Hong Kong) Limited    
	Holdings	 100%   	Amount Invested 	 91,344*

PharmaEssentia 
Biotechnology (Beijing) Ltd. 
	Holdings	 100%   	Amount Invested 	 55,600*

PharmaEssentia (Hong Kong) Limited
	Holdings	 100%**
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 2022 Short-term Goals 
•	Expand clinical application of Ropeginterferon alfa-2b (P1101) to areas of MPN other than 

PV, such as ET and viral hepatitis disease (HBV/HDV).
	Ѳ Phase III clinical trial of Ropeginterferon alfa-2b (P1101) in ET in China, Hong Kong, 
Korea, U.S.A., Singapore, and Europe.

•	Actively develop PD-1, PEG-EPO, PEG-GCSF and continue to develop a vaccine for HBV. 
As well as other PEG-Ad cellular stimulus drug and to launch clinical development plans 
for three new drugs
•	Actively expand human clinical trials for cancer immunotherapy drugs (TCR-T), enter GTP 

production, and prepare to apply for the Investigational New Drug (IND).

 2023~2025 Mid-term Goals 
•	Actively conduct clinical trials for cancer immunotherapy (TCR-T), enter GTP production, 

and prepare to apply for IND.
•	Evaluate products related to immune targets and select one product for development.
•	Actively implement PEGylation program for new target proteins and to apply for an IND.
•	 Introduce cell therapy-related technology cooperation projects, construct cell factories 

using imported technology, and continuously evaluate the direction of new drug develop-
ment to apply for a cell therapy product clinical trial.
•	Develop innovative process technology platforms to enhance production efficiency, 

reduce costs, shorten development time, apply new process technology platforms to new 
drug products, and apply for a clinical trial.
•	Continue to promote multicenter, multination Ropeginterferon alfa-2b (P1101) ET phase III 

clinical trial and regulatory marketing approval applications.

 2026 Long-term Goals 
•	Continue to seek licensing or permission to develop or introduce new drug candidates 

with strategic partners. Expand PEC's product lines by actively pursuing various drug 
development products with medical urgency. 
•	Accelerate the process of key clinical trials and the application of various regulatory mar-

keting approvals in each country to maximize product benefits.

 Mechanism of Evaluation 
•	All R&D projects have followed the internal R&D opera-

tion cycle, and project progress and execution efficiency 
are managed quarterly based on the financial information 
compiled by the Finance department. Cost control evaluation 
is also carried out for each project every six months. The 
members of the project team regularly and collectively make 
decisions on whether to continue the project according to the 
significant R&D results or milestones stated in the proposal.
•	Large-scale projects and annual project budgets must be 

submitted to the Board of Directors for approval before rele-
vant research and development could start.
•	Audit unit performs audit operations of R&D cycle manage-

ment mechanism in accordance with the annual audit plan 
each year.
•	Clinical Operations Department reviews the Company's clin-

ical trial progress during Medical Research on a bi-weekly 
basis.

 2021 Evalution Results 
•	The project team regularly evaluated and made decisions on 

various projects in R&D, the overall control evaluation was 
good.
•	Phase I clinical trials of using Ropeginterferon alfa-2b (P1101) 

and then Anti-PD1 to treat Hepatitis B or Hepatitis D have 
already commenced at four medical centers in Taiwan in 
2021.
•	Clinical trials of using Ropeginterferon alfa-2b (P1101) on ET, 

viral infection diseases and neoplastic diseases have also 
commenced at various stages in number of countries.
•	Phase I of clinical trial of the use of KX01 new drug, intro-

duced from the U.S. based Athenex, on the treatment of 
actinic keratosis (AK), has also been completed in Japan, 
and a Phase III clinical trial has also commenced to meet 
regulatory requirements for regulatory marketing approval 
application in Japan.
•	The application for regulatory marketing approval of using 

KX01 new drug, by Athenex, to AK has been filed to the TFDA 
in 2021.

Goals & Targets

The resources invested in the research and discovery management of new drugs will be allo-
cated based on the importance of the project and the premise of "unmet-medical need." The 
planning of relevant labor and materials required by each project will be based on the needs 
of the individual project. PEC has a total of 83 R&D clinicians worldwide in 2021 with total 
R&D spending of NT$1.27 billion. Resources 

Evaluation of 
Management 

Approach
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New Drug Discovery and Innovative Research

PharamaEssentia is focused on the four major disease types of rare hematologic diseases, viral infection diseases, neoplastic 
diseases, and dermatological diseases, and sees its PEGylation Technology Platform that significantly increases patient tolerance 
and convenience as its greatest competitive advantage. Applying the Company’s self-developed PEGylation Technology Platform 
to different indications not only shorten the development timeline of new products and reduce the risk of new product R&D fund-
ing, but also create advantageous product portfolio for future business expansion and reduce possible competition risk of a single 
product. For more information on the Company's core function of R&D on new drugs for proximate social impact, please refer to 
Chapter 6, Section 6.2. 

Note: 2021 R&D expenses came from consolidated financial data; R&D manpower data included PharmaEssentia’s global R&D clinical units.

Pursue Animal Welfare in 
Preclinical Animal Experiments
PEC strives to ensure animal experiments 
are conducted in accordance with the 
relevant Institutional Animal Care & Use 
Committee (IACUC) regulations and tries to 
minimize the use of experimental animals 
as much as possible. Before engaging in 
pre-clinical animal experiments, we select 
GLP-certified CROs in Taiwan or abroad 
and frequently set up an animal welfare 
protection committee to conduct animal 
experiments in a humane manner. By con-
ducting on-site inspection to examine the 
process of managing animal trials in the 
CRO operation, we strive to ensure the new 
drug being studied could pass the animal 
trial phase and proceed on to the next 
phase of human trials. For more information 
on our ethical and moral approach to man-
aging preclinical animal studies, please 
refer to Chapter 2, Section 2.2.

New Drug Competitive Advantages

4 Main Disease Focuses

Growing R&D expenditure

4 Main R&D Products

Ropeginterferon alfa-2b (P1101)
New generation of PEG long-acting interferon α-interferon

High 
purity

Stable & 
single 
component

Used for 
multiple 
indications

Reduce dosing 
frequency to
biweekly

High 
tolerance

Low side-
effects

Hematology Infectious 
Diseases

Oncology Dermatology

● Ropeginterferon alfa-2b (P1101)

● Kinase inhibitor RAYKLIRA™ (Code KX01)

● Oraxol®

● Ropeginterferon alfa-2b (P1101) +  
immune-checkpoint inhibitors Anti-PD-1 antibody

2018

800,000 50

1001,600,000

2019 2020 2021

R&
D

 E
xp

en
di

tu
re

 (N
T$

)

H
um

an
 C
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ita

l

85,713

55

639,575

56

922,380

74

1,272,944

83

  R&D Expenditure 
  Human Capital 
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PharamaEssentia's R&D Product Lines

Note: Investigator Initiated Trial (IIT) of Ropeginterferon alfa- 2b (P1101), has included primary myelofibrosis (PMF), chronic myeloid leukemia (CML), and adult T-cell leukemia/lymphoma (ATL).

SASB   HC-BP-000.B

Therapeutic
area Technology/product

Licensed to develop /
Developed by the Company Indication Markets Pre IND Phase 1 Phase 2 Phase 3 Registration Marketing

Hematology
Ropeginterferon 
alfa-2b（P1101）

Developed by 
the Company

Polycythemia Vera (PV)

Europe*, Switzerland, 
Israel, Taiwan, Korea, 
USA

Japan, China

Essential Thrombocythemia 
(ET) Global

Adult T-cell 
Leukemia/Lymphoma (ATL) Japan, Taiwan, China

Oncology

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

Developed by 
the Company Hepatocellular Carcinoma Global

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

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

PEG-IL2 Developed by 
the Company Solid tumors Global

PEG-Gamma Developed by 
the Company Solid tumors Global

Ropeginterferon alfa-2b（P1101）
Developed by 
the Company Solid tumors Global

TCR-T Licensed to develop Solid tumors USA

Infectious
Diseases

Ropeginterferon aLfa-2b
（P1101）

Developed by 
the Company Hepatitis B/D USA, Europe, Taiwan

Dermatology
Tirbanibulin （Code KX01） Licensed to develop Psoriasis

Taiwan, China, 
Macau, Singapore, 
Japan, Korea

Tirbanibulin （Klisyri ®, KX01） Licensed to develop Actinic keratosi Taiwan, Japan, Korea
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Rigorous Human Clinical Trial Process
To maintain the quality of human clinical trials, Phar-
maEssentia has formulated more than 20 internal 
standard operating procedures for clinical opera-
tions. We have an audit and inspection mechanism 
in each clinical development phase and comply with 
the “Declaration of Helsinki,” “International Council 
for Harmonisation of Technical Requirements - Good 
Clinical Practice (ICH-GCP),” and carry out phase I, 
II, and III clinical trials in line with approved investi-
gational new drug application, and applicable laws 
and requirements from the local governments. During 
the clinical trial process, the principal investigator of 
the trial will regularly conduct health assessment on 
the subjects and monitor, report any adverse events. 
All adverse events will be treated appropriately. Fol-
low-up periods are also set after the clinical trial pro-
cess to ensure the safety of subjects.

Launch Multi-Center, Multi-Nation Clinical Trials to Enhance Our Products’ International Competitiveness

SASB   HC-BP-210a.1
PharmaEssentia’s Human Clinical Trial Process

Launched multi-center across 
multiple nations for phase III 
clinical trial for the treatment of ET

Phase I clinical trial: 
Safety exploration

Phase II clinical trial: 
Preliminary study on the 
effectiveness of the drug

Phase	III	clinical	trial:	

Large-scale treatment 
validity research

Before each phase of the trial:
•	Trial plan and relevant documents will all require 

review and approval from the health competent 
authority and human clinical trial committee
•	Convene Chief Investigator Meeting for relevant 

training
•	Obtain written informed consent from the subjects 

and strictly screen suitable subjects according to 
the inclusion and exclusion criteria of the investi-
gational new drug (IND) application.

After each phase of the trial:
•	Compile information on the clin-

ical trial treatment effectiveness 
and safety
•	Drug may only be approved and 

granted regulatory marketing 
approval upon written review 
and onsite inspection from the 
health competent authority, and 
after benefits and risk analysis

1 2 3

Phase III clinical trials of using Ropeginterferon alfa-2b 
(P1101) for the treatment of ET has been carried out in 
Taiwan, Japan, South Korea, China, Hong Kong, Singa-
pore, the United States, and Canada. The clinical trial 
plans in various countries have been approved by the 
competent authorities of participating countries. This trial 

is expected to enroll 160 subjects and is scheduled to 
complete a phase III clinical trial in 2022. Upon comple-
tion, we will file regulatory marketing approval applications 
to the respective competent authorities. The clinical trial 
plan has been granted approximately NT$32.92 million in 
special funding from Taiwan Ministry of Economic Affairs.

By the end 2021, PEC has benefited more than 900 pa-
tients worldwide through conducting clinical trials with 
Ropeginterferon alfa-2b (P1101). (This figure includes IIT 
but excludes healthy subjects). For more information on 
the Company's use of new drugs in trials for the treatment 
of MPN-related diseases, please refer to Chapter 6, Sec-
tion 6.2.

Ropeginterferon alfa-2b (P1101) 
clinical trial has reached 
900+ patients
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Blueprint of Ropeginterferon alfa-2b (P1101) Production Certification

We have established a comprehensive, vertically integrated supply chain from production, quality 
control, filling, and shipping to global markets, thereby becoming a leading international pharmaceu-
tical company.

2012

2013

2018

2020

2021

Completed construction of a biopharmaceutical manufacturing plant in Taichung.

Taichung biopharmaceutical manufacturing plant obtained GMP certification.

First protein pharmaceutical factory in Taiwan passed the inspection from EMA 
and obtained certificate for protein drug factory from GMP.

The newly established filling plant received GMP and Good Distribution Practice 
(GDP) certification from the Taiwan TFDA.

•	 Passed the MFDS GMP audit in Korea and obtained Korean regulatory 
marketing approval

•	 Passed the U.S. FDA plant inspection and obtained U.S. regulatory mar-
keting approval in November

Completed the blueprint of the full certification required for producing
Ropeginterferon alfa-2b (P1101) by PharmaEssentia.

World-Class Manufacturing and Production1-4
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Deployment of a Local Team of Experienced Professionals

In order to serve local patients with the best execution skills and effectively comply with the 
market regulations in each country while marketing our pharmaceutical products, we have 
authorized our partner, AOP Orphan, to be in charge of the European, the Middle East and 
Independent States Association markets. Moreover, we have also set up subsidiaries in 
Asia Pacific and the United States with our own experienced professional teams to promote 
local sales.

European Market   

BESREMi® sold in Europe 

In 2019, Ropeginterferon alfa-2b (P1101) was first marketed in the EU under the trade name 
BESREMi® through our strategic partner AOP Orphan. Currently, BESREMi® is now avail-
able in more than 30 European countries and it is used by nearly 1,000 patients. Looking 
forward, we expect our sales revenue and patient utilization in Europe to continue growing 
in 2022. We also expect to recover the costs we have invested in the development of new 
drugs year by year, which will be returned to our shareholders and investors. 

Taiwan and Asia-Pacific Markets

百斯瑞明 ® sold in Taiwan

In May 2020, Ropeginterferon alfa-2b (P1101) was approved by TFDA to treat 
PV and granted a regulatory marketing approval under the product name BES-
REMi®. We are actively applying for the approval from the National Health Insur-
ance administration to qualify BESREMi® as a NHI drug. Alternatively, we were 
granted our second BESREMi® regulatory marketing approval in Asia by Korea 
MFDS in 2021. We are also in the process of preparing for regulatory market-
ing approval applications in China, Japan, Hong Kong, Singapore, Malaysia, 
Vietnam, and other Asia-Pacific regions. Based in Taiwan, our professional 
marketing teams in Korea and Japan have formulated marketing strategies to 
increase our drugs’ market visibility and sales in order to provide more effective 
treatment for clinical patients. As of December 31, 2021, a total of 27 patients in 
Taiwan, Korea, and Hong Kong (Note) have acquired and are using BESREMi® 
through product sales.

Note: The unmarketed product sales in Hong Kong were sold on a case-by-case basis as 
approved by the competent authority in Hong Kong

SASB   HC-BP-000.ASASB   HC-BP-240a.1

Used by nearly 1,000 patients 
in 30+ countries

As of December 31, 2021, 
BESREMi® has been used by nearly 1,000 patients in 
more than 30 European countries

Sales and distribution 
in Asia-Pacific

Headquartered in Taiwan, our team of professionals 
are expanding the sales and distributions 
in the Asia-Pacific region

Global Commercialization Strategy1-5
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United States' Market
The PharmaEssentia USA Corporation (hereinafter refer to 
the U.S. Subsidiary) has also formulated its own marketing 
team to compete for market share. With its core senior man-
agement team in place, the U.S. Subsidiary has recruited 
hematology oncology professionals with more than 10 years 
of experience to form a strong marketing team. The team 
is experienced in launching oncology products and drug 
insurance negotiation, thereby allowing the team to fully en-
gage in the marketing and sales strategies in the local mar-
ket. Regulatory marketing approval of Ropeginterferon al-
fa-2b (P1101) for the treatment of PV was granted by the U.S. 
in November 2021. We have already prepared the expected 
volume of demand for the U.S. market for the following year 
through our stable and safe global supply chain. Local sales 
and delivery have also commenced in December 2021. 
Please refer to detailed descriptions on Sections 6.4 and 6.5 
in Chapter 6. Additionally, we are accelerating the patient 
drug utilization rate of BESREMi® post-launch through local 
professional medical distributors and by serving the PV pa-
tients in the United States through SOURCE Program. These 
efforts will help realizing our sustainable philosophy of drug 
accessibility. 

2021 Implementation and Performance

In 2021, we participated in six seminars and work-
shops with a total of 290 participants to discuss 
the current situation and dilemma of disease and 
drug treatment in Taiwan and to share clinical ex-
perience in order to raise the brand awareness of 
PharmaEssentia and our drugs.

•	Maintain health education platform "MPNiCare”, 
which integrates resources and unites patients 
to face diseases together. For more information 
about the Company’s actions and achieve-
ments of patient care and education, please 
refer to Chapter 6, Section 6.5
•	Commenced patient health care education 

SOURCE Program in line with medical person-
nel to serve patients in the United States.

•	For 2021, PEC sponsored the MPN, MDS, and 
AML seminars in the United States, as well as 
MPN Research Foundation, Physicians Educa-
tion Resource, and PV Reporter among other 
relevant activities. Please refer to Chapter 6, 
Section 6.4 for more details.
•	We continue to sponsor MPN Asia every year. 

For epidemic prevention measures and to 
avoid large gatherings, online video conferenc-
es were held in 2021. For more information on 
sponsoring MPN Asia, please refer to Chapter 
6, Section 6.5.

On the premise of compliance with mar-
keting ethics, (please refer to PEC’s com-
mitment to marketing ethics) we actively 
communicate with clinicians to improve 
their understanding in the treatment of 
PV and their familiarity with BESREMi®.

By increasing health education for pa-
tients, we can enhance the patients’ 
understanding of the long-term effects 
of BESREMi® and the benefits of disease 
control.

Communicate with doctors, experts, 
and scholars worldwide by sponsoring 
annual MPN international seminars and 
conferences. As well as other annual 
conferences and activities related to the 
Company's disease fields.

Marketing Strategy

BESREMi® sold in the U.S.

https://www.mpnicare.org
https://hq.pharmaessentia.com/uploads/images/t13_Principles%20of%20Ethical%20Corporate%20Management.pdf
https://hq.pharmaessentia.com/uploads/images/t13_Principles%20of%20Ethical%20Corporate%20Management.pdf

