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Performance Highlights

Reliable and stable
drug supply chain
PEC has built a comprehensive 
global supply chain and did not 
receive any incident reports related 
to product quality in 2021.

The mission of  PEC is to provide comprehensive, R&D, innovative and groundbreaking 
medication to patients to improve their well-being and health. We are always committed to 
the research and development of new drugs and continue to promote the accessibility of 
new drugs to patients around the world through our Access to Medicine Strategies: enhance 
the accessibility of medication, facilitate its affordability and increase the drugs’ availability. 
We also propose the strategic objectives through the Access to Medicine Index framework. 
By  bridging the gap between the accessibility to medicine, patients in need can obtain the 
drugs in a reasonable, affordable, correct, and easy way. We aim to become a sustainable 
enterprise and make social influence so that patients can trust and count on. And through the 
Access to Medicine Management Policy which is closely consistent with the business devel-
opment strategy, we strive to create shared values with patients. We also expect to achieve 
the UN SDG Goal 3 "Good Health and Well-Being" by 2030 with our corporate efforts.

Access to 
Medicine

Patient Relation and
Community Engagement

NPOs / NGOs

Shareholders 
and Investors

Patients Medical 
Personnel

Local Community

Relevant StakeholdersRelevant Material Topics

Ropeginterferon alfa-2b (P1101) is used by 
more than 1,500 PV patients
BESREMi® is now available in 37 countries worldwide.
Treating more than 1,500 patients cumulatively as of December 31, 2021.

Accumulated certification of orphan drugs      
for PV in 2 countries.
Ropeginterferon alfa-2b (P1101) has received orphan drug approval 
for the treatment of PV in the U.S. and South Korea.

Patient support actions
Established "MPNiCare" platform, commenced SOURCE Program in the U.S., 
and formulated the first MPN center in Taiwan

Engaging in global patient welfare promotional organizations
Supported activities by foundations and patient organizations including ASH 
Foundation, The Hematology Society of Taiwan, and MPN Research Foundation

Chapter 6:  Summary of 2021

Highlights

Strengthening the medical system 
and increasing shared value
Sponsored MPN Asia, 
an international seminar for MPN 
for 5 consecutive years

https://www.mpnicare.org
https://pharmaessentiasource.com
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Corporate philosophy and strategy Value Chain 
Stages

Access to
Medicine Strategies 2021 Action Plans and Performance

R&D of 
new drugs

Early-
stage R&D

Continue to 
develop inno-
vative drugs

• Modifying existing drugs to reduce the risks of new drug 
development

• Utilizing technology platform to effectively develop diverse 
products

• 4 pre-clinical trials are being carried out successfully 
(please refer to Section 1.3 “R&D of Innovative Biophar-
maceuticals”

• Total R&D expense reached NT$1.27 billion; 83 R&D per-
sonnel (accounting for 23.3% of total employees) through-
out the world are committed to satisfying the unmet medi-
cal needs 

IP 
Manage-

ment

Active Indus-
try-Academia 
Partnership 

and Research

• Engaged in multinational industry-academic partnership 
with Athenex and Axis Therapeutics

• Commits to take into consideration the access to medi-
cine of patients in low income countries and least de-
veloped countries when utilizing and applying for patents

• Clinical trials and post-marketing sales of new drugs 
worldwide through licensing in and licensing out

Clinical
Develop-

ment

Clinical 
Trial

Clinical trials at 
medical institu-
tions through-
out the world

• Launching multi-country and multi-center clinical trials with 
procedures that comply with relevant laws, regulations, 
and ethical standards

• Commits to assist patients who meet criteria to obtain legal 
access to proper treatment 

• Simultaneously promoted more than 20 clinical trials; trial 
data can also be used as a basis for regulatory marketing 
approval approval and the drug application from physi-
cians

Compas-
sionate 

Use

Support patients 
with critical 
conditions

• Provide compassionate use to patients with severe or 
life-threatening diseases who did not participate in clinical 
trials; such patients may apply to use experimental new 
drugs that have passed scientific research but have not 
yet been launched to begin urgent treatment.

• In 2021, number of patients around the world who ben-
efited from compassionate use reached 40 patients

Close-use management of access to medicine closely integrated with 
business strategies
• Combined with business development strategies, the Board of Directors 

and senior-level management of subsidiaries in various regions to pro-
mote the access to medicine.

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

Based on the 3 principles of Access to 
Medicine Index, including Accessibility, 
Affordability, and Availability.

Core concept and commitment
Eliminate the pain of patients and promote the health and well-being of all 
mankind with our new pharmaceutical products

Strategic Objectives and Access to Medicine Plans

Accelerate patient 
treatment through 
support programs or 

issuing prescriptions 
via other channels

Ensure patients’ ac-
cess to medicine and 
eliminate economic 

barriers to their us-
age of BESREMi®

For	PatientsFor	Medical 
Institutions

Governance on Access to Medicine  SASB    HC-BP-240a.1 6-1 Materiality Topic
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Value Chain 
Stages Access to Medicine Strategies 2021 Action Plans and Performance

Production
and 

Manufacturing

Product 
Quality

Rigorous product 
manufacturing 

that meet regula-
tory compliance

• Manufacturing process has been ap-
proved and tested, and obtained GMP 
certifications from US FDA, EU EMA, and 
TFDA

Logistics 
and Supply

Timely and Stable 
Medicine Supply

• Built safe and stable drug supply chain in 
Taiwan and worldwide

Regulatory
Marketing
Approval

Application

Regulatory
Marketing
Approval

Application

Actively obtained 
licenses from 

multiple countries

• Short- and mid-term drug license applica-
tion plans around the world.

• Currently, BESREMi® has been granted 
regulatory marketing approval in 37 
countries and the number of regulatory 
marketing approvals continue to increase, 
thereby improving the rights to medical 
access to patients throughout the world.

Market
Access

Reason-
able

Pricing

Proving the 
economic values 

of products

• Fair, reasonable and affordable drug pric-
ing.

• Analyze product value using Pharma-
coeconomics and Health Technology 
Assessment (HTA), evaluate benefits and 
risks of the products in medical and eco-
nomic systems of various countries and re-
alize appropriateness and sustainability 
of pricing strategy in the U.S. & Europe

Patient
Support

Provide resourc-
es to accelerate 

treatment

• PharmaEssentia SOURCE (online portal) 
is the source for patient support and edu-
cation in US market .

 Ѳ SOURCE offers personalized support 
services designed to help US patients 
or caregivers  successfully start and 
stay on BESREMi®.
 Ѳ SOURCE supports the U.S. Healthcare 
professional your Patients' Access to 
BESREMi®, can guide your patients 
through the access and reimbursement 
process and offer personalized support 
through their treatment .

• Established the first MPN center in Tai-
wan

Value Chain 
Stages Access to Medicine Strategies 2021 Action Plans and Performance

Marketing 
and Sales

Academic 
Exchange

Demonstrating 
the medical 

value of products 
through academ-

ic exchange

• Sponsoring the conference on Myelopro-
liferative Neoplasms Asia (MPN Asia).

• Cooperate with value chain partners to 
strengthen social influence on the local bio-
technology and pharmaceutical industry.

• Promote initiatives and support organiza-
tional activities on issues related to access 
to medicine

Medical 
Contri-
bution

Reduce gap in 
medical access

• As of December 31, 2021, more than 1,500 
patients have used BESREMi® in treat-
ment

• Accumulated hundreds of activities with PV 
Organization and supported patient organi-
zations in the U.S.

Patient
Safety

Immediate 
Reporting

Established an 
immediate re-
porting system

• PEC headquarters’ adverse reaction re-
porting mailbox: Safety@pharmaessentia.
com

• CRO set up global adverse reaction 
reporting mailbox: PharmaEssentia.drug-
safety@labcorp.com

• A dedicated reporting management 
center PEC U.S. Call Center (800) 999-
2449 that caters to the U.S. Market and 
is in charge of handling drug quality and 
safety demand and reporting information 
was set up in November 2021

Serialized 
Products

High-tech Seri-
alized Products

• Drug serialization has been completed in 
2020, in which injection preparations OEM 
Pyramid Laboratories Inc. will be respon-
sible for the packaging and serialization of 
pharmaceutical products to comply with 
relevant regulations from the U.S.'s Drug 
Supply Chain Security (DSCSA)

Product
Recall

Product Recall 
Management 
Mechanism

• A comprehensive product traceability 
mechanism was set up, and no adverse 
drug recalls have occurred in 2021

mailto:Safety%40pharmaessentia.com?subject=
mailto:Safety%40pharmaessentia.com?subject=
mailto:PharmaEssentia.drugsafety%40labcorp.com?subject=
mailto:PharmaEssentia.drugsafety%40labcorp.com?subject=
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 Internal Policy 
• Draft on Clinical Study Policy
• Draft on Compassionate Use Policy
• Standardized operating procedures related to clinical trials
• Standardized operating procedures related to Compassionate Use Policy

 External Guidelines 
• International laws and standards
• ICH E6 Good Clinical Practice
• Local laws and standards (take Taiwan for example)

- Pharmaceutical Affairs Act - Medical Care Act
- Human Subjects Research Act - Personal Data Protection Act
- Regulations on Human Trials - Good Clinical Practice, GCP
- Regulations on Management of Medical Samples and Gifts

PEC commits to adherence with relevant international and local laws and 
standards, and uses our strengths to implement the three approaches of ac-
cess to medicine strategies from the Access to Medicine Index: Governance 
on Access to Medicine, Research & Development, and Product Delivery. We 
expect to contribute to the improvement of global health with our technology 
and expertise, and committed to following the 5 major aspects of access to 
medicine strategies:
1. Enhance the management strategies of drug accessibility.
2. Innovative medicine – addressing unmet medical needs
3. Responsible and transparent intellectual property right management
4. Provide stable and safe medicines.
5. Leading the industry development to enhance the local capabilities.

• The Company's investment in promoting access to medicine is closely 
linked to all stages of our value chain, as described in the management 
approach to each material topic in each section. Most of these expenses 
are related to R&D expenses, which amounted to approximately NT$1.27 
billion in 2021, while marketing expenses amounted to NT$956 million.

• Currently, the Board of Directors and the senior management team of 
each subsidiary act as issue managers and implement governance on 
access to medicine in conjunction with the business strategies within the 
current system

• Execution Center for Corporate Sustainability - Access to Medicine Task-
force

Policies

Commitments

Responsibilities 

Resources 

Goals & Targets

Management Approach on Access to Medicine  

 2022 Short-term Goals 
• Obtain regulatory marketing approval for Ropeginterferon alfa-2b (P1101) 

for the treatment of PV in Macao.
• Obtain regulatory marketing approval for Tirbanibulin (KX01) for the treat-

ment of actinic keratosis (AK) in Taiwan.
• Complete a reasonable and fair internal management policy for drug 

pricing to achieve global operational goals.
• Establish access to medicine policy.
• Implement health education programs to raise awareness of MPN dis-

ease and provide medical education to help patients understand the dis-
ease or obtain proper diagnosis and treatment, such as sponsoring the 
creation of the International Symposium on Myeloproliferative Neoplasms 
in Asia (MPN Asia) and sponsoring the American Society of Hematology 
(ASH).

• Strive to provide patients, families, physicians, caregivers, and other 
stakeholders in many different regulatory settings with appropriate infor-
mation and opportunities to properly understand disease and the proper 
use of medicines.

• Establish a global logistics supply chain management system to provide 
stable, safe and high-quality pharmaceutical products through reliable 
manufacturing, and to effectively and responsibly manage the transpor-
tation and retrieval of pharmaceutical products to ensure that high quality 
products reach patients in a timely manner.

• Address unmet disease needs through innovative medicines such as 
value creation through innovation, access to medicine programs that 
integrate global R&D, initiation of multi-country, multi-center clinical trials, 
planning of short- to mid-term worldwide regulatory marketing approval 
programs, and transnational industry collaborations.

GRI   103-2~3 GRI   203-1
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 Mechanism of Evaluation 
• Strictly follow the laws and external regulations involved in all phases of 

the product cycle from R&D to sales.
• Establish internal policies for ethical and responsible pharmaceutical 

supply, fair pricing, and international marketing compliance.
• PEC’s Board of Directors and the senior management team of each 

subsidiary act as issue managers, and governance on access to medi-
cine is consistent with business strategies within the current system.

 2021 Evaluation Results 
• BESREMi® has been granted regulatory marketing approval in 37 

countries and the number of regulatory marketing approvals are still 
increasing, thereby improving the rights to medical access to patients 
throughout the world.

• BESREMi® was granted regulatory marketing approval as a first-line 
treatment for PV patients by the U.S. FDA in November 2021.

• Completed the formulation of the global supply chain for commercial 
use.

• Compassionate use has cumulatively benefited 40 patients worldwide, 
including 39 MPN patients in Taiwan, and 1 rare EDC disease in South 
Korea. 

• Approved the implementation of a project for the importation of MPN-re-
lated diseases in Hong Kong.

Goals & Targets

 2023~2025 Mid-term Goals 
• Obtain marketing approval for Ropeginterferon alfa-2b (P1101) for the 

treatment of PV in other Asian countries (to expand and develop the use 
of the drug in Southeast Asia), and Central and South American countries.

• Obtain marketing approval for ET in each participating country after com-
pletion of Phase 3 clinical trials of Ropeginterferon alfa-2b (P1101) in the 
U.S., Taiwan, China, Japan and South Korea.

• Establish the medicine life cycle management plan.
• Leading the industry development
• Cooperate with value chain partners to strengthen social influence on the 

local biotechnology and pharmaceutical industry.
• Promote initiatives on issues related to access to medicine.

  2026 Long-term Goals 
1. The goal is to accelerate regulatory marketing approval in all countries by 

2026 and to integrate the Company's ability to support patients in devel-
oping or low- and middle-income countries with additional drug indica-
tions.
• Promote Ropeginterferon alfa-2b (P1101) to enter Eastern Europe, 

Central Asia, and some African markets, and apply for regulatory mar-
keting approval for PV to provide early access to patients in need.

• Enter Southeast Asia, Central and South America, Eastern Europe, 
Central Asia, and some African markets to apply for regulatory market-
ing approval to market ET.

2. Responsible and transparent intellectual property right management
• PEC commits to take into consideration the access to medicine of 

patients in low-income countries and least developed countries when 
utilizing and applying for patents to ensure the treatment needs of pa-
tients.

• Conduct clinical trials and post-marketing sales of new drugs world-
wide through licensing-in and licensing-out.

Evaluation of 
Management 

Approach
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Improve on existing drugs
Reduce the risk of new drug 

development

We have successfully developed 
a new generation of PEG-based 
long-acting alpha interferon drugs 
based on our PEGylation Technology 
Platform, an original protein-based 
drug development, which has signifi-
cantly reduced the risk of new drug 
development. For patients, they can 
enjoy fewer side effects, physicians 
can provide better treatment, and the 
insurance industry can potentially 
reduce hospital and clinic costs, cre-
ating shared value with stakeholders.

Creating Value Through Innovation
During the long development process of biopharmaceutical R&D, a drug 
developer not only invests heavily in R&D and recruits science experts, but it 
must also have the patience and perseverance to keep trying and pursuing 
breakthroughs as well as bear the potential risks associated with the failure 
of new drug development, competitive risks, or various risks associated with 
intellectual property rights. In addition, it must also meet the expectations for 
the new drug from patients and their families, relevant insurance companies, 
and medical personnel. In view of this, we have developed our own "PEGyla-
tion Technology Platform" that builds on our platform of existing drugs and 
have also successfully developed a new generation of PEG-based long-act-
ing alpha interferon drugs. Moreover, this drug may have therapeutic potential 
across multiple indications, which is a competitive advantage compared with 
other competitors. It is being studied not only for the treatment of indications 
related to blood diseases, but also for tumor diseases and viral infections. It is 
exactly where PEC creates the value of access to medicine for patients.

Improvement of Existing Drugs to Reduce the Risks of  New Drug Development

Myeloproliferative neoplasm (MPN) is a chronic hematologic cancer, which is recognized as a 
rare disease in certain countries, that has been a serious and unmet medical need. As for the 
treatment of polycythemia vera (PV), a type of MPN, we have developed a new generation of 
PEG long-acting α interferon, Ropeginterferon alfa-2b (P1101), utilizing our PEGylation technical 
platform. Our partner AOP Orphan used our Ropeginterferon alfa-2b (P1101) for the treatment of 
PV in a 7.5-year clinical study and found that 60% of the patients achieved complete hematologic 
response (CHR), demonstrating its potential to benefit the patient community. Currently, Ropegin-
terferon alfa-2b (P1101) has obtained regulatory marketing approval for the treatment of PV, and 
Phase III pivotal trial for essential thrombocythemia (ET) has been carried out. As the next step, 
we seek to expand the indications of Ropeginterferon alfa-2b (P1101) to Pre-fibrotic primary my-
elofibrosis (Pre-PMF), thus expanding its reach across the MPN field and for more patients world-
wide.

The	safety	and	efficacy	of	BESREMi®	has	been	studied	through	a	7.5-year,	
multi-center	single-arm	clinical	 trial,	and	61%	of	 the	patients	showed	
complete	hematologic	response	(CHR).

Ropeginterferon alfa-2b (P1101) 7 years clinical trial research data results     
7.5 Years of Safety and Efficacy Data

Utilizing technology platform
Effectively develop 

multi-products

Through the PEGylation Technology 
Platform, we are innovating drugs 
that can be used not only for indica-
tions related to hematologic diseas-
es, but also for oncologic diseases 
and viral infections, making it pos-
sible to use one drug for multiple 
indications. If the indication is a rare 
disease, the time to market can be 
improved.

Value of the PEGylation technology platform

Innovative Medicine - Solving Unmet Medical Needs  SASB    HC-BP-240a.1 6-2

Effectively Develop Diverse Products Through Technical Platform  

After receiving the orphan drug approval from the U.S. Competent authority for Ropeginterferon 
alfa-2b (P1101), an orphan drug designation was also obtained from the Korean MFDS in 2020. 
PEC also passed the Good Manufacturing Practice (GMP) audit by the Korean MFDS competent 
authority in early 2021, allowing us to bring our products to the Korean rare disease market, and 
becoming the first approved treatment for PV in Korea’s clinical medicine. The drug is expected 
to bring better treatment plans to approximately 5,000 local disease patients. Additionally, we 
were also granted the U.S. regulatory marketing approval by the U.S. FDA in November 2021, 
which provides7 years of exclusive marketing rights in the local market.

SASB    HC-BP-000.B

https://hq.pharmaessentia.com/en/rdcenter/Core-Technology
https://hq.pharmaessentia.com/en/rdcenter/Core-Technology
https://hq.pharmaessentia.com/en/rdcenter/Core-Technology
https://hq.pharmaessentia.com/en/rdcenter/Core-Technology
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Ropeginterferon alfa-2b (P1101) is being studied not only for 
indications related to hematologic diseases, but for indica-
tions in neoplastic diseases and hepatitis viral infection dis-
eases. If these studies prove successful, these potential uses 
across multiple indications can create efficiencies across R&D 
expenses and company resources, increase the likelihood 
of regulatory marketing approvals, and allow us to serve and 
benefit a broader group of patients. We have also initiated 
multi-country and multi-center clinical trials globally. At pres-
ent, PEC has simultaneously promoted more than 20 clinical 
trials for cumulatively more than 1,500 patients. Going forward, 
such trial data can also be used as a basis for regulatory mar-
keting approval and the drug application from physicians. 

In addition, through the cooperation between Taiwan and Ja-
pan, we have a deeper understanding of the disease 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 dif-
ferent diseases in various regions. In the future, we will also 
continue to accelerate access to medicine for patients around 
the world to fulfill our commitment.

Designation of orphan drug 
for Polycythemia Vera (PV) 
and regulatory marketing 
approval in 
the US and South Korea

Collaborations with 
foreign universities - 
Enhancing local R&D and 
clinical trial capability

One drug for 
multiple indications
In 2021, the number of subjects 
who used the drug in clinical trials 
have grown 18% 
from the previous year

2018 2019 2020 2021
Ongoing joint research studies with universities in Taiwan since 2018. Mostly for devel-
opment and applications of new kidney drugs. Project was completed in Q2 2020, cumu-
lative investment toward this industry-academic project reached nearly NT$2.7 million.

Sponsored Taiwan’s medical centers and Japanese academic institutions to con-
duct related viral hepatitis research programs since 2019. The project was com-
pleted by the end of 2020, with a total investment of over NT$1 million in research 
expenditures.

Partnered with university in Taiwan to research Hepatitis and anti-PD-1 
immunotherapy since 2019. Total investment neared NT$3 million but the 
project was postponed and completed in the end of July 2021 due to the 
COVID-19 pandemic.

Using Ropeginterferon alfa-2b (P1101) 
in Compassionate Use to Benefit the Patients

Certain patients with severe or life-threatening diseases are 
neither qualified for enrollment in clinical trials nor have other 
alternative medical choices; “Compassionate Use” addresses 
the access to medicine needs of these patients. After passing 
the filter criteria from PEC’s internal standardized operating 
procedures, internal reviews, and meeting both statutory re-
quirements and standards from the ethics committee, patients 
may apply to use new experimental drugs that have passed 
scientific research but are not yet approved for marketing 
and sales throughout the world for their urgent treatments. As 
of December 31, 2021, a total of 39 cases were approved in 
Taiwan, and the first overseas application was also approved 
in South Korea. PEC will continue to provide measures related 
to compassionate drug use to satisfy unmet medical needs. 

40 patients

Number of patients 
around the world 
who benefited from 
compassionate use in 2021

Benefits 
Korean patient     
First compassionate use 
in patient overseas

		Chart of Compassionate Use patients 

20192018 2020 2021
0

50

25

29

11

38 40

Benefited patients
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Maximizing the Value of IP Rights via Technology Licensing
PEC attaches great importance to the transparency and sharing of intellectual property rights. Applying for a global patent is the most effective way for us to spread our exclusive 
knowledge and to promote technology progress. Based on our patent rights, we license-out the patents and technologies to our partners based on our business development strat-
egies. We also collaborate with major foreign pharmaceutical companies to obtain licensing-in patents and technologies for development and subsequent commercialization. Since 
our founding, PEC has benefited more than 80 countries/sovereign states by filing patent applications for patented brand drugs. In the future, we will establish a systematic manage-
ment mechanism for out-licensing and in-licensing management based on our own patents and technologies, to maximize the management efficiency and social value of intellectual 
property rights, and we also hope to benefit more than 10,000 patients after 3 years of marketing our patented drugs, and to continue to improve the accessibility of medicine.

Commonwealth of 
Independent States

Middle 
East

Europe

Japan

South Korea

Taiwan
China

Vietnam

Singapore
Malaysia

• The Company's product, Tirbanibulin Ointment (code KX 01), which was introduced under license 
from Athenex, Inc. in the United States, was approved by the FDA in late 2020 under the trade 
name Klisyri® for the treatment of topical skin, treatment of the face or scalp. The Company has 
also entered into a license agreement with Athenex to expand the territory from Taiwan, Singapore, 
China and Malaysia to Japan and Korea, and to expand the indications to include skin cancer and 
all dermatological indications, like actinic keratosis (AK). We believe that Tirbanibulin Ointment will 
revolutionize and change the treatment paradigm for actinic keratosis and provide an excellent 
treatment option for patients in Asia, especially in Taiwan, Japan and Korea.

• The oral paclitaxel Oraxol®, a cancer drug developed in collaboration with Athenex, Inc. in the U.S., 
has obtained exclusive licenses in Taiwan, Singapore and Vietnam and is expected to be ready for 
marketing licenses in the U.S., Taiwan, Singapore and Vietnam in 2021.

Licensing-in

• Our out-licensing strategic partner, AOP Orphan, is licensed to conduct 
clinical trials for Ropeginterferon alfa-2b (P1101) on the treatment of rare 
hematologic diseases in regions including Central Europe, the Common-
wealth of Independent States, and the Middle East.

• AOP Orphan successfully obtained the EMA license in 2019, and imme-
diately began the marketing and sales in the EU.

Licensing-out

 The Company obtains Athenex Inc. Tirbanibulin ointment authorized sales area.
 The Company obtains the authorized sales area of Oraxol®, a cancer drug used by Athenex.

Insights of Intellectual Property Rights  SASB    HC-BP-240a.1 6-3
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New drug development companies must bear the costs 
and risks of R&D over a long period of time. Therefore, 
proper patent protection and management can provide 
them with sufficient time to recover their R&D expenses, 
and it is also an important incentive for new drug devel-
opment companies to invest in R&D of new drugs. After 
obtaining patent protection in various countries, PEC 
can allocate resources more effectively and implement 
strategic plans to enter the local markets. In addition, 
we can also better educate local medical staff and 
patients based on the medicine access gap and the 

demand from local markets, local supply chains, and 
public health infrastructure.

The least developed countries may restrict the public’s 
right to access to medicine due to intellectual proper-
ty protections. While applying for important new drug 
patents, PEC is committed towards giving special con-
sideration for developing countries with relatively low 
income, and low income as well as the least developed 
countries in addition to the global prevalence of the in-
dications of the new drugs, thereby satisfying the drug 
accessibility from the patients in these areas. When it 
comes to making a choice between the patent rights of 
a new drug and humanitarian aid, PEC will first prioritize 
the medical needs of the patients and provide patients 
with our patented new drug in an affordable and conve-
nient manner.

As of 2021, PEC’s drugs have obtained 72 patents in 
51 developed countries as defined by the International 
Monetary Fund (IMF), which accounts for 43.9% of all 

patents owned by PEC. In addition, we own 92 patents 
in 23 developing countries as defined by the IMF, ac-
counting for 56.1% of all PEC patents. In terms of global 
strategic layout and allocations of patented new drugs, 
PEC is generally more committed to the patients’ de-
mand for the new drugs than our revenues and profit. 
Going forward, this strategy will continue to be adopt-
ed in PEC’s product life cycle management, so that in 
terms of access to medicine, those in-need will always 
be prioritized over the high-income individuals. 

We will continue to take inventories of our intellectual 
properties in the future in order to understand the po-
sitioning of PEC’s new drug technologies in terms of 
the world technological standard, expand our global IP 
strategic layout, and to direct more attention to low-in-
come countries and countries with high numbers of pa-
tients and market demand for our patented drugs. Con-
currently, we will also regularly update our intellectual 
property management plans and disclose our patent 
policies, applications, and implementation status.

The IP Rights of the Access to Medicine Commitment

Commitment
To ensure the drug accessibility of patients, 
PEC promises to take into consideration the 
patients in low-income countries and least 
developed countries in addition to the coun-
tries with the most market opportunities when 
applying for patents and drug applications.

128
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Key Supply Chain Activities in the U.S. For BESREMi® Post-marketing

Printing of Medi-
cation Instructions 

and Packaging

Assembly, Serial-
ization, Release

Deliver the prod-
ucts to third-par-

ty logistics 

Deliver products to 
specialized phar-
macy/distributors

Ensure Safe, Stable and Timely Delivery of Medicines to Meet Patients' Needs  

Ensure stable supply 
chain and enable to de-
liver safe and high-qual-
ity drug on time.

Perfectly integrate 
customer needs and 
ensure safe and sta-
ble product delivery.

U.S.-based Logistics of 
BESREMi®

After Pyramid Laboratories Inc., an 
US injection preparations foundry, 
completes filling,
The product is transported to a 
qualified third-party logistics vendor 
with stable quality for warehousing 
and batching and transported to 
specialty distributors and specialty 
pharmacies.

Please refer to Section 3.4 in Chap-
ter 3 “Outsourcing manufacturing 
management” for information on the 
injection preparations foundry, Pyra-
mid Laboratories Inc.

Stable and Safe High-Quality Drugs  6-4

Interdepartmental pro-
duction and sales coor-
dination meetings from 
time to time to integrate 
clinical and commercial 
requirements and to es-
tablish secure inventory 
and secondary sources 
of materials.

Passed tests and meet 
G M P  r e q u i r e m e n t s 
from the U.S. FDA, EU 
EMA, and TFDA, and 
implement strict quality 
and safety and product 
release standards mon-
itored by quality control 
units

The warehouse management 
unit arranges the shipping 
operations according to the 
shipping instructions, and 
coordinates and arranges 
the transportation operations 
according to the demand 
temperature of medicines and 
GDP regulations.

Early stage
Comprehensive demand 
integration and planning

Mid-term
High-quality manufacture 
and production

Late stage 
Safe product 
delivery

To ensure that patients can obtain safe and high-quality drugs on a timely 
basis, we inspect and consider all factors that may affect patients’ acces-
sibility to drugs in all management actions related to the right to the access 
of medicine, and draft solutions accordingly. By enforcing quality manage-
ment before, during, and post- production and post-marketing, we provide 
a safe, stable, and timely delivery of drugs to patients so that the patients’ 
needs can be met. As BESREMi® has obtained regulatory marketing ap-
proval from the U.S. FDA in November 2021, action plans that specifically 
address the U.S. market will also be described to provide American pa-
tients with access to medicine as well as to widen our impact to the overall 
medical and healthcare system and the external society.  For a complete 
description of our quality and safety assurance at each stage of the product 
life cycle, please refer to Chapter 3.
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Execute action plans related to patient health.
• Help all patients who use drugs from PEC to clearly understand the charac-

teristics of diseases, mechanism of drug action, and medication.
• Promote knowledge related to the diseases and provide treatment consulta-

tion and referral service.
• Care for patients’ health and continue to follow-up during the treatment pro-

cess.
• Promote local medical and healthcare and social engagement to expand 

PEC’s external social influence.

	Personnel / operational input 
• Participated in healthcare education and support programs for patients in 

Taiwan, sponsored the hosting of MPN Asia for 5 consecutive years, and 
promoted interactions and sharing of the latest treatment perspectives be-
tween Asian experts/scholars and clinical physicians.

• Interactive platform for patient health education, “MPN iCare”, is used to 
provide health care information to patients and their families.

• Launched “PharmaEssentia Can Help” project to provide BESREMi® to 
medical institutions that participated in the clinical trials

• Launched SOURCE patient support program in the United States

 Expense input 
• Please refer to Management Approach to Access to Medicine.

• Marketing Department and Medical Affairs teams from the Taiwan HQ and 
all subsidiaries

• Execution Center for Corporate Sustainability - Access to Medicine Task-
force

Commitments

Responsibilities 

Resources 

 Internal Policy 
• HCP& HCO Interaction Policy》
• 《Promotional Material Policy》

 External Guideline 
• World Health Organization (WHO)
• International Research-Based Pharmaceutical Manufacturers Asso-

ciation (IRPMA)
• Pharmaceutical Research and Manufacturers of America (PhRMA)
• National Council for Prescription Drug Programs (NCPDP)
• International Research-Based Pharmaceutical Manufacturers Asso-

ciation (IRPMA)

GRI   102-2~3

Patient Relation and Community Engagement6-5
Materiality Topic

Patients are the most important stakeholders to PEC. We uphold our patient-cen-
tered approach in planning various access to medicine action plans to meet vari-
ous needs related to patient health and well-being. To provide an integrated pack-
age of both medical support and healthcare education to the patients, we aim to 
enhance patient education, promote research on relevant diseases and to raise 
the public’s awareness by organizing healthcare education, medical and academ-
ic seminars and activities related to BESREMi® around the world. This would help 
to reduce the patients’ out-of-pocket medical expenses and barriers to medical 
access, and we also flexibly and rapidly match the patients’ medical needs with 
various medical and healthcare assistance organizations, thereby allowing appro-
priate patients to receive the medicines they need and to actively begin relevant 
treatments. PEC collaborated with Chiayi Chang Gung Memorial Hospital to estab-
lish Taiwan’s first MPN center to enhance and to align the MPN medical research 
in Taiwan with international standards. These efforts have helped to expand PEC’s 
external influence in the medical and healthcare system and the community.

Policies

Management  Approaches for  Patient Relation and Community  Engagement
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 2022 Short-term Goals 
• Promote BESREMi® and related healthcare education activities 

across the world to strengthen the relationship with local patient or-
ganizations.

• Engage in local medical, healthcare education, and academic sem-
inar activities to foster increased understanding of therapeutic infor-
mation in the MPN area.

• Launched SOURCE patient support program in the United States as 
a resource for patient support and education.

• Sponsored the establishment of MPN Center at Chiayi Chang Gung 
Memorial Hospital in Taiwan.

 2023~2025 Mid-term Goals 
• Continue to provide the patient support program to assist appropri-

ate BESREMi patients to start therapy.
• Continue to promote BESREMi® and related healthcare education 

activities across the world to strengthen the relationship with local 
patient organizations.

• Continue to strengthen various diverse activities and stakeholder 
engagements, and to reach more local medical institutions and orga-
nizations.

• Promote patient support plans in other countries where BESREMi® 
has been marketed to enhance global coverage.

• Accelerate the research and development of using BESREMi® toward 
other MPN diseases and expand its indications toward treatment of 
other diseases.

• Monitor relevant international initiatives and review the resources that 
can be allocated as well as the benefits to be created.

 2026 Long-term Goals 
• Increase the number of countries where BESREMi® is marketed, 

build comprehensive rare disease patient support and community 
engagement in each of these countries, and enhance PEC’s positive 
contribution and influence over the global rare disease medical and 
healthcare system as well as the whole society and industry.

 Mechanism of Evaluation 
• Budgets for marketing and seminar activities from Marketing Department and 

Medical Affairs teams from the Taiwan HQ and all subsidiaries.
• Budget Management Procedures

 2021 evaluation results 
• Collaborated with Chiayi Chang Gung Memorial Hospital to establish Tai-

wan’s first MPN center to reinforce Taiwan’s medical research in terms of 
myeloproliferative neoplasm (MPN) and to be more aligned with international 
trends.

• Continued to operate the interactive “MPN iCare” to provide health care in-
formation to patients in Taiwan.

• Organized rare hematology education programs at local hospitals, which are 
cumulatively participated by 70 persons.

• Organized MPN Nurse Seminar in Taiwan, which was participated by 30 
medical staff from 14 hospitals.

• Co-organized the 2021 Taiwan MPN workshop, which was participated by 
167 persons (including online participants); Supported the MPN, MDS, and 
AML seminars in the United States, as well as MPN Research Foundation, 
Physicians Education Resource, PV Reporter, and MPN Asia, among other 
relevant activities.

• Provided BESREMi® through the “PharmaEssentia Can Help” project.
• Commenced patient support program “SOURCE” to assist the patients in the 

United States.

Evaluation of 
Management 

Approach

Goals & Targets
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Short- and mid-term drug license application plans

We have successfully developed the product Ropeginterferon alfa-2b (P1101) for the treatment of rare blood disorders and 
have successfully obtained regulatory marketing approval for the treatment of PV in 37 countries including the European 
Union, Switzerland, Liechtenstein, Israel, Taiwan, South Korea, and the United States. We continue to apply for PV regulatory 
marketing approval applications for PV to competent authorities of other countries, and to realize the equal right to medical 
equality for the patients worldwide step by step. Subsequently, we are planning to apply for the regulatory marketing approval 
for the treatment of a rare hematologic disease, essential thrombocythemia (ET). We hope to bring the drug into all corners of 
the world for the treatment of patients with rare diseases, bringing new hope to their lives.

Accelerate regulatory 
marketing approval, 
being able to provide 
medical healthcare to 
local markets..

Promote the short- 
and mid-term 

regulatory mar-
keting approval 

2022

2023~2025

 After 2026

• Obtain regulatory marketing approval for 
Ropeginterferon alfa-2b (P1101) for the 
treatment of PV in Hong Kong and Macao.

• Receive marketing approval of Ropeginter-
feron alfa-2b (P1101) for the treatment of 
ET from participating countries after com-
pletion of Phase 3 clinical trials in the U.S., 
Taiwan, China, Japan and South Korea.

• Enter Eastern Europe, Central Asia, and even 
some African markets, and apply for a mar-
keting license for PV.

• Enter Southeast Asia, Central and South 
America, Eastern Europe, Central Asia, and 
even some African markets to apply for regu-
latory marketing approvals to market ET.

• Obtain regulatory marketing approvals for the use of 
Ropeginterferon alfa-2b (P1101) for the treatment of 
PV in other Asian countries, and Central and South 
American countries.
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Demonstrating the Medical Value of Products 
Through Academic Exchange   SASB    HC-BP-240a.1

“Remember the original intention” is the belief that PharmaE-
ssentia upholds. As a new drug company, its “original inten-
tion” is to develop new drugs to treat patients and to become 
a global benchmark of new biopharmaceutical company. By 
relying on our core capabilities, we actively participate in ex-
perience sharing activities with Taiwan’s local companies in 
the same industry, government units, and value chain partners. 
Moreover, we assisted our contract research organization part-
ner, Agricultural Technology Research Institute, to obtain the 
EU certification for Good Manufacturing Practice (GMP) labora-
tory through our own experiences in building a comprehensive 
quality system. It has successfully obtained the certification 
and become the first biosafety testing laboratory in Taiwan. In 
the future, we hope that      with our profound influence in the 
industry, we aim to enhance our and Taiwan’s overall contribu-
tion to the use of drugs in the global disease market.

With deeper understand-
ing of the drug medical 
value within industry, 
enable to deliver it to pa-
tients in-need

Demonstrating the 
medical value of prod-
ucts through education

Sponsor to hold MPN Asia
Since the first seminar held in 2016, PEC has been sponsoring MPN Asia for five consecutive years. The con-
ference brings together experts and clinicians from many countries for in-depth interaction and academic 
exchange on the research and treatment of blood diseases. As the COVID-19 pandemic raged on in 2021, 
the conference was held online, allowing physicians and scholars around the world who are concerned about 
MPN disease to continue to exchange experiences with the latest research and treatment modalities during 
pandemic. For more information about the MPN Asia 2021, please visit its website.  

Year Result description

2016
The first MPN Asia, organized by the Society of Hematology of the Republic of China, was held for the first 
time in Taipei, Taiwan. It facilitates the gathering of world-class experts and scholars, gains the attention of 
international hematology oncologists and scholars, and becomes one of the landmark international seminars

2017

The second MPN Asia was in Tokyo, Japan, and was broadcast live simultaneously in Taipei, Taiwan. Invit-
ed important medical doctors from Europe, the United States, Japan, and Taiwan to publish the latest MPN 
drug development and disease treatment methods. Ko-Chung Lin, CEO of PharmaEssentia, expressed that 
through this international medical conference, he hopes to improve Taiwan’s research status in the field of 
blood diseases, and promote exchanges with doctors of blood diseases in Europe, the United States, and 
Japan, and promote everyone’s attention to the treatment of blood diseases.

2018

The 3rd MPN Asia was held in Hangzhou, China. Key opinion leaders (KOLs) from Europe, the United 
States, Japan, China and Taiwan were invited to present the latest drug development and disease treatment 
approaches, and the agenda was divided into basic science and focus topics of MPN. Discussed clinical 
trial data of our next generation interferon in the treatment of blood diseases.

2019
The 4th MPN Asia was held in Seoul, South Korea to exchange treatment and clinical data from around the 
world for the treatment of MPN. In addition, through the annual conferences, we can help increase the visi-
bility of Taiwan’s new drug R&D capability and win honor for Taiwan.

2020 The 5th MPN Asia which should originally hold in Taipei, Taiwan was canceled due to the pandemic.

2021 Physicians and scholars around the world specializing in MPN diseases were able to exchange experiences 
with the latest research and treatment modalities during pandemic through the online forum.

		Results of MPN Asia sponsorship in the past years

https://mpnasia.com/site/page.aspx?pid=901&sid=1206&lang=en
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Proving the Economic Values of Products Through Fair & Reasonable Pricing   SASB    HC-BP-240b.3

Pa t i en t s  rece i ve 
medical treatment 
under  a f fordable 
price.

Set a fair, reason-
able and afford-
able drug price.

Drawing up our “Tiered 
Pricing” model based on 
the level of development 
in each sales region

Whether the sales 
region has a “na-
tional insurance 
payment scheme”

Their drug prices will 
primarily be approved 
by the national insur-
ance unit

• Pricing is set in accordance with the affordability 
in each country

• In reference to GDP, private medical insurance 
premium, and pricing of drugs with similar indi-
cations in each country

• Analyze the product’s value based on pharma-
coeconomics and Health Technology Assess-
ment and other methods

• Evaluate the benefits and risks of the product in 
the medical/economic systems of each country

Taiwan
Besremi® is a medicine that requires a doctor's prescription in Taiwan. Taiwan’s prescription 
drugs are mostly paid for by the National Health Insurance, and the government determines 
drug prices in accordance with the national budget and regulations on health insurance 
drugs. Pricing will be based on the principles of drug price setting for National Health Insur-
ance, taking into account clinical opinions, proof of efficacy, current treatment costs, recent 
national benefit budget guidelines, etc., and proposing benefit specifications, drug price 
planning, 5-year budget and in order to successfully obtain national insurance coverage.

Europe
Marketing and excusive market rights of BESREMi® is li-
censed to AOP Orphan. AOP Orphan has set  the price of 
BESREMi® based on value-based pricing. Prices of BES-
REMi® 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.

STEP
1

STEP
2

STEP
3

STEP
3

Yes

No

The patients’ rights are the first and foremost concern in setting 
the prices for PEC’s drugs. We believe that we can only care for 
all patients in need through setting fair, reasonable and affordable 
prices. When setting drug prices, we take into consideration the 
overall factors covering the R&D costs invested, as well as reim-
bursement landscape in various countries. We formulate reason-
able and fair prices based on the affordability of medical expens-
es, economic development, and drug preparation costs in various 
countries, also with reference to the “WHO Guideline on Country 
Pharmaceutical Pricing Policies” announced by the WHO.

https://www.who.int/publications/i/item/9789240011878
https://www.who.int/publications/i/item/9789240011878
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Participation in Activities from the Local Community

PEC is also committed to promoting and engaging in activities to bring us closer to the local community. We participated in 3 sessions of industry-academia exchanges in 2021, in-
cluding the “MPNs and R&D of New Drugs Practices” in May at National Central University; PEC was invited to shared our experiences in “CMC & Clinical in successfully launching 
a biopharmaceutical drug” at Nangang Biotech Incubation Center by the Biopharmaceutical Committee of the Taiwan Pharmaceutical Manufacturer’s Association in October, and 
conducted a speech on “A Fully Integrated Operating Global Biopharmaceutical Company in Taiwan” at Bio-Asia in November. We also co-organized investors conference and re-
cruitment fair with Academia Sinica and businesses from the Nangang Biotech Incubation Center to contribute toward the biotechnology industry in Taiwan as well as to increase our 
external social influence.

An Integrated Platform Providing Medical Support and Healthcare Education

Initiating the PEC SOURCE 
Patient Support Program

After obtaining FDA approval of BESREMi® in the U.S. for polycythemia 
vera, PEC initiated a patient service program (SOURCE) for American 
patients in November 2021 to provide both patient support and education 
to the patients. The SOURCE program is available for patients prescribed 
BESREMi® and offers a full suite of services designed to help patients 
start and stay on therapy. Services include insurance navigation support, 
titration and injection training, and ongoing adherence guidance. The pro-
gram also includes physician resources, including guides to help patients 
get started on treatment and ordering processes. As part of this program, 
PharmaEssentia will help patients with financial barriers to starting therapy. 
The company is offering co-pay and co-insurance programs to assist eligi-
ble patients who experience financial need. Programs include a $0 copay 
card for commercially insured patients, temporary product supply in case 
of insurance delays and/or gaps in coverage, free drug for the uninsured 
and under-insured as well as assistance identifying additional support as 
needed. For more information, please refer to the official website of the U.S. 
Subsidiary and SOURCE program. 

https://besremi.com
https://us.pharmaessentia.com
https://us.pharmaessentia.com
https://pharmaessentiasource.com
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With sufficient knowledge,  
medical personnel is ca-
pable of  supporting our 
patient treatment.

Patient Healthcare Education and Medical Contributions

After obtaining approval from the TFDA for Ropeginterferon alfa-2b 
(P1101) for the treatment of PV in 2020, we have also actively begun 
our patient healthcare support program. The interactive healthcare ed-
ucation platform, “MPNiCare” provides knowledge regarding myelop-
roliferative neoplasm (MPN) disease and the latest medical information, 
through which we hope to integrate medical resources for the patients 
and their families and help them to deal with the disease courageously 
and to work toward a healthy and happy life. In addition, we will plan to 
provide self-funded projects and produce a variety of health education 
materials and tools. For offline physical patient health education and assistance activities, we organize patient 
activities and support programs through external third-party entities. In 2021, we held 3 separate sessions of rare 
hematology educational seminars at hospitals in Taiwan, 2 sessions at the Hematology Society of Taiwan, and 2 
at nurses’ seminars; cumulatively these activities were participated by more than 500 persons. To ensure that our 
employees interact with healthcare professionals in a reasonable manner and in accordance with relevant drug 
and medical regulations, PEC conducts internal training and legal awareness advocacies, and strictly adheres to 
the ethical guidelines for pharmaceutical marketing from International Research-Based Pharmaceutical Manufac-
turers Association (IRPMA).

Provide patients and 
medical personnel  
with correct health 

education knowledge.

Construction of a Website in the U.S.

Set up a website (besremi.com) to serve 
the patients and medical institutions in the U.S.

Accumulated Hundreds of 
Activities with PV Organization

Provided relevant information 
for marketing and labeling of BESREMi® 

to ensure patients’ drug use safety.

https://www.mpnicare.org
https://besremi.com
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Building A Real-Time Reporting System

Contract research organizations (CROs) are asked 
to formulate a pharmacovigilance system, and PEC’s 
Taiwan HQ has also established a pharmacovigilance 
function team responsible for coordinating the infor-
mation of ongoing clinical trial information from all 
subsidiaries.

• The headquarters of PEC has set up an adverse 
reaction reporting mailbox:  
Safety@pharmaessentia.com

• Pharmacovigilance Call Center in Taiwan:  
0800-818-886

• CRO adverse reaction reporting mailbox:  
PharmaEssentia.drugsafety@labcorp.com 

• In November 2021, the US subsidiary has estab-
lished PEC U.S. Call Center (800) 999-2449, which 
is dedicated to serving the US market, overseeing 
drug quality and safety information      

High-tech Serialized Products
Drug serialization has been completed in 2020, in 
which our U.S.-based injection preparations OEM Pyr-
amid Laboratories Inc. will be responsible for the pack-
aging and serialization of pharmaceutical products. 
Through submitting transaction history (TH) records, 
transaction information (TI), and transaction sheets (TS) 
for verification, PEC fully comply with relevant regula-
tions from the U.S. FDA's Drug Supply Chain Security 
Act (DSCSA). Please refer to Section 3.6 in Chapter 3 
for detailed descriptions.

Ensure we can recall 
the drugs immediately in 
case of adverse effects.

Establish drug safety 
monitoring, traceability 
and recall mechanism.

PEC complies with GVP standards, and the Pharma-
covigilance function team oversees the integration of 
drug safety information in various countries. Internal 
related management procedures include product seri-
al number management system and drug recall allow 
us to recall the drugs promptly and quickly with safety 
concerns.

Product Recall Management Mechanism

When concerns regarding product quality arise, we can effectively and quickly recall the 
product through comprehensive product traceability mechanisms. Please refer to Section 
3.6 in Chapter 3 for detailed descriptions on the implementation procedures of the recall 
mechanism. No adverse drug recalls have occurred during 2021.
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