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A stable, safe and high quality drug supply chain6.4

The accessibility of medicines depends on the stable operation and supply of related companies in the value chain. The 
accessibility of medicine will be severely affected if the pharmaceutical biotechnology companies are unwilling to sell drugs in 
the local market, the price is not affordable to patients, or the supply chain is disrupted. PharmaEssentia is actively applying 
for drug licenses in global markets. With safe drugs, stable supply chain, reasonable pricing, and correct health education 
the Company is committed to meet the needs of patients for safe medication and to promote PharmaEssentia’s corporate 
sustainability.

Short- and medium-term drug license application plans
For a long time, many patients of rare diseases have no access to specific medicine due to major international biotech new 
drug manufacturers’ preference in markets with certain market scale. Therefore, the drugs for treating these rare diseases 
are also called orphan drugs. The Ropeginterferon alfa-2b (P1101), which is successfully developed by PharmaEssentia, is 
suitable for the treatment of rare hematologic diseases. At present, the Company has successfully obtained the drug license 
for treating Polycythemia Vera (PV) in Europe and Taiwan and the drug has been successfully marketed in Europe. In the 
future, PharmaEssentia will continue to make application to the competent authorities of various countries for drug licenses, 
hoping to bring the drug into all corners of the world as soon as possible for the treatment of patients with rare diseases, 
bringing new hope to their lives.

Figure 24: Schedule for PharmaEssentia’s drug marketing

2020 2021 After 2021

Obtained the drug permit license for 
treating Polycythemia Vera (PV) in 
Taiwan, marketed the drug in Taiwan, 
applied to be listed as prescription 
drug covered by the National Health 
Insurance, and established a sales 
team targeting the Taiwan market.

Applying for drug license 
for treating Polycythemia 
Vera (PV) in other countries 
in Asia, and Central and 
South America.

Applying for drug license for treating Polycythemia 
Vera (PV) in Japan and China.
Obtaining the marketing authorization of the drug for 
treating Polycythemia Vera (PV) in the United States, 
and step-by-step strengthen the U.S. sales team, 
including business and healthcare providers.
Obtaining the marketing authorization of the drug for 
treating Polycythemia Vera (PV) in Korea.

Factors influencing access to medicine

PharmaEssentia’s solutions

There is no drug 
license for selling 
drugs in local 
markets.

Actively applying 
for drug licenses in 
various countries and 
enter the markets.

The price of drug 
is too high and 
unaffordable for 
patients.

Setting fair and 
affordable drug 
prices.

Unstable supply 
chain, and unable to 
deliver safe and high 
quality drug on time.

Continuously 
strengthening of the 
security and stability 
of our supply chain.

Unable to recall the 
drugs immediately 
in case of adverse 
effects.

Establishing a 
comprehensive 
pharmacovigilance 
and recall mechanism.

The patients or medical 
staff do not have the 
correct knowledge of 
medication.

Providing correct 
health education.
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Fair reasonable and affordable drug pricing

The patients’ rights are the priority pricing criteria of PharmaEssentia’s medicine. As only through fair, reasonable and 
affordable prices can all patients in need be taken care of. However, in addition to considering the financial ability of patients, 
we also take into consideration the overall factors covering the R&D costs invested, the number of patients during the 
patent term, competitive products and expected profits, third-party insurance companies, or the competent authorities of 
various countries when setting drug prices. At present, the Company’s pricing strategy is to formulate reasonable and fair 
prices based on the affordability of medical expenses in various countries with reference to the WHO Guideline on Country 
Pharmaceutical Pricing Policies issued by the World Health Organization (WHO), and make necessary adjustments according 
to economic development of the target country and pharmaceutical costs. For example, the first criterion for drawing up our 
Tiered Pricing model is the level of development in each sales area. The second criterion is whether national health insurance 
is imposed in that sales area. For example, in Taiwan, South Korea, Japan, UK, and Australia, the price of medicines is mainly 
determined by the national insurance unit. As for other areas, we take into consideration the gross domestic product (GDP) 
of each country and the affordability of medical expenses for private health insurance units. The third criterion is the market 
price of drugs for similar diseases.

The Company’s product 百斯瑞明 ®/Besremi® has officially obtained drug permit licenses 
in Taiwan and Europe. As Taiwan has a national health insurance system, the price of 
prescription drugs is determined by the government in accordance to reimbursement 
regulation of the national health insurance in Taiwan. Therefore, the price of 百斯瑞明
® in Taiwan is determined based on the drugs pricing principle of the National Health 
Insurance. In addition, the Company proposes the payment specifications, drug pricing 
plan, five-year budgets, and budget impact analysis (BIA) with the consideration of 
clinical opinions, evidence of efficacy, current treatment costs, budget guidelines for 
state provision in recent years, etc. While in Europe, AOP Orphan, the Company’s 
European strategic partner, uses value-based pricing (VBP) methods to set the price 
of Besremi® (Ropeginterferon alfa-2b (P1101)). For example, the prices of Besremi® 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.

PharmaEssentia’s Pricing strategyExample
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country (with reference to GDP, 
private health insurance policy) 
and market price of drugs for the 
same indication. 
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Reliable manufacturing, transportation and recall of drugs

Many patients with rare diseases rely highly on pharmaceutical companies for continuous supply of safe and reliable 
medicines to sustain their lives and quality of life. Therefore, a stable and continuous supply of high-quality medicines is an 
indispensable part of ensuring the patients’ accessibility of medicines.

Early stage: Comprehensive demand integration and planning
In order to ensure that the supply of medicines can meet the demand of patients, PharmaEssentia is committed to maintaining 
a stable supply chain. We integrate clinical and market needs through inter-departmental production and sales coordination 
meetings on an as needed basis and confirm the production schedule with the supply side and the production side in order to 
ensure an impeccable value chain. In terms of raw material procurement, we establish safety stock mechanism in case of raw 
material procurement delays, unexpected orders, or other urgent use. In addition, we are also actively establishing alternative 
raw material sources to reduce the risk of raw material shortage and ensure a stable supply of high-quality products.

COVID-19 silently spread all over the world at the end of 2019 and spread to all 
corners of the world in 2020. For emergency public health, districts and cities 
have been locking down one after another. Industries in many cities were also shut 
down, and in turn impacted the global supply chain. In face of the pandemic, the 
Company adopted a positive manner in managing the supply chain. The Company 
drew up supply plans as soon as possible based on the overall demands and 
increased the safety stock level by multi-folds. In addition, in response to flight 
cancellation or irregular and last-minute alterations, we maintain close and frequent 
contact with transportation companies to obtain information on any changes 
as soon as possible. For flight bookings, the booking is adjusted from 3 days in 
advance to 1 to 2 weeks in advance. Through the above-mentioned measures, 
PharmaEssentia formulated an early global clinical and commercial drug supply 
plan and responded to the challenges that all people encounter in pandemics.

Mid-stage: High-quality manufacture and production

PharmaEssentia carries out its manufacture and delivery procedures in compliance with regulations including current 
GMP, ICH, EMA, FDA, and more than 2,000 internal standard operating procedures. The production equipment in the 
Taichung plant are up to international high standards. With main production equipment selected from major European 
and American brands, the most advanced technology, meticulous production procedures, and cleaning management 
monitoring procedures, we produce high-quality drugs. In addition, the QA and QC departments in the quality system are 
jointly responsible for the management and supervision of quality safety and product release standards. We strictly control 
the production of high-quality and safe products for our patients, for more information on the manufacturing process and 
product safety and quality, please refer to Chapter 3.

Impact of 
COVID-19 on global 
supply chain, 
PharmaEssentia’s 
measures to stabilize 
the supply chain

Example

Early stage Mid-stage Late stage Post-Marketing 

Comprehensive demand 
integration and planning

High-quality manufacture 
and production

Safe product delivery
Effective pharmacovigilance 
and recall mechanism

• Integrating internal and 
external clinical and 
customer needs.

• Pre-planning and 
confirmation of 
production schedule.

• Establishing safety stock 
and second source.

• Initiation of manufacture and 
production.

• The quality control unit conducts 
tests.

• The quality assurance unit 
ensures that the relevant 
documents and operations meet 
the standards for product release.

• The warehouse management 
unit arranges the shipping 
operations according to the 
shipping instructions.

• Coordinating and arranging 
transportation operations 
based on the temperature 
requirement of drugs.

• The pharmacovigilance 
taskforce is responsible for 
the integration of patient 
safety information in various 
countries.

• In case of quality doubt, recall 
drugs according to Procedure 
for Return and Recall.
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Late stage: Safe product delivery

In terms of product distribution, PharmaEssentia strictly controls the packing process and transportation process to ensure 
that the products are stored within the temperature range of 2°C to 8°C. Besides, we also ensure the maintenance of the 
cold storage equipment, so that all procedures are in line with GDP requirements. For our global layout and marketing 
strategies, in Europe, we out-licensed Besremi® to our strategic partner, AOP Orphan, for development and sales, and we 
also established cooperation with contracted filling and transportation companies to assist us to provide a stable supply of 
safe products to meet the needs of our European patients. In Taiwan, we established our own local sales and logistics team 
to strengthen our local supply chain.

Post-Marketing: Effective pharmacovigilance and recall mechanism

Pharmacovigilance refers to the safety monitoring mechanism(s) for large-scale and widespread use of drug after it is 
marketed, in aim to ensure the safety of patients’ medication. At present, the Company has entrusted contract research 
organizations (CROs) to establish pharmacovigilance mechanisms. Our headquarters has established a pharmacovigilance 
taskforce, responsible for integrating the clinical trial information of all subsidiaries, building a safety database to integrate 
patient safety-related information, and preparing and providing safety reports required by regulatory agencies. In the future, 
we will also establish product serial number management systems and drug recall policies and systems in line with the 
progress of drug launches in various countries. This is to ensure that the Company can immediately recall products and deal 
with related inventory due to manufacturing defects, product deterioration, counterfeit products, or any other serious product 
quality problems, within the time limit specified by the competent authority.

Patient education and care

In 2020, along obtaining the drug permit license for the Ropeginterferon alfa-2b 
(P1101) issued by the TFDA, PharmaEssentia will actively expand the Patient 
Assistant Program. For patients with myeloproliferative neoplasms (MPN), we 
will provide them with self-funded subsidies, plans, various health education 
platforms, materials and tools. We will also follow the pharmaceutical marketing 
ethics regulations of the International Research-Based Pharmaceutical 
Manufacturers Association (IRPMA) of the R.O.C, comply with ethical 
regulations and relevant drug and medical regulations, and ensure proper 
interaction with relevant organizations and associations.

Figure 25: MPN Advocacy Brochure 
2018. To find more information 
please refer to the online brochure .

In addition to providing health education for patients in Taiwan, PharmaEssentia 
also actively interacts with patients through different organizations around the 
world to understand their needs, and supports related R&D. For example, in 
the United States, PharmaEssentia provides long-term sponsorship for the 
MPN Advocacy and Education International, and MPN Research Foundation. 
MPN Advocacy and Education International provide the knowledge needed by 
patients or medical staff related to myeloproliferative neoplasms (MPN) through 
websites, educational seminars, and web conferences. The MPN Research 
Foundation promotes related research on myeloproliferative neoplasms 
(MPN) therapy and has established The MPNRF Interferon (IFN) Initiative since 
2017. Through this project, MPNRF brings together international hematology 
oncologists to conduct related research on interferon and myeloproliferative 
neoplasms (MPN) diseases, hoping to bring new discoveries to the treatment 
for MPN and apply them to the treatment for other cancers.

mpnadvocacy.com
ADVOCACY&EDUCATION
I N T E R N A T I O N A L
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