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Our entire supply chain includes from upstream raw material suppliers, out-
sourced manufacturing or distribution partners to downstream customers and 
users. The entire supply chain is required to comply with external laws and 
regulations and rigorous internal quality management system. It is regularly 
reviewed and evaluated for performance to reduce risks and to improve man-
agement continuously. Therefore, it is ensured that the drug supply chain man-
agement policy is implemented and that our drug supply meets the needs of 
our patients.

Taichung Plant passed  
the U.S. FDA’s plant inspection

4,000+
Comprehensive quality and safety  
management, standard operating  
procedures and various plans and reports.

54,168 hours of training
2,234 participants
Good Manufacturing Practice (GMP)  
for Medicinal Products training

Stable and safe 
transnational supply chain
Established a US market supply chain 
from filling injections, stable third-party 
logistics, to drug distribution

Top 3 sustainability management 
priorities for suppliers
Advocated to 177 suppliers

Pharmacovigilance
Set up real-time global reporting mechanism and adverse 
event reporting emails: Safety@pharmaessentia.com 
PharmaEssentia.drugsafety@labcorp.com

Second BESREMi® Periodic Safety Update Report (PSUR)
Regularly issues safety reports (PSUR/PBRER) in line 
with the requirements from competent authorities of various countries

100% for 3 consecutive years
All the vendors that required to sign 
quality agreements, internal assessments 
and on-site audits were completed.

Supply chain 
management

Product quality and 
safety management

Suppliers and 
Business PartnersPatients

Government 
and Competent 

Authorities

Relevant stakeholdersRelevant Material topics

Chapter 3:  Summary of 2021

Highlights Performance Highlights
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Stable and Safe Supply Chain Management Approach
 
PEC has established a legal and comprehensive global supply chain management mechanism in line with PIC/S Guide for Good Distribution Practice (GDP). More than 4,000 inter-
nal quality and safety management, standard operating procedures, and various plans and reports have been formulated to verify the compliance of operating processes and the 
accuracy and completeness of records and information. These help us to ensure the quality and safety of drugs from manufacturing output from our Taichung Plant to patient use, 
and to protect the drug use safety of all patients around the world.

 Internal Policy 
• Quality management policy
• Risk management policy
• Raw material management policy
• Storage and distribution policy
• Outsourced activities policy
• Product packaging and identification policy
• Supplier Management Policy

 External Guidelines 
• WHO Good Storage and Distribution Practices for Medical 

Products
• Strictly comply with legal and external GxP regulations for 

all phas

GRI   103-2~3

PharmaEssentia is committed to building a stable, safe and 
high-quality pharmaceutical supply chain, and is committed 
to improving the accessibility, affordability and availability of 
pharmaceutical products, and continuously enhancing the 
safety and stability of the overall supply chain and to reduce 
the supply chain disruptions from COVID-19.

 Personnel/operational input 
• Professional delegation of duties and execution of tasks to the responsible personnel:
• Continued on-the-job employee training
• Investments toward large-scale digitized projects (e.g., ERP system, drug traceability 

management software)
• Tasks related to negotiating costs, lead time and materials preparations, and notifications 

of change with suppliers in response to effects from COVID-19, leading to an extra 30% 
to 40% time investment

 
 Expense invested 
• Costs of raw materials, delivery materials and transportation

• The Supply Chain Management (SCM) under the headquar-
ters includes business units, purchasing units, production 
management units, logistics units, production and manu-
facturing units, QA units and SCM units of each subsidiary.

• Execution Center for Corporate Sustainability - Product 
Quality and Patient Safety Taskforce 

 2022 Short-term Goals 
• Meet the needs of drug users in time.
• Global economic activity will continue to be impacted by the COVID-19 pandemic in 

2022. All business units covered by the supply chain have adopted short-term feasible 
strategies to reduce the risk of supply chain disruptions, building on the experience 
gained in 2021.

 2023~2025 Mid-term Goals 
• Enhance customer satisfaction by improving delivery reliability and flexibility and plan for 

potential market demand.
• As the COVID-19 vaccines become more widely available, though the supply chain is 

unable to resume its past stability; however, the economy is expected to gradually recov-
er. After meeting the needs of drug for users, the next step is to improve the satisfaction 
of drug users. From the supply chain team's point of view, this level of satisfaction goes 
beyond quality issues and includes satisfaction in business activities, creating maximum 
benefits for both the Group and the patients.

Constructing a Comprehensive Supply Chain System3-1
Materiality Topic

Policies

Commitments

Responsibilities 

Goals & Targets

Resources 
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 Mechanism of Evaluation 
• "Supplier Management Practice Standards" and "Supplier Management Procedures"
• "Procurement Management Practice Standards" and "Procedure for Supplier Audit"
• "Corporate Social Responsibility Best Practice Principles"
• Drug safety notification system of the competent authorities of each country.
• Drug supply shortage notification system of competent authorities in various countries
• Drug complaint system established by PharmaEssentia
• Regular management meetings of PharmaEssentia and product quality review

 2021 Evaluation Result 
• After obtaining the drug license for BESREMi® in Taiwan in June 2020, the Company had 

continued to provide stable supply to patients.
• COVID-19 continued to rage in 2021 and severely disrupted the supply chain. Besides 

successfully negotiating with suppliers to control and reduce our costs, we also deployed 
secondary material sources and achieved stable partnership with our suppliers.

• The number of complaints from the hospitals and patients reported in 2021 was 0.
• Established sufficient stock inventory according to the number of drug users.
• The number of cases of product failure or safety concerns due to transportation and stor-

age activities in 2021 was 0.
• BESREMi® obtained regulatory marketing approvals from the U.S. And Korea in 2021, and 

we have begun to supply the drug to patients in the U.S. 

 2023~2025 Mid-term Goals 
• As PEC’s drug is launched in the U.S. Market and we continues to obtain regulatory mar-

keting approvals in different countries, we should anticipate the expected demand from 
each country early to plan and prepare for immediate and stable supply to potential mar-
kets, which will be an important mid-term goal for the supply chain team.

 2026 Long-term Goals 
• Optimize the internal process of the Group (e.g. value flow), integrate the needs of various 

subsidiaries/countries, and reasonably control, allocate, and manage the required resourc-
es to enhance effectiveness.

• As stated in the mid-term goal, because drugs will be successively marketed in different 
countries, due to their criticality and particularity, the competent authorities of various 
countries have formulated strict laws and regulations to regulate the inspection specifica-
tions, packaging labeling, and shelf life of drugs. The supply chain team is also committed 
to integrating these requirements to make the most efficient use of resources within the 
Group.

SASB   HC-BP-260a.1

• Inter-departmental distribution meetings held between the HQ and 
subsidiaries are used to integrate the drug’s commercial needs 
from clinical and external parties

• Confirm the production schedule with the supply side and the 
production side to mediate the supply and demand throughout the 
value chain

Goals & Targets

Evaluation of 
Management 

Approach

Integrating and planning 
drug supply and demand

• Taiwan HQ
• United States
• Japan

Global patients with rare diseases highly rely on pharmaceutical com-
panies for continuous supply of safe and reliable medicines to sus-
tain their lives and improve life quality. Therefore, the establishment 
of a comprehensive, stable, safe and high-quality pharmaceutical 
manufacturing and transnational supply chain is a mission cannot be 
ignored by all PharmaEssentia's employees and upstream, down-
stream supply chain partners.

• South Korea
• China
• Others
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Responsible purchasing 
and supplier management

High-quality manufacture
and production

Drug preservation and 
transnational logistics

Effective pharmacovigilance 
and recall mechanism

• Rigorously monitor the selection, 
evaluation and approval of suppli-
ers of raw materials, materials and 
instruments/equipment and prioritize 
the use of local suppliers.

• A safe inventory volume has been 
formulated to obtain real-time un-
derstanding on lead time of raw 
materials and we actively establish 
second source to reduce the risk of 
raw material disruptions

• Use three major supplier manage-
ment practices to communicate our 
sustainability philosophy and prac-
tices to our procurement partners, 
jointly build a stable procurement 
supply and ensure patients’ right to 
medication

• All production and delivery procedures 
cply with current regulations including 
GMP, ICH, EMA, FDA, and more than 
4,000 internal standard operating pro-
cedures.

• Quality, safety and product release are 
jointly managed and supervised by the 
QA and QC departments of the quality 
system to strictly control product safety.

• In the US, US subsidiary has formed 
an in-house marketing team and out-
sourced relevant processes to local 
injection preparation OEM Pyramid Lab-
oratories Inc. 

• In terms of logistics, we rigorously 
control packaging and transportation 
process as well as maintenance of re-
frigeration equipment. 

• In Taiwan, our in-house sales and logis-
tics teams are in charge of drug supply 
and marketing. 

• Outsourced injection preparations and 
transportation partners have been set 
up for the U.S. market. After Pyramid 
Laboratories Inc. completes injection 
preparations, the drugs are dispatched 
to third-party logistics company Cardi-
nal Health for warehousing and trans-
portation to dedicated distributors and 
specialty pharmacies, and from there 
the drugs are delivered to the patients.

• CRO will formulate a pharmacovigilance system, 
and Taiwan HQ has also established a pharma-
covigilance team responsible for coordinating 
the information of ongoing clinical trial information 
from all subsidiaries.

• Build a drug safety database to integrate drug 
safety-related information, and preparing and 
providing safety reports required by regulatory 
agencies on a regular basis.

• A product serial number tracking management 
system and a drug recall policy and system have 
been formulated to ensure that when a product 
quality problem occurs, the product can be 
recalled and the related inventory disposed of 
within the time limit regulated by the competent 
authorities.

 PEC headquarters’ adverse reaction 
reporting mailbox 

 Safety@pharmaessentia.com 
 PEC headquarters’ adverse reaction 
reporting mailbox 

 PharmaEssentia.drugsafety@labcorp.com

 Drug safety reporting hotline from Taiwan
 0800-818-886 

 Dedicated reporting and management 
center for the U.S. market

 PEC U.S.Call Center (800) 999-2449Statement to Supplier
Sustainability

Third-party logistics

Dedicated 
distributors and 
specialty 
pharmacies

DS Manufacturing
Plant

Injection 
preparations

Raw material, 
input, and 
equipment 
procurement

mailto:Safety%40pharmaessentia.com?subject=
mailto:PharmaEssentia.drugsafety%40labcorp.com?subject=


67

Preamble  Innovation Business Ethics, Integrity,
and Compliance

Access to Healthcare and 
Medicine Pricing

Product Quality 
and Patient Safety

Human Capital
Management AppendixEnvironmental

Impacts

            Sustainability Declaration: Suppliers / Contractors Co-prosperity  

PEC continuously conveys formal or informal sustainability proclamation to supplier partners in order to create positive long-term impact. Procurement and other relevant depart-
ments began to draft “Supplier Code of Conduct” to advocate and to urge for signature of acknowledgement. We carried out PEC CSR Report advocacy to 177 suppliers in 2021. 
We are now in the progress of completing the amendments to “Supplier Code of Conduct” and revising the “Supplier Management Operating Principles”. We are about to proceed 
signing these documents with our suppliers since 2023. We expect to grow and prosper with all partners throughout our supply chain, and to be committed to corporate social re-
sponsibility.

To work with our supplier partners for mutual benefit and prosperity, our plan is:
•	Declaration: To convey the corporate sustainability philosophy and  

practices of PharmaEssentia.
•	Action 1: Promote the "Code of Conduct for Suppliers."
•	Action 2: Sign the "Code of Conduct for Suppliers."

In order to ensure stable supply, our approach is:
•	Identify critical material.
•	Screen out candidate raw materials.
•	Quality confirmation, experimental confirmation.
•	Manufacturing trial mass production
•	QA monitoring and regulatory compliance.

Sustainability 
Proclamation

Improved
Management

Building
Substitutional

Resources

Accountable Supplier Management3-2

3 Key Points to Strengthen Supplier Sustainability Management

In the face of a changing world, our strategy to enhance our 
management and response capabilities is:
• Information mastery.
• Enhance supplier management capabilities.
• Strengthen the interaction with suppliers.

Impacts of COVID-19 to the upstream sup-
pliers of global enterprises continued to 
spread throughout the world. PEC contin-
ues to uphold our philosophy for co-pros-
perity with suppliers, and we collaborate 
and realize our vision for sustainability with 
suppliers and contractors to create stable 
long-term value for pharmaceutical industry 
and patients.
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            Establishment of Alternative Sources
We conducted a comprehensive survey of raw materials and determined the priority 
of materials to be introduced into secondary sources in accordance with our internal 
standard operating procedures. For materials with immediate risk of input disruption, 
we have established secondary sources, and for materials with potential risk of input 
disruption, we will reduce such risk by increasing the inventory of relevant materials to 
safety stock levels.

Review of raw materials that need to be established as an 
alternative source, the basis for judgment is:
•	The manufacturer informed that the production is about to 

be suspended.
•	Compliance requirements.
•	Conduct material risk assessment and evaluate the 

material criticality according to the procedure of "Material 
Criticality Assessment."

The process development is verified by the process devel-
opment experiment and the trial production is carried out. 
The tested raw materials will then enter the GMP control pro-
cedures (e.g. supplier evaluation, specification inspection 
and method establishment, etc.), and after completing the 
relevant procedures, they will enter the reserve list.

All test data and documentation are continuously monitored 
by QA at each stage of alternative source development to 
ensure that the overall process is fully compliant with regula-
tory standards.

Perform quality confirmation.

            Strengthen Supply Chain Management and Resilience
To prevent the impacts of COVID-19 on the supply chain, PEC continues to enhance 
supply chain management and our response capacity by maintaining a safe inventory 
volume and to establish alternative sources of raw materials. By obtaining a balance 
between cost consideration, long-term raw material preparations and through quick 
response, we can actively reduce the risk of input disruption from the inability to ob-
tain timely and stable supply.

1

4

5

6

7

3

2

Timely grasp of factors that may affect the supply chain 
(disease, climate change, natural disasters, etc.).

Update the lead time of raw material procurement from 
suppliers.

Enhance safety stocks and monitor changes in demand 
at customer front-end medical facilities and patients.

Investigating the situation of pandemic in the countries 
producing raw materials, and evaluating the risk and 
possibility of material breakage.

Actively establishing a second source of raw materials 
to reduce the risk of supply chain disruption.

Strengthen the contact and interaction with suppliers, 
grasp the changes of suppliers in real time, and continu-
ously monitor the information related to material delivery 
to ensure the overall information of transportation and 
logistics in a timely manner.

Enhance supplier management capabilities.
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Management Process of Supplier/Contractor   GRI   102-9  GRI   204-1  SASB   HC-BP-430a.1

PEC ensures that our suppliers and their raw materials and equipment provisions meet our quality, 
lead time, and Good Manufacturing Practice (GMP) regulations through the “Supplier Management 
Practice Standards" and "Supplier Management Procedures” formulated by the QA department. 
These documents serve as the approved standards and contents of suppliers’ and contractors’ 
verification procedure and job description. By rigorous monitoring procedures, we can closely su-
pervise the selection, evaluation, and approval of suppliers of raw materials, materials, instruments 
and equipment. Furthermore, the Company requires suppliers to sign a “Quality Agreement,” which 
clearly sets out the Company’s rights and responsibilities for quality and technology-related issues, to 
ensure that both parties have a consensus on the requirements of products and quality. All suppliers 
that required to sign the quality agreement have signed the agreement. The ratio of local suppliers 
continued to increase to 95.3% in 2021, while the ratio of procurement from local suppliers has been 
increased to 79.4%.

100% of the Suppliers Signed Quality Agreements
All the Suppliers Required Signing have Completed

Note 1:  The scope of information disclosure for 2019 and 2020 only includes PEC headquarters.
Note 2:  The scope of information disclosure includes PEC headquarters and Panco Healthcare.

2019 2019

100%

0%

25%

50%

75%

2020 20202021 2021

91.6%

67.0%

94.5%

75.3%

95.3%

79.4%

  2019
  2020
  2021

Percentage of local manufactures Percentage of local manufactures purchase amount

		PEC supplier management operating process at the Taiwan headquarters

		Supplier management operating process at Panco Healthcare

Suspend
procurement

Assessment of new suppliers

Transactions with qualified suppliers

Development of new suppliers

Supplier correction plan

Annual assessment

N

N

N

Y

Y

Y

Suppliers qualification

Development of new suppliers

Assessment of new suppliers

Supplier audits and qualification

Qualified supplier

Improvement 
completed

Development of new suppliers

Unqualified supplier

Procurement Deficiency improvement for 3 month

Improvement 
incomplete
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		2021 statistics of procurement and number of supplier of PEC headquarters and Panco Healthcare

Note:  Local supplier refers to vendors who provide products and services within Taiwan. This includes production, manufacturing, and licensed agency in Taiwan.

Procurement category
Local Taiwanese suppliers* Non-local Taiwanese suppliers

Percentage of amount 
of local consumption Number of suppliers Percentage of number

of suppliers
Percentage of amount of 
non-local consumption Number of suppliers Percentage of number 

of suppliers

Raw materials 100.0% 7 100.0% 0.0% 0 0.0%
Packaging materials 100.0% 5 100.0% 0.0% 0 0.0%
Consumables 100.0% 72 98.6% 0.9% 1 1.4%
Agents 99.1% 15 88.2% 1.4% 2 11.8%
Instruments/ equipment 91.7% 90 98.9% 8.3% 1 1.1%
Contracted services/ 
manufacture

37.0% 94 89.5% 63.0% 11 10.5%

Engineering construction 100.0% 15 100.0% 0.0% 0 0.0%
Drugs 100.0% 7 100.0% 0.0% 0 0.0%
Total 79.4% 305 95.3% 20.6% 15 4.7%

Selection and Assessment of New Suppliers/Contractors

The selection and assessment of new suppliers/contractors are based on 3 major indicators covering the as-
pects such as quality system, technical capabilities, delivery time, service and management. All potential new 
suppliers/contractors who intend to transact with PEC are required to be evaluated by the relevant requesting 
departments, QA department and procurement unit according to the “Supplier Management Practice Stan-
dards" and "Supplier Management Procedures” before initial procurement could be achieved. In 2021, there 
were 77 new suppliers. 45 of them are local suppliers, accounting for 58.4% of all suppliers.

58% +
Of the 77 new suppliers, 45 of them are local suppliers,
 accounting for 58.4% of all suppliers.

Quality 
System

3 major indicators
for mew suppliers / 

contractors

Service and 
Support

Capabilities
Technical 

Skills
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Management Strategy of Supplier/Contractor
To improve the efficiency of supplier management, PharmaEssentia classifies materials or services purchased from suppliers into four categories, including "strategic," "critical," 
"leveraged" and "general," based on their respective risk and purchase amount. Subsequently, corresponding management strategies are drawn up according to the market char-
acteristics and product attributes of each type of material or service.

Critical
materials

General 
materials

Strategic 
materials

Leverage 
materials

Most are protected by patents or have 
unique product traits (ratio of using single 
material source is high)

Easy substitution for manufacturers, low 
transaction risk and amount.

Suppliers have unique technologies and cannot be easily 
replaced

There are several alternative manufacturers to choose from. 
Change of material is less likely to cause significant impact on 
the experiment/process.

•	Ensuring the stability of the source of supply.
•	Maintaining good interaction with suppliers and 

make good use of service information provided by 
suppliers.
•	Looking for new suppliers and second source

Management strategies

•	Carrying out routine procurement, following and 
maintaining the required procurement procedures.
•	Centralizing order quantity and frequency. 

•	Strategic alliance: Substantially strengthening the alliance with suppli-
ers, mutual benefit and mutual prosperity.
•	Maintaining good interaction with suppliers and establish good coop-

erative relations.
•	Evaluate overall costs: Including performance in terms of services, 

quality, and timeliness
•	The signing of the contract ensures the service quality and content.
•	Self-manufacture and self-production.

•	For routine materials, suppliers are requested to prepare inventory for 
timely delivery.
•	Integrating procurement items and the needs of various departments.
•	Price and cost control, active price inquiry and comparison.

 Local Taiwanese suppliers       Non-local Taiwanese suppliers

 65 suppliers    7 suppliers

 83 suppliers    1 suppliers  143 suppliers    2 suppliers

 14 suppliers    5 suppliers
Management strategies

Management strategies Management strategies
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Low                                                                                                             Procurement amount                                                                                              Highly significant    
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Annual Assessment of Suppliers / Contractors  SASB   HC-BP-430a.1

186 suppliers
Suppliers under internal assessment in 2021

16 suppliers
Suppliers underwent on-site audit in 2021

100% for 3 consecutive years
Completed 100% of internal audits

100% for 3 consecutive years
100% completion of on-site audits

PharmaEssentia conducts supplier and contractor assessments annually in line with the “Supplier Audit Procedures” to 
ensure the quality of suppliers’ products and services. The assessments are executed via internal assessment and on-
site audit. If there is a high risk, we will increase the frequency of re-examination and take actions for improvement. If 
there are major deficiencies, the procurement will be suspended immediately.

Of the 16 suppliers that require on-site audit in 2021, on-site audit could not be completed for certain foreign suppliers 
due to COVID-19. Alternatively, assessment was conducted via questionnaires and document review. On-site audit was 
completed for all other suppliers in line with the “Supplier Audit Procedures”. To conclude the audit results in 2021, 186 
companies that required to perform internal assessment and 16 companies that required to perform on-site audits have 
all completed the assessment and on-site audits. No high-risk supplier was identified.

		List of 2021 assessment of suppliers/contractors of PEC headquarters and Panco Healthcare

Types of assessment 

	Stage	of	value	chain	

Internal	assessment	(Note) On-site	audit

Number	of	suppliers
to	be	assessed

Actual	number	of	
suppliers	assessed

Number	of	suppliers
to	be	audited

Actual	number	of	
suppliers	audited

R&D of new drugs 99 99 0 0

Pre-clinical trial 0 0 0 0

Clinical trial 3 3 2 2

Manufacture and production 76 76 13 13

Regulatory marketing approval 
application 

2 2 0 0

Marketing and sales 6 6 1 1

Total 186 186 16 16

Note:  Suppliers assessed are those who have business dealings with the Company from July 1, 2020, to June 30, 2021. If the supplier 
reached Level A or B in the internal assessment in the previous year, it might be exempted from the evaluation for the current year.
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Management Approach of Drug Quality and Safety 
 
Throughout PEC’s value chain, from R&D, clinical trials, commercial mass production, to patients’ use, we use standardized operating procedures, comprehensive quality manage-
ment and complete product traceability systems, ensuring the safety, effectiveness, and quality of the drugs used by patients.

 Internal Policy 
• In terms of quality management, the “Quality Handbook” has been formu-

lated internally along with approximately 20+ relevant policies that comply 
with international standards, such as the "Quality Management Policy," 
"Raw Material Management Policy," "Production and In-Process Control Pol-
icy," "Quality Assurance Policy”, and the “Complaint and Recall Policy" etc.

• Pharmacovigilance Policy
• Standard operating procedures for drug safety, functions, and training
• Standard operating procedures for post-listing safety data collection

 External Guidelines 
• We comply with regulations formulated by local competent authorities, 

including the European Pharmacopoeia, United States Pharmacopeia, 
Guidance from the U.S. FDA, international standards related to GxP, and 
various laws including the Medical Care Act, Pharmaceutical Affairs Act, 
Detailed Implementations of the Pharmacist Act, Regulations for Drug Safe-
ty Monitoring, and Regulations for Reporting Serious Adverse Reactions of 
Medicaments.

SASB   HC-BP-250a.1~a.5GRI   103-2~3

• As we obtain more and more regulatory marketing approvals from various 
countries, we commit to comply with the relevant regulations from local 
competent authorities to meet the local standards of sales of medicaments.  

• The concept of "quality first and patient safety" is deeply rooted in the day-
to-day operations and the lives of all PEC employees, allowing us to prior-
itize quality and safety to implement drug risk management and to ensure 
the safety of patients’ drug use.

 Personnel/operational resources 
• A pharmacovigilance functional group (3 persons from Medical Re-

search department) has been set up at the Taiwan headquarters to be 
in charge of pharmacovigilance and management tasks.

• To meet the relevant laws and regulations on pharmacovigilance and 
reporting from marketed countries or regions, PEC has set up dedicated 
physicians or pharmacovigilance personnel to be in charge of relevant 
tasks at our Taiwan headquarters and subsidiaries in the U.S., China, 
Japan, Korea, Hong Kong, and Singapore.

• Presently, PEC has already commissioned a pharmacovigilance CRO to 
form a project team to manage and maintain the safety information da-
tabase of PEC’s BESREMi®, the collection and exchange of drug safety 
information, and reporting to legal competent authorities.

 Expense invested 
• In 2021, we invested over NT$10 million for pharmacovigilance related 

tasks around the world.

• Doctors and pharmacovigilance personnel, and pharmacovigilance QA 
personnel from Taiwan headquarters, and subsidiaries in U.S., China, 
Japan, Korea, Hong Kong, and Singapore. 

• QA department and QC department in headquarters are responsible 
for the quality of commercially available drugs and clinical drugs, while 
clinical trial QA and pharmacovigilance functional group are also in-
volved in this process.

• Execution Center for Corporate Sustainability - Product Quality and Pa-
tient Safety Taskforce 

Ensuring the Quality and Safety of Drugs3-3
Materiality Topic

Policies

Commitments

Responsibilities 

Resources 
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 Mechanism of Evaluation 
• Post-marketing pharmacovigilance will be conducted by 

Contract Research Organization (CRO) and physicians 
designated by PEC. 

• Physicians or dedicated pharmacovigilance personnel 
at the headquarters and subsidiaries will be in charge of 
their local pharmacovigilance tasks.

• Internal audits: audits by QA department or commis-
sioned by a third party. 

• External audits: Drug safety inspection from both local 
and foreign competent authorities

• Evaluate the operations of immediate reporting mecha-
nisms:
	Ѳ PEC Taiwan headquarters’ adverse reaction reporting 
mailbox:  
Safety@pharmaessentia.com
	ѲCRO adverse reaction reporting mailbox:  
PharmaEssentia.drugsafety@labcorp.com

• Evaluate the operations of the drug safety reporting hot-
line (in Taiwan, the U.S., Korea, and Japan).

• Regularly monitor the status of submitting Periodic Safety 
Update Reports (PSUR) or post-marketing product safety 
reports to the U.S. FDA, the EU EMA, TFDA in Taiwan, 
PMDA in Japan, and MFDS in Korea.

 2022 Short-term Goals 
• Amend PEC’s standard operating procedures related to pharmacovigilance in line with 

regulatory updates and actual operating needs.
• Draw up a drug safety monitoring plan.
• Reach 100% completion rate of pharmacovigilance training for new employees.
• Update and maintain drug safety database (Argus) and provide accelerated and periodic 

reports on pharmacovigilance.
• Reach 100% execution rate on timely drug safety information reporting from the head-

quarters. Reach 100% execution rate on timely drug safety information reporting across all 
subsidiaries.

• Continue to collect drug safety information from academic publications and continue to 
identify and analyze drugs and adverse reactions, as well as to complete safety signal 
monitoring reports on a regular basis.

• Set up QA personnel at the headquarters to be in charge of quality assurance and audit-
ing activities of procedures and documents related to pharmacovigilance.

• Obtain regulatory marketing approval from Japan by passing the PMDA inspection; also 
aim to pass inspection from competent authority in Turkey.

• Complete deployment of all processes from the quality management system (QMS).
• Evaluate the deployment of electronic equipment management system.

 2023~2025 Mid-term Goals 
• Continue to update or amend PEC’s standard operating procedures related to pharma-

covigilance. Standard operating procedures related to localized pharmacovigilance will 
be formulated by respective subsidiary.

• Continue to amend the drug safety monitoring plan.
• Continue to optimize the drug safety database (Argus), and to update the database based 

on actual practices.
• Continue to require submission of pharmacovigilance reports in line with requirements 

from the competent authority. Reach 100% execution rate on timely drug safety informa-
tion reporting at the headquarters and across all subsidiaries.

• Continue to collect safety information from post-marketing safety reports or academic lit-
erature, and to reach 100% implementation rate on identifying and analyzing drugs and 
adverse reactions.

• Introduce 1 to 2 additional staff to the pharmacovigilance personnel at the headquarters, 
and continue to organize pharmacovigilance training for all new employees and all mem-
bers of PEC.

• Pass the regular drug good practice inspections for every 2~3 years performed by the 
EMA, TFDA and FDA. The estimated inspection will be carried out in the following sched-
ule:
	Ѳ 2022: EMA
	Ѳ 2023: TFDA and FDA

 2026 Long-term Goals 
• Continuously review the drug safety monitoring manage-

ment standards and drug safety monitoring standard 
operating procedures and update or revise the content 
according to the actual situation.

• Coordinate IT and relevant personnel to develop a drug 
safety database autonomously managed by PEC.

• Continue to develop the pharmacovigilance team and to 
train new pharmacovigilance staff at the headquarters, as 
well as to acquire in-house execution and management 
over global safety data collection, analysis, and reporting. 

• Pass the regular inspection by the competent authority of 
the country where PEC has obtained the drug certificate.

Goals & Targets

Goals & Targets

Evaluation of 
Management 

Approach
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 2021 Evaluation Result 
• Post-marketing safety monitoring: announce immediate reports and 

maintain the normal operations of our immediate reporting mechanism 
in line with regulations from competent authorities.

• Periodic Safety Update Report (PSUR) We regularly submit the Devel-
opment Safety Update Report (DSUR) and the Periodic Safety Update 
Report (PSUR) to the competent authorities of respective country.

• No competent authority on drug safety has conducted inspections 
related to pharmacovigilance in 2021.

• All plants passed TFDA’s routine Good Manufacturing Practice (GMP) 
and Good Distribution Practice (GDP) inspections.

• All plants passed MFDS’s GMP audit certification in 2021, and regula-
tory marketing approval has been obtained. 

• Our API manufacturing plant passed the U.S. FDA’s pre-license GMP 
plant inspection in 2021, and regulatory marketing approval has been 
obtained.

• No critical violation of relevant GxP laws and regulations have been 
found in external official inspections.

• Results of internal quality audit: A total of 12 internal audits were car-
ried out in 2021, and 43 minor deficiencies were found. No critical or 
major deficiency was found, and improvement and preventive plans 
have been drawn up for all 43 minor deficiencies within the deadline.

• No product-quality incident that required reporting to the competent 
authority has occurred. 

PEC's Taichung Plant has a detailed orga-
nization and operation chart. It is equipped 
with sufficient and experienced qualified 
personnel, and the QA and QC departments 
of the quality system are responsible for the 
management and supervision of the manufac-
turing process. The Company has the internal 
“Quality Handbook” and over 4,000 related 
standard operating procedure specifications, 
and plans and reports, to ensure the quality 
and safety of products.

Maintenance of Manufacturing Quality 
To ensure that the quality inspection of the environment, raw materials, intermediate 
products, APIs and finished products of the PharmaEssentia's Taichung Plant are in 
compliance with Good Manufacturing Practice (GMP) requirements, PEC has estab-
lished the "Manufacturing and Process Control Procedures" to standardize process con-
trol, monitor labeling, inspect and control basic operation procedures. The QA depart-
ment has implemented layers of controls prior to manufacturing, as well as formulated 
the “Cross-Contamination Prevention Management Procedures” to oversee the basic 
operation procedures at the manufacturing areas to reduce the risk of cross-contamination.

4000+
Comprehensive quality 
related standard operating 
procedures and various 
plans and reports

Monitoring Environmental Quality 
The QC department is in charge of environmental quality 
monitoring, as well as the quality inspection of the cleanli-
ness of raw materials, intermediate products, active pharma-
ceutical ingredients (APIs), products, and production equip-
ment. PEC has formulated the "Environmental Monitoring 
Program Standards," " Water System Monitoring Standards" 
and "Microbiological Identification and Statistics Standards," 
etc., to ensure effective monitoring of environmental micro-
organisms, and timely response measures to greatly reduce 
the risk of microbial contamination of products. We also con-
duct trend analysis based on the results from environmental 
quality monitoring and meet annually to discuss the analysis 
report. Results of the 2021 monitoring trend report on the 
production environment (air conditioning), water system, 
compressed air and biosafety operation cabinet show that 
all systems meet their respective design requirement and 
comply with laws and regulations.

Monitoring personnel perform water system monitoring and sam-
pling, using different fittings according to different water quality 
sampling points.

Evaluation of 
Management 

Approach

Comprehensive Quality and Safety Operation Management and 
Operation Process Guidelines
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Management and Assessment of Quality, Safety and Risk  GRI   102-15

Quality risk management is implemented throughout the product’s life cycle. PEC’s 
Taichung Plant has formulated the “Quality Risk Management Procedures” in line with 
ICH Q9. Protect patients’ health and effectively control and reduce the risk of patients’ 
drug use through practicing good manufacturing quality risk management. 

Risk Assessment and Maintenance of Clinical Trial Quality 
The risk assessment of clinical trials is performed by contract research organizations 
(CROs). In line with regulations from our internal operating procedures, internal and 
external training regarding trial product safety is held before and during the clinical 
trial, as well as implementing quality assurance and quality management in clinical 
trials. Going forward, PEC plans to formulate reasonable drug safety risk assessment 
SOP that complies with relevant laws and regulations, and to have internal dedicated 
clinical trial QA staff conduct inspections based on the SOP.

Before clinical trial:
Assessing the degree of risk that may be encountered during 
the trial process according to the characteristics of the trial drug 
and the difference in the trial design.

Key points
in evaluation

Specific “Monitoring Plan” and “Audit Plan” are developed to 
perform QA and QC activities based on the levels of risk. Ensure 
that the rights and welfare of the subjects are protected and that 
the clinical trial is conducted and the data generated, recorded 
and reported in compliance with the trial plan, GCP and related 
regulatory requirements.

Implementation
Process

Quality Assurance (QA)
activities

Include an independent audit 
system where problems iden-
tified are properly evaluated 
and tracked, and CAPA is de-
veloped.

Quality Control (QC)
activities

Include monitoring and as-
sisting in monitoring tasks

Initiating the Quality Risk Management Process

Quality risk management process outputs/results

Identification

Reduction

Issues reviewal

Analysis

Acceptance

Evaluation

Risk com
m

unication

Risk m
anagem

ent tools

		Flow chart for quality risk management
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Risk Management of Manufacturing Quality 
PEC’s Taichung Plant has formulated the “Quality Risk Management Pro-
cedures” in line with ICH Q9. To reduce the risk of quality hazards when 
operating  equipment, the “Equipment Risk Evaluation Procedures” has also 
been formulated in line with the regulations on instruments and equipment 
from the U.S. Pharmacopeia (USP), and conducts categorized risk manage-
ment accordingly. And the Company has introduced risk management to 
control the production process, environmental control, material supply and 
other matters to minimize quality hazards. Besides inspecting the risk issues 
within the plant via inter-departmental risk assessment team meetings, PEC 
also meets with global subsidiaries via video conference to coordinate infor-
mation on quality risk in order to manage and follow-up.

6 sessions

Risk assessment team 
meetings in 2021

57 attendees

Attendees of the risk assessment 
team meetings in 2021

5 subsidiaries

Participated by Taiwan headquarters and 
subsidiaries including the U.S., Japan, 
Korean, Beijing, and Panco Healthcare

8 departments

Inter-departmental participation from Procure-
ment, Supply Chain, QA, QC, Injection plant, 
Factory Affairs, Manufacturing, and R&D, etc.

Product Quality Assessment and Continuous Improvement
PEC inspects the validity of the quality management system and GMP compliance through 
routine internal audits and external audits. PEC has formulated the “Product Quality Review 
Procedures” and regularly performs product quality evaluation to ensure that the existing man-
ufacturing process and the materials used can consistently produce products that meet our 
quality requirements. We convene quarterly product quality review meetings to improve quality 
incidents. Based on the severity of the incident, corrective and preventive actions (CAPA) will 
also be implemented to ensure the stability and consistency of product manufacturing process 
and product quality, which will be used as the basis for process improvement and optimiza-
tion. Moreover, to provide sufficient drug supply to meet the demand in the U.S. Market, control 
points have also been added to the process and certain specifications of microorganisms have 
been tightened accordingly.

All departments within the Taichung plant will receive at least 1 internal quality audit each year. 
A total of 12 internal audits were carried out in 2021, and 43 minor deficiencies were found. No 
critical or major deficiency was found, and improvement and preventive plans have been drawn 
up for all 43 minor deficiencies within the deadline. In addition, the logistics center of subsidiary 
Panco Healthcare is also compliant with Taiwan’s Good Distribution Practice (GDP) standard 
and its quality operations have been included in the Group’s quality management system. A to-
tal of 11 minor quality system deviations were found during the internal quality audit in 2021, and 
all deficiencies have been properly handled.

Internal audits External audits

• Conducting internal audits at 
least once every month

• Each department undergo inter-
nal audits at least once a year

• For non-conformities in the audit, 
a CAPA plan must be proposed 
and related tasks completed with-
in the corresponding prescribed 
date according to the level of de-
ficiencies.

• Undergoing governmental 
GMP inspection every 
2-3 years.

• The first protein biop-
harmaceutical factory 
in Taiwan to obtain EMA 
certification.

• The short-, medium- and 
long-term goal is to pass the 
regular GMP inspections.
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GMP/GDP Quality Training at the Production Plant
Through providing annual training courses, we instill the philosophy of quality man-
agement into the day-to-day operations of all relevant personnel. In addition to inter-
nal training, PharmaEssentia also appoints colleagues to participate in external train-
ings sponsored by related domestic and foreign academics/associations, and hires 
senior foreign consultants to visit the factory every year to update the knowledge of 
GMP or laws and regulations.

Training topic Sessions Participants Training hours

GMP training in 2021 10 789 7,890

Regulation, manufacturing or new 
employee quality-related GMP training 28 503 14,084

Prevention and correction training 68 928 31,552

External training 13 14 1,092

Total 119 2,234 54,618

Audit/Inspection/
Verification Date

Audit/Inspection/
Verification
Department

Audit/Inspection/Verification
Process, 

Key Observation Items

Audit/Inspection/
Verification

Results

2021/04/07~
2021/04/09 TFDA

Routine GMP/GDP Inspection for 
active pharmaceutical ingredi-
ents (APIs) and Biological med-
ical product (injection fluids)

Extended GMP 
certification

2021/09/20~
2021/09/28 U.S. FDA Pre-License Inspection for active 

pharmaceutical ingredients (APIs)
Obtained GMP 
certification

2021/1~
2021/12 Internal audits A total of 12 internal audits 

were carried out in 2021 Completed all

		Statistics on Good Manufacturing Practice for Medicinal Products (GMP) Training in 2021

		2021 Quality Audit / Factory Inspection / Relevant Verification Records

Advanced and High Standard Plant Equipment
The three main facilities of PharmaEssentia Taichung Plant: Polyethylene Glycol 
(PEG) production factory, Drug Substance (DS) manufacturing plant, and sterile 
agent filling plant. Our Taichung Plant is the first biopharmaceutical plant in Tai-
wan to pass the EU's EMA inspection and obtain Good Manufacturing Practice 
(GMP) certification. The sterile agent filling plant also obtained GMP and GDP cer-
tification from TFDA in April 2020, and passed MFDS GMP audit in January 2021 
and U.S. FDA plant audit in September 2021. In addition to external inspections, 
PharmaEssentia's Taichung Plant also completed 12 internal audits in 2021, with 
investment of approximately NT$20 million toward repair and maintenance as well 
as acquisition of new equipment to ensure the high quality of drug manufacturing 
process. 

Excellent Manufacturing and Production3-4

The U.S. FDA conducted on-site audit at Taichung Plant in 2021
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Passed EU EMA plant inspection 
(certification extended)

Passed MFDS audit
 (new)

Sterile Preparation Filling Plant 
passed TFDA plant audit 
(certification extended)

Passed the U.S. FDA onsite audit
 (new)

DS Manufacturing Plant

PEG Production 
Factory

Sterile Agent 
Filling Plant

H
H

n

O
O

Three Main Facilities of PharmaEssentia Manufacturing Process with International Standards
Our product, Ropeginterferon alfa-2b (P1101), is manufactured in four major steps. API is manufactured first, fol-
lowed by the filling and packaging process. All steps strictly comply with GMP regulations and international stan-
dards of quality management and standard operating procedures.

The Taichung plant's emergency response mechanism is implemented in accordance with the "Emergency Re-
sponse Management Standards for Plant Facilities." When incidents that may cause harm to the factory due to natu-
ral disasters and equipment abnormalities occur, they can be handled correctly and effectively to ensure the normal 
operation of the equipment and all personnel can operate in a safe and secure working environment.

Fermentation process and cellular treatme Extraction and purification of 
Pro-IFN alfa-2b (P1040)

PEG chemical modification

Purification of Ropeginterferon alfa-2b(P1101)

•	Manufacture 
interferon

• Remove impurities through purification process

•	Chemical reaction between 
PEG and interferon creates 
the intermediate product 
of Ropeginterferon alfa-2b 
(P1101)

• Produce Ropeginterferon alfa-2b(P1101) API and 
enter into injection preparation and packaging 
process

Fermentation tank
Purification

system

PEG & PEGylation systemProtein purification process

1 2

3

4
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Improvement of the Next Generation Manufacturing Process
In addition to maintaining the process and product quality with high-quality equipment, professional 
personnel, internal and external inspections, and other mechanisms, we also continuously optimize 
and improve the process to reduce manufacturing process risks and improve its success rate.

Outsourcing Manufacturing Management

Due to different market needs, on top of undertaking filling and packaging operations at our Taichung 
Aseptic Preparation Filling Plant, we also outsource the filling and packaging procedures to American 
and German CMO plants in order to supply to the local patients. To ensure that the operations per-
formed at the outsourced production sites comply with the GMP specifications and PEC’s standards, 
all CMO plants are verified by our suppliers. And they may only begin the outsourced filling and 
packaging operation after they have been determined to be qualified vendors by our QA department. 
Regarding CMO supplier management, in addition to the initial supplier evaluation mechanism, we 
also regularly monitor the service quality of such suppliers to maintain conformity to the highest qual-
ity requirements. Pyramid Laboratories Inc., a US injection filling CMO, has successfully passed the 
FDA inspection in early 2021 with no critical or major deficiency. 

Manufacturing Processes Improvement Objectives Results and Benefits

Fermentation Increase yield of E. 
coli production.

Feeding into the fermentation tank after 
pre-cultivation increase the time efficiency 
by 23% and yield by around 5.2%.

Purification Reduce the risk of 
process contamination.

Changed the process from "open oper-
ation" to "closed operation" to improve 
process stability and increase process 
success rate.

The Highest Quality Aseptic Filling and 
Packaging Process

After Ropeginterferon alfa-2b (P1101) goes through the aforementioned 
4 steps, the filling and packaging operations are carried out based on 
market demand. The Company’s injection filling and packaging opera-
tions can be divided into 3 stages: dispensing and sterile filtration, ster-
ile filling, and labeling and packaging. As products that have not been 
fully sterilized could cause serious harm to patient health, we rigorously 
implement aseptic operations in our drug production processes. 

1. Dispensing and aseptic filtration

The high-concentration API Ropeginterfer-
on alfa-2b (P1101) is adjusted and diluted, 
and the sterile is filtered before filling

2. Aseptic filling

Filling with fully automatic prefilled syringe. 
Filled products are put into storage after 
performing 100% appearance inspections.

3. Labeling and packaging

Placing the label on the pre-filled syringe, 
and placing the relevant package inserts, 
plungers, finger flanges, and needles to-
gether into the box.

PharmaEssentia's US injection filling CMO 
Passed FDA inspection
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Product inbound and storage operation flow

Inventory Shipping and Sales Operation System
PEC has formulated an internal "Storage and Transportation Poli-
cy" to establish storage and transportation procedures to ensure 
that all raw materials, intermediate products, and products are 
stored in a good storage environment and management. In addi-
tion, we have established the "Product Distribution Management 
Procedures" to establish the distribution procedures and tracking 
mechanism in compliance with PIC/S Good Distribution Practice 
(GDP) requirements. The aforesaid procedures also specify that 
the product-receiving units, including the outsourced filling and 
packaging suppliers, medical institutions or distributors, are re-
quired to pass our evaluation processes. Furthermore, we have 
established the "Import, Export and Transportation Management 
Procedures" to establish the procedures for import, export and 
transportation so that the goods can be delivered to the desig-
nated destinations in a compliant, fast and safe manner to pro-
tect the drug use safety of the patients.

The logistics center of subsidiary Panco Healthcare also meets 
the Good Distribution Practice (GDP) requirements, and is most-
ly involved in facilitating the Group’s product launch and clinical 
drug supply. To ensure the management over drug distribution 
chain in order to maintain the quality and completeness of drugs 
when the users receive them, more than 60 standards have been 
formulated to regulate various processes from logistics manage-
ment, warehousing management, processing and labeling, to 
the quality management of each operating process. A wireless 
centralized temperature and humidity monitoring system has 
been established in 2021 to enhance the environmental quality of 
product storage. Meanwhile, we also upgraded our information 
management hardware and software and built a machine room. 
Additionally, the documents and information are not only stored 
locally, but offsite backup has also been established to ensure 
the safety and completeness of the information.

Warehousing Management
Regarding the storage management of intermediate products, API and drugs, the “Standard Operating Pro-
cedure for Warehousing and Storage Management” has been formulated to ensure product quality will not 
be affected by environment. From Taichung Plant, the storage facilities and equipment within the plant, to 
the suppliers and equipment used for transportation, as well as outsourced suppliers, all must be verified by 
our QA department to ensure that the quality of their services meet the current GMP regulations. 

Warehousing
application Product

check
Consistency
confirmation

Storag
confirmation

Drug 
storage

W h e n  s t o r i n g 
products in the 
warehouse, the 
Product to Inven-
tory Form must be 
submitted to the 
warehouse man-
agement staff.

The warehouse 
management staff 
confirms with the 
qua l i t y  con t ro l 
s taf f ,  and con-
ducts  phys ica l 
p roduc t  check 
b a s e d  o n  t h e 
information in the 
application form.

The product name, 
code, batch num-
ber, temperature 
requirement, quan-
tity and container 
information on the 
product label must 
be consistent with 
the  app l ica t ion 
form.

The products are 
confirmed to be 
properly sealed 
and  packaged 
intact, and placed 
in the correspond-
ing locat ion as 
stated in the stor-
age requirement..

When products　
are in  s torage,　
t h e  s t o r a g e　
e n v i r o n m e n t 
is　monitored to　
ensure opt imal　
drug storage.

Safe and Stable Transnational Logistics and Transportation3-5
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Quality Control of Shipment and Transportation

Stable and Safe Distribution at the U.S. Market

Quality monitoring 
during packaging procedure

Quality monitoring 
during transportations 

• Warehousing management personnel will confirm the 
cleanliness and temperature within the transportation 
box meet the product storage criteria, and to place a 
thermograph within the transportation box to monitor 
its temperature.

• In the case of Ropeginterferon alfa-2b(P1101), the 
product needs to be stored within a temperature 
range of 2° C~8° C

• Product distribution is regulated through “Storage and 
Distribution Policy”, which aims to formulate proper stor-
age and distribution procedures.

• Simulation analysis will be conducted prior to actual 
transportation to confirm refrigeration conditions and the 
necessary equipment.

• Implement regular audits to ensure that all raw materials, 
intermediate products, and products are stored in good 
distribution environments.

Printing of Medication
Instructions and Packaging

Assembly, 
Serialization, Release

Deliver the products 
to third-party logistics 

Deliver products to specialized
pharmacy/distributors

For the shipment of API products and 
pharmaceutical products, we have estab-
lished the "Product Shipment Standard." 
The scope of its application includes the 
operation of shipment from the Taichung 
plant of PharmaEssentia, or the packaging 
before transportation from the Taichung 
plant to the contracted manufacturing fac-
tories / storage factories.
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Persisting in our rigorous requirements on drug quality, we commit to constantly maintaining thorough and comprehensive pharma-
covigilance system. A “pharmacovigilance mechanism” has been enacted in 2021 to continuously conduct safety monitoring and 
risk control over the new drugs after product launch. We also jointly coordinate the pharmacovigilance tasks of various countries or 
regions with our subsidiaries and local physicians and pharmacovigilance personnel to ensure that pharmacovigilance and report-
ing are implemented in line with the local laws and regulations. PEC will continue to establish a comprehensive pharmacovigilance 
system and continuously optimize drug safety-related policies and internal standard operating procedures to safeguard patient 
health and safety. Please refer to Chapter 3, Section 3.3 on the material topic management over “Drug Quality and Safety Manage-
ment” for relevant management measures and policies.

Global Pharmacovigilance System and Reporting Process   SASB   HC-BP-250a.1~a.5

The scope of PEC’s pharmacovigilance includes the collection of adverse reaction events and the evaluation of such events, safe-
ty signal detections and problem analysis. Subsequently, hazardous factor analysis, risk assessment, and initiation of preventive 
measures and management will be executed. To understand whether drug safety problems have occurred during post-marketing 
large-scale clinical patients’ use, besides complying with the Regulations for Reporting Severe Adverse Reactions of Medicaments 
in Taiwan, PEC has also commissioned CROs to establish a pharmacovigilance mechanism, and formulate standard operating 
procedures that shall be practiced when concerns regarding drug safety arise. We also commit to complying with international 
pharmacovigilance standards and the Pharmaceutical Affairs Act, Regulations for Drug Safety Monitoring, and Regulations for Re-
porting Serious Adverse Reactions of Medicaments of Taiwan. 

Organizing a Pharma-
covigilance Funtion team 

Building a cross-country
Safety Database

Formulating drug safety 
notification procedure

Set up an adverse 
reaction notification mailbox

The headquarter collects 
information regarding drug 
safety and compiled it into 
the “Periodic Safety Update 
Report (PSUR),” and report 
relevant issues.

Collecting various post-mar-
keting safety information 
through CROs to establish 
a multinational integrated 
Safety Database.

If we receive any problems related to 
the safety or drug use from the hos-
pital, CROs and subsidiaries around 
the world are required to report to the 
Pharmacovigilance team at the head-
quarter and take the initiative to notify 
the health authorities in accordance 
with local regulations. The goal is to 
provide prompt follow-up treatment 
within the shortest possible time.

Taiwan headquarter has set up an 
adverse reaction notification mailbox: 
Safety@pharmaessentia.com 

CRO sets up global adverse drug 
reaction notification mailbox: 
PharmaEssentia.drugsafety
@labcorp.com

Effective Pharmacovigilance and Recall Mechanism3-6

Mechanism for Reporting 
Adverse Reactions in Taiwan
In a case a severe adverse reaction has 
occurred from general use of post-mar-
keted drugs, the event could be report-
ed using the following methods:

1. A medical personnel (medical institu-
tion or pharmacy) and a member of 
the public will jointly fill “Form of Re-
porting Post-marketing Adverse Re-
sponse to Medicament” and report 
the form by registering for an online 
account or emailing it to adr@tdrf.
org.tw

2. A drug distributor will fill a “State-
ment of Medicament License-hold-
ing Supplier or Contracted Agency 
Application Procedures and Liability 
Management” and report the form 
by registering for an online account 
on reporting center.

3. After PEC receives a reported in-
cident, generally, we will report it 
online via the online reporting sys-
tem (https://adr.fda.gov.tw) in line 
with the “Guidelines to Filling the 
Post-marketing Adverse Response 
Reporting Form”, or email a com-
pleted form to the mailbox of ADR 
Center (adr@tdrf.org.tw). 

4. Panco Healthcare did not have any 
reported adverse response inci-
dent to the Ropeginterferon alfa-2b 
(P1101) that was launched in Taiwan 
in 2021 or any other medicament. 

mailto:Safety%40pharmaessentia.com?subject=
mailto:PharmaEssentia.drugsafety%20%40labcorp.com?subject=
mailto:PharmaEssentia.drugsafety%20%40labcorp.com?subject=
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Pharmacovigilance System
In 2021, PEC’s Taiwan headquarters has established 
the pharmacovigilance team, which directly reports to 
the Medical Research department. The team coordi-
nates with other relevant departments and engages in 
relevant procedures in line with the “Pharmacovigilance 
Policy”, “Standard Operating Procedures for Drug 
Safety, Functions, and Training”, and “Standard Oper-
ating Procedures for Post-market Safety Data Collec-
tion”.

To meet the relevant laws and regulations on pharma-
covigilance and reporting from marketed countries or 
regions, PEC has set up dedicated physicians or phar-
macovigilance personnel to be in charge of relevant 
tasks at our Taiwan headquarters and subsidiaries in 
the U.S., China, Japan, Korea, Hong Kong, and Sin-
gapore to ensure the thorough executions of global 
pharmacovigilance data collection and reporting tasks. 
In addition, we have also commissioned international 
contract research institutions (CROs) to report relevant 
incidents in line with regulations from the competent 
authorities at respective country. Our safety information 
database has been completed in 2020 and continues 
to operate and receive safety reports from countries 
around the world where we market our products. Re-
sponsible personnel from the headquarters and sub-
sidiaries also convene routine meetings with the CROs 
either weekly or bi-weekly to ensure that the CROs are 
submitting routine safety reports in line with relevant 
laws and regulations in practice. In 2021, 32 meetings 
were convened to monitor and manage the pharma-
covigilance system. We submitted the second Periodic 
Safety Update Report (PSUR) of BESREMi® to TFDA in 
May 2021, and will continue to provide PSUR to TFDA 
in accordance with regulations until the surveillance 
period expires in 2026.

Drug Safety Reporting Training
In accordance with drug safety regulations, PharmaEssentia entrusts its CROs to develop and implement drug safety 
management and regulatory unit reporting programs, and holds regular employee drug safety reporting training and 
maintains all training records. In 2021 we held the company-wide annual employee drug safety reporting training, 
and all new employees underwent the employee drug safety reporting training within one month after onboarding. 
2022 goal is to reach 100% completion rate of pharmacovigilance training for new employees.

Internal/external training Type Description

Expatriate training

Domestic 
training

The department prepares the budget for education and training, and employees 
can choose to attend drug safety training courses/seminars organized by domes-
tic organizations.

Foreign training
In order to absorb foreign drug safety knowledge, skills and training talents, the 
company will, depending on practical needs, assign personnel to participate in 
education and training courses organized by foreign institutions.

Internal training

Pre-employment 
training

Conduct training related to drug safety reporting and record training hours and 
course information when new employees are on board.

Other trainings To enhance employees' professional knowledge and skills in drug safety, we 
conduct annual training on drug safety reporting.

Global drug safety bulletin of PharmaEssentia's product, Ropeginterferon alfa-2b (P1101)

Health competent authority
PMDA

PharmaEssentia USA Corporation
US subsidiary

PharmaEssentia Japan KK
Subsidiary in Japan

Austrian AOP Orphan
Licensed partner in Europe

PharmaEssentia Biotechnology
 (Beijing) Co., Ltd.

Subsidiary in Beijing

PharmaEssentia Asia (Hong Kong) Corporation
Subsidiary in Hong Kong

PharmaEssentia Korea Corporation
Subsidiary in Korea

Health competent authority
U.S. FDA

Outsourced agency from TFDA
National Reporting Center of Adverse Drug Reactions in Taiwan (ADR Center)

Health competent authority
EMA

Health competent authority
NMPA

Health competent authority
DOH 

Health competent authority
MFDS

PharmaEssentia
Corporation 

Global
headquarter
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Preamble  Innovation Business Ethics, Integrity,
and Compliance

Access to Healthcare and 
Medicine Pricing

Product Quality 
and Patient Safety

Human Capital
Management AppendixEnvironmental

Impacts

Pharmacovigilance Risk Management Plan 
We actively take the initiative to identify known risks, detect poten-
tial risks, and continue to track major deficiencies in the safety of 
marketed drugs, ensuring the safety of drug users and formulating 
comprehensive drug risk management. At this stage, in terms of the 
safety risk evaluations of marketed drugs, PEC will adopt the drug 
safety risk SOPs formulated by CROs, and commission the CROs to 
draft risk management plans accordingly. In terms of the Taiwanese 
market, PEC will formulate the “Drug Risk Management Plan” in line 
with requirements from the competent authority, and we will also for-
mulate relevant plans in line with the requirements from competent 
authorities at countries or regions that we market to. After the drugs 
are marketed, we will collect actual clinical data to evaluate wheth-
er chronic side effects will develop after long-term use of the drug, 
and such data will serve as the basis for the “Drug Risk and Benefit 
Evaluation.” Results from the Periodic Safety Update Report (PSUR) 
in 2021 indicated that no new safety information that may affect the 
safety of BESREMi® has been found. We will continue to collect safety 
information of BESREMi® at countries where it is marketed, and such 
information will be used to update the PSUR and to evaluate the risk 
and benefits of BESREMi®.

Drug Recall Mechanism   SASB   HC-BP-260a.2

PharmaEssentia has established a comprehensive drug recall mechanism by incorporating a product 
traceability system. When concerns regarding product quality arises,  the drug can be recalled quickly 
and effectively, thereby providing an extra layer of protection for patients' drug use safety. Drug recall 
simulations are also organized every year to ensure the accuracy and proficiency of recall operations. 
No adverse drug recalls have occurred in 2021.

Product Traceability Mechanism   SASB   HC-BP-260a.1

In order to ensure the traceability of pharmaceutical products, PharmaEssentia has established a prod-
uct traceability mechanism for the global supply chain, and has formulated the "Product Code and Batch 
Number Coding Procedures" and "Batch Record Review and Product Release Procedures," which detail 
the material number, lot number and factory activity records of each batch of pharmaceutical products 
to ensure the basic principles of product batch number coding such as lot flow and traceability, as well 
as the operational procedures for product lot release. We also actively deploy drug serialization mecha-
nisms, and the internal "Product Secondary Packaging and Serialization Batch Record" has been formu-
lated to regulate the operation process of commercial packaging and serialization of products by over-
seas OEM plants, so that the flow and usage records of individual products can be fully traced even for 
large quantities of products. Drug serialization has been completed in 2020 for the BESREMi® marketed 
in the U.S., in which Pyramid Laboratories Inc. will be responsible for the packaging and serialization of 
pharmaceutical products to comply with relevant regulations from the U.S. FDA's Drug Supply Chain Se-
curity Act (DSCSA).

When the product has known or possible manufacturing defects, deteri-
oration, counterfeits or any other serious quality problems.

QA department initiates the recall procedure in accordance with the Pro-
cedure for Return and Recall and proposes the “Recovery Plan Applica-
tion Form” to initiate actions.

According to the hazard level of drugs, we remove the drugs from the 
user-end within a certain period, properly dispose of the recovered prod-
uct, and notify the local competent authority.

When 
to start

Recall
procedure

Report to
competent
authorities

Pharmacovigilance
Risk Management

Plan

Safety
Specification

Assessment on 
the necessity of 

implementing drug 
risk management

Risk Minimization
Plan

Pharmacovigilance
Plan

Conclusions 
on the Risk

Management Plan

Contact of Risk 
Management 

Plan Executors


