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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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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


