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Patient safety monitoring3.4

In order to ensure the safety of patients after the drugs are marketed, countries around the world have established 
pharmacovigilance requirements to continuously monitor and control the safety of new drugs in the market. The basic task of 
pharmacovigilance is to collect adverse reaction events, and proceed to case evaluation, safety signal detection and problem 
analysis, and then further to risk factor analysis, risk assessment, and initiation of preventive measures and management. 
Therefore, the establishment of a comprehensive post-marketing safety monitoring system is an important task for 
maintaining the health of patients using drugs.

Materiality – Management approach on patient safety  GRI  103-2  GRI  103-3

• Article 45 of the Pharmaceutical Affairs Act
• Regulations for Drug Safety Monitoring 
• ICH GCP E2A ~ E2F Pharmacovigilance
• GVP

Ensuring that safe and efficacious biological products and biopharmaceuticals are distributed 
to countries around the world. We aim to become an influential multinational pharmaceutical 
company in the world.

Pharmacovigilance function

Policies

Commitments

Responsibilities

The Pharmacovigilance function is consisted of the Chief Medical Officer at the headquarters 
and clinical research units, in collaboration with physicians and clinical regulatory personnel from 
subsidiaries in the United States, Japan, Korea and China.

The safety information of Ropeginterferon alfa-2b (P1101) in on-going or completed clinical 
studies is compiled by the headquarters into a Development Safety Update Report (DSUR). After 
the product goes on the market, the headquarters collects information regarding patient safety 
and compiled it into the Periodic Safety Update Report (PSUR) for relevant safety reporting. 
Pharmaessentia reports regularly to the local competent authority in accordance with the local 
regulations.

Resources 
invested

Our specific 
actions

Short-term goals
• To develop pharmacovigilance policies and safety reporting procedures.
• To integrate relevant safety information of drugs that are marketed or in clinical trial phase into 

the Safety Database, and regularly report to national regulatory agencies.
• To recruit and train relevant personnel.
• To establish a pharmacovigilance function.
Medium-term goals
• To revise Pharmacovigilance policies and safety reporting procedures continually.
• To cooperate with CROs, establish a global integrated safety database, and provide expedited 

and periodic reports for Pharmacovigilance.

Goals and 
targets
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Integrating and implementing pharmacovigilance 
and safety reporting procedures globally.
In order to know patient safety matters arising by large scale patients after the drug is marketed, PharmaEssentia has 
contracted with CROs to establish the pharmacovigilance mechanisms, and develop standard operating procedures to 
continuously monitor on the safety of post-marketing drugs, to fulfill the responsibilities for products and patients.

The annual Development Safety Update Report (DSUR) was completed in December 2019. The conclusion was: “Based 
on safety and effectiveness data, the risk-benefit ratio of Ropeginterferon alfa-2b (P1101) for Hepatitis B, Hepatitis C, and 
Myeloproliferative neoplasms is acceptable.”

Setting up a dedicated 
customer contact 

address

Establishing a 
multinational integrated 

Safety Database

Organizing a 
Pharmacovigilance 

function

Formulating patient 
safety reporting 

procedures

• Establishing 
communication channels 
with CROs. Personnel 
in various operating 
locations around the world 
must immediately provide 
relevant information to 
the pharmacovigilance 
function at the head 
offices if they find any 
incidents regarding 
hospitals or patient safety.

• Subsidiaries and strategic 
partners around the 
world must report to 
the pharmacovigilance 
function at the 
headquarters, and report 
to the health authorities 
in accordance with local 
regulations. Our goal is 
to carry out subsequent 
measures within the 
shortest time possible.

• The safety information of 
undergoing clinical trials of 
Ropeginterferon alfa-2b (P1101) 
is compiled by the headquarters 
into a Development Safety 
Update Report (DSUR).

• After the product goes on the 
market, the headquarters collects 
information regarding patient 
safety and compiled it into the 
Periodic Safety Update Report 
(PSUR) for relevant notifications.

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

Goals and 
targets

Long-term goals
• To improve the completeness of global integrated safety database and provide expedited and 

periodic reports of Pharmacovigilance in accordance with the requirements of different regional/
national regulations.

• To develop a drug risk management plan and conduct drug risk and benefit evaluation.

• Internal: To perform regular self-checks, propose necessary corrective and preventive 
measures in a timely manner, and ensure patient safety.

• External: International/domestic inspection/audit.

Mechanisms for 
evaluating the 
effectiveness of 
the management 
approach

• In 2019, no violation of laws and regulations was identified. (Pharmaessentia has not yet been 
inspected by domestic/foreign regulatory agencies for drug monitoring), and no post-marketing 
adverse drug reaction have been reported.

Results of the 
evaluation of the 
management 
approach (2019)
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PharmaEssentia’s Ropeginterferon alfa-2b (P1101) global patient safety reporting system

Taiwan
PharmaEssentia Corporation

(Global headquarters)

PharmaEssentia Korea Corporation
(Subsidiary in Korea)AOP Orphan

Licensed partner in Europe

Health authority
TFDA

Health authority
FDA

Health authority Pharmaceuticals and Medical 
Devices Agency (PMDA)

Heath authorityNational Medical Products 
Administration (NMPA)

Health authority
Drug Office

Health authority Ministry of Food 
and Drug Safety (MFDS)

PharmaEssentia Japan KK
(Subsidiary in Japan)

PharmaEssentia USA Corporation
(Subsidiary in the United States)

藥華 PharmaEssentia 
Biotechnology (Beijing) Co., Ltd.

(Second-tier subsidiary in Beijing)

PharmaEssentia Asia 
(Hong Kong) Corporation
(Subsidiary in Hong Kong)

Safety risk management

In accordance with the principle of risk management, PharmaEssentia actively identify known risks, detect potential risks, 
and continue to track major deficiencies in the safety of marketed drugs to ensure the safety of drug users. At this stage, 
PharmaEssentia focuses on the assessment of safety risk assessment of the drug after marketing. Safety risk management 
relevant SOPs of the CRO are adopted and PharmaEssentia request CRO to develop risk management plans. For Taiwan’s 
market, PharmaEssentia will draft different levels of risk management content such as medication instructions, notifications 
to healthcare professional, and special risk prevention measures based on the templates provided by the TFDA, and develop 
a Risk Management Plan based on the safety characteristics of different product. After the drugs are marketed, real-world 
usage data will be collected to evaluate whether patients have chronic side effects after long-term use of the drug, and these 
data will be the basis for the Drug Risk and Benefit Evaluation. We regularly review the effectiveness of the risk management 
plan to reduce the risk of drug use and strive to ensure the safety of medication users.

Current practice

• PharmaEssentia focuses on the assessment of 
safety risk assessment of the post-marketing drugs. 
It adopts the patient safety risk standard operating 
procedures of the CROs.

• Entrusting the formulation of risk management plans 
to the CROs

• Drawing up different levels of risk management content, 
such as patient medication instructions, healthcare 
providers notifications, and special risk prevention measures 
based on the templates provided by the TFDA.

• Regular ly  rev iewing the effect iveness of  the r isk 
management plan in order to reduce the risk of drug use.

Future plans

Assessment on the necessity of 
implementing drug risk management

PharmaEssentia
Risk Management Plan

Safety SpecificationRisk Minimization Plan

Conclusions on the Risk 
Management Plan

Contact of Risk Management 
Plan Executors

Pharmacovigilance Plan25
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