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Building A Real-Time Reporting System

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

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

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

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

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

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

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

Establish drug safety 
monitoring, traceability 
and recall mechanism.

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

Product Recall Management Mechanism

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