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Importance of drug package insert

• Indication
• Contraindication
• Warning and Precaution

• Adverse reaction 
• Drug interaction
• Others

Rx
Paper form of drug 
package insert
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Information technology in drug package insert

The restrictions on paper form of drug package insert 
• The package insert in the medical institutions or 

pharmacies may not contain the latest up-to-date 
information.

• It is not easy to read or use.

Easily 
Accessible Easy to Read Advanced 

Applications

Information Technology
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The first generation of Drug License Online Search System 
(1/2)

Active Ingredient

Product name (Chinese) Product name (English)

Dosage form
Applicant

Manufacture

License No.

• Established in 2006
http://info.fda.gov.tw/MLMS/H0001.aspx

Indication
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PDF files

Drug package insert

Drug package appearance

The first generation of Drug License Online Search System 
(2/2)
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Prospects

• The second generation of Drug License 
Online Search System

 Computerized structured format of 
drug package insert

 User-friendly interface

PDF 
files
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Recent Achievements-1 

• Upload directly (through XML file) (future) 

 Build up operational platform for the 
pharmaceutical companies 



8

E-package insert

Expand Branch

Indication

Description

Dosage and Administration

Contraindications

Warnings and Precautions

 User-friendly interface for the public
(2nd quarter of 2022) 

Responsive Web Design
Labeling information 
appears in Treeview

Subscribe

Subscription for the 
drug package insert

Subscribe

Open data of structured  
drug package insert

(future) 

Recent Achievements-2 
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The OTC Drugs The Prescription Drugs
2016 2021

 Unified the drug package insert templet and sections

Recent Achievements-3 
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Prospects for the application of drug e-labeling

Rx
Removal of the paper 
package insert from 
the package 

Electronic health 
record

Healthcare 
information systems

Mobile apps or 
websites

Clinical decision 
support systemsTFDA

Drug e-labeling
Database
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Plans and Actions

Far Future
2023

2022
Design the XML 
format standards of 
structured package 
insert

Open the user-
friendly interface 
of the new system 

Complete the 
construction of 
e-package 
insert of all the 
drugs 



12

Thank you for your attention


