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Importance of Drug Package Insert
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Purpose of promoting electronic package insert
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» The content may not be the latest
» Not easy to read and apply

Information Technology
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Strategies of promoting electronic package inserts, ., ., .
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Strategy - Digitization

' Drug License Online Search System I
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Strategy - Standardization

Unified the Templet of Drug Package Insert [
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Strategy - Structured and Computerized (1)
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New Generation of Drug License Online Search System

Operational platform

070 « For the pharmaceutical companies
= https;//mcp.fda.gov.tw » Creating structured package insert
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Structured and 0.0 User friendly interface

* For the public
* Searching structured package insert
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Strategy - Structured and Computerized (2)
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Strategy - Structured and Computerized (3)
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For the pharmaceutical companies to create
structured package inserts

Require complete structured
package inserts from 2022
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About 6000 drugs have
structured package inserts
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Upload structured package inserts in XML files
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Strategy - Structured and Computerized (4)

Subscription for the
package insert

Structured package
Inserts appears
In a Tree view

Open data files of
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Strategy - Paperless (1)

e-Labeling principle and program
 Replace paper package inserts with electronic versions
* |nitiated in 2022 and revised in 2023
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Strategy - Paperless (2)
Application

Specific prescription drugs

> Injection, such as
Anticancer drugs
Vaccines

Antibiotics

Biologics

Contrast media Apply to TFDA of plans

Essential drugs by drug license holder
» Oral vaccines
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Achievements - Paperless (3)
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new system inserts
Print GR code on the drug Provide paper package
package (which could Inserts under certain
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Future Work

Complete electronic package inserts in our new system
Improve functions of our new system
Promote the applications of electronic package insert

Design FHIR standard for electronic package insert

Expand the scope of e-labeling program gradually
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Prospects for the application of e-labeling

. u Healthcare information system:s
N

[ Clinical decision support
TFDA - = systems

Drug e-labelin I~
gatabase : . u Electronic health record
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