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Importance of drug package insert

Usage

- Indication - Adverse reaction
- Contraindication - Drug interaction
- Warning and Precaution < Others

Tool of risk communication
and management

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.

‘Information Technology

Easy to Read Advanced

Accessible Applications




The first generation of Drug License Online Search System
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« Established in 2006
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The first generation of Drug License Online Search System
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Drug package insert

Drug package appearance
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Prospects

« The second generation of Drug License
Online Search System

» Computerized structured format of
drug package insert
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» User-friendly interface
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Recent Achievements-1

v Build up operational platform for the
pharmaceutical companies
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Recent Achievements-2

v User-friendly interface for the public ‘

(2nd quarter of 2022)

E-package insert
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Responsive Web Design

Subscription for the
drug package insert

Open data of structured
drug package inserty -.
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Recent Achievements-3

v Unified the drug package insert templet and sections
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The OTC Drugs

2016
- RRA R RAA

. =
(a2l —

FARIRAE (AR F A7)
Lo (BH#)

[A#(kL)]

iP5 33

o HTAERE HARA

O HTARKA ERAELRGDH

O ATHERE ERAALENERAFRL

0 LufRLEESH

[FERE) (MkBARER)

[43])

0 RAABG EAEENTAAR HLBBLER BHLARTN
ARGRERNL(MABF A 25)

¢ RAARE FARLATERG FLRELER BBREGSY

[4%]

@
@
@

The Prescription Drugs

O Pharmacy

2021 TR

f—.‘r— = EEE S S —
@ 5 -
-
|4§5|;*_¥s—>ﬁ ) ———
—
1. b= s
1.1 Ay mdc R S AR S W
1 A FEE ]
1 ARl Rl = 1
1 &%y vl fw e 2
HE S 3

o

N
g
adiy e
;* ]
v

N* L Y,

"
g
: i #

Fosuing lbedErun

]
Yupt

TR
Nidl:

< =
:ﬂr% F8

B

N

AN
TR0 00000000 Wubuu Kubw

=0

5

i

wlll W N =
*r%wwwﬁy

‘,1‘1
i

iy
e
%‘;{‘v‘
Eﬂ
-
&
i

[y
000

13.2 =z ¥ =% 9

13.3 45k A ¥R TE

13.4 4357 & J=>xa (G5 3)
1. 755 ACE HF ZEA S (35 3 )
1S. Fofd= (I BAISE 1O W




Prospects for the application of drug e-labeling

Healthcare =

a information systems | Y2
 Clinical decision
=" support systems

TFDA

Drug e-labeling

Database i . .. Electronic health

record

. Mobile apps or
websites

Removal of the paper
package insert from
the package
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Plans and Actions

Complete the

- Design the XML
Open the user 9 construction of

friendly interface format standards of

| structured package | €-Package
of the new systemi insert P J i insert of all the
i i drugs

» Medical
A 1 Institutions

¥ Pharmacies
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Food and Drug Administration Ministry of Health and Welfare

Thank you for your attention
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