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Safe and effective medicinal products,

Mission

safe and healthy food.
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“Being a reliable guardian on food

Vision

and medicinal product safety” and

“Creating a safe food and medicinal
consumer environment”
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Establish a regulatory system based on a global perspective and promote
the growth of the biotechnology industry.

Strengthen the management of food raw materials and improve the food
manufacturing process.

Establish a complete safety net for drugs to protect consumers.

Expand the scope of market inspection and quality monitoring for the
protection of consumers.

Proactively participate in international organizations to increase
collaboration opportunities for food and drugs.

Use big data to assist in management and bring into play the
effectiveness of early warning and judgment.



Chronicle of History
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As part of its organizational restructuring effort to protect the
health of the consumers, the Ministry of Health and Welfare
(formerly known as the Department of Health, Executive
Yuan) combined the organizations formerly known as the
Bureau of Food Safety, Bureau of Pharmaceutical Affairs,
Bureau of Drug and Food Analysis and Bureau of Controlled
Drugs under the Department of Health into the Food and
Drug Administration, Department of Health on January 01
of 2010. On July 23 of 2013, as part of the Executive Yuan's
organizational restructuring, the Taiwan Food and Drug
Administration under the Ministry of Health and Welfare
was established. The restructured organization not only
greatly shortened the time taken to plan and implement
management policies, but also promoted the transparent,
rapid and diverse disclosure of food and drug information,
guaranteeing safety of the quality of food, drug, medical
device and cosmetic products for all consumers.

Predecessor

Establish

Restructure

THEREEEZERAE LR
Bureau of Food Safety,
Department of Health

TTHBR AT BRI R
Bureau of Pharmaceutical Affairs,
Department of Health

BEYRSGER

Bureau of Food and Drug Analysis
EHELEIEE

Bureau of Controlled Drugs

2010.01.01
THRIEZERAENEER

Food and Drug Administration,
Department of Health

2013.07.23

FiERM R AEYEIEE
Taiwan Food and Drug Administration,
Ministry of Health and Welfare
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Organization Framework

The TFDA executives consist of a Director-General, two Deputy-Director Generals and one Chief
Secretary. There are seven operational divisions, five administrative offices and three district
Centers covering the Northern, Central and Southern Taiwan. There are also task forces on Factory
for Controlled Drugs and Decision Support Center, and collaborative institutes such as the Center
for Drug Evaluation, Taiwan and the Taiwan Drug Relief Foundation.

ER

Director-General

BER

Deputy-Director General

FEWE

Chief Secretary

TTEE AL

Administrative Units

WEE
Office of Secretariat
|
AEE
Office of Personnel
|
F5tE
Office of Accounting
|
BEZE
Office of Service Ethics

|
= E e
Office of Information
Management

BIFEAL

EBE EBEM EF5HmAE

District Centers Business Units Task Force

Collaborative Units

JEEEERAL 8 MR EEA EHERRETR HEVEA
Northern Center Div. of Planning and Factory for B BRI
for Regional Research Development Controlled Drugs Center for Drug
Administration \ \ Evaluation, Taiwan
| o) BEEHERD |
FRE IR AL Div. of F;Zg Safety Decision Support BEEA
Central Center ’ Center EENEESS
for Regional \ Taiwan Drug Relief
Administration Z 0 48 Foundation
‘ Div. of
MEEEIEAHL Medicinal Products
Southern Center ‘
for Regional BEmas M R bt A

Administration

Div. of Medical Devices
and Cosmetics
|

EHZEmA
Div. of
Controlled Drugs
|
M RERA
Div. of Research
and Analysis
\
mEEEERA
Div. of Quality

Compliance and
Management



Food Management
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Food Materials, Additives Food Businesses Products
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- RepREERZ BB - Food businesses registration - Registration

- Food import management - The 1% tier quality control w
systemic inspection, border inspection, - Food GHP Special dietary f.OOd
overseas establishment inspection Imported foods in tablet or capsule
Registrati - Food HACCP form

© hegistration nd . Domestic tablet and capsule vitamin
GM food raw materials/ food additives + The 27 tier quality control products <

- Food additives product registration + Food laboratory certification Vacuum-packed ready-to-eat

management soybean food

- Food and end products traceability

rd o f
- The 3™ tier quality control - Imported food boarder inspection

IDETE




The structure of food management system is based on “farm-to-plate” management. We carried out the
food safety reforms that integrates the strength of the government, industry and the general public, to
improve the farm-to-plate management system, enhance the management capability in the food industry,
enhance consumer protection and communication, and ensure a “Safe and Healthy Food” environment.

Responsible Units

Div. of Food Safety, District Centers, Div. of Quality Compliance and Management, Div. of Research and
Analysis, Div. of Planning & Research Development

GHP : Good Hygiene Practice
(RmRIFEERLE)
HACCP : Hazard Analysis & Critical Control
Point (RABR2EHZHER)
GM : Genetically Modified ( &K %E )

[

BREE GHP % o & HEE

Food businesses GHP inspection Products Customers
- B - RBEE - BiER
[V — - IEEE - EEETREE - EfgER
mBy m N N
Pre-market | Post-market - MREE - BB - RZES
. = 3
- Food services - Distribution REHSH - AN B
- Food retailers inspection - Information transparency
- Logistics ' Adver.tlse.ment/. - Risk communication
Labeling inspection .
. - Food safety foundation
- Complaint report

- Food poisoning, unintended
reaction report




Pharmaceutical Management
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development studies
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| General / Case-specific consultation

s R E

Product Quality
System Control

R G SR
Pharmaceutical
Risk Control

GLP : Good Laboratory Practice ( Z¥)JEFa R A BB RIR{ERED)
|| GTP : Good Tissue Practice ( ABS4RBAR B RIRIEARED)

/| GCP : Good Clinical Practice (B HEEHRHERIIE)

| IRB : Institutional Review Board ( ABERER K FE)

| 6PvP: Good Pharmacovigilance Practice (ZZRE R 2 E(RRE)
| GDP : Good Distribution Practice (BB 7@ )

GPP : Good Pharmacy Practice (B RZEE/E£RE )

| REMS/RMP: Risk Evaluation and Mitigation Strategies /

| Risk Management Plan (A EIRETE)
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Pre-market o Production o Marketing

application

EmaiEE | EHERERE
Pre-market Post-market
management management
The pharmaceutical management framework encompasses
procedures from product development to market approval,
including R&D, pre-clinical studies, clinical trials, application
for market approval, manufacturing and post-market

HEET RS manageme.nt. Each of these steps shall comply with va'rif)us
good practice (GxP) standards and regulations. In addition,

Registration Post Marketing Change Control comprehensive pharmaceutical management policies has

been established through the harmonization of international

regulations, production sources control, pre-marketing

BRIZ{EHEE (GTP) control, post-marketing surveillance, and management of
product distribution and pharmaceutical vendors. These are all

effective strategies to ensure the safety, efficacy and quality of

the pharmaceutical products.

Responsible Units

Div. of Medicinal Products, Div. of Quality Compliance and

N Management, Div. of Research and Analysis, District Centers,
Div. of Planning and Research Development

R#HTEE (PIC/S GMP)

EfsEIEETE (REMS/RMP)

ERBRRERETRHRE

(GPVP)
|\ J
( L \
BRI -
(GDP) Core Missions
|\ : J
4 _ N\
TR AR AR T
(GPP)

-
4
<]

TREM4RAR

& ‘

(ADR)

O L : y,

Zoqn |f BEHHE )

e g’ \ Drug Injury Relief )




Medma Devices Management
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BESMEELERE  LUHBEERERRL  RERRKR  REMHE [ERUBHE% | Preclinical validation
&t BRAREDAIE © FRIREURR ~ EThERFEREI EHRER | Medical care needs | Product design
BEIENEEERE)  EEEREE TR, JRundamenal o /Prototype
:.: \ . . study development
& TIRE, N2EnBAREERR  BUEEER
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3 General / Case-specific BRE XD
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Product designation (GLP)
The framework of medical device management is centered
on protection of consumers. It establishes corresponding ~ 4h g
regulatory mechanisms for the phases from product design,
pre-clinical testing, clinical trial, pre-market application, to
marketing. By covering fully the “design,” “production,” and
“sale” of total product life cycle management system, the safety,
effectiveness, and quality of medical devices are efficiently
managed. Furthermore, to respond to the international
regulatory trends and cope with the ever-changing environment, .
regulatory policies that may keep pace with the times and can s
be in line with international trends are being developed at an s
accelerated rate to promote the industry development. I EEES I
~ Production Quality HWEMBERRESE

Div. of Medical Devices and Cosmetics, Div. of Quality System Control

Compliance and Management, Div. of Research and
Analysis, Div. of Planning and Research Development

GLP : Good Laboratory Practice ( BEZ={E RiR{FRE0)
GCP : Good Clinical Practice ({8 RBERRAERIEZEIRSET)
IRB : Institutional Review Board ( ABSREREE® )

QMS : Regulations Governing the Quality Management
System ( REBIERFAED)

ADR : Adverse Drug / Device Reactions ( ZZ¥) R R & FE )

GVP : Good Vigilance Practice (R R 2 E10RE)

GDP : Good Distribution Practice (8B 7i@iREs)

UDI : Unigque Device Identification

(BB E P RRARE)
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@ Clinical trial Pre-market
application
( N
BIRAER R
—l—&l—m
Clinical trial LR ERE
; . Pre-market
inspection management
(GcP)
. J
( N\ | N\
5 et )
A HHREE
Clinical trial Registration
protocol review APF_"‘QVG[/
(TFDA/IRB) Listing
\ VAR Y,

BE koK
Production Btiz
o Post-market
surveillance
FHBER
Post-market
management
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Medical device advisory committee

Manufacturer's quality system audit (QMS)

TRE& | TREMFBEIR
ADR & defective product reporting
(ADR))

.

RERRRENREE
Safety surveillance & alert collection
(GVP)

. J/

HEZRHES
Consumer health education
and awareness

. J
e . A_‘ ™
BB IERHE
Good Distribution Practice

(GDP)
. J
- B R A
Source flow management
(ubl)
|\ J

Core Missions




Cosmetics Management
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The cosmetic management system is divided into production
source control, pre-market management, and post-market
surveillance. Source control management includes ensuring
that manufactories comply with the Establishment Standards
for Cosmetics Manufactory and Cosmetics Good Manufacturing
Practice Regulations (GMP). Pre-market management includes
registration specific-purpose cosmetics. Post-market surveillance
that focuses on implementing cosmetics quality surveillance
programs, joint audits spanning multiple counties and cities,
establishing a product adverse event reporting system for
cosmetics, monitoring of domestic and global cosmetic safety
alerts regularly, and strengthening consumer awareness of safe
cosmetics use to create a comprehensive cosmetics quality and
safety protection network.

Responsible Units

Div. of Medical Devices and Cosmetics, Div. of Quality Compliance
and Management, Div. of Research and Analysis, District Centers,
Div. of Planning and Research Development
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J Source ° Pre-market ' Post-market Consumer communication
L] \ L]

* s ° ' ° and education [
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| Sfa?\dallidrsn feor; Cosmetics ¢ review of specific - EEER * 58 |

Manufactory ®  purpose cosmetics. ) ) ) ° !

! ' ° - Joint audit and sampling e - Report of adverse ‘

- Cosmetics (_:‘ood ) . of marketed product . events of cosmetic |

I};d:nﬁll;at(i:;l:]r;ng Practice | — EE%%EEH' Domestic and global ® . Promotion of proper :

9 Prod ° safety monitoring and ®  use |

roduct : vigilance for consumers % !

Management . - Advertisement monitoring !

Core Missions




Controlled Drugs Management
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To prevent improper or illegal usage of controlled drugs and
related health hazards to the public, TFDA has implemented
a rigorous management system to control the usage and
diversion of controlled drugs. TFDA also establishes a drug
abuse surveillance system that could provide the data of current
global novel substances abused trends, and offers the Ministry
of Justice reference information for controlled substance
scheduling. Under the Controlled Drug Act, TFDA oversees the
import, export, manufacture and selling of the Schedules | and
Il controlled drugs, and ensure that the manufacturer passes
the PIC/S GMP accreditation system. The four objectives of
controlled drug management are to increase drug and service
quality, improves efficiency and production capacity, increases
the rate of domestic controlled drug production, and promotes
the acceleration of development and industry upgrade.

Responsible Units

Div. of Controlled Drugs, Factory for Controlled Drugs, Div. of Quality
Compliance and Management, Div. of Research and Analysis

Vv
00— — ®
0o - [ =% [ )
U — C EEE.\E':%UE ° - 221814 Addictiveness
P s Licensing .
| EHERETE (WE 2% /" management BRI Depenience .
Paiad = 3 - :E,: L
 EHESERNE (BRHEEZALR) AREE BFTE Avuse
B NITIN CBLEEEE (BRI = - IEERZEM Social risks N
iﬂ']llill ﬁﬁk §21E. RIEa (/E)IE B E) Scheduling
————
- Controlled drugs registration license management
(institutions and business operators) B EpE ERZREIE DB
- Controlled drugs prescription license. 7)Itl. rﬁj %fi Registration Reporting " Inspection
(Doctors, etc Professional) Diversion HEEE BT MRS
+ Permit for exporting, importing and t Institutions Health
manufacturing (Source management) Mmanagemen authorities
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Research and Analysis
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TFDA governs the establishment of testing methods for foods, drugs, medical devices and
cosmetics, and is also in charge of investigation or surveillance testing, promotion of testing
methods, preparation and supply of standard, registration testing, lot release testing, emergency
events testing, and assistance or serving testing. When emergency occurs, TFDA timely clarify
the situation and propose strategies and scientific evidences to dispel the public's concerns.
Additionally, TFDA proactively takes participation in international affairs to exchange testing
information, enhances the communication, collaboration and technique support with other
departments and local government sectors, and diversely develops the innovative testing
technigue and increase testing capacity to solidify food and drug safety.

ES S CNILIE Div. of Research and Analysis

Core Missions
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Quality Compliance and Management
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TFDA is responsible for enforcing manufacturers of drugs/medical devices/
cosmetics/health supplements to comply with Good Manufacturing Practice (GMP)/
Quality Management System (QMS), the compliance of Good Distribution Practice
(GDP) for pharmaceutical vendors, laboratory accreditation and management, and
management in compliance with Good Tissue Practice (GTP). By establishing a
profession GxP auditing system and introduces principles of risk management, TFDA
is continuously promoting the regulatory legislations, standards and systems of GxP
to be in line with international standards, so as to ensure product quality, guarantee
the test quality of the accredited laboratories, maintain credibility and protect the
health and safety of consumers.

EESIOSCNUNEP Div. of Quality Compliance and Management

Core Missions
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Consumer Knowledge Diversity
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TFDA advocates the correct consumer awareness on foods, drugs,

and cosmetics through the following media outlets.

EES LI SR TSI Div. of Planning and Research Development

R
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Special area for stopping rumors and myths of
food and drugs

WS AR LREBHAEFRS
Debunk online myths and rumors about foods,
drugs, medical devices and cosmetics

EYRAREER
Drug Food Safety Weekly
EHATR A RARENRT B IFFE R ZEB T & AR
Regular and real-time update on correct

information about foods, drugs, medical
devices and cosmetics

i[=]
H

e S [ 1)
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REFRESER
Section of misleading advertisement of food and drug
NEBIMEER REESHBEEN

Announcing information on websites of oversea
food and drug advertisements that are in violation

medical devices

O
RN
Good online publication articles of food drugs
BRI XEIEREEIIEEEN
Distributes good online articles on correct

information regarding foods, drugs, medical
devices and cosmetics

E"F‘

.
"ERIZE ., FB M iE
TFDA Facebook
ERABXEIREEREEEZBR N

Use graphics and texts to convey important
TFDA policies and new systems in real-time

o [1]

TFDA EZZ Line@
TFDA Line@
B LINEQ@ hiRiEs e sy aE

Use Line@ to accelerate the advocacy of foods,
drugs, medical devices and cosmetics issues




International Cooperation and Exchange
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To improve the product quality of Taiwan's food, drugs, medical devices and cosmetics, and to promote
Taiwanese industries, TFDA is proactively engaged in international cooperation. Through participating in
various international organizations, hosting international regulatory conferences, and establishing bilateral
collaboration platforms, TFDA has achieved the goal of critical information exchange and regulations
harmonization with other countries’ health authorities.

Responsible Units

Div. of Food Safety, Div. of Medicinal Products, Div. of Medical Devices and Cosmetics,
Div. of Research and Analysis, Div. of Quality Compliance and Management

2 EARY FRARA IR

Part|C|pat|on in international organizations
BIFREEZE =R WA E (ICH)

The International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use

/“leL: ﬁ_ El ﬁﬁlﬁ:’é‘_ J E/' _—:n n\lZl ( GEON )
General European Official Medicines Control Laboratory Network

B L HE AR S 1EE % (ICCR)

International Cooperation on Cosmetics Regulation

HREZAB (WT0)

WOOELD TRADT
CRGANIZATION

World Trade Organization Eoay
§L¥y
ooMAED#ERL (APO) “app”

Asian Productivity Organization

BONZEEEE (EPC)
European Pharmacopoeia Commission ""‘“"""‘

BNZERRERHERRRAES(MEREHERZE (0CCLs)

The European Network of Official Cosmetics Control Laboratories

BIBREZE MAEE ALK (PIC/S) &;PIC’S

Pharmaceutical Inspection Co-operation Scheme

FEZEHFEE S (USP)
The United States Pharmacopeia Convention

TSR M AR FATIE (AHWP)

Asian Harmonization Working Party

R BREE s A R w18 (IMDRF)

International Medical Device Regulators Forum

DAREERTE (APEC)

Asia-Pacific Economic Cooperation

X




Contact Information
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Main Office

Q No.161-2, Kunyang St., Nangang
District, Taipei, 115-61, Taiwan (R.0.C)

Q 02-2787-8000
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B
TAITUNG

R
PINGTUNG

TAOYUAN

National Biotechnology Research Park
Office (Div. of Medicinal Products,
Div. of Medical Devices and Cosmetics)

HEH

Q “Bldg. F, N0.99, Ln. 130, Sec. 1, Academia
Rd., Nangang Dist., Taipei City 115,
Taiwan (R.O.C.)

Q 02-2787-8000

Zhongxiao Office
B (Div. of Quality Compliance and
Management ~ Div. of Controlled Drugs)

@ 4F.No.465,B1F,No.4b7, Secé,
Zhongxiao E. Rd., Nangang Dist.,
Taipei City 115, Taiwan (R.O.C)

Q 02-2787-8000

Regional Management Center Office

JEEER Central Center for Regional Administration

RASIEE Q 3F, 4F., No. 20, Wenxin S. 3rd Rd., Nantun

Dist., Taichung City 408, Taiwan (R.0.C.)
Q 04-2369-2436

Regional Management Center Office

Central Center for Regional Administration

Q Taichung Harbor Office
2F., No. 85, Sec. 2, Wenhua Rd., Wugi Dist.,
Taichung City 435, Taiwan (R.0.C.)

Q 04-2369-2401

Regional Management Center Office

Central Center for Regional Administration

Q Taichung International Airport Office
No.42, Zhongging Rd., Shalu Dist.,

Taichung City 433, Taiwan (R.0.C.)
Q 04-2369-2401

Regional Management Center Office

Southern Center for Regional Administration

Q 2F, 3F., No. 180, Ziyou 2nd Rd., Zuoying
Dist., Kaohsiung City 813, Taiwan (R.0.C.)

Q 07-262-2572

Regional Management Center Office

Southern Center for Regional Administration
@ Kaohsiung Harbor Office

4F., No. 630, Feiji Rd,, Xiaogang Dist.,

Kaohsiung City 812, Taiwan (RO.C))

Q 07-262-2506

Regional Management Center Office

Northern Center for Regional
Administration

Q No. 161-1, Kunyang St., Nangang
Dist., Taipei City 115, Taiwan(R.0.C.)

Q 02-2787-8000

Regional Management Center Office

Northern Center for Regional
Administration

Q Eastern Regional Office
2F., No.202, Sinsing Rd.,
Hualien City, Hualien County
970, Taiwan (R.0.C.)

Q 03-850-9027

Regional Management Center Office

Northern Center for Regional
Administration

Q Keelung Harbor office
2F., No.6, Gangxi St., Renai Dist.,
Keelung City 200, Taiwan (R.0.C.)

Q 02-8978-8410

Regional Management Center Office

Northern Center for Regional
Administration

Q Taipei Harbor Office
2F., No.123, Shanggang Rd., Bali Dist.,
New Taipei City 249, Taiwan (R.0.C.)

Q 02-8978-8410

Regional Management Center Office

Northern Center for Regional
Administration

Q Taipei Songshan Airport Office
2F., No.340-9, Dunhua N. Rd., Songshan
Dist., Taipei City 105, Taiwan (R.0.C.)

Q 02-8978-8410

Regional Management Center Office

Northern Center for Regional
Administration

Q Taoyuan Airport Office
4F., No.8-1, Hanggin N. Rd., Dayuan
Dist., Taoyuan City 337, Taiwan (R.0.C))

Q 03-286-8300

Regional Management Center Office

Northern Center for Regional
Administration

@ Zhongli Office
No.46, Sec. 1, Longgang Rd., Zhongli
Dist., Taoyuan City 320, Taiwan (R.0.C.)

Q 03-286-8361

Factory for Controlled Drugs

@ No. 287, Datong Rd. Sanxia Dist.,
New Taipei City 237, Taiwan (R.0.C.)

Q 02-2671-1034
17
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Taiwan Food and Drug Administration

Ministry of Health and Welfare

TEL: (02)2787-8000

Service Line of Taiwan FDA: (02)2787-8200
National Food Safety Hotline: 1919

Safeguarding Health and Safety for Foods,
Drugs, Medical Devices and Cosmetics




