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Regulatory Science is the science of developing
new tools, standards, and approaches to assess
the safety, efficacy, quality, and performance of
all FDA-regulated products.
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C ICHRT

International Conference on Harmonisation of technical
requirements for the registration of pharmaceuticals for human
use
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six Regional Harmonisation Initiatives (RHIs)
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Promote Public Health

Prevent unnecessary duplication of clinical trials
Minimize the use of animal testing without
compromising safety and effectiveness
streamlining the regulatory assessment process
for new drug applications

reducing the development times and resources
for drug development
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Steering Committee(SC)
USFDA/EMA/MHLW/PhRMA/EFPIA/IJPMA/
Health Canada/Swissmedic
WHO(Observer)

IFPMA(non-voting)

MedDRA Management Board
USFDA/EMA/MHLW/PhRMA/EFPIA/IJPMA/
Health Canada/MHRA
WHO (Observer)

IFPMA(non-voting)
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Globe Cooperation Group(GCGQG)
six Regional Harmonisation Initiatives (RHIs)
APEC - ASEAN -~ EAC ~ GCC ~ PANDRH ZSADC
eight Drug Regulatory Authorities/Department of Health
(DRAs/DoH) : Chinese Taipei - Australia - Korea - Singapore -
China - Brasil - Russia, India

Working groups
Expert Working Group(EWG)
Implementation Working Group
Informal Working Group
Discussion Group
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ICH Guidelines

60 Guidelines on technical requirements on:
Quality -21Guidelines
Safety - 14Guidelines
Efficacy -20Guidelines

Multidisciplinary - 5Guidelines

Common Technical Document
(CTD & eCTD)

Medical dictionary for adverse event reporting
and coding of clinical trial data (MedDRA)

Consideration documents
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Concept Paper

» The procedure is initiated with the
endorsement by the Steering Committee of a
Concept Paper and Business Plan.

» An Expert Working Group with membership
as specified by the Concept Paper is
subsequently established.
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e Consensus Building - Technical document

e 2a) Confirmation consensus on Technical Document
e 2b) Adoption of draft Guideline by Regulatory Parties

e Regulatory consultation and discussion

e Adoption of the ICH harmonized tripartite
Guideline

e Implementation

G

aaaaaaaaaaaaaaaaaaaaaaaaaaaaaaaa



ICH ES5

E5 Ethnic Factors [ ]
Code Document Title Previously coded
~ E5(R1) Ethnic Factors in the Acceptability of Foreign Clinical Data
Description . The tripartite harmonised ICH Guideline was finalised under Step 4 in February 1998. This document
addresses the intrinsic characteristics of the drug recipient and extrinsic characteristics associated with Finalised Guideline:
environment and culture that could affect the results of clinical studies carried out in regions and describes February 1998
the concept of the "bridging study" that a new region may request to determine whether data from another @@ E5(R1)
region are applicable to its population.
Implementation : Step 5
EU : Adopted by CPMP, March 1998, issued as CPMP/ICH/289/95
MHLW © Adopted LULPESEEEREE ISRl iNo. 672, PMSB Notification No. 739
FDA : Published in the Federal Register, 10 June 1998, Vol. 63, No. 111, p. 31790

« FARNRKAc IR1) MNiiactinne & Ancware” Fthnir Fartare in tha Arcantahilibvy nf Farainn Clinical Nata
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state-of-the-art guidance
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Effective management and administration
Joint participation of regulators and industry
Science based and consensus driven

Frequent, concurrent meetings of SC and
Working Groups that are outcomes based

Commitment of all parties to implement
harmonised Guidelines

Well-defined process and procedures
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DoH of Chinese Ta|p6| / Global Cooperation / Organisation of ICH / AboutICH / &

The Chinese Taipei Food and Drug Administration (TFDA), Department of Health was officially reformed on 15! January 2010 through
merging four existing agencies, Bureau of Food Safety, Bureau of Pharmaceutical Affairs, Bureau of Food and Drug Analysis and Bureau
of Controlled Drugs. TFDA is the government agency responsible for regulating pharmaceuticals, biologics, medical devices, cosmetics,
and food products in Chinese Taipei.

The organisational reformation of TFDA tends to streamline the process from policy planning to execution, and to increase administration
transparency and efficiency. TFDA is charged with the responsibility of caring for the public. Through innovative, scientific and evidence-
based risk management policies, TFDA will work hand-in-hand with the industry to attain the goal of “safe drugs, secure food” and the
core value of consumer protection.

For more information, visit the Chinese Taipei FDA website under www fda.gov.tw/eng/index.aspx

About ICH Work Products Meetings Training Newsroom See also
Vision ICH Guidelines ICH Calendar Strategy News Sitemap
History MedDRA SC Reports ICH Training Press Releases Contact
Organisation of ICH CTD GCG Reports Other Resources Publications Glossary
Process of Harmonisation Electronic Standards ICH Public Events

FAQs Consideration Documents

Logo Open Consultations
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» 2003 ICH-GCG :
— BEEEE RCDERLAPECT R B ML
» 2008 ICH-GCG :
— DlChinese Taipei B THE @I EZ X BHIEHEICH-GCG
&
» 2010 EWG
— DOH/DRAIEIRCDEFR T EE X L NMEWG
» 2015 EWG
— CDEZN12{EEWG
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S3A Q&As on Note for Guidance on Toxicokinetics: The Assessment of Systemic Exposure

S5 Detection of Toxicity to Reproduction for Medicinal Products & Toxicity to Male Fertility

S9 Nonclinical Evaluation for Anticancer Pharmaceuticals

Q3C Impurities: Guideline for Residual Solvents

Q3D Elemental Impurities

Q12 Technical and Regulatory Considerations for Pharmaceutical Product Lifecycle
Management

E6 Addendum for ICH E6: Guideline for Good Clinical Practice

E9 Addendum to Statistical Principles for Clinical Trials on Choosing Appropriate Estimands
and Defining Sensitivity Analyses in Clinical Trials

El4 Revision of ICH E14 Q&As (R2)

E17 General principle on planning/designing Multi-Regional Clinical Trials

M4E Enhancing the Format and Structure of Benefit-Risk Information

M7 Assessment and Control of DNA Reactive (Mutagenic)lmpurities in Pharmaceuticals to

Limit Potential Carcinogenic Risk
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May 14, 2015
ICH SC GC, Fukuoka

Implementation Status of ICH Guidelines in Chinese Taipei

Chinese Taipei adopts and recognizes all ICH Guidelines. Although Chinese Taipei FDA
(TFDA) didn’t translate all ICH Guidelines, we issued official announcements to the
public, in which all ICH guidelines are adopted by TFDA in review of medicinal
products in Chinese Taipei. The principles of ICH Guidelines are applied and accepted
in the NDA/BLA, ANDA, API, BSE, IND review process, GCP and GMP inspection.

Chinese Taipei has formally announced review guidelines according to the ICH
Guidelines to facilitate implementation. The above guidelines are as follows:

. ICH E5: Ethnic Factors in the Acceptability of Foreign Clinical Data

. ICH E6, E2A: Guideline for Good Clinical Practice in Conducting Clinical trials
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» 2015 HABHERINICHSE %

ICH{SEUE

ICH reforms

» focus on

Governance and transparency
International outreach
Funding

Legal entity
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