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Summaryv of safetv profile

Based on an analysis of - clinical trial patients receivingqmonotherapy and in

combination with chemotherapy (n = 2,224), the most commonly reported adverse reactions are skin
reactions 1o 1 approximately 94% of patients. These reactions are related to the pharmacologic
effects ofﬂ and the majority are mild to moderate in nature with 23% severe (grade 3
NCI-CTC) and < 1% life-threatening (grade 4 NCI-CTC). For clinical management of skin reactions.
mcluding dose modification reconumendations, see section 4.4.
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8.2 R B AREn #5511

Adverse drug reactions occurring in patients || It and later-onset SMA

§ IJ %( i }E based o-n:linical studies

g=EVA I

Gastrointestinal disorders

Diarrhoea Very common Very common

Nausea Not applicable Common

Mouth ulcerations and
aphthous ulcers

Common Common

Skin and subcutaneous tissue disorders

Rash* Very common Very common
£2ZUS FDA |Adverse ReactionsEE N il s in
Adults
I::f_iiﬁ? 1 mg/day _‘ﬂlII
(N=226) (N=188) (N=229) (N=643)
Gastrointestinal Disorders
Constipation 1% | 3% | 2% | 1% | 2%
General Disorders and Administration Site Conditions
Fatique 2% | 3% | 2% | 5% | 3%
Infections and Infestations
G Nascphar‘yngitis 2% 1% 1% 3% 4%
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Internatlonal Conference on the 20th Anniversary of Bridging
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Study Evaluation — Ethnic Factors in the Acceptability of Foreign
Clinical Data in Global Regulatory Convergence
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B center For Drug E

- HEZA\BERERT0 - ERENEESEETE Program Organizer: The Center
for Drug Evaluation (CDE)

BA1i :
Co-Organizer: Taiwan Food and Drug Administration (TFDA)
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B ) Venue: Participating in-person (at room 301 on NTUH International

k= _ .
Convention Center) or virtual

EAEE | 111F586H (& ) 0910~ 17:00
BHEi : | Date & Time: 09:10~17-00, May & (Fn), 2022
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https://www.cde.org.tw/news/activity_more?id=484
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International Conference on the 20th Anniversary of Bridging

Study Evaluation - Ethnic Factors in the Acceptability of
Foreign Clinical Data in Global Regulatory Convergence

Language: English

Conference Program: (UTC+08:00, Taipei)

09:10-09:30

09:30-09:40 Opening Remarks

Registration

Dr. Shou-Mei Wu

Director-General, TFDA, Chinese Taipei &
Chairperson, Center For Drug Evaluation

Prof. Oliver Yoa-Pu Hu Ph. D., FNAI
FAAPS

Professor, School of Pharmacy, Taipei
Medical University

09:40-09:50 Group Photo
09:50-10:20 20th Anniversary of Dr. Herng-Der Chern  Prof. Oliver Yoa-Pu
ICHES Bridging ~ Distinguished Hu Ph. D., ENAL
Study —Reflection ~ Research Fellow FAAPS
and Future Center For Drug Professor, School
Perspective Evaluation of Pharmacy. Taipei
10:20-10:50 PoliciesforICHES Ms. Ting-Ya Chang ~ Medical University
and E17 Section Chief
Implementation Division of Medicinal
Products, TFDA,
Chinese Taipei
10:50-11:10 Break
ﬂ#@f%/\%ﬁuouﬁﬁq’ <&

B Center For Drug Evaluation

TIE)

11:10-11:40

11:40-12:10

12:10-12:30

12:30-13:30
13:30-14:00

14:00-14:30

PMDA'’s perspectives

on the
implementation of
ICHES

Critical Visibility:
CDE and Its
Encounter with
Regulatory World

Moderators:

Mr. Kevin Ming-Hsun Liu,
Chief Executive Officer
Center For Drug Evaluation

An Overview of
Logistics and

Analyses of Bridging

Study Evaluation
Applications

Pharmacokinetic
Considerations of
Bridging Study

Evaluation and Cases

Studies —Regulatory
Perspectives

2
ik

AR 4

=
£37

Junko Sato, Ph.D.
Office Director
Office of
International
Programs, PMDA,
Japan

Dr. Wen-Hua Kuo
Professor

Yang Ming Chiao
Tung University

Panel Discussion

=

Mr. Kevin Ming-
Hsun Liu

Chief Executive

Officer,

Center For Drug
Evaluation

Dr. Herng-Der Chern

Distinguished Research Fellow

Lunch

Mr. Chi-Jen Yang
Project Manager
Division of
Regulatory Affairs
and Compliance
Center For Drug
Evaluation

Ms. Yi-Lin Wang
Senior Reviewer
Division of
Pharmaceutical
Science

Center For Drug
Evaluation

Center For Drug Evaluation

Dr. Chia-Hsin Yeh
Director

Division of
Pharmaceutical
Science

Center For Drug
Evaluation

14:30-14:50
14:50-15:20

15:20-15:50

15:50-16:20

16:20-17:00

Clinical
Considerations of
Bridging Study

Evaluation and Cases

Studies —Regulatory
Perspectives

Implementation and

Considerations of ICH
ES in Asian Regions -

Global
Pharmaceutical

Industry Perspectives

Implementation and

Considerations of ICH
ES5 in Asian Regions -

Research-based
Pharmaceutical

Industry Perspectives

Moderators:

Dr. Lih-jivan Hsu

Deputy Executive Director
Center For Drug Evaluation

Break

Dr. Chi-Hsun Chen
Clinical Section
Chief

Division of New
Drugs

Center For Drug
Evaluation

Dr. Ming-Hsiao
Chan

Director,
Division of New
Drugs,

Center For Drug
Evaluation

Ms. Louise Watt
Regional Senior
Manager Asia
Pacific Regulatory
Affairs, Novartis
Singapore

Dr. Du-Shieng Chien
Chief Executive
Officer

TaiRx

Panel Discussion

Dr. [-Chen Sun
Senior Executive Officer
Center For Drug Evaluation
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