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The 1™ Joint Conference of Taiwan and Japan on Medical Products Regulations
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Theme Medical Products Regulation and Insurance
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Venue National Taiwan University Hospital, International Convention Center R301
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Language Mandarin and Japanese
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Interpreter Br5E4% Cheng, Wang-Ling  {@IAZ Ho, Yueh-Hua  [E{&Z Chou, Wei-Chin
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Center for Drug Evaluation (CDE)
HITBCEANER G ERMEFREHE
Pharmaceuticals and Medical Devices Agency (PMDA)
BARETXHRR
Japan Pharmaceutical Manufacturers Association (JPMA)
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" Japanese Chamber of Commerce & Industry, Taipei (JCCI)
hERBFAZEMHEMEIHE
International Research-Based Pharmaceutical Manufacturers Association (IRPMA)
GENETERENS

Taiwan Pharmaceutical Manufacturers Association (TPMA)
BEMENARNERRGE

Taiwan Research-Based Pharmaceuticals Manufacturers Association (TRPMA)
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National Health Insurance Administration (NHIA)
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The 1* Joint Conference of Taiwan and Japan on Medical Products Regulations
(Regulation and Insurance)

December 23, 2013

Morning Session

Time Subject Speaker/Rapporteur Moderator
08:30-09:00 Registration
Wel hes f Tai
09:00-09:10 elcome Speeches from Taiwan East Asia Relations Commission Interchange Association Japan
and Japan
B Ik
09:10-09:20 Opening Remarks I\ﬁr. Katsufur:n Jo, Director, Economic Affairs Division, MHLW
g ¥k
Prof. Ming-Kung Yeh, Director General, TFDA
09:20-09:30 Group Picture

Keynote Speeches : Health Insurance Issues

PADFRFERFIR DEITD

Biv
Mr. KatsufumiJo,

09:30-09:55 | # X . . L
p A 5135)%‘ B B b3 B Director, Economic Affairs Division,
MHLW Eoeoonl el
w &%
WAr R BB HEA T
«,—li)%fﬁv_‘.‘fé::‘g,_"rié‘. . . .
00551020 | © ¢ 0 FIEFEEESHIR | Ms RuLiang Shi, . M. Hirokazu
SAERELL PR AL Deputy Director, Medical Review and Hasegawa
Pharmaceutical Benefits Division, NHIA _g__ ’
Deputy director,
' . ShrE - iR §3 Economic Affairs,
10:20-10:35 :itd Jgn;ncz:fenr/leendciialo fprzaéﬁvftz Mr. Shinichiro Katayanagi, plealth Policy Bureat,
’ ' o uIatlioon Committee Member, International MHLW
8 Affairs Committee, JPMA
10:35-10:45 | Q&A
10:45-11:00 Coffee Break

Keynote Speeches :

Pharmaceutical Regulations Issues

Recent Trend of Pharmaceutical

FESH RE(HE)

11:00-11:25 . Dr. Taisuke Hojo,
Regulation in Japan ) . .
Senior Executive Director, PMDA
fRixt ek
11:25-11:50 Recent Trend of Pharmaceutical Dr. Meir-Chyun Tzou,
) ) Regulations in Taiwan Director, Division of Medicinal Products,
TFDA
Asia Partnership Conference of THELE B L
11:50-12:05 Pharmaceutical Association: Mr. Tadaharu Goto,
APAC Director General, JPMA
Pharmaceutical Regulations =3 ﬁ: CEO
12:05-12:20 Issues - Input from Industry in Mr. Calvin Tsai,
Taiwan CEO, Orient PHARMA Co. Ltd., TRPMA
12:20-12:30 | Q&A

T AE #EFL
Dr. Shiow-Ing Wu,
Deputy Director
General, TFDA

12:30-13:30

Lunch




Afternoon Session

Pharmaceutical Regulations Session

Review of New Drugs (including Biologics)

L T ;ME
Current Topics of Dr. Daisaku Sato,

Japan’s New Drug Review Office Director, Office of New Drug V,
PMDA

13:30-14:00

AP e ek
14:00-14:30 New Drug Review in Taiwan Dr. Ming-Hsiao Chan,
Director, Division of New Drugs, CDE

14:30-14:45 | Q&A

S e E

Mr. Nobumasa
Nakashima,

Office Director, Office
of International
Programs, PMDA

Review of Generic Drugs

ez rFFEROF AL | S EE L

. . . Dr. Kazuyuki Saito,
14:45-15:15 | =T Office Director, Office of OTC/Generic

B rEag L Drugs, PMDA
HhE 2 iEHn
15:15-15:45 BREFEZD % ALpm Mr. Chien-Liang Lin,
BreEssognr Senior Specialist, Division of Medicinal

Products, TFDA

15:45-16:00 | Q&A

fricd e E
Dr. Meir-Chyun Tzou,
Director, Division of

Medicinal Products,

TFDA

16:00-16:15 Coffee Break

Quality Issues related to GMP

A
Mr. Ichiro Tsunoi,

Director, GMP Inspection, Office of
GMP/QMS Inspection, PMDA

16:15-16:45 PMDA update on GMP

% Fri L

Ms. Chyn-Liang Huang,
16:45-17:15 | Presentation from Taiwan Chief Inspector/Section Chief, GMP
Inspectorate, Division of Risk
Management, TFDA

17:15-17:30 | Q&A

Ak = RWMEIRE
Mr. Kozo Akasaka,
Director, International

Affairs, JPMA

17:30-18:00 | Wrap up and Conclusion of Pharmaceutical Regulatory Session

Ta w2 fay

Mr. Naoyuki Yasuda,

International Planning
Director,
Pharmaceutical and
Food Safety Bureau,
MHLW




December 24,

2013

Morning Session

BRERFESDEBIZOVT

Mr. Hirokazu Hasegawa,

Time Subject Speaker/Rapporteur Moderator
Health Insurance Session
Prices for Innovative Drugs and Patent-Expired Drugs
PAICBTSATFL EpE- sz

S el
Mr. Mao-Ting Shen,

09:00-09:25 - ) . ,
R3S P R iTE Deputy Director, Economic Affairs
24 g i i3 Division, MHLW
SERNERRRT Hamp | TES AL
E.na. Lo r. Chui-Wen Kuo,
09:25-09:50 ‘ _.IT[F% g e Chief, Medical Review and
AR VEFRESPR TR Pharmaceutical Benefits Division, NHIA
09:50-10:05 Q&A

Director, Medical
Review and
Pharmaceutical
Benefits Division, NHIA

Separation of P

harmacy and Clinic

N

PAICBTZ2FELEIIOoV e )
10:05-10:25 | T L'\)/'r' T?' 5_' Ta:a &
WP R F A E e
’ General Affairs Division, PFSB, MHLW
IV R
Separation of Prescribing and Ms. Hsueh-Yung Tai, ik A EZRY
Dispensing in Taiwan Senior Specialist, Division of Medicinal Dr. Shu-Ling Tsai,
Products, TFDA ]
10:25-10:45 " —~ Chief Secretary, NHIA
ERLBHFES £ FOR TR
FE Ms. Chun-Fu Lee,
N 1w . | Senior Executive Officer, Medical Affairs
BFESE 2R R ’
FEFFESFLBEELARGE | on, NHIA
10:45-11:00 Q&A
11:00-11:10 Coffee Break

Current Status on HTA

f;ifﬂ—v{’»ihng:)%;}ijﬁgﬂlfﬁ - SR wE &g -
11:10-11:20 RN Raoh-Fang (Jasmine) Pwu, Ph.D., R ﬁ =
' : BT e B PR Director, Division of Health Technology | Mr. Hirokazu
s Assessment, CDE Hasegawa,
Deputy director,
Economic Affairs,
11:20-11:30 | Q&A Health Policy Bureau,
MHLW
11:30-12:00 | Conclusion of the Meeting

Wrap up and Conclusion of Health Insurance Session
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Mr. Hirokazu
Hasegawa,

Deputy director,
Economic Affairs,
Health Policy Bureau,
MHLW

Closing Remarks from
Taiwan and Japan

East Asia Relations Commission Interchange Association Japan




