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Progress of SAKIGAKE Designation
e
[Ordinal Review] » 1%t round pilot designation (Oct., 2015)

E ,—‘ lzmmh 6 Pharmaceuticals, 2 Medical Devices,

Consultati 3 Regenerative Products
Clinical Trial o

Clinical ) Clinical Trial Phase il
> Phase I/l >>°“ _l"' > ics ﬁ"\ﬁewew

fm:min> » 2" round pilot designation (Feb. & Apr,,
ﬁDv ority Consyltsfion

2017)
5 Pharmaceuticals, 3 Medical Devices,
1 In-Vitro Diagnostic, 3 Regenerative
Products
» 3" round pilot designation (Mar., 2017)
6 Pharmaceuticals, 2 Medical Devices,

Practical
application of

. - % 3 Regenerative Products
innovative medical
products

merci
alization in
arke
(Bstrengthening post-
marketing safety

nsultation ) /
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ion-clinical .
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® Xofluza(Anti-influenza drug) was approved on 23" period) » 4% round pilOt H application
Feb, 2018,

® Rapalimus Gel(m-TOR inhibitor) was approved for (OCt"2018)
the treatment of skin conditions such as
angiofibroma in tuberous sclerosis complex on 7
23" Mar, 2018.

EE

(2) eI EMRME G (Regulatory Science Centre) » 224 PMDA & BEAT 4

Office of Advanced Evaluation with Electronic Data + Office of Research

Promotions & Office of Medical informatics and Epidemiology 2~ &1E » i@
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Regulatory progress for innovation / International trend on pharmaceutical
regulatory convergence
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577 1 BN SRR AFEH " ADR Reporting System
Progress and E-submissions in Taiwan - f& 7P HEEE A RS i
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o WpEelt 2020 SEEH EHE -
H75 : H PMDA &% 23k (Office of Safety 1) ALHIE(Iku Mitta)
JE=% T Current status on Adverse Event Reporting in Japan | > /142 H A%
B R L HERRANE - R - REET 2T » PMDA
PSSR 2 S50 R B B AT 2 BIEHE ~ 2o sk A &
[ERE T » DUSC AR AR AT B3 AR SR o 2 B B o A RS - Iz
HELT R\ BRI - fHIANE ICH E2B 5512 MifdimHy - Hamamig =0
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Recent Trend on Utilization of Real World Data
577+ gL ERE T (COE)&ER/NMERELCEIFEANHE " Using
Real-World Data/Evidence in Regulatory Decision Making ;> | E &
FREBAEER P RNER - WL AL G T S K W B 1 E

(Hyperphenylalaninemia) /=i 228 ¢ (Excelsior BH4 tablet) iy Z& 4] » DL Kz
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& Ketoconazole 5y CIAREIAY - i B &L B BB A 40 M 2 R RERE
PRI BRI AT - MR RS R R ER (FFett) - = M A RS
—B ~ WS EEEE SRR SR AR K ERE
H7 : B PMDA B35 EHE (Office of Medical Informatics and
Epidemiology)Z/j%2% (Takashi Ando)&Ez% " Recent Trend on Utilization of
Real World Data-Challenges in Japan | » 148 H A40{o £l B &t FL %
EITER AL 2R o Y5 (2018)4F 4 HAAVEHREATTIESTZ GPSP (Good
Post-Marketing Study Practice) 2 >K B35 f I8 56 & A R R 2 an
HE (BEREEE  CHEARE)NERZ2EN  FHERESE
MHEREACE A > I MID-NET SAAHRH B R BeR SRt F 48 b
IR EEE R Z A5EME (ensuring the reliability in application documents
for reexamination) - i /M 4A%E & H AR A 2 81513 2 B E7 KW AR R
friEE R MID-NET 5t » IR HAE FEFEEREES KEM -

Revised GPSP

Good Post-marketing Study Practice
(The Ministerial Ordinance, Implemented on April 1t 2018)

Study frames in GPSP

| Observation

' Primary data
colleition

Observation
DB

Intervention |

Primary data
collection

p “Post marketing
“Post marketing database study” “Post-marketing observational study

with primary data collection”
Newly created

Revised GPSP clearly mentions that safety study based on database is
acceptable for re-examination under the Japanese Pharmaceuticals and
Medical Devices Law

clinical trial”

Further collaboration from Industry's view
G5 ¢ A e sl R HE RS JE % | Further Collaboration from
Industry's view-Taiwan perspective | > f§4 B A& /EE H ARG 2 88540 &

TR - UGB G R EEO P& IR H s HE D 2 &
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"What ICH E17 will bring us? ;- J& ICH E5 % " Local first | » fqE—[]
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RV A B IR SR EGE T B S @i nl ge s B bndi Ry 5 I
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Pooling Fyselis k25 BN Z A7+ Pooling Y{ERRLELAE# sample size 73
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Self-care initiative

G577 ¢ HEHEEELEREER R AFREZE T OTC Accessibility to

Consumer and Expansion of Monograph in Taiwan ;> &/ P B3R 480
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4. Revision of Appropriate Advertising Standards on Medical products

O Regulatory Reform Implementation Plan (Cabinet Decision, 2 June 2016) Specific Revision Issue
1 Health and Medical Care

_ o 1. To modernize “Appropriate Advertising
(1) Point of view and priority area on regulatory reform

"
As a measure for achieving healthy longevity society, to address the revision Standards

of Advertising Standards on OTC drugs and designated Quasi-drugs based on 2. To disclose the detailed and concrete explanation

three basic concept as follows in the range of ensuring safety and relief. on the standards

- toimprove public convenience 3. To establish a system to minimize administrative

- to vitalize economic on the basis of development of Health Care and Welfare
- to ensure National Health Insurance balance

(1) Revision of Appropriate Advertising Standards on Medical products (Notification of PFSB No.0929-4, 29 Sept. 2017)

Item Previous Purpose and Contents of Revision

guidance difference among prefectures

All of media for consumers (various media including websites and emerging

Applicable Media - (No description) ones)

Advertisement which would make
Maintenance of Prestige medical products demeaned wasn’t
allowed

To declare contents of left column as “Responsibility of Advertiser” (This
concept should be applied for advertiser rather than each product)

Regarding OTC drugs, to enable to use “common name” of multiple branded

BizhicilipdicahEnell |- (No description) products (it would be beneficial fm)consumer)

To be described more than two
indications, if the product have multiple
indications

Products which have multiple
indications

To accept description of a selected indication (this change doesn't have
negative impact for consumers)

To be described as “Habit Forming” if it
Habit Forming Drug was designated by Minister of Health,
Labour and welfare

Regarding OTC drugs, to delete this guidance (because there is ne Habit Forming
Drug in OTC drugs)

Recommendation by To exemplify inappropriate professionals

T —— to quote * To add “academic society” {in order to avoid guarantee expression)

*Physicians, dentists, pharmacists, veterinarians or other professionals and organizations which have an impact to consumer related to indications such
as barber, beauty artist, hospital, clinic, official office, school.

Foa BB E TREEHE - dERFIUGE B S EFERIBREITERS - [FIRFEg
B B P B U7 SE W H Ry fE o B2 > H R OT B RS R R
(Self-medication tax system) (RfAllSEFRESF ) » — AEFEHEER
12,000 H[E[.Z#5 OTC (Rx-to-OTC) > mJLAfE&RIFed IR (GLFR PR

88000 H [H]) -

(I0) SRR FT 35
1. el aE RS (2018)4F & & ¥ o5 A & 5 5 5C T /F /) 41 (product

registration working group)#E & #55 ¢
(1) SHEETIEHEEERE - )5%la HERE a2 E B ek
105-106 £ FRME MBS HIHES TIFRES L THARE®RE
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Prospective of regulation for cutting-edge technology
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Strategies for regulatory convergence including Asian region
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Kz Pharmacovigilance WiTE T.{E4Eg 2 CoE ~ $¥ioiNEl 58 225 154
VAR & RS R o B S M B S e M IS T AR5 5 -

577 HEHEZRH R EEN KRS ZRTT HAl2 8 S EIR 5
2B o BT T o B e s A U4 BB A & (Asian Harmonization
Working Party » AHWP) | {4 1999 Sk - FEeE ~ EIARE ~ &/
I ~ JEEE ~ FE2RPENE ~ HIJE ~ 2B R EIEE 10 {l ooNEE7He <
A4 FERAROL - HATdA 31 (Eq & - S 5 EOI eI HEE)
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6th Joint Conference of Taiwan and Japan on Medical Products
Regulation

Date: October 11, 2018
Place: Kaiun Club Building (2-6-4, Hirakawa-Cho, Chiyoda-ku, Tokyo)
*Simultaneous interpretation (Chinese - Japanese) provided

Joint Session (Main Hall. 2F)

MC: Mr.Katsuaki Ura, MHLW
8:30-9:00 Registration
9:00-9:40 Opening remarks (40 min) *5min each

Mr. Hitoshi Funamachi, Senior Executive Director, Japan-Taiwan Exchange Association

Mr. Li Chou, Director, Economic Division, Taipei Economic & Cultural Representative Office in Japan
Mr. Kazuhiko Mori, MHLW

Dr. Shou-Mei Wu, Director-General, TFDA

Mr. Tadaharu Goto, Director General, JPMA

Mr. Tung-Mao Su, TPMA

Mr. Seiichi Mori, JFMDA

Mr. Francis Hong, TMBIA
9:40-10:00 Memorial photo taking

10:00-11:00 | Keynote speeches (60 min)
-Regulatory updates in Japan, MHLW/PMDA (25min)
Dr. Nobumasa Nakashima, Associate Executive Director, PMDA
-Regulatory updates in Taiwan, TFDA (25min)
Dr. Shou-Mei Wu, Director-General, TFDA
-Q&A (10min)
11:00-11:20 Break

[ Parallel session (Pharmaceutical) ]

11:20-12:15 Regulatory progress for innovation / International trend on pharmaceutical regulatory
convergence (55min) Moderator: Mr. Katsuaki Ura ,MHLW

Introduction of Horizon Scanning — sharing ICMRA progression -, MHLW/PMDA (20min)
Mr. Naoyuki Yasuda, Director, Office of International Regulatory Affairs, MHLW
Regulatory progress for innovation — Taiwan bio’s perspectives- (20min)
Ms. Carol Cheng, Chief Operating Officer, TRPMA
- Q&A (15min)
12:15-13:15 Lunch Break
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13:15-14:05 Moderator: Dr. Junko Sato, PMDA

E2B (50min)

- Japan’s experience (25min)

Mr. Iku Mitta, Director, Office of Safety |, PMDA

- ADR Reporting System progress and E-submissions in Taiwan (10min)
Mr. Po-Wen Yang, Section Chief, Division of Medicinal Products, TFDA
- Q&A (15min)

14:05-14:55 Moderator: Mr. Ming-Hsun Liu, TFDA

Recent Trend on Utilization of Real World Data (50min)

- Challenges in Japan (20min)

Mr. Takashi Ando, Office of Medical Informatics and Epidemiology, PMDA

- Using Real World Evidence in Regulatory Decision Making (20min)

Chi-Hsun Chen, M.D. Senior Team Leader, Division of New Drugs, Center for Drug Evaluation
- Q&A (10min)

14:55-15:15 Break

15:15-16:05 Moderator: Dr. Junko Sato, PMDA

Further collaboration from Industry's view (50min)
- Japan’s industry perspectives (ICH-E17)

Mr. Osamu Komiyama, JPMA
- Taiwan’s industry perspectives

Dr. Eileen ChangeChien, TPMA

- Q&A (20min)
16:05-16:20 Break
| HealthInsurance (Main Hall) / Self-care (Room306)
16:20-17:20 Drug price adjustment under health Self-care initiative (60min)
insurance system (60min) (Consecutive interpretation provided)

Moderator: Mr. Katsuaki Ura, MHLW

Moderator: Mr. Akihiko Matsubara, JPMA . ,
- OTC accessibility to consumer, MHLW (25min)

- Mr. Takahumi Yumoto, Section Chief, Dr. Hikoichiro Maegawa, Deputy Director,
Economic Affairs Divisions, MHLW (20min) Pharmaceutical Evaluation Division
- Mr. Jau-Jic Huang, Senior Executive Officer, - OTC accessibility to consumer and expansion

Medical Review and Pharmaceutical Benefits of monograph, TFDA (25min)

Division, National Health Insurance Ms. Hui-Ping Chang, Section Chief, Division of
Administration (20mim) Medicinal Products, TFDA
- Q&A (20min) - Q&A (10min)

17:20-17:30 Closing Remarks (pharmaceuticals)
- Mr. Yoshikazu Hayashi, Executive Director, PMDA
- Dr. Shou-Mei Wu, Director-General, TFDA
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[ Parallel session (Medical Devices) ]
Medical Devices (Room 303/304, 3F)

MC: Mr. Masayoshi  Naito, JFIMDA
11:20-12:15 | WG report & future image (55min)
Moderator: Dr. Madoka Murakami, PMDA
1. Product registration WG, TFDA (20min)
Mr. Ta-Jen Wu, Technical Specialist, Division of Medical Devices & Cosmetics, TFDA
2. QMS WG and MOC, MHLW(15min) and TFDA (5min)
Ms. Yumiko Aoyagi, MHLW
Ms. Lee, Szu Yu, TFDA
3. Q&A (15min)
12:15-13:15 Lunch
13:15-14:05 | Moderator: Dr. Madoka Murakami, PMDA

Prospective of regulation for cutting-edge technology (55min)

- Regulatory progress of Artificial Intelligence, PMDA (20min)

Mr. Kentaro Kato, Office of Medical Devices |, PMDA

- Regulatory progress of 3D Printing, TFDA (20min)

Mr. Cheng-Wen Lan, Senior Reviewer, TFDA

- Q&A (15min)

Strategies for regulatory convergence including Asian region (55min)

- Japan’s perspectives, PMDA (20min)

Dr. Mari Shirotani, Division Director, Office of International Programs,PMDA
- Taiwan’s perspectives, TFDA (20min)

Ms. Cheng-Ning Wu, Section Chief, Division of Medical Devices & Cosmetics, TFDA
- Q&A (15min)

Closing Remarks (medical devices)
14:05-15:15 | -Dr. Mari Shirotani, Division Director, Office of International Programs, PMDA

Mr. Ming-Shin Lee, Director, Division of Risk Management, TFDA
15:15-15:35 Break
15:35-17:45 | WG Closed meeting (Reg. + Industry) (Consecutive interpretation provided)

Product registration WG
QMS WG

Reception (18:00-)

fEEE ¢+ 107 £ 10 A 11 HEMETE 2 fEHE FREsE R
http://www.pmda.go.jp/int-activities/symposia/0075.html
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