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3% % i B > TOSHIBA Medical System Corporation = = *+ 1930 & » &_
TOSHIBA i3 2 P2 - » B F 2 AW GPEFHFREH > 18244
5w M TR # 5 &k (Computed Tomography, CT) ~ X 4% ~ P12 £ 3= 3 1
J& ki(Magnetic Resonance Imaging, MRI) ~ &3 A &R % ~ & # ®E KA
(Angiography Aystem) ~ 1= %5 %’ % ¥u(Nuclear Medicine System) ~ &+ &+ /%
o ¥ & 47 49 % Xi(Positron Emission Tomography-Computed Tomography,
PET-CT) ~ *zéf; 5% 4« si(Radiotherapy) % 2 5o 2 @2 & 5 &P &7 [} ¥
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1. 2 #F 4 : Prof. Nobuo Nishiyama, Tokyo Institute of Technology

2. &AL
Time Subject Speakers
Ichiro Nakatomi
President and CEO, NanoCarrier Co.,
Ltd.
18:00 - 18:05 | Welcome
Nobuo Nishiyama
Professor, Tokyo Institute of Technology
Researches of Polymeric Nobuo Nishiyama
18:05 - 18:40 i
Micelles in Japan Professor, Tokyo Institute of Technology
Development of “Joint
MHLW/EMA reflection paper
18:40 - 18: he devel ‘e Hiroyuki Hanada
40~ 18:55 | on the development o COO, NanoCarrier Co., Ltd.
block copolymer micelle
medicinal products”
18:55-19:10 | Q&A
19:15-21:00 | Dinner
3. E£EEL

AEFERE 100 30 p TR K FE Micelles 34 § - 20 A AR

1 ¥ < B(TIT) 2 NanoCarrier = # 2_ & ﬁ%ﬁ Il < N ﬁ:%%ﬁx%%ﬂz‘i;ﬁ

i

2014 # p > MHLW frgc EMA X I 342 B & 4 ez (block copolymer

\

micelle) & &+ % » % % 4 & Reflection Paper - NanoCarrier = & %] 4 3% o &

# Polymeric Micelles 2 556 » M2 p A2 P ZHFA LTS 4T
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& F = et R £ Pz (block copolymer micelles) i # i~ f?;%?]:}izﬁ, RS

FHG O RAES T RTES U 2 B R e R R DR LSS EP
EiF Flhmre Jp o o A EHFF O P AR o d 3t block copolymer micelle
ASagielt s L RZERE S LA SPE RS Lo A BB A A

SR R BB AR 0 A 18 2LH 22 = block copolymer micelle 4p i % & 2
() XARF2E P FEURER
1 9% 0 S48 SR R &k 2 F MBI 4 iR € (Interchange

Association, Japan)

2. RER¥EH B A A %ﬁ ZEF%%%}% # % 3% & 4% 4 (Pharmaceuticals and
Medical Devices Agency) - #f B2 % ¥ % 5 4 % @ .~ (Center for Drug
Evaluation) ~ p ~ % # 1 ¥ 2 ¢ (Japan Pharmaceutical Manufacturers
Association) ~ & # p & 1 7 ¢ (Japanese Chamber of Commerce & Industry
Taipei) ~ ¢ #= 2 B & 3 4 @ £ 7 15 ¢ (International Research-based
Pharmaceutical Manufacturers Association) ~ = % #® % 1 ¥ ¢ ¥ = ¢ (Taiwan
Pharmaceutical Manufacturers Association) ~ 5 #8874 2] 4 HATE 3 B 2 ¢
(Taiwan Research-based Pharmaceuticals Manufactures Association) ~ p # :‘ff}%‘
W E A ¥4 £ ¢ (Japan Federation of Medical Devices Associations (JFMDA)) -
cBFRE2HEM L ERF K2 § (Taiwan Medical and Biotech Industry

11



Association)~ ¥ # % 1}&]%51% BHEERESE 2R E ¢ (Taiwan Federation
of Medical Device Commercial Associations) ~ ¥ =3 R ¢ £ ¢ (Taiwan
Generic Pharmaceutical Association) ~ ¢ # % & @ # 2 & 2 ¢ (Chinese
Pharmaceutical Manufacture and Development Association) ~ p = OTC %5 s
1 ¢ (Japan Self-Medication Industry (JSMI)) ~ & 7 = T ¥ g N Z R 42 ¢
(Asia-Pacific Self-Medication Industry (APSMI)) ~ # &= R % & (7 4 5 12
t» ¢ (Taiwan Pharmaceutical Marketing & Management Association

(TPMMA))

HAL

¥-=

210 * 31 p (F )Open session

08:20 - 08:25 | Memorial photo taking

08:30 — 08:40 | Opening remarks

. N TS
Tonth €~ S ELP EAR I R R e

08:40 — 10:00 | Keynote lecture

Opening remarks & short presentation:
JPMA ~ JFDMA ~ TPMA ~ TMBIA ~ TFMDCA

Lecture:

Masatoshi Narita, Counselor, Minister’s Secretariat, MHLW

Ms. Li-Ling Liu, Director, Division of Medicinal Products, TFDA
Dr. Tatsuya Kondo, Chief Executive, PMDA

Dr. San-Kuei Huang, Director General, NHIA

10:00 — 11:00 | Time allowance + Coffee break » 3k 4, % & 3

11:00 - 12:30 ? +1 3 4% (Pharmaceuticals Regulatory)

12



11:00 - 11:10 | PMS WG reporting

11:10-11:20 | GCP WG reporting

11:20 — 11:35 | Product Registration WG reporting

11:35-11:50 | QSD/QMS WG reporting

11:50 — 12:00 | Short Break

12:00—12:30 | QA & Wrap up session

14:00-18:00 Health Authority Closed Meeting

11:00 - 17:45 | # %348 (Pharmaceuticals Regulatory)

%3 - : MRCT 2 #7% % % (MRCT and New drug review)
Chair : Mr. Kaoru Misawa, PMDA

11:00 — 11:30 | Regulatory experiences and challenges toward international
harmonization on MRCTs

Speaker: Yoshiaki Uyama, Director, Division of Epidemiology,
Office of Safety I, PMDA

11:30 — 12:00 | Clinical Trial Capacity and New Drug Reiew Related to MRCT in

Taiwan

Speaker: Dr. Chi-Hsun Chen, Team Leader, Center for Drug
Evaluation (CDE)

12:00-12:30 | Q&A

12:30 — 14:00 | Lunch

HAE- R 2 g«-&(Regenerative products)
Chair : Ms. Li-Ling Liu, Director, Division of Medicinal Products, TFDA

14:00 — 14:20 | New Development of regenerative medical product regulation
Speaker: Daisaku Sato, Director, Office of Cellular and
Tissue-based Products, PMDA

14:20 — 14:40 | Regulation of Cell therapy products in Taiwan
Speaker: Dr. Yi-Chu Lin, Associate Researcher, Division of
Medicinal Products, TFDA

14:40 - 15:00 | Q&A

3= 13K g £ (Nano technology and products)
Chair : Dr. Churn-Shiouh Gau, Executive-Director, Center for Drug Evaluation

13




15:00 — 15:20 | Evaluation of nanotechnology-based medicines
Speaker: Dr. Naomi Nagai, PMDA

15:20 — 15:40 | Regulatory Considerations for Nanotechnology-Related Drug
Products in Taiwan
Speaker: Dr Lin-Chau Chang, CDE

15:40-16:00 | Q&A

16:00 — 16:30 | Coffee break

#Ae : OTC &4 (OTC session)
Chair: Mr. Teruyoshi Ehara, Director, Office of International Programs
(OIP), PMDA

16:30 — 16:50 | Regulation of OTC Drugs in Japan
Speaker: Dr.Takatoshi Nakamura, PMDA

16:50 — 17:10 | Introduction of OTC Regulations in Taiwan
Speaker: Mr Heng-Jung Lein, TFDA

17:10-17:30 | Q&A

17:30 — 17:45 | Summary and Closing
Mr. Naoyuki Yasuda, PMDA
Ms. Li-Ling Liu. TFDA

¥=-% 111 7% 1 p (+)closed session

# =% 3% (Pharmaceutical regulatory)

09:00 - 17:00 | closed meeting

¥ # 42 (Medical Devices)

09:00 — 12:00 | closed meeting

4. gRMFEBFR

(1) #0525 50 FHEUREELT P ABL 4 (MHLW) b2 7o 4 F &

et
sk
=

B iB B v & P HE(PMDA) « p & S ¢ (PMA) > 2 A F s 451137

S H g E (TFDA) ~ fir2 41307 & bR e F ~ MBIz A FESL5%

14



o (CDE) s £ B WEF L £k &= ¢ (TPMA) ~ o83 32 JATE T E 12

¢ (TRPMA)~ ¢ &3 K& 2 % ¢ (TGPA) ¥ 3 W E % E 1 ¢ (CPMDA)
X200 5 AT ANEDR o d MHLW -PMDA 2 A ¥ o u] L4814 5 2

fOFILIRA GSS O Pt BRI MRCT 2 378~ 2 2 F 4

3k %5 F OTC 4 )im L in > A2 A & & 17K ¥ -Keynote Lecture
EEE R 4o

A. Mr. Masatoshi Narita (Councilor, Minister’s Secretariat)

i p ARTEI L E 1LY 5 p B4 F %% > R ¥ 2 (Pharmaceutical
Affairs Law, PAL)# & 2 T Act on Securing Quality, Efficacy and Safety of
Pharmaceuticals, Medical Devices, Regenerative and Cellular Therapy Products,
Gene Therapy Products, and Cosmetics, PMD Act) ;> %%5)% B4t B Aot
EAREHY > AEB A e 3HAM: ()P AERZ FREHZ L
BRRYE 2R AAAHEL R QP FREH LW 0 o 4
HF R EHUE PR e iip R B IR RFREHL

>R #Zk%)%‘ i E ¢ F =3 it manufacturer authorization
holder(MAH) ; (3)# # ¥ # (regenerative medicine)2 # JZ{8 4] o -4 £ 4 ¥
FHEoIPS 2 TR B* ¥)2 % 2~ Frrxg # - fhan®h > MAlH A 5 P AR
EATT G A iRk e R E R o

B. Dr. Tatsuya Kondo (Chief Executive, PMDA, Japan)
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i 52 P ARTE PMDACE @ A2 T et e 2 2k 0 e iR 2B

P& > thethirdparty 22 % 5 245 4 L o
C. Dr. San Kuei Huang (Director-General, NHIA, Taiwan)

2 AR EEFOE P 1995 & Bye ok o> R R Fu 2 \lﬁ*?g P F R
PR FRETECARBLAF  VHEFRRER AT ARG E

— e AR 0 A g \:L)T%PE R ;;;Iffrﬁﬁ“rr\%‘?%gr]}?;

ey

REE FREY if.ﬁﬁxfaﬁwri&qg@:g;ﬁﬁw FoooFER AR REE

FEEFAF A AT AART RERAR
£ ) 3 % £ (Director of Division of Medicinal Products, TFDA, Taiwan)

A
/T pr/?ar‘?&”

‘%‘ﬂ

FERFL@BAAE  ERPESZ FRENLD

o

N
40

Bo#l FEAREEE FR AT

() FhIHRETEG
A - P %r},%: B 4 BT A AR
R EFERE TIREERRE L (102)# 5 F 0 s p FREH
iR ML PREET A 4 B E e f AR REE%R ST
FIAME PR BT LIFER « AL ERAZI F T2 FEFL T2
TR, FE A EHEHL (AR, 21 T RERAFEEEA

%k &3 % 5 p=>d MHLW 2 Hideyuki Kondo § # 8% Tk sk | %
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(3)

Japan Federation of Medical Devices Associations (JFMDA) Hideki Asai 3F %
TEFEE A, 21T et R RLB A EEEIFREFMR I

CAFTRABEAKRAT Jlak# T RS TR RE o
B R BB
A. MRCT % #7% % 4 (MRCT and New drug review)

p = PMDA Dr. Yoshiaki Uyama 4 % [ Regulatory Experiences and
Challenges toward International Harmonization on MRCTs > o 2 3k % 4= 57 %
2ok AR 0 WP T 7w B TR A 3# % (Multi-Regional Clinical Trials,
MRCTs)z. il gLe2 pe gk o p &3> 2007 & 2 2012 # £ 4 = # MRCTs 2 4p B
Jaalo m o p kG S T R E MRCTs 22 ¥ 34 5 357 < 45

7 BT o # 7 MRCTs 2- & 3% 5 4230 4%% drug lag 2. 575 » ¥ BaE &
1, M ¥ F

‘%‘ﬂ

Btk
dA etk A gEd 2 RH 2 %A% & RaE MRCTs 2 38 *
Raodoi - K2 AfBL B2 B 537 MRCTs 0 5 fga $4 B o
W E R P A MRCTs 232 R4p 3l > R B 4p g ag i ICH p 4 7 1
bt MRCTs 2 GCP 2 +24p B 2 Fdp sl o RAEZEARZ ¥ & o Dr.
Yoshiaki Uyama & 45 21 p & P w0 5 & chBf 4285 5 4v »~ phase | 38 5% PP 4 -

pLpE R B2 D A B MRCTs ¢ #7344 ¢ o Dr. Yoshiaki Uyama #p p>

B pARIN LR B A E%RS T @0 R

\4\‘?&

PR

ARPY FESLAHY cMEBFFAL " Clinical Trial Capacity and
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New Drug Reiew Related to MRCT in Taiwan | - F& Pﬁ FP g L A LR
WORE LA FARRE 0 JUNRPB 2 o % FRug ARfRR RS w2 %
PR RAAFEREAFLRABHRDSDF L 2R ER 0 R
72Tk ok e ER%-k® (£ H F_oncology early phase trials) - - 4 #734
G2 iph Rt T Ep 2 S A MRS F F50r o

cHHMRCT 23783 6§ = ICHES Y £ 4 7 » %3 L 3 > MRCT
R x% 242 MRCT ¢ & Iy * ¥ 2 subgroup analysis (=x > # 4 17)° &
B ICHES T 4o > %% 4B 2p A7z MRCT guideline #4¢ » < %
% - Ko

M Ers ] MRCT gt iR £ £ 2 S @ ATEFHF 2L 322 - o e
rir— o A& MRCT > H - R 2 A %EL 175 A BB ° 0 P IREpmi o

b %4>t Region 2. #_% &€ & » & MRCT # £ 4p v p F] - (intrinsic factors)

% ¢b F]} (extrinsic factors)F 7t % & ¥ T& S - B regione p A 4R F

5eMRCT 5o A TR I G MRCT ¥ 2 %% 2 p & v378mg 2§

B. £ 4 %5 J (Regenerative products)

BFRREPTR B R ATER P k2 LT R F R
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ARBme et ANk 0 R 2ERE Mo E BR8P & PMDA
Office of Cellular and Tissue-based Products, Director Dr. Daisaku Sato 4 % p

~ ' New Development of regenerative medical product regulation ;- p & T £

E

2FRE MRS, 2 TELZ Bk 0 2013 # 11 0 B Vi g
et 1 E PN (2014 £ R)E S S  BIp AL L FRH A S F L2

How o T4 AR R AL 3 FEA S

WA 0 FIAG BRRTE L F R w2 2R @R R
B2 % 2ER ok o P LAFRASR Y A Mire iR RS- S

TETL SR FE G o2 213 sfs > #>% researcher-initiated IND
application 4c3g # 3L H & 2 {4 2 Froxld » 415 R #35F » MHLW ¥ 528
AT o F e P (T RJE 89T R ¥ G License & £_Notification » 1 55
PMDA %145 > # & GCTP o £ i A &l 3 SR EF 0 40 > %

Er PN ER UL RATEFE #F L e

5 TEDA F ikl i 47 4 5 (o o A &3 TR o 3
#2010 # 1 * 1 p TFDA = =) fwfe & L Fn a5 - f § ATF R
ko Tﬂﬂ" F” Jﬁx;&:}f;g%/z~ ARG R R 2 B ARM YRR > @
%iﬁt@ﬁﬂ" AT o FREER 0 AR R i wie LT 0L
B oo S A MBSk ER LR r%?%f)%‘iiﬁfu A& 2D %0 8 F

FALEE > B EESY TFRFR 0 L FRFF D FHE o TFDA &
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LE B FRAGR I LATFRAEME L D o TR R A

#d TFDA § 0 & gl ht T3 2§22 4w TA s 2

M

FES -RFPALRERZ ~FEL%KEFwFaFnF 4% » TFDA

.

>

ROIPAFPRSLAREFE G DI FRPERA T A e o iR

LHERFCTP) > v F & THELR AW (GMP) -

TFDA* 7 (2014)# 8 8 p + =M 8 R L FmE L 3 FHHHK | =
REBIP wwe it § 2 & jBH R0 S L AR PR R
BAER A R SEE 2ERT 0 MGE S R A F 2R o BT 9
VAT pr o TR iR A SRR FITELFAAL > G
e A S B IRE R A .

Ak CPEPHNLAFERER LR E DL bl U H

Y

‘-\n—

TENE M~ £ & iE ¥ 02 Harmonization # Regulatory

convergence k4 > > P22 FAMMGE MR GA FRECRE

W
-
o

C. 2 & gﬁ & (Nano technology and products)

p ~ PMDA ## % 4 8 3% A Dr. Naomi Nagai 4 % " Evaluation of
nanotechnology-based medicines ;> Dr. Naomi Nagai ¢ 2010 & % - & &% 3

o #734 € (1st International Workshop on Nanomedicines 2010):4 42 » 2 #73¢ €
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d EU Commission ~ EMA - MHLW/PMDA ~ US FDA i ¥ > 3834 2 3 FM%
S E S ECE I;ﬁra B 2 s 8 s £ 2w A ko enpt B o Dr. Naomi Nagai

ABA A FHFLRRARFRE IEP AFRUAEI R TR R

Mﬂ

:‘1!.,31

2 kbl LR FAETE LB P w2 JEd BRIFR O EEH
£ oot MHLW o EMA £ & 10 fEd A7 F2 5 233 - e % 4
reflection paper on the development of block copolymer micelle medicinal
products - & PMDA p 3% > ;ﬁﬂ BN ed  BRrFER2 0] B2
¥4 o “,f 7 s B4 bt reflection paper e 0 7R RS BA G (> 4P B #ﬁ 51 (two
management guidance on Clinical Trial Notification contained the points to

consider in the case of some nanotechnology-based medicines. PFSB/ELD

Notification N0.05314 and No. 05318, dated May 31, 2013)z_ #

T
‘“\

iR
A K APM R BT REE T AP MRS > NFI R KL F Ko
AR FESERY RApFTELAE " Regulatory considerations
for nanotechnology-related drug products in Taiwan ;> & 7 5 #5402 & &
YK HAS ZAR 2T EL AN AR ¢ B E R E
Wb g o ME R LY IR RIcY R R RE LB P T AL
LAY SR S lfgﬂ nanocrystal % ficiakihd ) ZpP 2 Y £ o
CRRPEFH P FREEI R B B2 pki s Ao FE R
TSR FHE ot FER AN PN A SR P
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FHENPHPMAE T2 B LET L - PR o
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