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TR o BPREEEE A7 F0E (International Conference on Harmonization, ICH ) 84F
¥y ICH E17 guideline 5% (HREN/ELET MRCT F—fJER) - BHETIRE#E A AR
KERZ B =FEE - BRBIEY MRCT s#EAYE -

AR %\ s B S & (Multi-Regional Clinical Trial, MRCT Seminar 2017) |
Fy APEC “EdnFHE A smil - AR I3 Z & (APEC-LSIF-RHSC ) Ry —IE sl
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AT RS2 (Multi-Regional Clinical Trial, MRCT Seminar 2017) |
B APEC ZEdnRlEZ Al smiE- A2 fshZz a2 (APEC Life Sciences Innovation Forum,
Regulatory Harmonization Steering Committee, APEC-LSIF-RHSC ) 7 5 Hy—TH 5k op 0o 2
BratE (APEC Center of Excellence Pilot Workshop ) > FH H AT AT ECE N B8 LB 25
PRAERIMRE (PMDA ) SiMfEl%frs (PMDA-ATC) &3 E 8t fat &7 106 ££ 1 B 23
H 2% 26 HAE HAE S PMDA 2817 - #5258l APEC &R aGH AR BA AR H -

Va2 mr SEaH 2 R ERAL B AN S5 45 FINFE A A S BB A b 2
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guideline(ICH E17 ) - H ¥ MRCT AV & Kaa H2 Al — A SR Al gt & 57 2%
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Key Note Speech
A2 H Session 1 - Points to Consider When Planning and Designing MRCT (when
consulting about clinical trials)
Session 2 + Considerations for MRCT Operations
IH24H Session 3 * Points to Consider When Evaluating Results (Evaluation of all
groups 1n efficacy and safety and consistency evaluation )
Session 4 - International Cooperation and Alignment
1H25H
Session 5 : GCP Inspection of Global Study
Session 6 - Post-market Safety Evaluation of Approved Drugs Based on
1 H26H
MRCT
1H27H g

= RNEREE

H 4~ PMDA £ ICH E17 guideline #ESARTREL 2 — » AT & eh H o aI1&R
L (PMDA-ATC) T - #1565 32 fir ~ 2KHE 14 {# APEC &AM AF (BFEH
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K EE NS S & SR 0 1 LR -

GHEFES U HAHRE - B - SRS EARERER  TEH AL -
HAHSE A5 8 77 % MRCT HYSGET ~ $T ~ SUBREERETE - GCP &f% ~ Z EMRR%
RGPS B 2 B A - DLURZR AR/ NGB ZE B E » B 25 B ARR B (AR
MRCT AR A 2 3 - i — DR S EIAR Z A

—F—R&gx (1 523 H)
(—) Key Note Speech

H 7% PMDA ¥i#74 Dr. Tatsuya Kondo 7143 PMDA JEMIFIEE 2 EHERE - S
i1 Science Board : SREMIF AT B VI A TERI (A > BUETIORIEIGITEAE R
SEA I BB TR A b e R
PRIEF 5 Q) NEACHA * BLZG P RER IR Kb ZE S i 1T N BACHAE TS » EdE 5828 PMDA
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B LEGFHERE iPS 4HAEIHITATEEE iPS ARSI & (4)E BRI AR 2
7 HARE 2016 42 10 H 1 HRLEORFTA#EEA S S0 Z 97 DL CDISC Bt -
JE L LR IR B BRI Ry PMDA T8 I B ZHVE R E » B Ps aE fnfd]
BUBAYIATILEL » SR EAE F A S RE BN R R A B AT A B R R L M - I
4N > Dr. Tatsuya Kondo 7R3 825 BIAR SALH 2 AL ESOR MG 1E - B RIEA R &

HASIZE T 248 (JPMA) Ef# Dr. SATOSHI KUNITADA 57 % 3 &R 35 PR By 8
HEBPREL » ST T MRCT HIEEE 958 - W53 T #2437 MRCT AY4KES » 15
HATE R A A2 T partnership #7788 EE HRH I - 55 Z 56+ » CRO (contract research
organization ) ~ ARO (academic research organization ) ~ S BRAL R & 1E T DL B 3T BERF 5%
AIZEEE ST - B Dr. SATOSHI KUNITADA BrivAERaIstsR & &R (NElL) E
> AT DL MRCT BB AE B 2 28R BRI & » AI7HAE MRCT fE HACR
A EE S 2 LB R S R I 0 - & BN AE Bk S BL MRCT BI5AI 30 #4251 -
{EEEE E TR (B ) -
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““*MECTs for New approved drugs in Japan . Top 30 countries participated in MRCT

1,800 %0
[l with MRCT .
- 1,600 * ~ e . &0
[ without MRCT 1,400 * — * e e . e 2
. | o Lt * *
HEA g fyeees :
3
=] [ 2 m 1000 50
- ] i
= W B0 a0
= cee"®
% 600 — 30
L
B . .
108 05 B 20
4
0 0
IE?\X\,\KP\K-A-I*-IHII!\HH\B\F&.?\-F:*J-L\ﬁP-:h
\—+\—\‘--\\ SogAHARIIbENT2m) | YHHD
**ﬂ,‘(.':i“t? ﬁzﬁ”;mgwg‘"m;p SrRIng
P H z =
LR LI ME O ORSESR
* N

AT

REERBY orhIOEHINE +PhIOSHIME

i IIHIKEDDS‘F'-ZD 2§| FAsELT HEBE\‘I 234758
Evaluate Pharma (20144E7) Hﬁﬁﬂ) Clinical Trial gove l‘DT—&&!!ﬂ
Report femoff of Pharmaceutical Indus! rvR search .5 (Dec, 2014

HZ PMDA Dr. Yoshiaki Uyama 144 H A% & B4 MG PR B S 2 iR 5 &K B Enlig]
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SRR ME R H A - 2 2000 FARUR BT H ABI4GH2(E MRCT LURGEESE ICH E17 guideline
Z % - PMDA 38 R MmBm il 24 m] DUk e Bt s Tkl - AT Esis B B —
(Bl g 5e pl ARG A M5B 1% - 7 2 55— (B I E I T - 1y PT RE S i plak et 4%
TR R - i SRR AR SR S P B R S BRI A AT SRS S & - [0
TEZEIFETT MRCT » KA BT B RS e BB & i) - [FIR R L S (A8 5 R
SRR EEIR B - 3 SR ISR e 7= -

H 4 National Institute of Health Sciences f9 Dr. Kimie SAI /1 481ERF R ZAE MRCT 2 8
T B8R T MBS FE 2 BRI RITE R 2R R SR M R 2R A A [ R B P S 2
ABEBNER ~ BRI e 2 5

(Z) Session 1 : FEIREkET MRCT 2 EEEE
T MRCT 55—bHREkRIE R anflaat—(# B arivalle - THZ AR GRRIN R

BN A & - ICH E17 guideline FLZEHARESS HITEREF IR ZZ 0 A/E MRCT FEIFE Bt

el WAEETTIEEL W ERAS AL TR &R - HodBis\aZest 2 e EIE E H R B A AR

BEA T AR > DL T RS AR 25K - H X PMDA Dr. Ken Hatogai 43 23 54 5% 7 1] PMDA

%52 MRCT MHEERE K PMDA 2~ [BIfE > f§ZE40F -

I HARZE A A ST HARAN ((EMEMEY—E 2 BH ) DESHH ARG 2 &
S R RO SRS A — 2 - R EHARANEAE D - a[gefRERIMET —EH AR A
HIEEg - 55 0 KER ICH E17 guideline » #5574 @ S &R 56 WA [F] @ TR EF R Z=AH I -
FHRALA pooled regions F3 T IR AT HEHESZ -

2. EFFAGAEIE © A MRCT 245 7 F3REHEREILIE PMDA 52 ATHY - [t PMDA &
EERE E B RAEEIE ~ ST 5B s BRI S~ BRI R <THY T
A RERRHE IR EE A DA S B aE R o TR M -

3. SMNAMERRZE (RIRESR ~ 28T JaRTE0) | A EEEEHRE AR a R T A
RERE - HEM ATRESZEE MRCT slpsli i 2 afh - EREAAFLER - ERERBR
FrEE R E R e A BEllSR > DU DINRMEIERF R 2 S22 -
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4. HAHIE 5SS | A9LE phase [T MRCT B85 2 & - Jepiillifis H A (8 48R0y - 4
BRI R E AR A AREE Z 2 1 ke e =M > PMDA R IER H A NG9 A HRY
dose-finding study » SRSCERSMATT— 1 H A AHY phase T 55U5% - 2 MRCT thagat 285
fY lead-in cohort LAEFAl HAS N\ Z SEEHEE KR ~2 14 -

5. $iREE  AIRER HACR B2 S8 F Rrb MR EIRAE - (B R BRI ERE R il

6. GFRIZEY) © FERRETES PARERTA 28 MRCT &I 2 O HEEYIFR—20 0 A7)
17 > JyrIsEPEEE - MR 2 AT -
7. Phase I MRCT : HFRILHF S FE fn Z 2 EER MG = - ATREEIS MR H AR AR
i1 - PMDA ZEsRIER IR AR 50 HAAZ 5E A8 HERMEMHEaEHAA
BIRIE RN M2 RN IR S ey A AT -
H AT H 7 PMDA 222582 MRCT AHRH Z AR R G A28
) ey

1998 ICH-ES: Ethnic factors in the acceptability of foreign clinical trials

2007 Basic principles on Global Clinical Trials (Notification)

2012 Basic principles on Global Clinical Trials (Reference Cases) (Administrative
Notice)

2014 Basic Principles for Conducting Phase I Trials in the Japanese Population

Prior to Global Clinical Trials (Administrative Notice)

ZEBIRTTER sy - EIREEASGET T 2 (EiEEEEG] > srpliedt 78— - s
Z R HARBREGER - BRI E B AIA T —EE:Z MRCT 588 > A
ZRME - DUCE SRRt R MR ERE T el A BT ZEFESE R
faf > 4 SABRIGEE - MEEERE - AR EREHFERNE -

“E-XRER (1 B4 B
(—) Session2 : MRCT #fTHEIZE &
AT EHEb G R A BRI ENARE > 55E MRCT S T/@mEEE
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A ENAR R FKEL - H R National Cancer Center Hospital 2 Dr. Yasuhiro Fujiwara 43 553k
1T MRCT ZEF[HYRTE - HA GCP Bl ICH GCP i JE58 2 —2 ~ BA[ERY CRO BEKEC& -
CRA #KEpreif ~ Ik ~ FBEFES - Ml REST B4Ry MRCT » 88 £ R ARG
SnE R ez AR EMUAM - W H BTN - fEBT MRCT BRAMHIE -

Astellas Pharma Inc..2 Mr. Tetsuomi TAKANO RIDGABRZZCEHEISE - 9 S 8EE
MRCT sEg2 Bl 5 ~ oz et s A8 - B TR A - &3 CRO » MRCT $4{TH ~
o BB NAEHESE  WHA - 58 - 5B - B MET qrN 28 (H R KB -
7y S EEREATIE LR ST MRCT e 2 5 880l &8l - (B4 = HiialleZestams o
B E B A SR IR R S B R = KA -

AgisrsHE ALY > 3SR E CEIZ 2 MRCT AV ERL KRS R > DU
{5 8% MRCT (BB T > FESH AR B RS FoRIEE Gl MRCT
H CHIEIZEETT - AR B ALZ (e MRCT YRR Z— -

() Session 3 g¥fdi MRCT sB@&E R FEEER

H A Pfizer /A H]HY Dr. Osamu Komiyama s 21 E 1 MRCT HYSS SR sl R B 504
FRERAL 7Y MRCT JEAFHYE4E - H825585H Local First #8528 £ Global First » &AW
T EUREFERRAVEIR? A28 NBoa/ DGR R AEETHYRETRES » TR R & ik
HER R - WEhRtE RBUR A REGE RN - PSRN - BR A ES
GCP 1SR B MR E R HIER AR ML ks i 5 - Sl 2
T (ONEME RANAMRRAZER ) ZEZERY © Dr. Osamu Komiyama 5% LL Three-layer
approach (40 NE) AEHE MRCT 4528 - SB— e ERIREER - B BRI SRR
s BN T TR T =B RSB AR s A o
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Three-layer approach

v Regional differences?
Layer-1 Look at _the overall result v Can we explain those
(Efficacy, safety) differences by data
(intrinsic ethnic factors)?
S P arstonn by potentay et tacors
We can share
Layer-2
globally
¢ ¢

Layer-3

HAUHZA PMDA Dr. Yoko AOI 435 PMDA 7Ei#¥{d MRCT slEgsh Bls 2 FEF &
i 2R T Ri{E R EE R A ZE BRI PMDA HYEHERRISE - WIEF] T4 2 s Ban 3 SR
B 1E HARZOREE /T4 SRR S s BB A4S B AE I - (B H ARSI R I R 8 S E AR
BT SRR B2 Dr. Yoko AOL fRREZUBREE 3T T A A HARIRE - IHIEERIRIEZ 2 B &
FRAHE B DUSHI{EZEG B > £08 PMDA #E— 0 AZHE ABSE - AA
ZaREE demography A3 ~ HA RN EERRHEREAVAS R - B G A HAN S B ARRESINE
e B R RRAA I BT A -

B/ INHZE BT RS - TR DU URISUEREZED] - e s B CEIR AT BRAS i
RS FAHE SRR - B R —IE & 8 FHE R BS RS g SR ER? 2
BESHEHMIMNTE NG RMBOAE? TR AR E S B T HiFnssm? i
IREBIHEEEE AR L sHEREEN: - (EES/ N AR EATINE R T - #k
NETHSEENEE SR -

=-B=Xg#% (1 H25 H)
(—) Session 4 : BIFESTE
Z=[E] Mahidol University #Y Dr. Punnee Pitisuttithum #1H 7 National Center for Global
Health and Medicine #Y Dr. Tatsuo liyama 73 SAEE T B (i HhfT MRCT BY&K8Es > JLHA L
T E GRS FIEE MR - A e Y MRCT Ui HE fla B 440 K 5e Rk
HY - sE B LB 545 MM 7B R 7e fHRIRIAHER A - L0 LL—{E ARO
(‘academic research organization ) HYFEAEER MRCT Z 04T °



H A& PMDA Dr. Junko SATO s #ICA#R BEA7 I EIFE & F K BRI fl 2 EE 214 B e
HE B R 2 FrdEnt e W R AL B AT AR AU SRS TR ERER R - S/ H 4 PMDA
L BE BRI PE4H 4% (40 ICH ~ IMDRE ~ APEC-LSIF-RHSC ~ ICMRA ) K #3850 %8257 (4

5= FDA ~ B3 EMA ~ HAtr iR ) Z BIR & FE -

(=) Session 5 ©  #f MRCT 2 GCP &#%

GCP B AR BN e sl Bz v (5% 2 T - HA PMDA &% & Dr. Hiroyuki
Mizuta f 7 HABITEIN KBS GCP EZE - EFEEEERB Mt % &8 -
HITRAR ~ BIANYNERORAR N2 2 ROE I N EE R R 25 » Hrp o SEHE
Y NERZAT R T IR B RUAVER S R BR g S B T R O R R = SERIVAC SR IRAT -
5 41% » 7 cases/17 cases)  M{ERIZaE 7 H R E RAVEE Ralbalm= (&5 49% » 35
cases/Tlcases ) © S » GEEINTE T 5% H A GCP B ICH GCP Bk 7 #2252 » il = (1)
HA GCP ZRe bR E ¥ (Site Head) FRRIEMREE (HFEIUS IRB 2% -
SR E T - IR ~ BBt EHE) o BEMEBEEAE ICH GCP F1&E°
B EFRFAZE 5 (2) ICH GCP HM{EF2F a5 17 ANFE & T fr{EZE S RN 2 IEE
T~ eEEE ~ BB SE  ERERIFENEZEHR SR L5 0 MHA GCP AIlZ K+
FAFREAEZEREER LY B REEHERE - 5 BRI H ARMITERIR
s e SR SRR

HH F 7 Novartis 22 &{2 5 Nagoya University Hospital =~ Dr. Kana Ogura 53312
szt el TR AN S 7y 0 =852 H R PMDA (3520 FDA &% 2 48 BBt {af
AEFFEZ © Dr. Kana Ogura 73 ZHAE A RVE - 38R0 TH AR LHVEEREEREL MRCT iR
R EAGHERR S - AV ERE AT A8 2K B TR & BT TAEE 2 A PGB M2 B
R )5 R IR -

FEPlEfamed A MIHE £ - — RIEBRZ B FES - SHAFIE N GCP HE 2
TR S B EGE R - Falbadtuan 200 firzal® - Hh—alBisiE £ AR
BIENGTEENE  NEG T Z5E rescue HEE » BN B EDREIE H 38 LR A= E
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REREUE(TITE) - IE/MNEEIHEE - HRE AN Hatiatit - A 20 frgesl &
Go =l il e e R = o e o 3 = N i = i S ia e i b=t eSO v 4
HEIGAAIERS R iaBE? PMDA 757y S HEES - B eliRiis m B 2 e IR &k S
B BEREEREENER SR TEEEREEE - DIEERA LY FEEFREE
KRAPRER T BURR B AT - W5 EHE G HAE B -

U~ SR ER (1 526 H)
Session 6 *  E&j MRCT #AE b Hii#émm b itk 2 et b
44~ PMDA Dr. Yusuke Matsunaga 143 H A GEY) 22 B IR - 1 260 & s i) -
NEREBEHR - EHZ 2@ (Periodic Safety Reports ) ~ FF (/T 5 fif ] &
( Reexamination system/ Reevaluation system ) J b 17 & Fif HH 22 42 86 # #1 & ( Early

Postmarketing Phase Vigilance, EPPV ) » 2575 274 Ba (Rt 1/ 3y Kk PR T B AR o

[ L ] - T
““Flow of Post-marketing Survey and Method of EPPV
Reexamination/Reevaluation Launch 6 months 8 months
Start of Report on the
f End of EPPV
410 years If necessary EPRY period " period MDA
6 months ( Delwe}y start ]
- EPPV li Reexamination l— Reevaluation — Institute A | First 2 months Remaining Period
ma i ¢9080 ¢ 8 7
Al " he instituti
pproval | ' periodic Safety [”'AT*"] i hiacis the Institutions
Reports { Delivery start J * To collect ADR
Institute B First 2 months i Remaining Period ‘
ADR and infection report ﬁ ﬂ ﬂ ﬁ ﬁ ﬁ ﬁ

o > EPPV #IEEE H AR AR &S Citplsy ~ FrdfEnE ~ i iRt ) prskile —
AR 2 B 0K > S LET nlRE R A B TR O 4E_ LIRAVAT 6 (6 H - Rrégih B eg e
B DO (B AT IEMESEY) (5 P & R R BN RO B A BAIE - ELS EPPV 45 TR1Z FR K
k5 PMDA (W EEH ) - iR HHEE 2 PR AR - G ZORBRECR [FIF2 REAY
AR R B AR R - P E AR B8 HARAE R A Z 84 4 -
BE#MHZA PMDA Dr. Yusuke Matsunaga 78148 HAMSERIATEE S - iif& 22 B
il > s - 2012 FEREEETIE A B ER IS (Direct Patient Reporting ) > S¢JEhR A\ B B H

4N B ET PMDA ; B AijiEAFfEREE 1 1Y MID-NET Database > MID-NET & PMDA
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BLHAR 10 BRI E S P E ZERE - SRR SRR RN A4
GG RN ERE A S ERET - HEEES | THESERARE 26t
PMDA Z# It — 2 BIRF B RE T g i E i 2 2B TRIERISE - U ~ i
BIAH SRR AR PN gE A B ESE A PRR RARE - DUFII SRS s s 15 [ A F 4% 2
Z o

Chugai Pharmaceutical CO., LTD.2Z Dr. Yukiko Watabe 47 5B P4 S48 Sh B 58 48 Ap
AR tp Al e Bk FE i — (A S M~ JE PR E RS (Company Core
Safety Information ~ Company Core Risk Management Plan ) » PLK {2 B 7 Z47 © Eisai Co.,
Ltd.Z Dr. Stewart Geary Rl 7 5= & SERIER IV EE e 2 B 5N - AT TEFAS » PREUH
e S 2 e (BB B ~ 3841 Dear Doctor Letter) 2 & » JRHE Kz [P 24 Rg Fir
TR B - T 25 B A AR BT S 8 2 e B B 0 S B A B A [F] - B AL FE it
IRAIREAFTARE -

AL 4 B A FHEER RSB R0 S 4H S BIATiR At 2 &R B
JEZ BREEARRE ~ BlEEn 2 MHRAM: - B & R SR PR BA A - #& b It AT s R
fir St BRI N S e M B A IR N E SR -

S~ DM RER

— SRS G > AU BRI MRCT RV E R omER > A a i
W DA A Ry » 1B 25 B DA i s DRI A M B RO 48 A 0 A B SR 55
AHANAARREE  GERITERCEEIR itk - 7 H ARSI METT 1l H 4 local
trial Z 5l > DAEGHEEAE HA Eii A drug lag » Bt H A F24E MRCT Z BHHY -
A ESERRAE R S5 56y MRCT PEIGI A HAZ 5 E - BLEAE IS B3 -
LU drug lag 157 - 28 H AR NEERAGD S HAR N SUREER 2 20K - B2 HH
A local trial #5552 By A MRCT © AHEZHY » AR s Erad A Bl 73 SR P nE B R AR BE
fir IR A EIEUES » PR A RS 2 A 2R F A E it sbalds - =]
PEZ S NEIE EiZ BUETTERR ST » S ZORIIA MRCT » R e R SE r 4%
EFE B2 ERR > SIS - sEREdE) MRCT (B4 &5 > HIta &
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ANEVER B EFET En TR SRS R S8 SEBP UAFaEEIEZ
Fok o DIFRERIM S > B Ai{HEE ICH ES ffetesBiish - v/ pezaiiGirgtt »
FEESL TR N IREIT - ERSMEA ~ PRI — R R &1 1
BEATHR T > 528) MRCT SREHT » SRR N [HI RIS » FR I B A0 ol 4
PEFHEIN BGRB8 - & R0R AR —EES DAl
BPEEER 5 | )] - fdk T AR AT M AR TR o T A ¢ BESRRE L/
5 BB A A VRS R AA RYREE: ~ B0 EE T LAl AR e 2 vl
DU B 2 AR (R -

v ARG T EHEGEEETY ICH E17 guideline EEANZ > THEH MRCT #
B Rt BB LHER - RE AT E1T guideline 3572525 B IR HIMERES: » T
R BB S o BIAIL0{RI E 25 region ~ £ region ZEE ABAAI DAL -
I AT A AR B i AL A B P L B i T > SR R R FE R A PR e 2 B A
R sk > 40 ICH working group » BUEMERE 2B EIREE S EIfE - B
ERBA 2 FENBSOREERR - A REEIERRAEEIEHE MRCT FE 2 HHE
BERNEELR -

+ HA PMDA ¥ #E5h ik 2 S AR EBIEEE - b &iBie %Ki

WSz 2EH > B EEHRIMEESE -

 FEGEMHNE - FRENZ2: 8 MRCT k& MRCT By&8ER(rfEri5 - AHRE FRAR#IR

RESHLERE (T (EAR G R T AFRE R EA NS g i i b O RRAEZED

sfam BT BRI E T 2B EHE RS -

v EE R ERSCR RS IIATIE G - AE B E M B SRN

AFEHEE > P EPARE - FE2RPEEE ~ JREEE - 205 E - WERVAREBEIIEEANR
el S SR RIS IIREI R BRABIRY T AR PR AR B {1 28 A RS -
IRAHREBIERE AR (5 - (R ERPESOR &1 - AL ER ] ZIRE 2 -
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As of December 22, 2016

Offered by Asia Training Center for Pharmaceuticals and Medical Devices Regulatory Affairs
DATE: January 23-26,2017. VENUE: PMDA Meeting Floor #21-25
DAY 1 (January 23, 2017)
9:00 | Opening
Key Note Speech

9:20 | Regulation Renovation Based on Regulatory Science
Tatsuya KONDO, PMDA

Message from JPMA President

9:50 | Expectation for Regulatory Authorities in Globalization Era
Yoshihiko HATANAKA, JPMA +1

Key Note Speech

10:00 Strategies and Challenges for Drug Development
- Future Movements and Backgrounds of Development Strategies -
Satoshi KUNITADA, JPMA

10:30 | Break

History of Drug Evaluation Using Overseas Data

11:00 | (Mononational Trials in Japan —> Bridging Study - Global Study)
Yoshiaki UYAMA, PMDA

Scientific insights about ethnic factors

11:30 | Kimie SAI, National Institute of Health Sciences

Yoshiro SAITO, National Institute of Health Sciences

12:00 | Lunch

<Session 1>

Points to Consider When Planning and Designing MRCT (when consulting about clinical
trials)
Session Chair: Yuji KUMAGAI, Kitasato University Hospital

13:30 | Presenter:
® Points to Consider When Planning and Designing MRCT (when consulting about
clinical trials) (Regulator’s view point)
Ken HATOGAI, PMDA
® Introduction -Case Study-
Yoshiharu TAKAGI, Sanofi K.K.

15:00 | Break

<Session 1> Case Study (group discussion)

Facilitator:
Shuji KAMADA, PMDA
Nobuyuki KOYAMA, Daiichi Sankyo Co., Ltd.
Yuji KUMAGAI, Kitasato University Hospital
Wataru SAKAMOTO, Nippon Boehringer Ingelheim Co., Ltd.
Azusa TSUKIDA, Sanofi K.K.
Hideharu YAMAMOTQ, Chugai Pharmaceutical Co., Ltd.

15:30

Lecturer:
Ken HATOGAI, PMDA
Yoshiharu TAKAGI, Sanofi K.K.
17:30 | End of Day 1
18:00 | Friendly Get Together

*1 JPMA: Japan Pharmaceutical Manufactures Associations
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DAY 2 (January 24, 2017)

9:00

<Session 2>
Considerations for MRCT Operations
Session Chair: Hideki HANAOKA, Chiba University

Presenter:

® Practical Issues and Solutions on MRCT Operations (Investigator’'s viewpoint)
Yasuhiro FUJIWARA, National Cancer Center Japan

® Practical Issues and Solutions on MRCT Operations (Industry’s viewpoint)
Tetsuomi TAKANO, Astellas Pharma Inc.

10:30

Break

11:00

<Session 2> Case Study (group discussion)
Yasuhiro FUJIWARA, National Cancer Center Japan
Hideki HANAOKA, Chiba University
Atsushi NONOGAKI, Daiichi Sankyo
Kazutaka SUGA, Astellas Pharma Inc.
Tetsuomi TAKANO, Astellas Pharma Inc.

12:30

Lunch

14:00

<Session 3>

Points to Consider When Evaluating Results (Evaluation of all groups in efficacy and safety
and consistency evaluation )

Session Chair: Yuki ANDO, PMDA

® Points to Consider When Evaluating Results (Sponsor’s perspectives)
Yasushi KOMIYAMA, Pfizer Japan Inc.

® PMDA's Experiences to Review MRCT Results
Yoko AOI, PMDA

15:30

Break

16:00

<Session 3> Case study (group discussion)
Yuki ANDO, PMDA
Yoko AOI, PMDA
Takahiro ARAKI, Takeda Pharmaceutical Company Limited
Yasushi KOMIYAMA, Pfizer Japan Inc.
Yoshiko KOMURO, PMDA

18:00

End of DAY 2
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DAY 3 (January 25, 2017)

<Session 4>
International Cooperation and Alighment
Session Chair: Junko SATO, PMDA

Presenter:
® Experiences and Challenges on MRCT Operations (Investigator's viewpoint)
900 Punnee PITISUTTITHUM, Mahidol University
® Road to a Global Platform for Medical Innovation
-Opportunity and Challenge as Academic Research Organization-
Tatsuo IIYAMA, National Center for Global Health and Medicine
® Challenge for Global Cooperation of Regulatory Agencies
Junko SATO, PMDA
10:15 | Break

10:30

<Session 4> Panel Discussion
Tatsuo IIYAMA, National Center for Global Health and Medicine
Punnee PITISUTTITHUM, Mahidol University

11:30

Lunch

13:00

<Session 5>

GCP Inspection of Global Study

Session Chair: Masahisa KATSUNO, Nagoya University
Junichi NISHINO, Novartis Pharma K.K.

Presenter:
® How to Perform GCP Inspection for MRCT
Hiroyuki MIZUTA, PMDA
® Point to Consider of GCP Inspection for MRCT (Sponsor’s perspectives)
Naoko KAWASHIMA, Novartis Pharma K.K.
Hiroshi FURUKAWA, Novartis Pharma K.K.
® Experiences of GCP Inspection at Academic Trial Site
-How We Prepare for MRCT Studies-
Kana OGURA, Nagoya University Hospital

14:30

Break

15:00

<Session 5> Case Study (group discussion)
Hiroshi FURUKAWA, Novartis Pharma K.K.
Masahisa KATSUNO, Nagoya University
Naoko KAWASHIMA, Novartis Pharma K.K.
Ayaka KURIHARA, PMDA
Hiroyuki MIZUTA, PMDA
Hanako MORIKAWA, PMDA
Kanae NAKAMURA, Novartis Pharma K.K.
Kana OGURA, Nagoya University Hospital
Ryosuke SAKAI, PMDA
Shunsuke TOMINAGA, Novartis Pharma K.K.
Hideaki Ul, PMDA

17:00

PMDA Tour

17:30

End of DAY 3
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DAY 4 (January 26, 2017)

9:00

<Session 6>

Post-market Safety Evaluation of Approved Drugs Based on MRCT
Session Chair: Mamoru NARUKAWA, Kitasato University

Session Co-Chair: Rei MAEDA, Eli Lilly Japan K.K.

Presenter:
® Overview of Post-marketing Safety Systems in Japan
Yusuke MATSUNAGA, PMDA
® Global and Local Risk Management Planning in Pharmaceutical Companies Based on
the Multi Regional Clinical Development
Yukiko WATABE, Chugai Pharmaceutical Co., Ltd.
® Company Perspective on Managing Urgent Safety Issues Internationally
E. Stewart GEARY, Eisai Co., Ltd.

10:20

Break

10:45

<Session 6> Case Study (group discussion)
Mamiko KASHO, Eisai Co., Ltd.

Masayuki KANEKO, Kitasato University

Rei MAEDA, Eli Lilly Japan K.K.

Yusuke MATSUNAGA, PMDA

Mamoru NARUKAWA, Kitasato University
Shinichi NISHIUMA, Eli Lilly Japan K.K.

Sono SAWADA, PMDA

Shohko SEKINE, PMDA

Yukiko WATABE, Chugai Pharmaceutical Co., Ltd.

12:15

Overall discussion, Closing ceremony

12:40

Lunch

13:30

APEC-LSIF-RHSC MRCT/GCP Inspection Workshop
Venue: The Hall at Zen-Nittsu Kasumigaseki Building 8F

Greetings
MHLW

13:45

Review of Pilot Workshops
Report from Duke-NUS Medical School

Dr. Silke VOGEL, Associate Dean, Duke-NUS Medical School

14:05

Report from Peking University
Ms. Sandy ZHANG, Peking University

14:25

Report from PMDA
Dr. Yoshiaki UYAMA,
Office Director, Office of Medical Informatics and Epidemiology, PMDA

14:45

Panel Discussion

15:25

Break

15:45

Special Discussion
Presenter:
® U.S. FDA representative (TBD)
® Mr. Jerry STEWART, Deputy Vice President, PhARMA
® Dr. Hiromichi SHIRASAWA
Vice President and Executive Officer, Head of Japan Development; MSD K.K., Japan
® Ms. Akanid WAPEEWUTTIKORN
Head of Investigational Drug Section, Bureau of Drug Control, Food and Drug
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