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" &) & AN 17 & (Drug Information Association, DIA) » T 4 B 4 17 & 41 Ky
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FIRLER S - FTERIR Y DIA Fd Ry REREEYIIHE S BB BUEAI B R g%
& SFE IR E SRR » RAETE - 2016 FF55 52 J& DIA &R EEI BT - 14
ARAHEREYEREREZREGEE S anil THRIKE B R EHE
Regulation of Cell Therapy Products in Asia » 73Afr 58K H #i2  AHR R /s TR AR -
A7 HL 4y SR bR S B B AL o 5500 FROTIHEE & B T E IR DIA 4
YRR - BRI B T DS BB S F SO BT « (T2 i (% FEA 2 &
Sl Gt 5 B /3 ] (Bristol-Myers Squibb Company){ir 4158 IR B e
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= HHNEEFENE

0o

@& 1172 (Drug Information Association, DIA)EK T7 5> 1964 4 & 52653 1 &
T4 KH 80 BRERBUN £& ~ AL - Sia5r - A REEET 8] - B4k
EH ~ ZRLWIZE(CRO)V AT ~ BEEEEAGE R » S TRES SEMHRRAHARE G - T4
DIA TG 75 J 5 B B SE AR RS A - 11 % sl S R Bl am i S B TREN » sl (i e
TR R EREEY A E B a8 2 AR B 0 B SR ER 0 IR
— [FIf Ry AR A -

g

% (2016)4F Ry’ 52 JHEEVE NI E & > 6 H 26730 HRREIEIERTT > 28l
Eitais 7000 A - EE[EKFA 470 {ERE R - WaT £ ST 22 IH(22 tracks) »
1 SR S 200 TH > Sl oy Al 2-3 L ARSI > i 2 800 550
B 2 D EaAN L - ST B Ar SRR EAL ~ RS — s - Bk —
r5IE A EEHAREE & ZITER > BlEZ A EEEAY AT RE - EREAEBEE TR
WIZEER FDA ~ B EMA ~ H 25854245 MHLW E2 PMDA - 15K Health Canada &
IR R - 7 5 2B & B S AT ERR (55BN H #8 2) B IR G R e an e B B »
A AR LA G A e BB R SR o ST RS R AR B T M 2 B A e
an BB > BRI A SRE A B R E B AR R SR BLE AT - RIS EE
TSR B 2 B RE R B & T -

PRERIARAE B Fh e S A B b U (COE )R BN SR AL B 1 S8 O E B 7 -
1] [ PR 1 40 R B B B B L B P e R B VR REAEIR R SE TR AR &
BRI A5 ) (TaiwanClinicalTrialsTW ) i EzaAE0E - BAG 2R B/EERIR
R TIEE R - DUERIFEZIG A2 0E R ) - SHoMuEER T BRI s
it (Bridging Study Evaluation in Taiwan ) ~ I &8 25 EUSR BHEG PR ER EG 2 AV ET 82 |
( The Impact of Regulatory Policy on the Development of Clinical Trials in Taiwan ) Wik
UEE &

BB THARI IR BN B NS R T @A e E S (Therapeutic Products
Directorate, Health Canada) | & HA " [E425E4 ( Ministry of Health, Labor, and

Welfare, MHLW ) | ~ " JTT{TIEUE A BE 44 T Bk eR 47 & H%H% ( Pharmaceuticals and
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Medical Devices Agency, PMDA ) | B & » JEEIIEEFUMER » IHE GIEEEET

‘B REH BT (R

Ry T WG AR £ B Bl 2 S RAYIB R » AR B SR g - BEEL AR
HULBEEFARAY G LR ARE N e B - B T 508 2 % (Taiwan Night) @ /%
PR R R EAEER S | B SEREENE —E » O DIA £IKEITR Ms.
Barbara Lopez Kunz ~ DIA HHEE@r i & ~ 3£ FDA ~ BXEH EMA ~ H &R PMDA 5[y 4k
BUEH R EE IR = - DIA 2EKEN{TH Ms. Barbara Lopez Kunz th /. 3%
HEBIET] - B b EEYHECEP L H S - RARG > HEEE -

ARRATHE > WREHAZ 6 > S35 PG N G 2 i 5 BT 440 (Bristol-Myers
Squibb Company) » 5% /X B R AT A HE A S AE U EARHUT U 484 —Opdivo - E3T78
HRPERRE > BENR RN R RS LUIETUREE - E A& A S AREHESETTHY
B - ARSEHHEALN NI S B - BB s - S2UERE - KM
% Tz A EINTE AT A S EAR A o S B PR R R A - BB R
PR HET T AR -
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= BIECE
(—) DIA B EHR R

FHEIEZFRUEHEE L EEAZELE (6 A 29 H > session #364) (&R}
ke 1):

TEH RS 4EEINE (S2ER H 78 2 ) SRR B st e otV E B R FR (R EEis oo AT - 6o r4d
TR AAE B P e o B B AR

AMRE G on T B AR R B A > TS H AT M R0 B 6 BB SR A
PREVER - B0 - BALMERIES - RIS aREEE - W AR - N4
R A AR BLEL N T AR 450 ~ BRPRPUGHYRREEEE: - AR AV B AT RS -
BRSBTS - NI AT TET e - SRR AR R R SR S SR
HZ— o SR EE I HEORAE il Ze & ~ SnE KA HGERE I ARG R
R 2 BT > B BB SEA M 1B TR P T Ry S [E PR - g mBliE
B ENT S8 R AR A R

R e E 23 L T Regulation of Cell Therapy Products in Asia | AsRH » LE#ER
EEIH A AREHE AR » WM H GBI aRE L E AN - FEEH
ot~ HEERAR - FAERL - EEPKEEIAARE] - H T 2R e R EERE ]
PAor BR8N B H 1 > SHECR BRI B E iR B N A&t B B » DA TER
PREABEE IS BT Al - EHIE " BBk (hospital exemption) | » BIfEEFLH



RF-apE FH4ERDERE > AV AE SRS - H ZEEEGIALZLL " AR RRRlT )

AR AL ) LT o eETR R AT R EE A SH R T AR A - (HATAE
REIGT SOaRETE R EURERIFES - HEFOAGCC L ea it - e - ¥
I ENIEREZEE TN ESHREEH T DIELAVEH - GEHEAE
A —RRZBRAEN T

FE AV E T (TFDA)BILAN(2010 - 1 A 1 H)EIAAHR A #R - B RGHF 2
BRIl B R 5 FUE B (medical practice) | B AEHITHIN AR EIRE
BARHT R RO N festle - A es\ba T siiisE N e eds - 7
X KRG W R R R A B 5 (routine treatment) - FHESATE 1T
TESRIT  BI40 S RReAE ~ I IASAE AR MRESE R MR E ek - HAMES
BB BT E T T AL o TFDA BILLAR » AT 4R s R G ReiE DL B
S in(medical product) (YRESEEE » FBEFFEE RIS - 570 T EHEE | ¥
HRAA =R B AECERE R B (B4 © 555 ~ 73{E5F) > FIREX
SFRAVAINE M - A HEARERINES: - AT SRR R L RS & R
B - 1 AEIGSFTEERE AR R A —EEE > FEEREE - EER
H 2k - MRELSHE - F=  SCEEROR/HE TR RUERHE | MGH
FUA TAREIRE | 5 T ERE  ZEm ETEEIAK - FRERUS LA

H Al &M N A AR E L B > B4YF 40 ZAREEREBR EARTT -
I G A > TFDA BRI AR S HE/ MletEd M EEEE - &
4 > TFDA RS N ESAIM et - e sl E R 2 2% > Rkt
MENME L AR SR F AR N EEEL B E NN G E e e R N B o -

GBS BUEMUEHE > W B/ ME(E(more than minimal manipulation) 2 4HHE
PRELERE > B4 - AR - ANSUE Z A - RE D SR A R R
i H 7R 228 EL AR F AR (GTP) B (B REUE HIEE(GMP) I T &R - MHRHY > BI?
fiz/ N E(minimal manipulation) Z §TREAEHE - B4 B0, ~ FEEE O BERE P 2 4R - il
bR = B E T WS AR - 5581 BT BB H 748 T a8 B e i (medlical
practice) & /2 LI B 4E 7 i (medicinal product) E# - HEF S ARINE R AL LHE



BN E—R P T Z B RS FARE » HARF OISR S - EL B e 2 Ry
H - FEEARLE R R B A il SRR e - AR g A
{ir 25 B iRE D2 Bl i i

(Z) DIA &= HAZRE 48
1. REEEE h EEER

DIA & Ek ¥ {T £ (global chief executive )Barbara Lopez Kunz BAt5E A S »
Ir4H5 5 DIA T 5 (theme) " 2Bk B Ef(global perspectives)” » 583 DIA & aklESE T
S EARIRERL - BASRAIRE AR A ARSI - B ABE - (i 2Bk
[ © DIA &5 (President) Dr. Sandra Milligan 7771 DIA #Y & ELER TR BN IR & 1F K
HEs R Al R - AR R B g SO e e A8 - IR iE R R
ERFALEEN » FE IR H ARSI AMED (Agency for Medical Research and
Development) > 1&#% | H ASEHSE[E] NIH AYBF5E  Dr. Sandra Milligan BIEHEIT: -
{15 Dr. Tatsuo Kurokawa thEE#5&EH GBS & ¥ - N A REETUS & -
BANERIREFENS > A ELER - AIEEIEE - (Hib2IREFEEE -

44F DIA Global Inspire Award 482845 Drugs for Neglected Diseases initiative
(President’s Award for Outstanding Contribution to Global Health) ~ Dr. Toshiyoshi
Tominaga (Global Connector Award) ~ Ms. Isabel Drzewiecki (Excellence in Service
Award) o " 1% Z0& B0 5 i 25 4H 4% (Drugs for Neglected Diseases initiative
(DNDi) | 2 LU A B K BE RBIREF] B HHY Z 8048k - HRITHY SR 5 /BT
SRS IRIR 2 % 2 (safe) ~ 5 (effective) fe A fE (affordable) §277) - 41 USHE
SiE ~ 2R ERE ~ SENSHEERNE B © M&RERRCH RS - HARE] 2018
AT 11-13 TSR RIS BRI 26 R )57% » INIL DNDI S G EHE R A3
A ERIDE - Dr. Tominaga 52 HAS PMDA [EfEEEH54HAY Associate Executive
Director &5 H /% PMDA BIE BRI HIE - M 1987 A H AR LS H+E
(MHLW)IIZ/7Y 2008-2009 %35 FDA FII%R » 20775 H A R B EAR AR, -



IS AR /¥ i 1% - Ms. Drzewiecki 1/ 2009 SEAE T ARETTEAR (K » 4T 50
ERFRAROI S ERZETS - W H 2B 408 ~ B MR SEY) 2 a8 [
o HATECIIRART A SER B gEGe 88 N\ B RS 0 S ISR EERR

\

)%

Mtk - HE B SHE I EE S &G (Skoll Global Threats Fund)#h{T &
(chairman) Dr. Larry Brilliant &% “Bad Bugs, Good People, and Big Bold Ideas” - Dr.
Brilliant J&-ZHYSKEIBHT « FMITHEE ~ FUTHZK ~ EFH Google Z&Z1%iMAY
AIEEE - HEAEL ~ AUl HRERVEDL - s Bt 5 A 4H 4k (WHOFRER K
featss » BT NSRRI - oMttt I TL BRI EEUR4HE - 7178h 20 Z{EEI%
A 350 EE ANWAERT) - FERG iy EEHE - e M4y s %
PIERS S > MEEECRTEE E YRS > B Edward Jenner S83RIRA LTI A G
BERAE - BT M E S AL AR TR R ARG - RN RN 2 E A
Ik, - 1&7IK Dr. Benjamin Rubin 5 #URIRGEICST - DUESEBIRTEIAMG - £ &K
R T RATEIITE  IRERAEE B FHSHYJoEE - KR EIE T2 A
FIBERE - B i T (vaccine) Y 7R vacca BUEHIL T #EAYALA cow HYEE - Dr.
Brilliant AYEEEIER IR EE AL MREETHE 6 (EERIER > GBI RS AE S 2R
B R H R R Ry - RS S PRE - S PREFEEIRAY.LAE - A R K H (naive)Hy
SEI 2 R 2 E (informed AV > BB S > B2 IRFIHVIRE - & —TEn] LA
Safi—=E Ty IAE -

2. Diamond Session & A imMH

RemlE RS ERIGIEE - B 2R E S - B8R AR K B
g8 NIHARE - 5 8 TR AamlE - Blg i n] DIESIPRE S5 ~ B
BN B B A Bl R i B S IR 5 o o S AT R AR (5
bR AR > M5 tHEE 2 fEIEYA[E convergence ~ 3{F collaboration J:&1F
cooperation » EIfEH A ~ (EFE ~ EHHE - B RZER » RIS T Ui AR E
REVEIHET ~ @Ak ErRgRT ~ R hE st - DU R 4

(1) REBEFAEHEE -~ WIEE S /E International Regulatory Convergence,
Collaboration, and Cooperation (6 5 29 H : session #201):

10



HHEIPRIAR %R EMA ~ FDA ~ PMDA 5352 /B G rai B A [ ) 5z [
PR _EAYPREY - BoRTHIBIIR 238 ~ SR a{EstE - SRl R EERIT - 1
TEAS » W/ 48445 ICMRA(international coalition of Medicine regulatory
authorities) VA EIIAE - S IRBITEM W ©

—PEEZH EMA ~ FDA Kz HZRHY 2B IR U /4t e T e ey 2 2k
B - 55 FDA B Robert Califf s&7l il (E /5= PIRAIBIHMESL TAF - Bl
TERIE ~ R EE R B AR B - R A T O SR EAER A RE & BT
Bt - F A PMDA HIJEE i 2014 SEBHAAAY conditional approval Hd] > fLaT IR
fE B 7 NI AL @ S22 2SR - HAlA — (o E S 1S
JERZA S T 2013 FEHEEITHY Sakigake designation SR E ] > SREREH RGP HY
TERTESSHEE ~ BABDETAE AL BRI - HATA 6 (88 - 2 (FRh ~ 3 FH
ARG IR B HUE R A 0 oS A A R LR o s H 4Ry & R
BE (% BEEQNELEE 90~ AMED (Agency for Medical Research and Development) ~
REMNEIERIG - SLARMENTTE Wik ABIFRSE - EMA ARk
PR R BB B 2 7 BREXIT vote HYAESR (6/23){R< AESL > {HATHIA EMA
YRS EEECRA A G - CHARMEATHT RN - 4054 3 H_ERRHY PRIME 57
TEMH] > SEHH R AR SRS SN E SRR - REREE HESaY)
FORHIEE > EiEeE H 0 A 27 HEMHFETE » 6 HEME A IRTE LG
2 AE > Hrh 3 I B ATMP (advanced therapeutic medicinal product)/zE 5
EMA IR ATMP ZEiiih @ AR BT —TEBKEY 5 5941 - EMA R EIS &
TEJT% > BIfEEL FOA JLEE (e m A S BB 4E5H5% (patient engagement) » k¢
AL G EZEATHYARE] -

11



session 201

5 PEEE R HESH /M 4B T AR ILAY ICMRA H A 2R AP B E S R S BR
ICMRA HHERFR 23 {li EE TR B £ 850 - WHO HATZEIZR S - HIERE
RECERIEEF - EEEE A - REEE L E 2 R BURR - B EE
PRV B H S IE - (REEH AR - HAT ICMRA 5217 3 (EESLIRHE: (1)
supply chain integrity (GMP ~ GTP ~ GDP 2 GXP &) ; (2) Pharmacovigilance ;
(3) Crisis management (B {E14) © ICMRA B LAVEEIREDZ - SUEH & E
TETRBIIER IS RIEE R E WM A H A KRR H A MHLW K PMDA
TRl R HE & > HAAISEE] FDA ~ EMA ~ fIIZ K Health Canada ~ BUJ TGA
H A2 CFDA £ 2 & & » (#1715 ICMRA EE Al 5] [224H 4% 41 ICH ~ IGDRP~ IPRF ~ IMDRF ~
PICS ~ APEC QA 3 fEFAGER A ETE » (ESIIRT -

Australia (TGA)
Brazil (ANVISA)

Canada (HPFB-HC)

China (CFDA) -

Europe (EMA and EC) N Chalr Canada
Ireland (HPRA) Chair and Vice Vice Chair(s) —
Italy (AIFA) hai Ireland and Japan
Japan (PMDA and MHLW) Chair(s)

Netherlands (MEB)
Singapore (HSA)
Seuth Africa (MCC)

Canada, with
support

Secretariat

United Kingdom (MHRA) Management

United States (FDA) Committee S

Australia (TGA) Mexico (COFEPRIS)

Brazil (ANVISA) Netherlands (MEB)

Canada (HPFB-HC) New Zealand (Medsafe)

China (CFDA) Coalition Nigeria (NAFDAC)

Europe (EMA and EC) Singapore (HSA)

France (ANSM) — | South Africa (MCC)

Germany (PEI) ICMRA Membersh|p Sweden (MPA)

India (CDSCO) Switzerland (Swissmedic)

Ireland (HPRA) and Structure United Kingdom (MHRA)

Italy (AIFA) United States (FDA)

Japan (PMDA and MHLW) World Health Organisation (WHO)
Korea (MFDS) ‘ - Observer /CMRA ézé fg

12



(2) Europe and the US: Making Outcomes-based Health Care Possible (6 H 29 H

session # 302) :

FH EMA Dr. Hans-Georg Eichler Eil FDA Dr. Gigi Hirsch ZE({3 » He[E 5 EmHE
B LA I A G5 R R AR 2 B IGaE 2 n] gEE: » 0158 H AT PR TR
PR EE - AR SRR - 40 « B —X C BURT R &2 S RERTFE G
TSR AR A AR R & T S H AV EE [ S AE [P R R IR 2 o L 2
o 2358 2 Sa R T ST A A R s P H 25 B Ay 2 R 5 U0 B R
FEHEGH e e EiE?

HIGHE R — 20 RN B A V) TR KRN BUE Il UE RS e E
& BElE R IR AR E R Rt G T oG - (EEBRHEE
H¥r Az~ W A EREER SR - BRIEGER G EwEE > e AR
PEERAF RELHRHE I > (EERRE A OGRS A - Bt Orba R 5T
— 7 AR Bl B H A PR ORER K - S99 T T I i A e A A ) 22
Ko BEFRRBEFEORE A A TR RS -

I R 2 it o T e 2 T EE R PR - (4 A (e P v B e (B ey A B (3R
A D RERL A T — (SR S A0 et A AR (DU B B 5%
FEE 2 BB s S AT R B BB S ~ 1EAIRAYZ el N B TR
EmRHERE R R EEN . — RIS > SEEHEFESEAHENE
EEPR(EE ~ sE T ORRE - AR - (L& EE - H—(EEEE AR -
PR 75 BERREOR s - By it Rl H TS A R (N
ERE IR A\ S HYBEEE -

3. [EEREEEIKEIREIE Clinial Developments in immune-oncology, Science,
current methodologies and achievements (6 H 27 H > session #113):
A H RS S R AL SR AT PRI BAES AR ES ~ Ty Bl -
it —f (standard) ~ f2E5T (targeted) Kz F i JE R 2 9%, &9 (immune-oncology, 1-0) HY
ZE o K -0 T A -

13



g e

B¢ 1-0 285, > H{ CTLAS JifegE 5, ipilimumab 23T PD-1 45 nivolumab ~ 35
PD-L1 @5y Atezolizumab [ A T R R AMHETE ~ FE/NAHRGATE R R 6 K7
S I ERET g E R (immune checkpoint) Bl S0 a2 7y TAERENE )G
FEEEHIRIM T AR IE IR - ERR RS 2 1 - (1) 1-0 B B H {th 4%
anfY & FRIEHRE 5 (2) DAZRINGG 2 550 - W ST A IARE 77 T (genomics-based
biomarker){f 1-O J&REAVER -

B e EIE A bRt EE L - HAEREE SR EE 1-0 B2y S OFEHT > B0 1-0 4
a2 IR G O aR - HATEINTTE - BN R L (LR S e St 4 iy
BER > B 10 (VB —I6F NEAR ~ 10 SEMmEy SOt e EAVES -
PD-1/PD-L1 ZExnfEe3i H AT 1-0 AR EAVER RS T T 10 SO GHRAYELE -

SN o TR B TR A nivolumab FYERE4 78 I IERTIFSE | - 2830
B \FEAAEG = POL-1 AYRE - BRI SR » BEEMIER » fEEHAHEA
JILE ipilimumab BY&GFEHEE > AIAIEEFHERRL » Br T PD-L1 - WFZEtas i A4
HIEAFC ¥ {Z A (mismatch repair)fygaE ] 82 PD-1/PD-L &R BAHRIME - i550b)T
FERURE N BRI 2 AIRE2 8 -0 SEMmAIRRY - BT ARG BRI TT S
TR LR P AR A T A ARG - E S B 2R (B & Al M BB R UR ) A&
YIRS 77 (biomarker) LABHES 1-O JERRAVRER » B2 = A S A R R BUGRE Y 6%
RER o BTSRRI A RIS o s S e A R
F-EEL R M IS APk B0 5E: cutoff definition (DJZ(EE » 25/ DR IR E SV EfE
V) ~ FEZARIERI L BIS IR R ISR AT - SHRRRE (b R AR B e i) ~ 3=
AL E (TEAAE R B A ) SRR AR (EBR BT B ~ SRR 0 BE ) - B e
FH ~ AR A M (heterogeneity) ~ D)7 i) ~ BUBRILE (UK ~ FEAHAEASERES)
HuEhahs (MR - 4R - JE4HRE DNA)ES » BB S0 REE 4R MR I BB 4
REEIRILE BN 2SR - s o (B AERRHRIGER - A[REE 10 &
SRR T R A GRS R SRR A AL IR (1] PR R A B R AR YA el oy
¥) > AIREHEHE -0 JEERAYHT T -

4. CBER EwiE CBER Town Hall: innovation and public health response (6 H 28 H >

14


https://en.wikipedia.org/wiki/Immune_checkpoint

session #254):

CBER BILFY 1902 4 - JRALE NIH 2H&E T » 1812 1972 4EfF A FDA » HEAY)
i HAle A B40A 1138 A - EHEAVE Bl E B eR - REm - Bt
AR ED - NRAIR A o ~ i R IS - B HAR REEhal - (e
HERRIER - WA 2 BRAVIEE LRSS T E TR -

CBER AAFRER PR BHER AT B R AR V&t i B APk B - BIa0(1) TERSR T H G 4%
oS ESERIEAY R EE - CBER AR 1 (i A SO 5569955 (Supplemental
guidance on testing for replication competent retrovirus in retroviral vector based

gene therapy products and during follow up of patients in clinical trials using retroviral
vectors) 5 (2)JERGAEYIEE ST FEBVE ] - BN (HER RIS ) AN BUEE L
(gene-modified products) Y FEELNfEEFT CAR-T JEFE M A MR AML © S RHIHE
B A — R A A bR - — 7 VAR S E A H AR -

H.rft FDA i FIERBH CAR-T BYRFFE » CAR-T (Chimeric Antigen Receptor T-Cell );4
FONERHEES EoBED T 4iHE - 2R DIAR TR T - K757 CAR YR EE
W T 4R o 6 T 4HREFRE I CAR (B CAR-T 4HIfE) > fERSSNKEIGIETR - [H
R AR AR DU B Y R DIRE » FiF CAR-T 4HRE[E(H 2 A BG A - Bl
F CAR-T 4Rty B Bt 4R i 2 808 R 8 H AT A U e Ry A e
Hr—{RHY CAR BN ARG et - A DUACAS Il Bl dIREsS & 56 ~ (F CAR-T
TEAS NI S ELE MR 58 - CAR-T FVERGTE B ASHHAN - 72 A H oV - B
REIA B Ry T RE 2 AL HYAHREA T REUIE (BT (cytokine release syndrome ) @ B
THATHf R 7 B (cytokine storm) » & CAR T #E A B » 5E(L T 4HFE R & B A 2
FAREI A T-RE - W5 |58 2% ey AU A R B 5 AR 1, B SRR S 3R
JEERC S BERAR - ATRES [RE(RMMER ~ BFR1E - HImBRIRT ~ BEMINEERE - Pk
TIHFRIEH - ERERIHAITET « SHHMNARR AT CAR-T Fi M 4E B
PSR - B r]ae e iank B 4R AL ERE - EE CAR-T JBRTTE LIYEFF
BZEMRETER 7T S5 NEZR CAR-T JEREA At G 1 iy ZE 61 - {5 H Aibt
TR AR HERETINSAERSY i BATHIA 3 29W ASET » FDA 24K

15



48 || B RSB - CAR-T SRS IR 22 R » 22 2 VER IS » FDA (AT »
H i CBER &L IL T Pilot Clinical safety database project for CAR T » 7552 ¥
CAR-T MRS FR (I e in 2 Y E BRAR &G -

fHCEREH: CAR-T 4Pt &% & i E FDA #E F fast track designation,
breakthrough therapy designation, accelerated approval J; priority review

designation.

. 2B FDA EHIIZ AK#E 4 ES Health Canada S1EIBERIE FDA-Health Canada
Regulatory Cooperation Council Town Hall (6 H 29 H : session #327):

[ FDA BAfj[IZ K Health Canada HYA BIRRACLA > H 2011 F-&E 7 BARUE
&EHi (regulatory cooperation council, RCC) » Z5SZ 1] DL B HEHH A R i i i i
FHIEFSEIE - BREHEAFOAHERTIE 2 11 RRJ71A R E 5 2z HR
A\ W26 (stakeholder engagement) o

RCC FHZE[E] FDA K& K EE4% (Health Canada, HC) fr & 5hfE4 (Canadian Food
Inspection Agency, CFIA)#5f » 7 SIA M EFREVIME K Iinah - (R E8CPak & Bg
TrEtE - SV HEEHDEEEMERAE - N EEEH 2
(alignment) - {EBEEIN 7 A ZHEUETR - BIEM RS EYS T 1M - WS E %
HAERME - AR RERE T 2 M TBIREME - A GEREE - EEbRY
FMVEER RO BENREAER: EEEEARMEEE S TER) 2
RO REE T ~ AI LESE - i&NCH) ~ BARRESEIIREZ A Ly
P~ MR ZE G BT~ SRR ORI G2 (M E R M R B A7)

H5—HA(2011-2014 )R EEMATFAYECR BFE: (1)IBmMEE A AL >
M EBIBRAT AL B ] LU K & B+ S FIRIE B R85 (2) common
monographs for over the counter (OTC) drugs * 8 75T iEJ iR J7 g8 MY E T AR A
fEEMEA A ~ ERE - EIEESHE - HEE LR A S e T E
HREIAAE © (3) BHEEHENEDEE - (A28 ITHIER J75E GMP IYE
WP E i » B— IO Ir T BB BB G RS B R C R TEY

16



Ho THRALRZENERERESR  MalER RRERERINSCTHEUNE - BFE
IS A (EOR ~ 0T ~ 1TTEESKES) » AIHEF 2548 RE A (stakeholder) 1Y/ At /&
(R & ERRESE -

FDA BRI KA S5 T (T 2014 BHAR)AYGE > RrE(EREERn « JRi 7 4E-
Pl REn ~ B - EMPIRIEE ~ Ban T e ElEETE > FFERMENTE ~ BRI
[~ B - B TR R U EP F A > WA 2R A2
B -

\

FEE ISR B )7 B anE HH S R A E A LUE R MINSS > A&
WFEpEHE Mo H R - Ny —BE A B M (EZE iR 1% EE
ih L I ER A R - AT RE AR -

. HZ PMDA 3% PMDA Town Hall (6 H 28 H > session #277):

402 5 BEAT TS A 2 [ SR RE S 20 o] BB W) 8 25 BE 197 [5] (harmonization) 2 —
E(converge) - [HI¥THTEEM 45 2 -G NG ARV = AR BEAEA IR AT E R
T AEMEEI R R EE L R - B AL AR E AR ORES - M H AR ERFRER
B &FE &R - 2015 HZR PMDA BIFT N = RFES » AR E A IOREE 2
B~ A AR AL ~ TS s e B 22 R - [l PMDA [l —
(&SN F1.0(PMDA Asian Training Center)f2(t £ AUAYEI SRERIE » L S@hoe
BRZ IR E 5 PMDA £ EE 1 227 -

HA R (e s mt s il By - MEUATHBER © F£— - stHEAREE
o B A o 1% A% (time-limited conditional approval) » ¥ 58 5l A RARS PRE Bz
ZEAERFED P EEAARS AL - HARBUN ST A B
TEAE—ERRIN(RS 7 FVETRFES P - R TS 5
o R KR SR B AR (SAKIGAKE  Designation) « 7% H A H TS 2 AllHT

F R B BN < & > A LAA] PMDA EHES SAKIGAKE 2UE ° FOE & B LA
i1 P (B 4 5% 26 (prioritized  consultation) ~ #E X & & (rolling review) ~ B4 2 &
(prioritized review); 28 = » fj5& BT B i1 & 1E (Partnership Agreements and Science



Board)> A PMDA .3 AMED(Japan Agency for Medical Research and Development) -
NCC(National Cancer Center) S8 {E KR E S EMG] > R HIMNBHERY
JIE > fe Bt ST ] B S IHES S B o SE0U > AT A RS L E B AR
A B NE - MRS IR E IR (Big Data) o ifr-F-5 - IZREHIRF R (R4
fe

%
= {114

2
7. EMA B FDA RZHER] EMA and FDA Question time (6 H 30 H » session #401) :

TEF G REZIG  BI5E EMA K FDA B85 FE I —5 » 118 B il 2SR
R RETTREISFVARBEEIR 2 1% - BB EE 8% - B FERKEE
RIS EE - BEEmE D - SEmEEE - GMP ERZEEFTHAL - WS E ()R A
FH &% 0] %1 14 (Access to Medicine) » 75 43 Jil 5 &1 58t ZE fii1 20 A% A 1% 1) < 35
Breakthrough Therapy ~ B2 PRIME ; (2); 2P /A E G B IR F 4524845 (real world
data) B E 5% T (adaptive pathway) 5 (3)Jp ATEB&BELBHERHY A ~ SBI&T A
NS BB - DGR SR - DU (4)GMP B AH B RPaetd] - B A R
PR R A G R AT Bt BaPERY A 8 - EMA K2 FDA ER[a[{E 8 24 R E - (5
Bm NBIRSHY B TR - B TR RE E R HEEFY - THE Bl St
(interchangeability) (i FHIE T - 5541 » el A m L E TR A T o -

W

EMA Eil FDA — 4R U EEIS - BTE CiEE N8 - GHSEER
RIS A GH - CEEL B AT RIS 2 5TE - BB i (g
FRFE: - B2 —LEE AL K (predecisional review) gijiy & sHELE A5 (confidential
information) » 7 S A R S TFRER VB A MFE A » W4T EE 1 (convergence)
SO ST MEERIRA S EANEREA - B0 © HA ~ ik BN - B L
HiheRE g - R -

(=) DIA &2 2 50 RS B i BUS SRR

54 2016DIA £ > ZHEREHE ~ B ~ 2 - VTR ESEHRHAERS - &8 7
T IR 2 470 (I > AR B A N B g an & O R FIRe L e
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SBCCE YRR o 0BRSS 4T B B A S T N iy R =R R R IR SR
DIaEFE T &8 RE R E & TaiwanClinicalTrials.TW ( i BEsE4E0nE ) | A+
th > EAEE I SEIERRE TR - DU BEEE S EA5E ] -

" GEEREEREN TG ) e EREA R R A AR REENIIE Bk T
E AT B RS E B EON  EReE AR B - 2 - i BRZIEE
PReABaRE BRI R TT R, 7 SRS HE — e 5 2 20 B 2 L B PR PR Bk 5 1
AT - BEMENEY & - AR — RO R R - DU R R 2 SR e A Y
Pz S ORE - AN SE SRR BRIR T -

BRItz 4h » FREI2E5% T 280 BRER % ) (Bridging Study Evaluation in
Taiwan )~ &8 B FCRERE RS B S FEAYETEE | (The Impact of Regulatory Policy

on the Development of Clinical Trials in Taiwan ) & /G5 :H

" EERETRE SR | R R B T R e - W] T AR
RS MR = 2 - HETRERTASE A Rt AR REUREE R  TERAE A BAG %
AVEEIREES - B A DN ARERIRSEERE R, - A BN SHE ST S £ A IR RAY
FEH » TP SR PR B R G B TR PR - SR N S VB R R e A B S
a4~ ERREERTL oT BEEHBCRE RS R A | OISR EE
RV ETTA R B S8R R R - StatEREUR » R 5B TR R Ry
BREWENN > RERE S B TR - FIIERIRE SR - PR aR S MR R D B THY
EERASRFILR - BB E 2R AR - MEER 19 RESUOM 128 RHEE
e TE RERRs\SR S ES) S8 E 68 B A TR RSURAY e 0 R 0F > AR EE R
AR g A REN B TR RS i E - TR B SR R PR T -

(I0) &g st

1. Ef Health Canada &35
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Health Canada: fjI& KEAEEEEH L E S Therapeutic Products Directorate,
Health Canada): Kimby Barton (Interim Senior Executive Director), Marilena Bassi
(Interim Director, Bureau of Policy, Science and International Programs ), Nancy
Shadeed (Manager, Bureau of Policy,

Science and International Programs)

EHE oy T REBUEEAY R 33
AP REAH R A - SEESTA
(5] > (EAEIR S SR SA B A [ >
HRSEgrg SR — 8 BRE
pETR Mt R HEE L 2 i AR A RS

EIEVERY > B B G S Y R T T
AR AT REGREERTRE ~ B TR R B IR R B L E s E S - 4%
an BB S B B SR I BRI R R S - FOT BRIk B R & 2 & 5#%-2016
APEC Good Registration Management (GRM) Regulatory Science Center of Excellence
Pilot Workshop - Jaf 77 5% 45 hn el A e TR AV AL B -

0

)

. B MHLW / PMDA &%

MHLW: HA " E42E% (Ministry of
Health, Labor, and Welfare, MHLW ) :

Nobumasa Kakashima (International
Planning Director for Pharmaceutricals).

Fumihito Takansashi (Deputy Director)

PMDA: F171TELE N EE8E T B R 2 4

& HERE ( Pharmaceuticals and Medical

Devices Agency, PMDA ) : Tatsuya Kondo, Chief Executive, Tomiko Tawaragi, Chief
Safety Officer, Junko Sato, Director, Office of Inernational Cooperation, Kitahara,
Division Director, Office of International Programs, Tamami Fukushi, Office of

International Programs.
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HITELHA MHLW k2 PMDA AR &3 > LS K DIA G R aT5m - BE
SEIARITHY. B R AR R S G E B T R TR RSO » WETam S ~ BHEEH
BN GEHEH -

() AHNEEREEHHE G (B ZK):

HEEMEE L WERMEER BB GHE G (28 2K) - NEWAR I EEE
(Hilton Restaurant) 2217 > B4 S IR bR SR £ 5 frEal B L
A4 5 B A R AR S - CDE B s BB S - 4980 4= - 18 H »
RTINS F R BEEUE E B BT SRR L 4G DIA 2Bk T & (Global Chief
Executive) Barbara Lopez Kunz, DIA & ZE(DIA Board of Directors) Peter Bachmann k¢
EMA Ef FDA ¥t/ Z={F2(EMA Liaison Official at the U.S. FDA) Sabine Haubernreisser 7,
JERRHE o BT ZHRE RO RHL OKVEE) - fE X BB S T EE T » BEIEEESIM -
SN ST R G th 135£3 - Barbara Lopez Kunz B #5535 PR & (EELEAM
FARIEHERYES ST » (&g Rl A B bt % 2) -

(N) SEhve R EA TR ERE:

RRATIE S 0082 5 B A F AL R A S INAY R b 2 B 5 e o New
Brunswick Site 75 #L7(z( DP manufacturing site) ~ BB &% BFE & b = (Drug product
development modeling and simulation lab) ~ 7387 & Eiz= (Real Time Analytics lab) ;
Lawrenceville site 5 #1%)5 4 & & % (Animal Imaging facility) 5 25 i 154 15¢ 5 i =
(Simmulation facility) * $/75 /M 4H/N B 281 ~ 5B S AT RIS ~ BB E] - LHAE
T HERE T 4 Opdivo HYA AR B PR BEAR # 5o U ~ B 38 NASH S5 8% i B 22 SRl -
BT EIIRE P RE FR R R SEps R A AR R BT - BTt Fon R R a8 N
VIR oRAVEE S - SEAEBLE RG] SR ELEPENES © 55 Bt
WEHBLRER SR O MHFE RS E > SR R B GIREE an Y RIS R & - F 7R
EZ A BRI THE R B Bl 55 85 - 52 HIRER & -
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8. LiBsER
— R

FHHEE ICH & 1 B S PRETEE i i MR s A EL AR AR » DIA PR 2 EIPE H A e
T EEPEHER AR E - B MEEESHEEBCEERE - BH /B
R - TEBH R £ K ZE i F11Z25 1/ F (contract organization) » FEcH R 25K
WA - & TERE ENEHERIBAEM - SHERGES T E (keynote)
R 1| IR B2 S BRI SE FZE AT (F YRRV EVLERL - SERACAE 420N - AR RS
AE FEMIHERIEEYR - (e NIEERE - 250054 - "HA—ZXHEE (You only get one
shot)!” ~ J"You are the enabler!” - GBI SRR AR ~ L 52 SV RS SEGH 4%
BUEH 2400 - KT EREEVAEY > FDA B EMA (1Y QA 5t > fEFmEE 7 ies TRE > vT2L
B S EIE L 2 8 B EER B TR EEREAE R (19 A EER]HT M (Access
to Medicine) : (2)7AMIFIEE A EE B I H 828535 (real world data) BB E M5
(adaptive pathway) ; (3)5 AMEESEEMBASEHY A ~ BUBIAN AN A2 8L E - b
&R - DL (4)GMP EAZAH B 058 1 - 28 Lo BRI B PR B B R B
LS - SEFEGHAENDLUR N BB LAV - CHEF SR AT A8
TR RBIVLE » /N FEE T RE v] DA T i = 48 il B 2 B E B RIS % - 1R
PREERR S Gy HET 1 AR S5 25 Bl PREERAY A (s - SO BRI Sk 7 8 s A
BN - REDIHERETREIUR N Z 80y (EE S & 5 BB A R B s 22y
BREBEHARY - TERIE S BRSPS R
4 o (HEEYE PMDA T2 E] death valley » {EEBENT S FIERIREEM - 372850
HERIME BB E P RITPET S - fEREEE 2 B s - RN ARSI ER
B TR EVOATE - EETE GRS RS B TR R - TSEF BN AL
PERBRHENHDT - IRESIEPEMAE S ieiaiiig DeHEEE - fEialriEEE
DAGREE FH 8820 J OB R B AE B DARAE S5 25 R | - B HERE 2 RS2 kK
Hy

A2 52 J& DA F& - WER % - AR T RICEH M AR e R Ly
FEVEEIBEL T - IR IR S AT M R R A B BB L T > R AT

22
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THEEETRORATE D) o H0_EFREIAT FAE B0 b HE R e b 8 2 B 6 R 8 Rk (AR
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SRS HGHAYEE  So— 0 > S AR > WSS 2/ NERARYA
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(—)BIRRERE 2 DIA £ g

52 J& DIA G2 DU A R BEPIH 3% P LAYERIE > Bl 2 B EESE AUR A
TRBEET 2 DA TR SERH S8R - i A NBIRGHYR ¥ - DIBCEEIREE A

= -
WIS ~ R EERETOE) > e E s B R SRR S - REARAES LS
mnimE ~ EARREEETE > HEERRREGER - REDVNEERL NS Ry L HEE
I - EEHRESCERUEYE > B AR RIS S R A B SE (R 2 18
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JLH CRO AFIEGE » FERZEEm it & - /2 ESEEm i B R
B o R LS EHei@frg g - {218 DIA KRG RHIAFEZEHS -
5k > s COE 45 & BB BEEE ARG HY I & - FIFIAE DIA BRILEn#i i
ARk > JE E RS R B L i TP &R

(S)EEMBEFFEILIRASE DIA £
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FEFETT]

2. B~ BURBRE G SR AMERHT: DIA AU TSRS 4 - 380
BEAHBPE A G - SOGE SSRGS | > bR 7 — R R kB ] AR ek T
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2016 JUNE 26-30 | PHILADELPHIA, PA
The Pennsylvania Convention Center

Regulation of Cell Therapy Products in Asia

Chao-Yi (Joyce) Wang
Director, Division of Medicinal Products
Taiwan Food and Drug Administration (TFDA)

A GATHERING OF GLOBAL PERSPECTIVES

Disclaimer

» The views and opinions expressed in the following PowerPoint slides
are those of the individual presenter and should not be attributed to
Drug Information Association, Inc. (“DIA"), its directors, officers,
employees, volunteers, members, chapters, councils, Communities or
affiliates, or any organization with which the presenter is employed or
affiliated.

» These PowerPoint slides are the intellectual property of the individual
presenter and are protected under the copyright laws of the United
States of America and other countries. Used by permission. All rights
reserved. Drug Information Association, Drug Information Association
Inc., DIA and DIA logo are registered trademarks. All other trademarks
are the property of their respective owners.

28202 8:80:8¢ DAL

Outline

» Comparison of regulation of cell therapy
» Regulatory development of cell therapy products in Taiwan
» Future prospects

18202 2:80:89 DA

a

- Differences in Regulation

:

Regulatory
o FDA EMA MHLW/PMDA MFDS HSA TFDA
ho act on e
~Dircctive samyor
VBVEC Regaberative .
Reguisiory  PHSAGt e WGy Phamaoediesl ey |
Framework  _oq crg 2009/120/EC i Affairs Act (2001)  (509) Phamaceutical
~Reguiation Pharmacouticala Attairs Aot
13842007 ot
Dovicss (2014
HCTPs - Medical practiss - New medical
ATMP 1T .
Teminogy WSS Aewm  meaive  Cbemyeecs SODONSS e
Eacea prosucts meclenalproducts medical progucts neray procuct ==L,
PHS WJ‘ 1. Cell therapy
o pramanat sprova) " pro ducts e Calls, Tissues
e e iy e e Cetlierapy
E £ noconprasen " products Rl s, sem  mnal nooogas. — Cell therapy
e 4 nosystemic et pro e and combiaon 10 cominatan) =
HS 351 = e prOgucts of e Wi+ High rsk
EHSEEY engineered Scanos)
oo aenes " products

mlmmune Cells Therapy

“Regulated as Regulatedas  *Regulated as “Regulated as *Regulated as “Regulated as
“biologics” “ATMP" | “medical “cell therapy “cell and tissue. “biologics”

practices™ products”™ therapy products”
*Clinical trials and ~Clinical trails and | +Clinical trials and
marketing marketing +Protacol «Clinical trial and +Clinical trials and ~ marketing
approval approval reviewed by marketing marketing approval
required required. | committees approval approval required.
+approved product: | -Sitesin required. required.
Provenge® | compliance of  *approved product:

GCTP required *Creavax-RCC?

*Annual report *ImmuneCell-LC®

required.

| -approved protocol:
| 7~ 3,000 (class 1)

N

18282 8:82:82 DA

Approved Cell Therapy Products in The World

EMA (5) Korea (14) Japan (4 Ccanad (1)
- chondroceiact2006) - Chandran 2001 = ace (2007) - prochymal, wsc (2012]
MAe!(2013) - Holaderm (2002) - JAcc(2012)
- Provenge,DC(2013) - Kaloderm (2005,2010) - TEMCELL(2015)
. (2015 . 4 USA(9)
- dmiygic 2015) - CreaVax-RCC (2007) - Carticel (1997)
« Immuncell-C (2007) = Provenge, DC (2010)
Gene therapy = RMS Gssron (2005) - taviv, fibrocell (2011)
Glybera [2013) +_Queencell 2010} - Ginuit (2012}
- Strimweits (2016) + CureSkin (2010) - Hemacord (2011)
* eartclfram-a - e
(zoz2) - Hec, CordBlood [2012)
+ Cartistem, misc (2012) pucord (2012)
| i) New Zgaland (1) = Alecord (2013)
+ Kerahesl-allo (2015] .

In biack: autologous
In bie: allogeneic

218282 0:80:82 DA
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Outline

» Comparison of regulation of cell therapy
» Regulatory development of cell therapy products in Taiwan
» Future prospects

218202 0:82:82 DA

The Government Agencies Regulating Cell Therapy in Taiwan

drpa Food and Drug Administration
!

t N Reseaen ot o s i
Medicinal
Products

DIA =

E-—i—u

e —— JE———

20200:0:80:09

Regulatory Change in Taiwan

Before TFDA

After TFDA

Medical 5. Medicinal

practices  21'" Products

» Cell therapy was regulated as
“New Medical Practices” by
Bureau of Medical Afair (BMA).

» After human trials, ‘iew medical
practices” would have the
opportunity to um into *Routine
Medical Practice, such as human
cord biood o treat Thalassemia

» Regulation of cell therapy was
transferred to TFDA in 2010

» The requlatory approach was
changed to “Medicinal
Products”

Reasons of Regulatory Changes
@ Regulatory harmonization

Many countries have considered cells therapy products as one
kind of biologics, medical devices, advanced medicinal products
or regenerative products.

@ Altered relevant biological characteristics

Cells manipulated in vifro might be not the same with the original
cells or genes. It is necessary to establish regulations to ensure
manufacturing consistency.

282020:80:8¢ DA

Advisory Committee for Cell Therapy Products
— Cell Therapy Products 7

oSince 2015.11
oPolicy and new
technology

development

aSince 2014.08

©Review of clinical
trials and product
approval

Regulatory Framework in Taiwan o
REGULATION

‘ Regulatory Framework of Cell Therapy Products G"ﬂ.m |
Law .

Pharmaceutical Affairs Act

Regulation for Registration of Medicinal Products
Regulations on Human Trials

Reguiation Regulation on Good Clinical Practice (GCP)
Regulation on Geod Manufacture Practice (GMP)
Guidance on Investigational Cell Therapy Products

e Guidance on Cell Therapy Products Application

Guidance on Denor Eligibility Determination
Guidance on Good Tissue Practice (GTP)

282020:82:89 DAL
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GTP vs. GMP

N

4 GTP standard

4 GMP standard

> celis processed at > medicinal products
clinical trials stage for marketing

> to prevent the > to ensure
introduction, manufacturing

using
spreading of a controlled,
‘communicable reproducible and
e qudﬂabb SoP

T
! 2020:2:02:082

DIA &

Points to Consider on Cell Therapy Products

Application Procedure

<IND>, <NDA>Appli
T TFDX

wwnsultaﬁon I |

Registry on Taiwan
al Trials.com

Consultation I

[ ]

Administrative part Administrative part

Technical part Technical part
Fee Fee
920UsSD 25,000 USD

282020:89:82 DAL

Evaluation Procedure

licati i to TFDA

Documentation Evaluation ‘

Integrated Medicinal Products Review Office (iMPRO)
Administrative Technical part
part CMC PharmTox PK/PD Clinical Statistics

IND: 150 days
BLA: 360 days

| Final Decision

TFDA |
DIAE

Current Status in Taiwan

Indications (case number)

-2 5
10 [ e
P
¢ Gene thera
4t
2
0+

2010 2011 2012 2013 2014 2015
>Numerous clinical trials are ongoing and the number of
applications continues o grow at a fast rate.
>The majority are from academia.

Cell types (case number|

Consultation Mechanism

Tofacilitate cell therapy products
development and marketing approval

Meeting types:
> Kick-off meeting
> Sponsor meeting
> Prefiling meeting

What is needed at consultation?

> Well-developed & -controlled
manufacturing information

> Preclinical studies to show safety and
effect of products

> Provide evidence to support human
dosing and scientific rationale

28




Compassionate Use (treatment protocol)

= Expanded access to investigational cell therapy
. Objective products for treatment use
¥ Serious condition and no alternative treatment
v Scope ¥ Based on the pre-approved clinical trial protocols
¥ Medical institution-initiated with adequate safety data

¥ For individual patients, including for emergency use
¥ For intermediate-size patient populations

Patients may have to pay for using the investigational
cell therapy products for treatment

28202 0:80:89 DA

e 80

[

Outline

» Comparison of regulation of cell therapy
» Regulatory development of cell therapy products in Taiwan
» Future prospects

28202 0:82:82 DIA:

Establish Post-Approval Surveillance

Win-Win Situation
Sharing of Information, Experience and Knowledge

ijP‘r'f',,...

Thank You

((/\’\7 For more information
FDA

Website is at: http://www.fda.gov.tw

“ { ]
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