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Joint Conference

The recent amendments to the Pharmaceutical Affairs Act/PMD Act

Registration
: TFDA (TBD)
Opening Remarks
iwan-Japan Relations Association The recent amendments to the
3 fevenapan felaions Aszocation (1E0) 11:00-11:20 (TW) Vi-Chu Lin, Director, Division of
2. Japan-Taiwan Exchange Association (TBD) Pharmaceutical Affairs Act (Taiwan
9:30-9:50 (TW) | 3. Chih-Kang Chiang, Director General, TFDA 12:00-12:20 (JP) . Medicinal Products, TFDA
10:30-10:50 (1p) | 4. MHLW/PMDA (TBD) side)
5.TPMA (TBD) 11:20-11:40 (TW) | The recent amendments to the PMD
6.JPMA (TBD) MHLW/PMDA
12:20-12:40 (JP) | Act (Japan side)
Keynote Speeches
9:50:10:10 (Tw) ChiKang Chiang, Director General, | | 11:40-11:50 (TW)
Regulatory Updates in Taiwan Q&A
TR 12:40-12:50 (JP)
5 dates n Japan (te0) Closing Remarks

11:50-12:00 (TW) | 1. MHLW/PMDA (TBD)
12:50-13:00 (JP) | 2. Chih-Kang Chiang, Director General, TFDA
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Coffee Break

11:50-12:00 (JP)
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EZmEEL MMM EBRESF L EBERAEENE

BEDEMREROBRAE R

EHCRUMEESS RS - SRERBEARZENMS LHF 2HE  OJEBE
ERAEENRARERZES ZEBERE  Rt5—77 NDA EEUX - BEER
BERUZELSRE  BRE—DRE .

(1) PMDA/TFDA Full Review Report Z R{E1R 3 I8 R o] F A& E

(2) E#% 75 regulatory Q&A / deficiency responses ZFIAAR - MUBRES—AEEIRE
HEEERE

(3) CMC - clinical B post-marketing safety information £ XREE & 2 reliance TfT
B

(4) 118085 reviewer-to-reviewer communication mechanism Zol{7t% - LUEE NDA
review BETHEEEZR

(5) RRZEUREREAR - ERTEUERMEZEERZ —BEE E—FEE
regulatory reliance / facilitated review mechanism
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EmEES A LmREBUREBREENEEEZER

BEDEMRRROBRAT BX

HRERBEARRE LM 2% - BARLEHEAEEZ PMS » RMP - Drug Use-
Results Survey & real-world safety/effectiveness data - Bl itz R BRI IR E
RZE2EM - ZRZEHEHE—TRILEBERNRERESEZ Real-World
Evidence (RWE) - REE NDA BBV #XRAIRERSHEE - &4F :

(1) HRAREGREBEAB ZZEHEN ;

(2) &#5 benefit-risk assessment ;

(3) B AR L& effectiveness data #E=EiEEE 2 IMEN ;

(4) 2ETIER bridging requirement &3¢ FE{EZE5H local clinical data requirement 2
supporting evidence °
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B&= gene therapy - oncolytic virus & Eft advanced therapy products it H7AZ
TEANBRBRERLTRE  BEZERE€AMEEREERERHBER
regulatory considerations #EfT357 « €145 :

(1) Gene therapy / oncolytic virus ZEm% ¥ X regulatory pathway ;

(2) B&#% & 2 clinical/nonclinical evidence IR =& NDA 252 12E ;

(3) viral shedding / biodistribution data Z M4 ;

(4) HEIEEREEMIBEN T Z CMC comparability / reliance ;

(5) GMO / biosafety requirements &BE AL fL4ERZFIA ;

(6) RMP / long-term follow-up requirements ;

(7) BXREBRFEARERET - additional local clinical data requirement ZzE{&ERE -
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hREBRRROBRAT BX

Ql : #MppaEEm 2 biological activity 8% - 389 2= fn O B8 DUE Y1 B 135 S AR ER IR
B2 potency assay - AUt - EEXEFRB ML surrogate marker fE& potency
assessment FZREZHRHEEBSEEK B TBREHEHIn vitro assay -
biomarker assay K cell-based assayZZE&REE - LUK Potency assay isiR5eE /iR
B PR AF I BB IS 2 BR R R A -

Q2 HIRNBEANEBABRIEZRER  BLBEEM HGARRESYEEER
Natural History Data - Patient Registry 3% External Control Arm ? & HE& 7555
SEUERME ? EERAXERRWDERZEEEAEIEF Ao set -
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(1) FEAAHKBEABAERIERE - 5 - BREZRAMBERRBEEEESEHNER
SMEREA - IREBRBTRREZHERERE - HEIRE "IREER. B TEERE /R
B ZER-

(2) BEAAMAXENRESEZHEZBREE - SENRMRER - EEREHEERE
BEEE2EmWMARE BeRENEENEHEERRNBEERBLEER -

(3) EHEREANMERER ABRREETEHFAERSHEHERERIRNEIREER - E
BUFESZEE-BRHEEZHRESER -

C Vo W £ & A B
ERENMEERSE

FDA T oo na g cminsiaion

16




HmEE9 | MIFE S EBER R EKETE HIARIIREARAN

AEERREERRE 12X (1/2)
HHAERNS  HEMCRBASZLHZE  LREHEZ@E 221 AN
MR EHEERALER BEASEDSRINAENETHEDHBINEL B XREPHE
BERPUAFEZER  BIEMEREAQET S ZHE - BMARERAEEL -
LEFEFEEEHHEEGCHER - tH&RNHEEERRBEZEERBEAMAL
HitEma HEHuE—SIM :
(1) tERAEHAAHIERSERERASHEBEHBZEREE - AT - ARBRERE
REERZEK -
(2 HRERBAZELTZE - BEARASREY ANUER EHEERERZIFETER -
MELEEERRAREE  ERFERBEEN SRR - BUBEHREH% - BtEEN
BERBEMEN 2R -
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HmEE9 | MIFE S EBER R EKETE HIARIIAEARAN

AEERRBEEERE 2% (2/2)
HAXERMS  BERCRAAXASEZLMZEF  TEEESZ0E 224 - A
MR EHEERLRE  EEASEMSRINASIETHAENRZL HARREBFE
ERPUAGFEZER - IBNEREASENS 2SR - MARERAEEY -
REHFFEAHEBAEREEERRRE Eh&RHEEERBEZERABAMAE
HitZZaeRER o E—DIR :
(3) I AXEEHHERAEEEN - AHEAHAFERAEAREN  EEUFRELE
BEz2ERBEAMHEE  LRESEABRZHEY -
(4) EEEHEABRERIEEHEERTAM (requlatory harmonization) REEENHEF
A #FErCEARA ISR MAOTCERAEEANRIMEASETIS -
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