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TREATHE

Y& & (Drug Information Association » fE&if# DIAVGHHEUR AR HAL ~
ERfiGERAY - BUEE -« 48 - ZRUWISRAEI(CROES B4H 2 IR E H4HE
A EE N TER ~ HAR - o B L SR e SRR LB e
ERUER TR SN0 AR & SO St o5 (X BB SR UE T R B -

AR DIA BLHT I AT 5E AER 7 SRR R B2 e el o o P S [ SR P A 2
R(2018/1/29-1730)AbFrat e - AR HTELE GRS 2Tk 2 2 - Bk
eI 38 2 SRS ~ JERIBUR 2 $5 i S O maTam  WWBEEE B 2 &
FARFTT S F G = ARSI R ER 5 > 0T

(ERE R 2RO E

(D

2)

ey

A Joseph Scheeren (Chair-Elect DIA & Senior advisor, Bayer) A1 John
Lim (Executive Director, the Duke-NUS Centre of Regulatory Excellence (CoRE))#5
Fr a7 SR EE YR AP ER B 2 BRI E M AVERE - S SE LS
F » INZRES BE am ARSI 2 AR F R P AU 6 - IR ~ s i S
P RV AR ARG 0 B0 B B - B EEY) i gE M (Antimicrobial
resistance, AMR){SE15 B Bim i FEP BL G 2 2 KR o TERUE B A
RS - I EFEE e R E A > & B fEAE B R A i
AR > PRIMLAF-38 T S R o YRR S S i B BRES  2 » I 25 R
JEFEBF I ERZ Ht [FIHEE T SR AR 55 R4S 28 T PR F nn b [ S S8 (B 4 S T B
Z PREE -

ZE AU R 3

7 I 297 (fascioliasis) » B FH ARV EICR B2 &8 A 4 #5072 BiiE

EEHE - A AR EEYriclabendazole » BTN ARS [#E B > HAEES

B 4% FHCDCE 2 H 55 sl B &

S P IEEM IS RO G R R D

WIEZE(Typhoid) » HHANE S (e 2 BB B4R » ZHEEERFHZEFEZ - L

AT HAOKA L R BEREAA R EIE » JaR AR EREE =N

Cephalosporins2% Azithromycin®y:  (HITFAR A IEENERE T 27 -

EESRPTA 7Bk 2 B R TE S B MRS - SAREE PR B ATHET - SR

RZEHEMEM -

WIFEEE Malaria) » F&HEFIT IR FE R - UHF SR EGHE

(artemisinin combination therapy, ACT) & EZ 6% = > {H HREI#EE B R

TR (3R B B DUEE M - (E S AR b s SE R HYBRERIL <2 2t 5 4= 40

SR H AR mE b T 25 = s R -

BRIz 43 - HHRmARUEHE i ¢

WS FEF(dengue) » & TS RIRENTT EAVSIEELYR - SR EY

g
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https://zh.wikipedia.org/wiki/%E8%9A%8A%E5%AD%90%E5%82%B3%E6%92%AD%E7%9A%84%E7%96%BE%E7%97%85
https://zh.wikipedia.org/wiki/%E7%98%A7%E5%8E%9F%E8%9F%B2

2)

QE IR AS A - BB E BRI b > HB B FIAUEARE SRR
IRE SIS AE - H ARSI MR R R GRS R - A S R BE e b
EF2017 8 F 2T m P IEEE A RRESM  MIRR R E S
ST - AJRE G IIEER G - SR RS E (]

YR (chikungunya) - [F] S BB AR (RS - 1 BERR A fy 2 47
BEEY - HATEER S RAVBEHAY R e EE - JaR LURESEIR & HEY - K
ESPVNGIISERRES /i

()DL R AR DR

1.

A OB & E S E4H 4% (OECD)Mark Pearson (Deputy Director of
Employment,OECD)#%{Tkeynote speaker, T BRIP4 - 2R
PUEEMELLA A > B R 58 4R 2N PTEEME TR E -~ 257 > B E
bRk fE = H RN - BN BRIt 2R B E M E A L83t
S EEGRERETS RS2 EE - BN PEErEmn 2t
AL AN IEE ) (T Toa% W FRE2050F 2 BRHT 2.1 H & 4455 T
FEET » AN E AT B E N AL FHEROGEATR - B B IrfErY 52
HIER TR EZ50 > M BRERER] - W& U B e 5 fE MrbE A
BT R A FHE T B - B ME B8 5 e S5 JE I 7 B B A A 2RI 38 SR
I ) A 7 R W = LA DR T ] i) [

W e AR A R E A At LS R R R R
HEREGRRNEE - (IERIRER > ERHIRARE - SEUFRERE - &
= ARG EERART T - SREMME ~ EEE AR - HERE - B
Rl - HIRE FE SRR e B FE R A2 Ble @ EEHE S -
EEAI BURAE Yrpi B & B s B Be B DA K TR 2 i S B e R B
HEETIT RS 85 i s PR R Y A B -

BER AT E WSS R A AV BRI > 20 {oT S B sk 5 [SER 8 IR FE(H 2Y
PRI ERE AR B BT B M SR M B (T 5%
AR LIRS AR RS 2 - IS ISR E H B #E% > 55|
RS TR 2R (R - S AR & (A EH 5w - T 2 EKMERY
M > AR KEEREZ L B R BURE S (R -

(=) EERT A BH B B IR B SR b 3 Y 0 2 S R

1.

e o Ry el e AR R B m AR BRI S  HAF AT
ZAMEENER » UEERMHAEIUSA S - UHEERERNEE A ~ Sk
MeR) ~ JREELL LI T » BELAF VAR EOR S - I B
B R ETEI]  REMEREIR - OB R BI TR ERER ST - BECEE R
BRAVERS LS - NI E R -
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https://zh.wikipedia.org/wiki/%E7%99%BB%E9%9D%A9%E7%86%B1

IR A M B B S B B A PR B L — R &% i BT 26 5 AR » AP i EE Ry
PRECEL S EE - AR R TSR K S5l 25 i [ » i3 T Bl S o PR R i 2 -
EEPRER BRI 2 s RN S HIET » Ho 3P getEnyim s E Mg
BEEERSER I TR E < JAHH > RSB N e E AR
FRIE > B0 - EEPRE B T2 primary endpoint B {r] ~ EERELET B BLE BifE
HREES - ERRFIVEDRE » R EEE S B PR e e s
e B RN [E AR BRI EAYEK  EEE L A an A AN AR B DL R
HASEE T 5 -

EEEE(SEE) 2B EW AR ER K IEER AEVT IR EE
IR AR s > R IR PRSI S T T A A R e i (surrogate
endpoint) §EA XU HE A IS IFAE - MR ME B A R o A B % V) R ey iR A
0 > RARE B S ie a5 i F (B e 28 BRI IR RE A XU R AR -
S FT I R AR &R 7 B e 1 Se R e 2 e R e 15
A R A58 A o3 - SR P M 2 SRR B A B — A B RS A > FE H g
SRR RS ERE ST - A BB IR EE i 55 SR HLOR DRSS A
TR B R B R SR S T B R A T S PR B s » RO A VA KA B Y i
eI EE H R ErnfE & L& EU I B R & E AR ZK
Tkt [ 1 5 BE A R VAR BRI R YRR » BE A U S S5 BT HI Y
#E o DUDNZEAHSEIFAR -

NS EIEER A —E > AR E AR E R A R
(B A ZCTDR HEE T A AEE) - R AV R R SR RS [FI0 1 2 ]
UL R T - IMEBYE DR @ Bk e T A e
B R R R oK B T AR S 5 [BR s s 2% R B 518
LA > JIEREE R BT o R EERE S -

Douglas Ball(Regulatory consultant, Asian Development Bank)%3= > #5347
REBL S FUER - EIL 2L IR 2 &t - 75 B A Yp i as HAR hms A HL
BEEq o BEAMESHEERE  TAHES - TR EREHMERS >
T o WS E BN S ERE A B BRI B A a1 o
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Many national regulatory authorities have established mechanisms that
Regulatory accelerate access, including early access or accelerated approval
V mechanisms schemes, provision of scientific advice or consultation, and a robust

system for long-term post-market safety monitoring of vaccines.

Robust operations, supported by adequate resources, are vital to ensure
timely distribution of sufficient health products to the people during

%’ Operations and pandemic situations. This includes an agile and flexible supply chain,

resources ongoing disease surveillance, and readiness to set-up and run

emergency operation centres.

Dr.Samvel Azatyan (Group Lead, WHO) > Z#HiA i/ NS S » R
BFRAR ~ ThZ BUGSC R RER A A B E R - BEat e Fatayss s
HINEEE - 522 Good Reliance Practices (Good Regulatory Practice
guidelines) > BEA N EIEE HRAVRASE - HINEHE A HA BT B g4 A RER] -
MEMETAE =02 —IHRAN O CEIAEHEREF] RNEE KERG
PR SR R B R R R 0 N REA R s oS a A ok 2=
IE > B RS RIS ARNRRE ath = FEE R AR REES
TEATHR » R sREA B R EE I FRIR N & B - VAR A bR AR KBS AR
EMHVEE > HAEHFSE 2 MERIE A —HIZEEE o RSB S BEAr
NAFEAEBCE PRSI E R AR - DIAEE AN RIEFEER -

TEAE B Ly P B B R DR AHTE S, IR B Rt o] il R (8] A (BB
75 1 (AR T3 9 REEAR R 2 B s R A S » AR P e E A M A = R ~
S ERH ~ AR > RHE AERIGOMER - B - f8E - B\ERE
S~ RIS N RSN E R A TEE I T TR RS
WENEE AR EE AR R bR EIEH &/ IMERY HEY »
2B RN B R AR E SN — 5 (W N E) - B B E s
REfE P2 EnIi st I AE - BlReE FIEE A - PullEmte B DL N ERS -
(D) R EREERE - R VSR TR

() [EFIHEREE > BRI

() DR EEE e A



10.

11.

DISEASE

INTERCEPTION

DISEASE MONITORING
DIAGNOSIS STAGING/ ;‘;f;g’;‘gﬂ AND RE-
PROGNOSIS EVALUATION

Detect Facilitate a Determine the Allow accurate Understand the
asymptomatic diagnosis when extent of disease and targeted course of disease or
disease or symptoms progression or treatment effect of therapy to
predisposition or abnormalities severity and the selection tailored evaluate success or
to disease suggest a disease likelihood of to individual failure and potential
is present recovery needs to need revised
therapy

EERIHLERAE Y EHEEHAAVEIE (Real-World Data) & HEH5H
HUEE TR (Real-World Evidence) A S » $51E B R P IEEERINVETR &
ok BRI > 15 BB 2 i (o R AN VB s SR B AH B A BRPR
615 - HAllE HfE S5y - BREHE - Bk - ETREER -
TATRAES  sar ST R EEEGT T - iR E "’
BN T Bk AR B B R R flr sz A (A - H AT e
FAIR BRI RS > ST EIRRINENY: - NS AEE 2SI T RSN
PRAL - A BRI E B REUCR « MRS R B R O &
T EE H H B M AR EIR B R B RS e R TR S R e > HE T
HUE BRI IRE - 5900 BRPFEEEBUNF BB R8s 5 5 2
R EE B E AR AR R AR R BRI 45 R B~ T8
TRMRIE R AE A AR BF BN - A IR SRS - SS—(EfT R Zs
B A A B T R A e TR R AV B s N U B a0
FEEE - BT R B ERA R EAEERIP AT A B AR K
HIBhZS °

S EC R EEN 7 M B TH R N R 88 FR 2 & UL E e S (&) » BusRpi ik
2L LR G > Ry e LR B MIRE g E B I RE R L 0 2R
BLERREKAE - W—s8n] 2t - Z26ERARE - 228 st B g it e
SEME - RIIL > fy T RHIFLESE S - BERELEUNT e B B & F Ko > DA
FL[E S EIYRATER -
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Ensuring timely and reliable access to safe and efficacious
medicines is a crifical public health goal jointly pursued by
regulators and industry

A strong working relationship with the WHO and other stakeholders
is crucial for ensuring patient supply in a flu pandemic

Understanding this business and its technical implications is
important

Unigue experience and systems built to cope with the fluctuations
in demand necessary to prepare for future pandemics

Agility and flexibility in the supply chain is paramount for success
Multiple production sites (backups) at different stages of operations
necessary to build in flexibility and ensure supply continuity

There could be a severe limitation on a company's capability fo
provide a sustained supply of products for a flu pandemic without
the flexibility fo supply product from more than one site

A regulatory environment that allows multiple manufacturing sites
under a single marketing authorization is desired to successfully
respond to pandemics

(MEFEUFELHIE

1. HZA PMDA 7r4agEmEH e m Atk - FHie AR (B 2R
B E_ Etg) ~ HEEIBT MRCT ~ A% A4 K SAKIGAKE SERH] - A
ToR TR RZ AT ~ S8 AT v 2B AUl R A S S0 e Bl > DU R B S e o J 7
b o AN AR RS B S A - WELEES L~ AMED (Agency
for Medical Research and Development) - E20H RS S ERH (% > RFASRRERFSTEL
ARAREEPRIE R, - LR A OEREEE - s AR - AR AR
EEPE > DU MEH 3 TEix A -

(1) AR IFPRIRFZ AR AT (&) -
H ABURF Ry 1 IR P A S e e S M IR I B AT > e
PR AR - U S RS L e R HI SR T 0 35T Eifess

NHZEFAUGHE SR - (BN 7 FN5E RS R e My sl - &
Hratdie o] DAggsE b
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Conventional Regulatory Approval Process

Clinical Approval
research

Regulatory System that Facilitate Early P,
Marketing

Conditional . .
Clinical and time- Marketing ey, Continuec
research limited further confirmation of efficacy ar

and Safety Revocation of the
conditional appri

authorization

Re-Application (or Expiration)
within max. 7yrs

(2SAKIGAKE 5HEM&HI (41 &) -

HAE 2015 FH#EH) " Sakigake designation | RREMES] » $HERERERE
[FJEFFRER ~ MR ia Y] Z Al > R IR KRB R R RS
AJ[E PMDA f2HEEE A - &E0E % (S ELEmIRE (FAHEE 2
EA%ERR 1EA ) mbFFEEaks QIETHFENEEEER )
(B GEAFFEN 12 (8 H 5K 6 (8 F)FEEHEE - DUIIEHr &t
2% bl -

Consultation

Ordinary Review

Non- Phase
clinical /11

SAKIGAKE

. d \ ‘ . . R Designated in 1° round pilot (2016)
Designation Prior Review { 6 Pharmaceuticals
2 Medical Devices
3 Regenerative Products

Designated in 2" round pilot (2017)
5 Pharmaceuticals
3 Medical Devices
3 Regenerative Products
1 In vitro Diagnostics

Non- Phas

" o Phase lll
clinical e l/ll y

-

Consultation

1M

Designation in 3" round pilot (2018)
has only just begun

QYA R FIZ AR R A T E) -

FHENEREEA HIRITRUAARIVER T - S TEE R SaA N H
aa NGV > TR RAVEF T - MHLW/PMDA 15/ T E FF IR
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B ERHRE T DL H2e 4 iR W ER R Bt iR R Et) -
B E TR real world data {ERFMERER » SORFEBSNZ 21 -

| Standard regulatory review process

Confirmatory
clinical trials

o Y,
Application | %, ADR reports
Review °% Post-marketing surveillanc
Y

D

‘ Conditional Early Approval System

ADR reports
Post-marketing surveillance

Application ??o
Review i3
%

- Early application through confirmation of a certain (e.g.l')\g bl ok
degree of efficacy and safety through clinical trials - Reconfirmation of post-marketing efficacy and
other than confirmatory clinical trials. safety(including using real-world data)

+ Setting requirements such as fadlity
requirements if needed for proper use

+ Shorten overall review times for priority review
products

iz e Dr. Anuradha Poonepalli ( Health Sciences Authority, HSA ) 47 58 HEL
S 2 BEE R I BN S S B a1 R E AR - HEEEK
S e I AERA RS iR E - W R B B HSA SRR BT i k-
e A

(1) SO 2016 410 A% #E% i (Dengvaxia®)_Eli o FEFEFH A
12 245 ko FH#E 3 50(0~6~12 B) BAR4EILEE 24 (@RS -
&) 41000 ZsEWERL > WH 6 (8 H SEkE A -

(2) HASHERITREAR — KRR = R S SRR FERE
e Ry A ER SR IR B T 52 > 3 hmds HSA R DA R 52 i B PR o RHE B =2
Fa% o

(3) BT IS FEEE T AR L o BB A g EboRk o BBy =
ELLRETT > 1 H. 16 BRUA_EAY N BRI 2 (R R R 58 A B B B By
w0 > PEEZE] 16 pE LA N SEEEIARE R M B S A > Hiin
ISR ERNPE - BT SRS #4 A RRIENILR GRS -

(4) EHFASHTIEG 40 BRLATN A CHYIUE S TRIEN 40% @ HaZ s Ei DA
AT 4 B S R BB R IREE ST - (eEEIR TR B R B A KR
B AR > BRGNS R 2 PR T 2 - AR RARA
EHEEE > I R BEE LA EEREE  RItREix el
FEEE Ry 12 & 45 5%

ENE R LT EEE 1 T Overview of Early Access Regulatory Pathways for
Vaccine in Taiwan | > B FIFEBGEHEE > AR GH T ESREEEEHE
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2R R A e AR R AAR > By i A an A R SR R B - R (A
BRI EREAS  BE B - AR RN AT o Ryl R {H RN
B e s It R AB R E R AR B T R IR
s AR - 550N > REURRFER (LS LR T EEE BB TR
Pl RV RERS RS R EMR R - BEEEERIR A S
GRREFREI GRS - AR 2RI TR 58 4 R E Z MR > DU
PREUA FZEZ 2 - FEIEINS > BERTEIR T AR R RS2 B AR 0 38 e
JRHAR ERER fh 25 B T T BEBOOR & 1F - KA BB SR R AN T 5
AN ES R =G5 17T H) -

> 2 DSHEER

DIA FFEAEFE ~ H AR A & S GBS B ITE T g > A DIA
BT e A 5 R ERA R B2 e G R o L B FE R BT DS BRI T =) o - BRI BR LS
O RE > R e ot 6 2 = FERE R AR BUE s R UL - A R H it
WY TR > RS A B BT S S AR A A oy 5 L T e PR B R TR, > Fe fit
ETRRRRT ARG BV T RIS BR RN - RS DA 2R

— BESIHBE RS MR & - ZEFTAIRE) -

A e RE LA n] 2 4 e HNAS PRI B g A R Ry R
FEZE H ATE AT IR > AR R EE R EURSE > B LR
LR RIS ERL O H AL o e T ARE G IRITHVE I U E R
OB REM B B H AR AR S NIAERE T &R A E T HINL 2
RAREN - R BhHEE T SR SR AR AR - (E R BAE %
&~ BRI s BRI A E B BT SR AR EE R R S ik
AR -

= ERDENNEE - UTEEREE

PRV AT R R 2R FEIRT S S B R 2 5 P de
PEABRE R B U B A T B & (R e A BRI R B P T S R - 581 E
B ERIS RGNS EE > B EERT - 5 IEEEZER
Fr—iE R AW DUEYISEY) ~ e s TR > REEHIE 2 IHMH R 4%
e IR AR - 5 BY PR PR BRI A T - Sl A EE R 5 e 2
Pl - DUHEREZS DR aem R 5 B e
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+ SEHAMBIR Z EEBUR R R

ATCBEEE JTEAL Ry FA B R e > HARBA TR B £ 223 i A
A BB 5 0 Al Y H RSB S SRR RV AR ST
SR E AR A R RIE ML 2 T E 1 RN E R IR 4
IMEHEAE R SRR 35 e - TREERT SRS/t A 2 THZE ] > BURIEIEHE
B EENTEE BT EVBOREER EEIERRED - NI B R B B
HgEs > BLERVAER AL - AR E iR EBET -
HIISAE S S BMEL T 6 T TR A E 488 H7 6 SRS B B s A e £ e
EEAEEREE T EAERER  BAGEMBRTRMEEEIE X E
TN BRI - (TR 2 E R EES B Rt 55—
1 - N H AT BVE B R G BRI N g5 R EAY A RAE - #UFE
REMEEF R - B SRS E SR EN: -
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Accelerating Access To
Innovative Products -

Accelerating Access To.
Innovative Products —
Improving Responses o}
P lic Disease:

> SR Grand Panel Dialogue (#74Z 71, Dr Jenny Low, Singapore General
Hospital; Mr Yoshikazu Hayashi, Pharmaceuticals andMedical Devices Agency,
Japan,; Ms Pamela Kiu, Abbott; Dr Anuradha Poonepalll, Health Sciences Authority,
Singapore; Dr Hiromichi Shirasawa, Merck; Dr Lorenz Scheppler, Johnson &
Johnson; Ms Chen Wan-Yu, Taiwan Food and Drug Administration, Dr Teoh Yee
Leong, Singapore Clinical Research Institute)

> BREIEHE G AR 82 fin)
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Overview of Early Access
Regulatory Pathways for Vaccine In
Taiwan

DIA

Disclaimer

The views and opinions expressed in the following PowerPoint
slides are those of the individual presenter and should not be

attributed to 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. DIA and the DIA logo are
registered trademarks or trademarks of Drug Information
Association Inc. All other trademarks are the property of their
respective owners.

© 2018 DIA, Inc. All rights reserved. DIA
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© 2018 DIA, Inc. All rights reserved. DIA

2013

' 2013.07.23 TFDA Elevation (R RENEIEE)
- The Ministry of Health and Welfare (MOHW) was
- restructured from the Department of Health (DOH).

2010

£ 2010.01.01 TFDA Inauguration (nsmumn)
- Integration of 4 bureaus:

* *Food Safety (R434&)

* +Pharmaceutical Affairs (#i48) .
: *Food & Drug Analysis (RG89 48/5)
 «Controlled Drugs (BHIMEH#2/5)

© 2018 DIA, Inc. All nghts reserved. D IA
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Protect

Assure Quality,
Safety, Efficacy
of Medicinal
Products

Promote

Facilitate the
Development of
Innovative Medicine
and Speed Drug
Accessibility

Ir*vation

—

" Public
Health

© 2018 DIA, Inc. All rights reserved DIA

Director-General

Deputy Director-General

Core Business I Task Force I Collaborative Institute
I
+ ; Division of off ¢ Risk CENTER FOR DRUG
Regulation Quality Planning Malrc\:;em';m EVALUATION (CDE)
— | [ToiwonDrugRelief |
Division of Food Division of Risk Pharmaceutica undation (TDR
Safety Management | Plant of
Division of A | | Division of ! |
Medicinal ',@. Research & —
o
Products Anclysis CDE is a nongovernmental
Dlwsipnof Northern organization commissioned by the
'6":\2;‘:' & Region TFDA to evaluate technical dossiers
- Center of IND and NDA application
Reai
Division of Z8E0
Controlled Southern
Drugs Region

e’ IIA
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Generic drugs
19,856 (80.37%)

New drugs
1,821 (7.37%)

Taiwan Market

Biologics *Population: 23 millions

297 (1.2%)

API *160~240 thousand
2,611 (10.57%) hewborn babies/yr
Orphan drugs +16~18 million doses/yr
49 (0.2% 72(0.29%) released by TFDA

*11 million doses/yr for EPI
Total license: 24,706

& 2018 DIA, Inc. All ights reserved. DIA

Approved Vaccine

Bacille Calmette-Guerin vaccine (BCG)
Mouse brain-derived JE vaccine

Domestic *  Seasonal flu vaccine 4
- H ¥ e | | =5 ] ]
Tetanus toxoid I @iivakn s
Im pOrt *  Hepatitis B vaccine (HepB)
= DTaP-Hib-IPV 5inl
= DTaP
L = Inactivated polio vaccine (IPV) @ axoSmithKline e MSD
Va;:n;;mns;g; *  Pneumococcal vaccine (PV) SO R
& EXpan = Varicella vaccine (Varicella)
Y ?rt':gramfg? »  Measles, mumps and rubella vaccine(MMR) .
mmunization (EPl) . Cell -based JE vaccine SANOEI
*  Seasonal flu vaccine ‘J A F
= Rotavirus vaccine (Rotavirus)
= Hepatitis A vaccine (HepA) (' .
Others =+ DTaP-IPV-HepB-Hib6in 1 D
*  DTap-IPV4inl NOVARTIS

Rabies vaccine (Rabies)

Human Papillomavirus vaccine Type 16 and 18
HPV Vaccine =  Quadrivalent Human Papillomavirus (Types 6,11,16,18)
*  Human Papillomavirus 9-valent Vaccine, Recombinant

Specific Import by CDC
= Typhoid fever vaccine (Typhoid)
= Yellow fever vaccine (YF)
22018 DIA, Ine. All ights reserubeningococcal C conjugate vaccine (Men C_conj) D IA

»  Others (Vaccines in Delay or Shortage)

20




Organization and Responsibility of TFDA

Application and/Evaluation Process

Prospects

©® 2018 DIA, Inc. All rights reserved. DIA

o
Pre-Market Approval : Post-Market Control

I Lot release '

Supplement (post-licensure
changes. ie. new indgication or

Registration
Consultation IRB

GLP: Good Laboratory Practice SUSAR
GCP: Good Clinical Practice Reportin
IRB: Institutional Review Board
SUSAR: Suspected Unexpected
Serious Adverse Reactions

GMP: Good Manufacturing Practice
ADR: Adverse Drug/Device Reaction
GPvP: Good Pharmacovigilance
Practices

GDP: Good Distribution Practice
GVP: Good Vigilance Practice

GPP: Good Pharmacy Practice
RMP: Risk management plan

Lot release: Each lot must be tested for

10 DIA

Insurance




REGULATION

Legislation and Regulations on Vaccine

Law Pharmaceutical Affairs Act
Medical Care Act

Regulation | Regulation for Registration of Medicinal Products
Regulations on Human Trials

Regulation on Good Clinical Practice (GCP)
Regulation on Good Manufacture Practice (GMP)
Regulation of the Lot Release Procedures for Biologics

Guidance Guidance for Registration of Vaccines

Guidance for Registration of Pandemic Influenza Vaccines
Guidance for Strain Change Supplements of Seasonal Flu
Vaccines

§ PAA 48-2

When a special case happened in the following circumstances...

- For the life-threatening, severely disability diseases ? "

Q - No appropriate drugs or alternative treatment

In responding to the necessity of emergency public health m#m
circumstances

) 4

TFDA can approve to manufacture and import the specific drugs
that are not licensed in Taiwan, ex. Yellow Fever Vaccine (YF).
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Q PAA 6-1

' ® Government:
v'Announcing drug items to be tracked and traced
v Establishing e-reporting system
® Stakeholders:
v'Uses unique identification number to uniformly used by manufacturers, wholesalers and pharmacies

v’ Documentation retention period: 5 years

reporting system
ad drug information,
. name, lot, shelf life)

..........................
e

.
........
.....
»,
N .
s, .

S
- 2z,
.t{A WS ~\\~\ S
|‘~ ﬁ‘i‘ﬁ ‘\
v 2 : =
=: Manufacturer Supplier Dealer 13 Retailer \

» PIC/S Participating Authority since 2013
» All manufacturers shall fully comply with the current

version of PIC/S GMP Guide since 2015

» Current status: (up to 31t Dec 2017)
+ Domestic pharmaceutical drug product
manufacturers: 137
+ Companies not comply with PIC/S GMP
- shall cease manufacturing and be delisted.

Participating Authori
PIC/S GMP s il

2007.12~
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Good Distribution

Ensuring the quality and

package integrity during the
manufacturing, storage and
transportation. \ L

/'47‘ "_'

\ 4

- GDP

Good Dispensing Practices

16

From July 1, 2016,

all new

manufacturer,
logistics company
and license
applicator shall

comply

>

J/

Announcement of “ Guide to Good Distribution Practice
for Medicinal Products” [2015-7-16])

By January 1, 2019,
the existed
manufacturers,
logistics
companies and
license holder
shall comply

\. J

Inspection: with GMP, or application before 2017-12-31, which_eveg comes first

AronEEPDEAS
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Global Safety Information
Monitoring

Active

Active Assessment of Drug
-+ Safety by using National Health
Insurance Database

Surveillance

-'-( PBRER from Drug Companies ‘

“ Passive ‘_-.{ National ADR Reporting System ‘

Refinement and Evaluation *‘ DrucuiniunyRelief Notahase ‘

/Quality Investigation

™ Global Drug Quality Information
_\r ; Monitoring
Risk management == m — National Quality Surveillance
» Risk communication uality Program
N Surveillance
~ Labeling change .
» Resfriction of clinical use + GMP Inspection
c il Drug Defect and Therapeutic
- - Inequivalence Reporting
Drug Injury Relief System System
Passive
Inform by Drug Companies
17

Contract hospitals/clinics,
vaccination stations, schools,

Local health bureau/office
1

Healthcare providers, MAHs,

Submit Vaccine Adverse Event Submit Vaccine Adverse Event
Reporting Form Reporting Form
| Everyday Data ! Patient follow-up
TDRF N exchange N TCDC
(National ADR Reporting System)

| Signal assessment and management |-—-" Weekly Summary

Regort (Internal ver.)

| Weekly Summary Report (Public Ver.) | ‘ Evaluation Report }—_. Adw':;“gé::::nymee

) i@ ]

. R%:ll-gjamry actions r
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» During 2009 pandemic influenza A (HI1N1) season,
the ADR reporting system was integrated into the
mass influenza vaccination campaign program
operated by Taiwan Centers for Disease Control
(TCDC) to serve as a tool for Adverse Event
Following Immunization (AEFI) collection and
vaccine safety signal detection

» This collaborative surveillance mechanism has then
been routinely conducted during the following
influenza seasons.

DEVELOP
A\ 'NNOVATE
ADVANCE

1 Organization and Responsibility of TFDA

2  Current Regulatory Framework of Vaccine

4 Prospects

©® 2018 DIA, Inc. All rights reserved DIA
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2012 ‘oo When submitting NDA, ICH Common Technical
01 Document (CTD) Format should be used.

(Quality, N

Overall s

M Source Controls
(Reagents, Excipients)
M Virus or Cell Banks
(Size, Passage number)
B Characterization
B Manufacturing
M Process Control
»Safety issues
« Sterility
* Purity/Impurities
*ldentity
» Efficacy issues
*Potency
« Stability

M Batch analysis/,/

mStability
o

® 2018 DIA, Inc. All rights reserved

Non-Clinical

B Pharmacology
(relevant animal
models of disease;
injury if possible)
W Toxicology
(relevant healthy a
nimal species)

‘B Current clinical

experience

‘M Study design

(administration

‘procedure, proposed
dose levels, regimen,
‘escalating)

M Selection of patients
(inclusion/exclusion

criteria)

‘M Safety evaluations
M Efficacy evaluations
‘M Statistical
considerations
-

~

DIA
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<IND> ppplicants <NDA>ppplicants TFDA ().
(Sponsor - CRO - Hospital) (Sponsor) - (’/‘9
DA

Consultation Consultation

v

Registry on Taiwan
Clinical Trials Network

L +

Submission Submission
Administrative part and Administrative part and
Technical part Technical part
Registration
User Fee User Fee
30,000 NTD 800,000 NTD

(I VA

Application submitted to TFDA J

/Docu mentation Evaluation ‘ \

Integrated Medicinal Products Review Office (iMPRO)

Project Technical part
management CMC Pharm/Tox PK/PD Clinical Statistics

¥
\ [ Assessment Report J /

. Asking for suggestion
Advisory :hﬂ_—’ IND: 30 days
Committee F’roviding opinion NDA: 360 days

‘ Final Decision made by TFDA J

© 2018 DIA, Inc. All ights reserved. DIA
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NDA review track

NCE/Biologics | Unmet medical Need Non-NCE

Clinical efficacy Clinical efficacy
and safety data and safety data
(0) (X)

Standard JAbbreviated Priority Standard Standard
Review Review Review Review Review

*Priority Review (meet 2 of the following criteria):
-new drug

- serious disease + unmet medical needs

- priority counseling + R&D grants + unmet medical need

*Abbreviated Review: NCE + US FDA, EMA, MHLW approved (2 out of 3)

Consultation System

Active
Consultation

© 2018 DIA, Inc. All rights reserved DIA
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1 To facilitate medicinal
products development
"'\ and marketing approval

Meeting types:

7 Kick-off meeting
» Sponsor meeting
» Pre-filing 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

Rolling
Review
Regular Pre- NDA Review
path Clinical

Consultation, E..ed .. ....... . ..... ..... ........

DIA

Organization and Responsibility of TEFDA

2  Current Regulatory Framework of Vaccine

3 |Application and|Evaliation Process

©® 2018 DIA, Inc. All rights reserved

DIA
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Collaboration with
Taiwan CDC on the
vaccine safety data,

vaccine adverse event
reporting system

Intense oversight of the
manufacturing of vaccine
in the post- marketing to
ensure the safety product

personnel cap cooperation in
ism al

To particip
internatiopé

DIA

Ensure drug safety, efficacy,
quality and accessibility

Public Health

Harmonization
with international
regulations Product
promotion

@ 2018 DIA, Inc. All rights reserved. DIA
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For more information
Website is at: http://www.fda.gov.tw

2018
&1t TPE
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