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Regulatory agencies out side of Talwan

USFDA/CDER S/( = A G
EUROPEAN MEDICINES AGENCY

EMA SCIENCE MEDICINES HEALTH
PMDA (Japan) n I e, o o MHRA
(united Kingdom) JAPAN oo :

7 3 R %% .54 ¢ (The International Council for Harmonisation of
Technlcal Requirements for Pharmaceuticals for Human Use A
ICH) 2@ 23k L %5 Fatm o F1T7 E REX D& 52 Ry
30 X 2B oRnERG HRE

ICHP m 710 ¢ B A S 2 ®BE ~EFR P &~~~z L s

ﬁ\@#&\wa\r/?}:\:‘ﬂ .
) harmonisation for better health

Te

e

-



GRS

i S 000 Rt

foriES g2

MEEAFALTRY <
Conter for Drug Dvalation. Tawan




o MEEAFRLTRY <

S5 Center for Drug Dvalation. Tvwan

CDE review team

B CMC (product Quality) Reviewer

B Pharmacology/Toxicology (P/T)Reviewer
B Clinical Pharmacology (PK/PD) Reviewer
B Clinical Reviewer

B Statistic Reviewer

B Regulatory Project Manager
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CDE Do Not test new drug.

s 4 g% e 2o Sponsor submit study report to CDE for review !
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WOF T i
( Common Technical Document, CTD )

> > =~ _
=7 215 En=kc BT
[CH=Z™ =_

M1 2018/12/6 T 0.. REBEERRK

7= = .l Not part M2 2018/12/6 T4 0O.. ==
7R A i N TEO. WRREE
M3 =18 018/12/6 T4 0.. HEZERIE
M4 018/12/6 T4 0.. WEZTHK
TR M5 52-tab-list 018/12/6 T4 0.. REERK
53-clin-stud-rep
54-lit-ref
=8
Non-clinical datasets

Module 2 Gl 533-rep-human-pk-stud

534-rep-human-pd-stud
535-rep-effic-safety-stud

Non-clinical 536-postmark-exp

summary
P TR =7
Non-clinical 5331-healthy-subj-pk-init-tol-stud-rep

study reports . . .
" ’ 5332-patient-pk-init-tol-stud-rep

5334-extrin-factor-pk-stud-rep
5335-popul-pk-stud-rep

Y

The CTD triangle. The Common Technical Document is organized into five modules. Module 1is
region specificand modules 2, 3, 4 and 5 are intended to be common for all regions.
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55 AR Tk 325% (IND)

Post-marketing
activities

Clinical studies Regulatory

Drug Preclinical
Phase | Phase Il Phase IlI review

discovery studies
5,000 - 10,000 250 compounds

5 - 10 compounds 1 - 2 compounds 1 new drug approved

Number of volunteers:
20-100 100 - 500 1,000 - 5000

3
compounds g E
g &
* Proof of - * Safety « Safety « Safety E » Manufacturing and
mechanism o * Human » Efficacy « Efficacy 0 distribution
« PK/PD < PK/PD + Dose . « Phase IV studies
* Safety .E + Dosing range selection ] » Pharmacovigilance
Dosing range [I= .—';.E - Post-marketing changes
. Eﬂkm ‘ﬂ 3
c o
= $
o

Approval / Marketing Authorization

6 - 7 years

Lifetime of drug >
)

Generic Drug / Subsequent Entry Product >

Mew Active Substance

Phase 1: First in Human, healthy (ethically acceptable)- Safe to go
Phase 2: Effectiveness phase pathology to be treated-proof of principle
Phase 3: Confirmation trial - Support the indication
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B Phase 1~3: PK/PD study, MTD/DLT finding study, Dose response study,

Pivotal studies, Long-term safety studies, Supportive studies:-- %
B Ry  (protocol: sk p s R~ ARG B Rp iR B
R B RN s BOF ok~ At

1 4% 4 £ (Investigator's Brochure, IB): @ 4rz i 2c& b 'g » % T PRI o
;é-ﬁ fr & Z (Informed consent form, ICF): R+ & £ A #8:#% 2 f ¢ (IRB)
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B 24 ICH E5 Ethnic Factors in the Acceptability of Foreign Clinical
Data
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3 FE fiE USFDA dosage TW EEEIE
Effient Acute loading dose 60 mg  #E4RHEIE20mg
(prasugrel ) Coronary then continue at 10-  #HH|E3.75mg

Syndrome mg QD
Revolade M/NMRRZ L 50 mgEBH—R 25 mgBH—%
(Eltrombopag) fiE (ITP) ; BB
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mn: Rosuvastatin ~ Warfarin....=5 8
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A2 1 179K
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B 57 ¢ & (sponsor meeting)
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B TFDA 3 7%4
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7 8 % %4 (Drug Labeling)

BIEDERE 10025 -
%E gﬁﬁﬁ 15085 A BERRS T

Lynparza Film-coated Tablets 100mg & @E&E&EFSE 02744558 . . . .
Lynparza Film-coated Tablets 150mg B EE S 02744658 target pOpU|at|0n In pIVOtaI trial
1 EEE

LynparzaB — A0 BRYTASHBVPREBER CSERERZINE - @
NEEEIARPEREE TEIERHSHIEBRENE (REREHHDRE)
ZHRABA » (FRERKOR -

W 224 300 mg BID (i * & 4 150 g f* &) o A % 100 mg
gAE S 300 mg A EIRT o F1P B oF &AL FLRY 2 N5 IR
* &k 150 mg 42 | (Not proportlonal of BA)

N K_Eg;% Bz EE.PF»)}} PS FS ’9_ Eﬁé‘ﬁ g g/ﬁ\‘ Igl‘zf»”]{-—f <tmaX @EL‘% 25 ’J‘
B 5 nb 7 l}Ea 20‘:‘ BB A B (CLer 31-50 ml/min) » &%

-3 & 0 mg BID
m o CYP3A jf»r’«;}:jz%?uj 5% »or ¥ »x: /f #- Lynparza &€ 8>3 100 mg

or 150 mg BID
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Pharmacists in CDE

® 844 $1% 4 (CMC and BIO)
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R EE- BFERE?

B Summary and Interpretation
-- to make recommendation

B Cooperation an Communication
--with sponsor and review team

B Enthusiasm and a Sense of
responsibility

B Regular working hours and Income

REVIEWER
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We thank the following pariners
for their contribution:

Platinum sponsor

:"J d sponsors
& THE Universiry

Worqusnsis PAGANIZ.

i
=
4

\

|

M Drug Information Association | American Society for Clinical :
7 P Pharmacology and Therapeutics




2019/3/24

THANKS FOR
YOUR ATTENTION




