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2001: KGCP was revised to be equivalent to ICH-GCP

2002: Separation and introduction of IND from NDA system alleviated
the longer IND approval timelines to 30 days

2004: Establishment of 15 RCTC(Regional Clinical Trials Centre) that
co-ordinates and reviews the infrastructure if the hospitals and
academic institutes conducting clinical trials meet the international
quality standards

2007: Establishment of KONECT by Korea Ministry of Health and
Welfare

2008: KAIRB(Korean Association of IRBs) was established to organize
IRB education. enhance review capacities and faster IRB networking

S\

MFDS’s efforts for regulatory reforms are ongoing; e.g. 14 day
review for healthy volunteer studies(vs. previously 30 days),
accept clinical protocols in English for phase 1 study. The IRB
approval process typically occurs in parallel to MFDS review,

with busy sites holding IRB meetings on a weekly basis
25



% R # A= # »2C-IRB & (F >
LA R dote F A IR4F AR A7

R ARG oS o PRAR T
AXE o S ARRART SR

25



+# IRB/REC ¢ * PTMS: Bt
LY R R

i 1" PTMS i g

" W R e —

-
LA e = S Y

8] B~ p http://www.forbes.com/sites/work-
&% IN-progress/2012/03/27/how-to-develop-5-
S critical-thinking-types/#1d778afb7838

26



¥ ap e gPTMSH &4
(AT X ETFE2adfim)

‘Z

@? E’?!& R EIVE T 8% v6.7(20161212)

2
AJ

\‘q_‘

Z

IERE (User id)

g (Password)

4 (Language)
L=
f% English
i EMED I
wy HAE )

St it A ST RAASY
LS

28



-~ L, el s k5
BT AT F 03 s B i

waeEe: 0 rees Wen Elrews M essz Xemes Vo seesszoss
XN SRR [EEfEERiE] s

"Fihﬁﬁﬁﬂﬁf’—'#
émﬁ WA TFHEHE 8 E
1B EETHRFRE {EER LT e S FEaRIER
H A8 ESEE RS doc
e T OARR A B EAIE S S SR AR RS
Gl Bl astd st R FUSRE =
E] 4SS 32014 sample HEREtsEE doc
IGtEPRE-
E & 8 S 3.2014_sample St iBE doc
4B AT F=g=)=0 -
S5.er# T & A EHE
E i tTeRRE #+ R ERE ERR et
6 EABRRS ZALERAE MESI SRR R ERES
= = E | E B-1T_TWYML, Chinese version 01, | Chinese version
= 58 8 53 Feb-2016, Core.doc 01
= = | 6-2_TW YMU, Hindi version 01, 23- | 6-2_TW YMU,
) £ 8|8 Fep2016, Core doc Hindi version 07
[= G-1_TWYNLU, Chinese version ;
= 8|8 8050 Vo2

THRAT ZHE ~ _mAREF - ShaoH gf:ﬁ égmﬂ%, %%F%Hﬁﬁsﬁa



» y / / 22
P IRB 3 $ 5 ¥ o4 Sk
7 N - — ] > 2 L__ /J\ ~ —_
iEE > T-YMU-15291 > #EBE
EERES e
HEEE —aushaa|
GERREIRTEA ) [ AR EEnnan e « SERNBH  LIamEs S B U « F S E R ) |
-5 HEE SR fiEE IRB/REC B& HE 35
B I 20161024
RET S EEREARE R4 2046/07/04 N/A
HiREE1 RR#E 2016/07/04 MNIA
5 BEE2 Y 2016/01/26 3 20161107
ErigEETr [ 2015/11/28 ] 20161024
amgrﬁﬁaxﬁ#m i 2014/08/25 =% 2014/08125 o st A ST 201504720
##31RH (IRB/REC fTELAB):
Em
S
EERE (TEHABLHESEIE L HE):
i

OSCAR TEST 2813/06/26

30



35 it
J X
J X
J X
J X

'
'
'
'

2 F 1 g et

+HiBIPTMS= &

SFoEER.docx
FRFEsBnet R A B doox
EEHEEE docx

AR B aE docx

EEEHARE

sHAahit

1 B siigs TR A\ BTE

258 BEIEEERE At RERINET_ HEFER [
A BEETEHHRAEO00000) ]

3RS ST AT L E )

4 FUIEERGER— R EE)

S nEEES R MR E®)

B EERFDAREEMHEIEISEIEE n%E%@FDAﬁEETi:
THEFDukeR 27 BH BT E LRSI EER S HEES
HHHETIEER IS

8 & B EEAR AR RS R EEEHESBISEE
B iahe s 2R s - 4R faledE))

31



_/.. £, :‘2\ ' 2 o 3T3T A M4
R J% 25 JJH‘;J'I}
%% 2 3E R FTNFS 5 o g\:%’_’_{j!}—

31



2.4 [ 17 4L

£ 3R Ik

o“‘
o EBIEE @ aEh o« EIEEE
6’ . CIMS EREEEE &8 vo 7(201611212)
; P = -
- f:) T CSE&E&%. | sTEEHEA | ZH 22,2017 5:02 FF CST s
~
HE > sERAIR
Tacdrs:
==g7 2017
™ — g8 2017
™ =g 16, 2017
- _
_H 24 2017 (rmss |enxe | vexsann [ (stasem Lt | e nmE | —mpos
oiE. 8 ik
mHEIHA Dstass i ¢ goassnt ™ unsesasne © gperssmasnt W Imant
B
SRS 8 e R sawme) Rams Pama
THES 5=
—REEESER ® "

; S N . TR
= 15 IRB/IRECE - ClinicalTrials.gov stEEN ZEfkihEx
HEEE%E ﬁﬁ ﬁ AY a‘l’iﬂ'—.ﬁ)\ AY Efaq]i;g‘ﬁ AY IML ‘ -' m)\_ﬁ AY iﬁﬁ!ﬂ

ZAF il a ¥
e 20150917001 LIBEE - Bt - SRS |

e ! S IRER sami CSE B AR - BRENSAIBNER RER Na
porom—— = SERIZ 2 BN
FENEEE * | N o ‘ WS o
ﬁﬁ%%EE{IML} ! 2'}14-8'528’11 %%EP-'L; CSB PTT‘HS-_,*L&ﬁnJ"ﬁTﬁEEsz-DBED -Fﬁﬁ-?_; ﬁ N.'.'ﬂ'n 2&1‘_"’&?}'}9
FE¥#/RB RECHE ! 3 EEEE

- TYMU-1809- {T 3Rk, = | »
HEEESEER ?3’ 0515 wencheng 0901 géﬁﬂﬂm N/A 2012/11/19
£i0) ey '

i \ . s Eaa

IRSEEE (1) ! E51546 #ETl, CSB  ERFREHIEM&MAI,_20130827 e

& - B f#CIMS » iz CIMS e S www.cims.tw & 4




