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GCP= FHQ7IR27?

Good Clinical Practice(GCP)+= 19704 ZHbo]| w]=-2] FDAZ}| AlQJokEo] A%
2 wsiztel BAE AR &, AR YRR RUE 9] A3k} Q) oA
AMARIEEO] AT, AT AFARY] o, RS o9 5o Sof Tt

8 = AFsHEA, olF ™ 4 ke sk GCPet At @A <
oFE AN B 71BES] Al 77EE0l Histe] AEsHA gt AHE =
Kiss

WA HZ Abe L2 sk Atol7] diizell AT SHA ol2idt A

Ao] 2 Hlo| 3, TaFAR] W0 Al Elofof Stk Te{HE GCP AL A
ok mAS QAN Fofsh WEAES] Aeje} oS mwat, Py

B L AT A Yera 4% L AP At Feby 2 A 97

d0 >

a=rollA] AR GCP 1#4(1981) Zh=oll Jake o] HU(19864), g
(19873), F=1(1989)0l A A=A, Ltz 19853 2JoFE AR A7)
OFe F3Eskal AR 71 AR o] 1990 e Al e @
Jo & BUS| GCP 7+ ¢to] 19909 1A E|o] 1992 FE] AA|=| e},

Zh0] GCP= HAAR] ARRdoll A= YAIBI o, 7 yehatee] Aol whet
2Rt Zol7} QIQIE, o5 S5k flste] nl=, EU, ¥+ & 37l WA F=2
A7 |1F0HALS 918 F2|(ICH: The International Conference on Harmonisation

oflt F“N

of Technical Requirements for Registration of Pharmaceuticals for Human

Use)7} X138=]91aL, 19961 5¥ 1Y ICH-GCP7} 3t =|Sict,

ICH7} 221217127

ICH+= International Conference of Harmonization on Technical
Requirements for Registration of Pharmaceuticals for Human Use®] 2Fx}=
Aeplare FEsk v, 53 9 Qe BAgst Alo|ge] AnrtEe] B
o] Aloks 2ol Pt wskA, 7412 WS B ARSHs 7170l 10He] i

B Alopla B F Sauis ARHAAR W AR thE Kool
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A2 glo] FHulo] A 22 Tj5p] 9J5to] Aeke] SRl Badt 7143

Alee] s 3t 2-8-2 UK harmonization) A7) 1A} 3= Zlo]t},

ICH7} 47 [7| & HiE2 FHU7IL7?

AR7E oJofEe 55 W AIESVE WAL r fAlskL Bshs Alme
=9] ¢ 19384 sulfonamide®] Ao} AJHA| 802 diethylene glycol 3
7ol whet HAYRE 10999 axobabg ofs}t ARaL & AIRFEQIEE EUE =AY
thalidomide®]] &J3F tiF5Lo] 7|go} &4 oF3t AR o] 5ol AIRFE|QLaL, U= 2]
Z5-olli= 1950 el AJs)7E A= 53T, 19601 thet 1970 ol A A]
AA b3 AloFe] AliHs]ztel dsto] Aloke] FZejeletal E4, ¢ B F&
/3 7ol ek WAt 8 B ARE A =Rl o5 7R HAE Ak CL

LU iy |

#lot 53] gHgatet oFEe] A4 o] A7lel FAE RALH, 25| Aoph
=< AlefoRE A A= UlellAd ANAZ = Shdfs) o

71902 ws) Uzkeh S7iRbe] Aolgt Aleke] B4, obd
4 T8 H7PIH H 8RR Ao, AleAtE FHiS Aol 52 Al
A oA BRI oA S g vhe
: I ule] 4w Sl YushA Eiglon, ol st ol
e} @ RFRO] Z7tE 1 Alzkdo] AR} ABkE Qi) 2k Zrhrke] Aleks]| 7o) 3t
AT A= 80 vl HAdolwH] Aedt avhaQl AR RA o A A
olo] z8-o LehA =91, 1980%_1’4101] otA= 4l 01 et WA Zh=2] A

3

ot I:LQ

1980ty %‘“a*%—%iﬂ S 9]"4% E5F U5y M 92 B3 TEAEL
Q7o offet Ts7t o] FUAYS AEH R ofF 47t 9l
ek, olelgt W] oJekEa7tlg o] FUAIS vt YR o] 55 U 3
7teh TEE ARFES] FU5}F A9 7Hs3S AXRHAl E2laL, 1990 49 ICH
B9 FHIE Foll QokE 55 E Alusziet il F38(quality), A
Wsafety), U8 7Hefficacy) 37 2ol S22t 2HS HaPsh7|= st

12 Uueivxis 9istGep



19919 119 AL} ICH} 917]0] B2 Aol Gon], B2 g2 37) 54 1)
FAZ ARSI, ICH 319] X8 A58 /A 2} 2418 A Exo s 2a}
Ho] 1996el = & 457} A% E5jo] 2elo] AyEigit, Blof 2t A5
o] 19974 74 A 47} 8|27 A 17] FUSk Ho] A=,

ICHOIA] HoJ8] 8- 2] of sl GAFkel ], EU, Q4 o] 33kl 4
o] ohl3, FAAZ O lokEe] 52 1 Z5te] ABSIHIE Fof WalE do

71aL 3l

ICHe| x| == ofst 20| Y2H FAS 2|0|sHtL?

Qe Quality®] oFAk= 3}eh4] SWolu; AloF FA B 5 (quality assurance) &
of I3t Folck, o2 Q12 HFA HAKstability testing), Q3= &= A
(impurity testing) ol tjat LHQ—O]D}, St safety?] 2FAFR in vitro2} in vivo &
Ao TSt Aolar, o2 S12 YA A ¥ (carcinogenicity testing), S5&=
AJAIE=A] A¥(genotoxicity testing) WA W-golt} Ex efficacy?] 2FAF=2 ¢l
R o g sk AR et Aol Eb+ 7FLA|E (ethnic factors in
acceptability of foreign clinical data), E6= UAAIETE]7|1E(GCP), E9S ¢
KA oA EA R A YR (statistical principles for clinical trials), E10 YAFA]
Blof| A tZ2] A4 (choice of control group and related issues in clinical

trials) ¥ -8 7hol=eflolot, M multidisciplinary®] ¢fAk2 M2+ 55

> JIN'

Ar W 27 9] H47]F(electronic standards for transmission of regulatory
information) & ygolt} 20129 A ZA(quality)Zei=]o] 3671 7lo|=g}t
Ql, 2P (safety) A=} 13709 7hol=ek]l, /3 (efficacy) e =o] 2571
o] 7hol=gkel, ZF i Foke] g8 (multidisciplinary) &&= o] 7712] 7Fo| =2kl
o] T3t=o] Qlrt. ¥ 7Ho]| =212 http://www.ich.org/products/guidelines.

html oA Zto} & 4= 9l

ICHO| FHEZ ol Hx SUsH ZU0| TI-E|U=XISE THl(step)E 2 =512

U= 2t EtAl(stepk= 0 2J0IE 7HK| ULIR?
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ICHIPY oA Lo} =ofeAoll digt HE 9 7hol=etel A3t o) dA| 2t
Al B 7k I g ere] s} ZAPHAIE SHAIR skl Sl Al
IHAIE A7 A 9 AL D27 23 T WollA] =of Aol et ket <
A A =g A, Al 28 Al 18A12 D27 23 el A kel 1ol
el 2(%h)9] 29193 JES W WAL Al 3eAlE 371 A1 B =7
7hol=2kel 2(QDel et FH Rt =8 e A Ue A, Al 4= AT
7hol=eelel 2y 5l ICH 2391, 37l A T =7 AFRAZEE 2tof
S|, Al 5= ICH 71l =kjle 37 Al Ee =71 Alef 55 9 87} 414
o A}, AlR¥shs DAE Uttt ICHO A gt thi2e] 7io|=afelo] dAf A
4ol £ At

ICHOIIA] 'LHESH QUAA[RRI2]7|F(CH-GCP)= O L2002 TAE|0] ULIR?
ICH-GCP+= "l=, EU, d2ellA] Al3gstal Qli= GCP2| ofe] Aolile Hagte
22X 371 A oA Pz DIAFARE AT 7FeES Tl 71 =A%l

JE;H 0 ‘: ohq_
ICH-GCP= 3A o8 =0 Qlrt, golaidat ol dAlde] 7|22 13
7HA]ol efaliA] Aratar Qlek IAIFEAALAS], AlEAL, FATE QJ=A;
o

2 Abgpo] 7ol QUi AR AN W HAATA, GAAEA A2

0

o mR

(investigator’s brochure), UAAIE 7| =54 (essential documents) ©f gt Ao

2 FgEo] JThE 1),

¥ 1. ICH-GCPe| 4

1. Glossary

. Principles

. Institutional Review Board

. Investigator

. Sponsor

. Clinical trial protocol and protocol amendment(s)
. Investigator’s brochure

. Essential documents
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ICH-GCPoi| 80 282 ot LB LHESIL USLIIN?

ICH-GCPoll= 627112 g-ofoll thsfl "drgstaL Slct.,

AAFAE (clinical trial/study)ell tiall ALlskarl lar, dTtef Fofshe AdHe
2 VAR T A Hsubject/trial subject), FFet 24l Q1= T HAHvulnerable
subjects), 583 A ]2 (legally acceptable representative), Y3]A}
(impartial witness), Al@AHinvestigator), Al@EZAHsubinvestigator), UAA|
H 2% AH coordinating investigator), HAFAIE 2]F XK (sponsor), UAAIE EUY
Bl 29 (monitor) Tl sl FolstaL qlet. eHdd wEe] ol duk-S-(adverse
event, AE), olAeFEHRS(adverse drug reaction, ADR), Z=tjjgt o]Aukg-/o]A}
k=R (serious AD/ADR), AlA}8lA] 531 o]AreFaH-S-(unexpected adverse
frug reaction)o]] tialiA Agstar ot

AGAI AT BAE P AE(informed consent), AFAIHE] FARS
(quality assurance), QA EAE ] ZA32](quality control)ol] thaljA= A
getal Qlar, A=l S 91’ HUE| R (monitoring), 4 (audit), AEiZAL
(inspection)®] zfolof wisf Amgstar qlet, A4 8ol =7+ (blinding/
masking), T-2F]ul7 (randomization) B thai A= skl ik, 1Efof| 1]
SAAE I E (subject identification code)2} YAFAIH Ol AREE= A5, FA] 5o

g7t Aeleel glct,

ICH-GCP 0 A=l QA9
ICH-GCPoll= XA Q] 7]HelZ] 0 2 137}R]7} A=At Qi)

@ PIAEE A7) Al 27 B=5H, ol 71 B 8 M| w4
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® YA TSFH 02 ehgfslolol shuf, A ATAL HEBEL A

[o3

® YAAE-L 7| TAIAFYSI(IRB: institutional review board)/”|&-&-2]¢¢¥
S|(IEC: independent ethics committee)ol|A] AFA0] <:¢15F YAFATE Al E A
of| whe} AAJstoiof gt

@ wfARof| thigh ofsha] x| 272 AL Z|telate] Q] slof o FoiAfol Fick,

WA o] ofshs e AFES 2R - 5230l Bagh At
WS FHZ WAL S ZEaL §lojof gt

© WA 2hod Aol s A= E APUAQ] VAR 27505 Wolof 7l

HE QAAE B AR A B si4] 9 Selo] 7ssleE 712 - A

@ s1RAe] Aol Bk BE 7152 Hlde] MATES T Wl ute} A

® PHAFS FARFo| 0|22 4 9l A SlellA] A Holof Fick,

KGCPE ICH-GCP £ HIHE5IT ULIQ?

eyl A= 19800l S0l LA GCP HASHE EHste] 19879 K154
F7F TOJoRR A @RS SO, 887 uH] FOR A3 v
Fo7F A 1 9] APFRlE AR 19959 109 145 GCPL] A A|3jo] o] o]
AA = A,

19969 5¥ 19 ZA|H o2 [CH-GCP7F W Eal, 19979 ICH-GCP 7tol&
gele] Faegol wheh 9219 AR A7 v URtollAe QIH] flshAl
£ 8% ICH-GCP 49| JAHS F=aystoloft =[Qint. ofof whe} Aok

& ICH-GCP4-20.2 slgiate] Qug ek & Bashel, QA el oie
sk e @4@ SR 9fs) S KGCPS) 8= th& 4gslo] 200035
ICH-GCPE W3t A28 7152 Ag3h9ich

2011dofk= Aoby AR EoiRld Qe A EEE]7IEKGCP)o] 717 o]

16 Yueiaxis oistGep



OFAPH AJgt2] 3R 3-29] OJOE AR 7| (AI32% TR} QJORE A
3 7| EEATE et FARI2011-363) 22 A /HHEAcE kA 20124 6
< 15U E TAR FHo] Qlu AT 7| Z(KGCP)o] kAP Al FRlo = Ab
F A (AR AlsYT1219] 3t 3-2)%]o] A3 Sl QATH2012.9.2670%).

KGCPL Of| TAEl0f ULER?

OpAp Al M 3-29) QAPAIETEYIEKACP) 952 TAE] 9
o AL A4S B, Ae), Z1RA, 48uet el g, A
AR Aok T AR, A6TE QA AASIUE], ATEE AP, A8

= Lo

= WA AL A9T = 7]l Bk W FR 5o FHE ] Sl
KGCPZ ICH-GCP= O FHoflA Xj0[7} {LtR?

200195 &85 KGCPoll= ICH-GCPoA AAlekaL Q= mHAe] Hejs
%, IRB 7+ H g, oL, Ak 9 RUE 5 YA (principle)
o] o g& A waL SlFuTt, 12y ICH-GCPell Q= 74 ATEA A&7
(investigator’s brochure) ¥-5-& KGCPo|| 3£gt=]o] 9J#] ¢kt} 12|11 ICH-GCP
of Q= 8% UIAIE 7] A (essential documents) W8 SFAPH AJdd12] 9]
3 3-20] obd QJofE IAIE 7]l weEof TRt 7Y (AR a4l 2011
3620l fIAIBtAL Ut

ICH-GCPelli= 6271¢] -g-ofoll tisli Awstar glerf, KGCP2] A2 7 olofl=
3372] g-ofol| chaliAvt drgstar 712 ALt T 8o
S OoFE AR 713aA] ol wRt FAgollA golE ArgstaL Slrt.,
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