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BERGRBR DS & 1%, HHEEEDL SWIEL
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b BAEEIE, WMEOEHNT =2 RH LN TV BIE
IRFRBE 2 6 D AN S, WFEE LG & &

L, BHECHEDWTRE I a7 — & OB & R
LCHEMmL, foN7-T —& 2 IEMEICEHE U T
EAELE M S AT UL R S .

RaE&1E, BHATESZEDTHDZ L%, Hik
B LRSI K D EBNIIRTZI L ToH .
WK RS 2 F2hE L 7288 DA IEL <fThh T
W2 EFIELTE, SR L72Z 810345 .
EERARBR DS M A IRGET 2 720, BEN AT —
A3 YA b EREHENTII ML U 725 =S &K
B VY. F—2 v RV AV b EAREHERITA,
72 0 FEHEIE BB A & & OFERE AT U ¢ 32k
SNtz d, 7 — 2 OFEERG OB 455 °.
WIFeHE &2 HEEY 7 P AW A4S Z &
i, PP s FHEICK2rny —28Z L
R, BHRMISHBMZENML TROLERBEOH, 5
F T A#EDRL, MEDOLIORWLRERZT %
AR LU TAR B RIIAR LBV E VI AAIEIS
DIEHND.

GCP (Good Clinical Practice) I3HiIRABRIZ %5
BRI DR L T — 2 O AR 5 72
B OJEEE - AN S < EBIIEHET & 5. ICH-
GCP (ICH Guideline for Good Clinical Practice)”
O [J#3X] (introduction) 1213 [#BE OL KL
RIS 2 KT L 5 S ORERNIZEIC & X
280D THS. | [AIUELHETF§ 2T LI
Fo T, HRRERT — 4 METE B Z L BRI
Rt E N %. ] &b D (Table 7-1), RIS 21T

5 ETOWMREDIL—ILThH S, KK RERD
BIEMEMREEIZ DWW T, ICH-GCP DR T % K4
Vb EMRT 5.

2. GCP DR

GCP THUEL TV Z &, ek, Rk
SHEMEOMERICEN SN, BRRBROE % (RGE3
R (W REE Y 2 T 4 ¢ quality assurance
system) DJEIT & RF A KD Tvb. ICH-GCP
13 GCP %, [HiRREROGHE, FhE, T=41) v~
7, BEE, GCER, T RO ICEE T % Ak &
EFL, FBRRABICBED S HORE L HTEXOTF
i % B RIZR L Tw b, ICH-GCP o [J5EHI ]
(The principles of ICH GCP) 2%, &#H DLk -
o - RIFE, WEMROZDOY 2T L%
B4 2 Z &R WREN T3 (Table 7-2).
ICH-GCP D B & B (Quality Control : QC) &
VB REE (Quality Assurance @ QA) 23 EF X T
2%, HERRBOEEME SR TE 5.

ICH-GCP THIW» 57T\ 3 [integrity | (584 1E)
1%, [Keep it as it is.] (KB %E H 50 F F I
D) & Bk [Make every effort to keep it as
it is.| (HiRiABAZ 5 2 3 FITRODITH 5O
B5)1%45) OIERTHBY. e, 7 -
ZMRIEMEICED <k Eh, T -4 R—=2, @&
MR KR OMEE L L, BAIED > TEWHHRA
ELLIEA BN, 2TOF — 2 OMEMENHE A
ZENEENTHS. ICH-GCP D QC KU QAL

Table 7-1 ICH-GCP %3¢

ICH Guideline for Good Clinical Practice Introduction

Good Clinical Practice (GCP) is an international ethical and scientific quality standard for
designing, conducting, recording and reporting trials that involve the participation of human
subjects. Compliance with this standard provides public assurance that the rights, safety and
well-being of trial subjects are protected, consistent with the principles that have their origin
in the Declaration of Helsinki, and that the clinical trial data are credible.

The principles established in this guideline may also be applied to other clinical investigations
that may have an impact on the safety and well-being of human subjects.
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Table 72 ICH-GCP D5

The Principles of ICH GCP

KOGRAFE U i AUl e 5 e,

implemented.

5,

2.10 All clinical trial information should be recorded, handled, and stored in a way that allows
its accurate reporting, interpretation and verification.

RIRERIR 2B 2 A C O BtE, IEHEZA W, MR OMEEZ ITREZ & S ISREsk L, D

2.13 Systems with procedures that assure the quality of every aspect of the trial should be

FRGABED & & W 2 il DR 2 MERT 2 720 D FIEA /R L7722 27 45, A s udk

KB WHE~ %Y AV b (quality management) % i
FTARZ kD, F— 2O & e R
AEX N, BERRARERIC X BimaE S e h b, T —
SAZEED < FEN) 2 BEAN IS B A, §
EbBbTF—E4H9 4 TV 2IWE~Y RV A Y MIEAR
RTH 5.

BEIRERER 7 — A OB~ 3V A Y MZBWT,
BRI AR G E L, ARZRSRE L, AR
NEIETHEDTHE L EFRL T Z &N
FETHEY, BHLEVESOERHD (27 —)
MRATIENELH D, EETHNh, EETH
WRZDELARIE (8, ®XA) 124257
WEHBC TN RS v, IREE, 7—40
&M (data integrity), 2 D A IEfTED W0

ZEEREEL AT RS BV, T — 2 D5
L e B EFEIZOWT, CDISC (Clinical Data
Interchange Standards Consortium) D% 3% % Table
7-312Y. REORLEEFHiL, MENFAEL
TE RN U CHER I 3 54 % 2
5ZLT, MR LAWK SIcTE S, G
H2 57— 2DRE, F—2OINE, F—20M0
HMOHEWB T X 2 ONTHYIZv R DAY

P (e 2ER) L, GEMARIETS IR
RETHBY.

7 — A BRBCRGE & R, T A UEFR
T3 6 2, BEERRMLAS 2o Bl TR
DOREDERTE BT a0. BEENTETA
WWETa <, FEER TR UEEHTE 0.

Table 7-3 CDISC 57— % 5¢ &1k

Data Integrity (CDISC Clinical Research Glossary, Version 7.0)

A dimension of data contributing to trustworthiness and pertaining to the systems and pro-
cesses for data capture, correction, maintenance, transmission, and retention. Key elements of
data integrity include security, privacy, access controls, a continuous pedigree from capture to
archive, stability (of values, of attribution), protection against loss or destruction, ease of
review by users responsible for data quality, proper operation and validation of systems,
training of users.

BRI L, -5 OE, EIE, 5, BERUREOEDOY 257 ARV T 01
BT 5, 7 -2 OWE. T2 eMOME LI HFL LU, ¥F 1) T4, T4 —,
7 o X A, A 5 ORAF E TOMGIN 2o, REN AR OEED), A E dHEc
AP, T4 REOBIEHICEB LY 2 —DORS X, WIEAREEE V2T 4 OB Y
R, =Y -0l ENETFEND.

[FIER] EEPRWFZEIs & ~ & — http://www.tri-kobe.org/cdisc/glossary/index.html
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BEERNZ YN F 0 X 22k o 55 < 2 & TR
PRERBE DS HE I REE S 5. BEIRARER OB D2
ST =44 TV A TH Y, FIENGEENED
ENGEFNEEHTEZVDIREHOMTS 5.
WEF IR EFH L U TR PO RAR 2 BIICFRR L
s S .

3. THADREREIRT AL

7= A OB SR, MEEMAES
TRV VY, TRV RVAY IR, WHERGE
ETAEAOMENE L FOEBTIREL, KR
BRI S5 23 RTOENE->TNB Y, HIKR
Bir — 2 DOWE~ 3V A Y ME, FhadhmiE o
B, 77— 4 O, W, AU, @R OED
BORGEETOLET O ZTERINE, F—4
AERERD HIZ &b TEbIzINE S, il
RikBr A28 U TR Nz MAIE L < ML, &P
g2 2 2§22 L ABETH 5.
W7eE, SMEESPHKE, FHEREKEE & &
W, THhEhORETT — & ORE KRB D
RN D7=DIZHNTH D Z & wl Lt il s
57w,

ICH-GCP T, 5.1 [ /B fRaE K O 5l B A%
IZBWTTF — 2D oD KBRS T o B 4
KHT B (Table 7-4). FRRERT — 21, 7
2L LTORGEE T2 4k (T ax 2E8),
ThbBENY)F— 3 v (validation) 23RS SR
Tn3? NYF—va e}, FIEEERL
ZOMWOIZHEBLZZ L EHEMTEZ 12k D,
BONERREBELVWETEIETHS. N
F—YavahtTrat 210l THEEL -8

B, Fieh T =2 U CHIRALT 2 2 A TE,
HBEMERH BN EIIED. N)T—V 3
VRTF-AHPA TV ZADETH .

Tut ZETIE, TR, S T — 4 R
IZES{Tuv 2L T uv ZAMOMEAAEH% &P
12§% [Fuvz77a—F] OFZHPLET
bbb, TuxxArru—FiE, WEILXVAVL
¥ 2T LADE S IS09001 DJFEAID1DT, [
O 2 KO AT O PAREAY ] [ ] 548 K O 5 i D B
L] [ & E ] 23k 5 T3 (Table
7-5)". F— 2 ORI &, BRRBRO 4
T ZTHREELNILOF — & ONE % W
L, IEMEICBI XN XS5 IZEML, 567080
Yesd & NI FFRBUE 2072 & WA E ) 2
FAEES2ZETHBY.

Society for Clinical Data Management (SCDM)
MIELT L Ty B Good Clinical Data Management
Practices (GCDMP)Y i, KR T — 2 D
[fR/NROFLHE | & [ 57— & 23584 (complete) T,
EtE A5, WUAToX2THBT L, T4
bbb, T—205%EM (integrity) #MRiLd 5. |
LTV, BEMAE2-0ICEELZ LI,
B e & NI UEDEF T H B, EIED T —
2L, TIT—DERVWF— 258X LB
ERICHGmEBRAEOhETF— 2L EHRI I
5. 7= A OHREL, Rk, WP X h B KB T,
ZOTa L 2T ST - FBATNS, =
S—OFEKEZBEFL, T5—-%FT=8) Y2 LT
F— A OMEEHE L, KRR TE,rh SRR
1252254 %7 b &FHE L 24U % 5 200,

T2 DOWBMERDI-DHIZIE, T2 NEL
7 — 2B O BERE & TTRE R IR D D 2 < B L,

Table 7-4 ICH-GCP W2 Pk & OV & Bl

Quality Assurance and Quality Control

5.1.3 Quality control should be applied to each stage of data handling to ensure that all data
are reliable and have been processed correctly.

ERPR AR B 2 2 C D7 — 4 O & 2 OWIE AR A fRGE S 5 72912, 7 — 2D
WORBRHCMEEH 2 EH T80 LT 5.
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Table 7-5 IS09001:2008 WE w4 ¥ X ¥ b ¥ AT & - BOR$H

4.1 — Bk g

Pl T v R OV i A LSS B
MEFIZT 5.

DIZHELNEE £ B,

Quality management systems — Requirements

Q) WBEYRAVAY VAT ACHTE L T O v 2 ROFER S OO A g 5.
b) ZH 6D T ut ZDNER K O HBIR % PREIC 3 5.
) IN6D7a v ZDOMHAKUEEONTNE I RNTH 5 Z & 2MEFCT 501208

d) ZhoD7ax 20K OERE XHRT 2 720 I RELTHEXCEREFHTESZ L%

e) IhoD7uv 2 WL, WHWEALAIZIZNEL, 5T 5.
) ZhoD7Tux2i2onT, GHliE k) OfRRENZ 70, »2, fEhdeE 22K § %7

I —DOREBESERLS 2 &, 77— 2 IUERNFE
fE2EE3Rb L, FELREEDONEEHIRY %
ZETH DY, MEBIRBHERERRT 5 720
ISR T — 8 OBRENET 5 Z LA WETERIC
HETHHZ a2 L2l s v, £z,
MRICKEAWEL 525704205 (g
2ZLHNEETHD. FMEIL, =7 —FWS L
B EESS LTARELEN S L& 81, 4/
N= g UNEDBENET =4 H A4 TV ADHA
TH5. HKRBRICHWTL, T2 EHETH D
CDISC f=#t (CDISC standards) %I L Tt
BF—AEWETHZENELWRYETSH 32,
EHEDRIFIZ & 0 R A MR L 7 — 2 DB
g2,

GCDMP @ [F — 4 O VB O W5E ] (measuring
data quality) (2, FERFRERODFSGETHIEDIER L 5
7 — 2, W, R T4 T e v 2k
%5 F 51T —DJFEIK (common sources of error) &,
T o #9554 (primary detection meth-
ods) BWEELOHENTNE., BRAFKELT, 7—
A3 F—3 3 v (data validation), JF&ERE D
44 (SDV : Source Data Verification), 7 & 2"
L5 —&F v 2 (programmatic data checks),
T — 2 DT (aggregate statistics), CRF (Case
Report Form) & 57— & X— 2 & D#HfE (CRF-to-
database inspection) 23R E T 5.,

% 72 GCDMP T3, FEHaPEHMBIM 2 iy 2

TeDORUEERER L, FHEERRE T L ITEEL
T — stk EEAL, MEeEFIcRES T -4
G U N & RE UGl t) 4 2 IR E %
EBRTENRBELE LTS, 251, FHER»5
JEAFIZE S ETIZF — A BB L < 84T 5
A, BRRGRBR DS R & R L & k4 5 2
ERFERE I N TS, FRIZ, RNIEORHIEFRI &
Tur T IV IREMT - 4 AR DRI
L <, 7 20%eMEERT 5 720I2IESDV
NP E 5.

T—ADLT—FTEBRYENRTHTIUL
Kokwv, LirL, WEMDOH D LTI —FT%E
FMT5Z2&, £F—2DSDV, &F—2DF —
AL E2—@3BELN, BRINEVT T —3H
ICFAET 5. ZANATREL T — 4 B L ~IL % 3%
EL, T—4OMBEEUET S HEEHHLT
T4 OMBERIEEFE L T ZEenRkpHh
TW3,

IT $54f D FE R PN THGE 2 7 — & S RiH W] RE
L, F—AH ALY ZADOMESIZLD, RERHE
iz T -2 O35 [T —4F=41) V]
DBEENTEREATWEY, F—gx=s) Y
7’ ZE8% (DMC : Data Monitoring Committee) (2
32 ORENINT, [RGB O 58D IRGE
NWEDH LN TS, DMCIE, #EME=41 Vv
7 RO IS A, ERRGABR DB % fER 3
% 728, WA OB EIRI, ARWHE O 4,
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R Y& 151 0D 78 BRLIR I M OV i 2 o0 i SRy 12 B
bé?—a%%%%‘%“auyfﬁévkﬁA
Fh T3, ERRBROEDOMERIZT — 2 DM
VA VAVMIEELERTH S.

BF Y AT LOEFEMEER

PR AAER DB TR B O B om E, &
Lbb, MR T T — 2 ADIAE oW AME

DEREETEEDTH B, F— 2 EHEIITNE
L, BREROFI (BR) 457200213, HEfLe

%?92%Aﬁ%ﬁf@5”.%ﬁﬁﬁf 213,
BT M (EDC : Electronic Data Capture)
VAT ALAORAIZLD, ERBEETNEL 27—
A PEFET — 4 RX— iR SN, [FRIC T — 4
F oy o RuHEL k5. FEhgHEEIZ L 7255 T
Blgt - AR X T\ B Z & 4 bR L

ORI ES S TREE D, T — am&gvz

VAV MIBWT, WEERRE= 4 —L, MM
FRHCERL, MERRO» 25T a2 %
WHELTHL Fut 2 BIZEDCIZE L TW»
514)‘

L LaHS, BTiLesidMoitstic bT
T—AWLANEGTHD, 2 hx2HAT2
ZENEEL W, T — AW E ADEIER 2D KB
IZhBBEZEhDRHBZLNEEIh, 12T

IZRH L L - S BT EA BT H 5. ICH-GCP
T, T—2OBDPNCBEELTCE LY AT 4
DEMFELT, [N F =g v, [EREH,
[tF20T4], [N T7y 7] 2EDTNS
(Table 7-6). ZH 6D HIFZER/ES (Electronic
Records and Electronic Signature) 5812 @ [H
EM] oBff% H/v— L, ICH-GCP % #5794 %
Zelzky, EREYE EEMCNAT -4 OHEIE
PESREEX NG, BTV AT LTIE, HEHOHE
fRadfiz= U, 1ok, 2558, HIBROFEAEDFTEA

Table 76 ICH-GCP 7— % O Y k>

Data Handling

sponsor should:

intended performance (i.e. validation).

audit trail, data trail, edit trail).

(f) Maintain adequate backup of the data.

(f) =2 O /Ny 27 5 TE475.

5.5.3 When using electronic trial data handling and/or remote electronic trial data systems, the

(a) Ensure and document that the electronic data processing system(s) conforms to the
sponsor’s established requirements for completeness, accuracy, reliability, and consistent

(b) Maintains SOPs for using these systems.
(c) Ensure that the systems are designed to permit data changes in such a way that the data
changes are documented and that there is no deletion of entered data (i.e. maintain an

(d) Maintain a security system that prevents unauthorized access to the data.

(e) Maintain a list of the individuals who are authorized to make data changes.

BT — SIS 27 2RO & 7GR T 7 — 4 25 2k OB 8, AEY ¥ —

(a) W7 — FMPEY 27 228, 56k, EHEM, (SHMEROTER & PRI DN TO 2
R —OE A LTNB A GEL, CEET 3 (Fabb/) F—vaY).

(b) ZHBEDY AT L% 5 720 O FHE B TIA & 40§ 5.

(¢) ¥ AT LW, ANEAT =2 EWNEREFITBIETSZ &ﬁﬂﬁnfzﬁb $72, BIEDR
B TR Z LB TRETH B (F 7 b B,
2T HFA VEINTNWBZ L #REET 5.

() FAAL F— 2T 2L AT B ERIETBEF 20 T 4 - ¥ AT L% 5.

(€) F— 4 DBIEXTS Z L AT EN=HOLTAIEMT 5.

— & AJJEEH, (BIEREMA35% 5)
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WMETHDIENEETH S, HIEMDPHERINT
W3 &id, A, EETHD, »OEHTESZ
ETHB.

BFYATLON)T—2 3 IO, ICH
E9 [Statistical principles for clinical trials] (K
FRERD 72 8 DIFFHFEAN ' 0, 5.8 [Integrity of
data and computer software validity] (¥ — & D5¢
EHOMFIE a4V T by T ORY
) 2B WT, [ ROBEEEETY 7 by 2
TOBREZERMIMKATET S] £ dH 5 (Table
7-7). T=4A4H ATV ZIZBWTETFY ZT L1
By =L Th B0, WhEE/N) T = a vh
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INTWEWETY 2T L& HW5Z LS
MRIEE N NWE Z A%, RIEEFEL L TR
7S S = s i R R N Sl a1 i P D)
728, MERHZTRETHWN,

¥ 72, FDA X Guidance for Industry: Computer-
ized Systems Used in Clinical Investigations
(csuch™ ©, EEAREMNC & D KRR O F e
W7 — 2 WHEDRHI A TR TE, 7— 4 &
BRBEMOMIENTTHEE 55 &R LT3
(Table 7-8). 2 & 0, BEEAGEMIC & D 5EEMED
FEHATRE & A0 B

HIEMHE, 7— 2 »AMEW s S RANIC &> TE

Table 7-7  ICH E9 EiRZAERD 720 Diiat A9

Statistical Principles for Clinical Trials

dures should be available.

ELTHETNRETH .

AL 2R AT B AR R

5.8 Integrity of Data and Computer Software Validity

The credibility of the numerical results of the analysis depends on the quality and validity of
the methods and software (both internally and externally written) used both for data manage-
ment (data entry, storage, verification, correction and retrieval) and also for processing the
data statistically. Data management activities should therefore be based on thorough and
effective standard operating procedures. The computer software used for data management and
statistical analysis should be reliable, and documentation of appropriate software testing proce-

58 F— 4 OFEAVOMFFE IV Ea -2V T by 2 T ORI

B TEINEMIEROEEME, F—a~vx VAV (F—2 AJ), 517, WH, TEX&
OEIE) KUT — 2 OFRIREEOM FIZHWeh 2 ke Y 7 b o =7 (AR, fhE, dilk) ©
BROZYUWIRGETEEDTH S, LT, T—F3 3P A Y MIME TRhRN 7 fu g
EHRTFIFERICHEONWTITOINRETH L. T4 VAV AV b ROHEHRITICHWS 2V ¥ 2 —
AT by 2T REHTZLEDEMHTRETHD, V7 by x 7 Ol Bl TIE 4 gk

[AAGE] PR 1047 55 [ERIRAABRD 72 OMEHHIEHI] 1220 T 104511 H 30 B J5/E

Table 7-8 CSUCI Ei#AEsk

Audit Trails

B 2RO FEB S K 5.

The use of audit trails or other security measures helps to ensure that only authorized addi-
tions, deletions, or alterations of information in the electronic record have occurred and allows
a means to reconstruct significant details about study conduct and source data collection
necessary to verify the quality and integrity of data.

ERAEEE 723D F 2 ) 74 R EITH T LITk - T, BRI W T S 2 ER
DB - Bk 23 EEOARM TN ZZ &% Vil d 52 & ab, F—2OWHE %L
IZDWTORERIZ T b % EERRBR O TN, KO 7 — 2 WUEIZBE 3 % ER A sl & 1

—365—



ERPREFM 42%&2% 2014

KENZEDTHDZ & EAHT S [A AN
&, TOT—EABODHMER SN2 DT, Lrd
ZORICHGEF 72138 RICE DWE N L I TN
BN ERRAET 5 [FER X AGEH] D275
%%, BATOEDCIZH W TAAGEREIXID &5 2
2K BMEENRPOLTHS. IDEISAY —
FOFRIT, N ROEHAETNER S h Tk
W, F-20EEESHERI AL L, “Haik
BT B REafEE 55", cSUCITiE, A
ANDT A v EFOZEMiFE Zhs 2
FTRETHRW] #RKD TS (Table 7-9).
AIET 27 ¥ ZDHIfH - R 7075 LDFT
BKEOEF 2V T AIEMETHDEDD, EAK
Bh- LA BE TS 2T L2EALTY,

XV T4 RROBALHTH S, [+
TAR) V=] #HEL, FRICHEIOTENT
B0k oNsd. K, BTV AT 4%
FTHL—HF—AOHENREAETH S .

FEERY I A2 b

“—5®E®%ﬁ&d,ﬁ%éhtﬁﬁton
<, gt - WE L, 7 ORRE T —
a«—x_AbLf%ﬁu%né7af@5?
7 — & OASTFUIPERF O LFF, BETR, s oD
BEMLGEETHDE. ThoDTF a4 [FF—4
(source data) | TH» 1, ICH-GCP T [FEKRERD
HELEGICXE L D] LEFKINSD (Table

FEFAASAEY] T dh > CFEEA 0. Ml LT 7-10). BT -2 e g OB [ ER

Table 7-9 CSUCI Bl S iz v ¥ — ¥ §iki

Limited Access

We recommend that each user of the system have an individual account. The user should log
into that account at the beginning of a data entry session, input information (including changes)
on the electronic record, and log out at the completion of data entry session.

YL, Y2702 —XHAANDT DV b EEOZEEHTET S, - -1, T—
AANSEHORIIDOBEBETZDOT H v Mcu s A v L, BFscbm EHs2Ed) 2 A
NL, T2 AIMEEDETIRHRTu s 77 P FRETHS.

Individuals should work only under their own password or other access key and not share these
with others.

A, BGD/S2 7 — FE3MOT7T 722 - F—DO T TOREEL, fhfs Ihsd s
FTARETHL.

Table 7-10 ICH-GCPJE7 — % - ¥R

1.51 Source Data Jf7 — %

All information in original records and certified copies of original records of clinical findings,

observations, or other activities in a clinical trial necessary for the reconstruction and evalua-
tion of the trial.

RGBS $5 U B ERIKAT R, #8148, 2 OO ENCB§ 2 L0t £ 7213 2 ORI 2 HE I
AR I N TS5 502 EWMT, MR I &G 0E L ¢ D.

8.3.13 Source Documents [ &}

To document the existence of the subject and substantiate integrity of trial data collected.

el DAL S O & N BRIREABR 7 — 2 D5t 2R T
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(source documents) | T& 0, ICH-GCP T &k}
3[R RER T — % D584 (integrity) #8T &
D] & &% (Table 7-10).

BRIRERBR IS BT, BT T — 4 X — 2 DN
B b HBETES 2 LA RIET 2T LRI L L
TORELL R 5. BETE R TEIRETIE
5L, WTF =4 LENHCHWS 7 — 4 58—
MLUCZ2MEmAEHTE S, BT — 4256 Rk
R RAHETE 2 L5, F— 2 AHIZONWT
+AHIERAE LT EZENVETHBY. F—
RIEND > AR, T O & GRIFT
5k951245%52¢ (br—=%EYF4) T, &b
RRIEND > GETE, BEAEKIRT L2
TZ 5.

W AREBR DS M & fREE 5 120%, FF—4 %
FLET AHER PO MBE~Y A DXV M EITH Tk
MRk 5N 5. FDAIZCSUCI THER O ME &
LT5DDMAHERERD TS, Zh s DI
FhE 5 T—RIIZ TALCOAJFEHI] &iZh T
W5 (Table 7-11). ZhiZF—4 94 TV 2%+
ATV 27256 LOBAAROBETH 5.
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EMA & Reflection paper on expectations for elec-
tronic source data and data transcribed to electronic
data collection tools in clinical trials® 123\ C,
ALCOA (Z Complete, Consistent, Enduring, Avail-
able when needed ® 42 %1 Z 72 [ALCOA-CCEA |
#R® T 5 (Table 7-12).

BREREBROREYRT A2 b

IS09001 {2 B\ CHVE (quality) 13 [AKAiH -
TOBRRMEDEF D A, FRFIE A i 72§
BT A D A Y M VBB U TR A fRE L,
T 50O NIEE | LI h s 0.
m B EE VB BORERIE AW 2§ 2 LIS A
HbhEREYIY AV PO, WERHEE
B ESREE A, Eh B WO G A5 A B
Zkt%ﬁ%Ab%t%EV?VXwaéﬁj
DWEBTH Y, [WEERFEHEAmZZT &S

E%@%%%L,@ibtﬁﬁmEE$$ﬁ%ﬁ
LT B0 a il UERGEE T 5| L 5.
ICH-GCP TI3, @HE&EH (QC) # [HMk%#H

Table 7-11 CSUCI JE¥TEID 7 — 7 2

Such electronic source data and source documentation must meet the same fundamental ele-
ments of data quality (e.g., attributable, legible, contemporaneous, original, and accurate) that
are expected of paper records and must comply with all applicable statutory and regulatory
requirements.

ZO XS BBTMEF — 2 RORERNS, 7— 5 WE (A1, IR - Rt - FREE - 5
R~ D L, BN S 105 & 00 [ A B o 8
b, T LB BRI > BEH 5 5.

Table 7-12 ALCOA-CCEA

Attributable (RIEME) : RE HEOHA{ENHIETH 5.
Legible CHIFEME) « HlFe BIf#TZ 5.

Contemporaneous ([A/lFE) : [FIFFCdH 5.

Original (FHAM) : AT 5.

Accurate (IEffEME) @ IEMETH 5.

Complete (5841E) : 5Ek5 LT 5.

Consistent (—EF) : FIEH 0.

Enduring (AN, W) @ A Td 5.

Available when needed (EHFFIFHTIHE) : DERFIZHD HE 5.
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BL T3 ZE%EMGEET 5 7-OIZHERIEY 27
LAD—BE U TIThbh 39550 & Tk R OVESE) ],
B RE (QA) % [GCP K USRI/ 2 8F L ¢
W3 Z & AT B I EE X - EHE 2D
KRR 2mE) ] LEHKL T 5 (Table 7-13).
=4 ) yREEEM, BEEITSERIEONRE
K28 TdH % (Table 7-14). E=4x ) v - B
ARG A A U oW, W & S
PHERE N TSR EEE AW, /2, T4 —
WOUHEEERRBR IR L T W = A /e T
LZRETHD, WIFEHE & ITML L CRES B AT
HZETHAEL TS, WDART — 2 DML
BREES F— 2w 2 VXY MIM LT — 4

YV A =TI, HEHRNE ST 2 A % 5hor
UHhsr e IR E R TSI RXETH 5.

BV RV X Vb EFENET B 72 0121E, FRE
FNEKSY Y — 2R RETH 5. RO WE
ETERT 2728, ¥ — &t &% —1Z13 Table 7-15
DEMEALETH 2. Mk SE T E (QMS
policy) 3 d LIS ER T &5h, MEIZDOV
TOMBRD KN 22 &K & %218 2 5 XEb
INEEDOTH 5. MIFEREEEERT S
AL 72 [FNEE] 12t Z & #RGEL, F
NEFISIZ T — 2 B & E SRR % 2 & FElZ A
T 5. WEIIVAY DY AT LT B
UEZEFSFIEE (SOP : Standard Operating Proce-

Table 7-13 ICH-GCP WE{HE#E - W fak

1.46 Quality Assurance (QA) ‘& RalE

1.47 Quality Control (QC) /B & P

All those planned and systematic actions that are established to ensure that the trial is per-
formed and the data are generated, documented (recorded), and reported in compliance with
Good Clinical Practice (GCP) and the applicable regulatory requirement(s).

HRRARER O FE N, 7 — 2, SCHE GEdL) KOS, GCP R ONE & 15 BUR%AF &
WL TND Z L RIET 2 720IZROE Sz, FHlI 2 D HGR I 2 235,

The operational techniques and activities undertaken within the quality assurance system to
verify that the requirements for quality of the trial-related activities have been fulfilled.

FERGABR B DG E OISR O SN 2 B2 HE L TWDH Z & 2MGET 5 72012, FiKRERD
EREE Y 2 7 4 (Quality Assurance System) D —Eg & U CTITrb N 5 EHH & T KOG E).

Table 7-14 ICH-GCP €=%" v 7 - Fifk

1.6 Audit EfF

A systematic and independent examination of trial related activities and documents to deter-
mine whether the evaluated trial related activities were conducted, and the data were recorded,
analyzed and accurately reported according to the protocol, sponsor’s standard operating proce-
dures (SOPs), Good Clinical Practice (GCP), and the applicable regulatory requirement(s).
BT D XE R & 72 o - EEIRGRER I ZtRb 2 EFHOFENE, 7 — 4 OLEr, b, < OIEMER RS2,
FhEEtEEE, 2R VY — OEUMEER TR, GCP RO & 12 HIBELH A > Tirbh 7z
B0 EHMEE T 5 72 D EIRGRERI R 5 15 K O SCH & R R2 DVICHRGEET 5 Z &.

1.38 Monitoring E=4 Y v

The act of overseeing the progress of a clinical trial, and of ensuring that it is conducted,
recorded, and reported in accordance with the protocol, Standard Operating Procedures
(SOPs), Good Clinical Practice (GCP), and the applicable regulatory requirement(s).
EERARBR DAEFT IR A S AT U, BRREABR 2S E N at s, BEMESER TIEZEE (SOP), GCP KU
&2 BRIEER e > THEAE, KOG SN T05 Z & A IRGET 517743,
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Table 7-15 AT — 7 € ¥ ¥ —DE{E

. RS RSN TNS.
. RN IR D B

= O ©0oo N U W

—_

LB EISRE R, WWEY AV A Y P VAT A (WEREHAR) BREE R TW B

. EMERFEFIAE (SOP) 2l X T 3.

Z 8y T DEBHILEh, HESMTHAIh T\,

N F =2 g VENLEY AT L EHEHL TV,

tF2)TAREEL, RS2 - EELET — A DRIZT VXA TES.
7 — 2 DJEE GRS BEH I T\,

. VAT LAORE - HACET A CEMER S, IREIh TN
AL TEF 2V T IIETIEHKE LTS,

. AREBOFRAL (%) IS L CH BRI AR E 23R A 2 N TE S,

dure) & LT, ZEH (education and training),
CAPA (Corrective Action and Preventive Action :
SRR E & P E) &M, SCEHRE (records
archiving) XU SOPAE (SOP on SOP) A L%
Th5.

7272 U, BEIRERBRIC K 0 W EAF B L N3 B
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NEMFNZ LD BT RETH S, VAT XR—2
F - 770 —F (risk based approach) 12X %,
) 2 223D < B ER (risk based quality man-
agement), ®=% Y 2~ (risk based monitoring),
Ay (risk driven audit) DA AESE X Ty
U ) 25 HOL WEER L, Y2y
DY LR, V227 avia—), ) Ara
2= —=YaV, LEa-2b6kb—#HOT O
Y AEEMTHIETHS. ZOBEAIZEEL T,
BRPEREN 2 ) 22 2§ 5 Z L EE
Thb. VAZOMEET -2~ 3V AV M
BHRNIC K 27— 4 YA 2V ZOFEEKTH D,
RO BEDORGED F — L 75 5.

HHROMEERTRHERA ELan?. ) 2y
(EHMEICRET 2 HIA) 125 C THEf FIEz
FEL, BB D - 2858 0P W7 RO HZ
EHEIHEETH S, [FHRRTIUTHEE L.
TidAL, [T 2BFICMBEERETY, 20
BAELANWEAHRTH 5. ] OFEZAHTHB ™.
BT 2K 0ED 2, maE &I
PR L, DREHEEE, E=4—, F—47vx VR

YIEMEINTNOEBER-TLEEIS, WL
THIER A BRRL T ZEAHETH 5.

7. BHUIC
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DFCERE M L R Uk (BHREk, Ml
HE) ICilskEh D, RROBAMEIRT 5729,
—MEBIRIZ BT B iCEk X ALCOA-CCEA & [l
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Kb, T ARERIZENTCIEEIrDRELT —
JEWNET B 7280, ERAERT — & &2 I Uil
%70t 2% ALCOA-CCEA 2D 2§ %
ZET, T O ARSI ENTE S,
gk (FOER) OEREMRE, T—40 L —%
YT 4 ORI EDORIKRO Y F —Tdh
5 22).

LA LABNSBIFE LT, FEDMEBEGRE
HEEZEDTCLESIZENEIN S B, AIEICE
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A7 ZADOMEIZ OV TRAR T F s ERLT
WA, IREEIRPN AR OS 5T — 4 %
B5ES, EFEZAEIZBD T UL A S K.
IR AR IZ & > THRMNTF b h T, %
DZErFLEELTRITIANDLZ ENIREE L
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1213, 2225672 LWVEEHTE2 TV X
PEEND. WFIZEDETCT =22 RE1 M
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TUL, FLTRHEATEARIEINEE L LTD
ITEIHPIC IR T 21TRTH 5.
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Nature 550 Editorial i [Scientists explore the world
as it is, rather than as they would like it to be.]
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