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Journal of the American Medical Association (JAMAShould Sensitive
Information from Clinical Trials be included in Ekeonic Medical Records?”
August 2010, Boadie
W. Dunlop
Electronic Medical Records Utility in Clinical Tti€onduct; January 2009
FDA Guidance: Electronic Source Data in Clinicaldatigations; September 2013
Electronic Medical Records in Australia and Clinitaals; ARCS Australia Ltd.,
March 2008
FasterCures, White Paper — Think Reseach: Usingralec Medical Records to
Bridge Patient Care and Research; Fall 2005, Katklanna
Clinical Data Interchange Standards Consortium(GDIS
Good Automated Manufacturing Practices (GAMP)
304 i SQAEric Humes 24 Page 7 of 7 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by ta China QA Forum (CQAF) (http://www.cqgaf.org/).



B4 o€
IRT (IVRS/IWRS) LR e

1.0 BENA

L HARMZHA (nteractive Response TechnologyRT) & i 38 H. 2015 5 M &
%4t (Interactive Voice Response SystemiVRS) 172 H 2 M 2% N & R 4t
(Interactive Web-based Response SystedtWRS) KIZiFR; &R Z Mt R4/t
N AFIFE AR —FF . IVRS T HEEA, @it i, EmKR
55 R BE AL 2 A eE BRI A o0 k. BEE RORBIHEE, & AR HET
KM IWRS RERAL G IVRS. AP 48 A3 T3] IRT SRABIRAR G HL T

RGHTEAL .
20 FaH

ARICR R URATRE IRT REEHEATRE R, B OEIHE PR RS20t IRT AR5
WIRTAT I, A RN/ R GREER R H

30 ®EX
s

4.0 B

41 FEEHEL

BN 1% IRT R ST ANA/BENLZE 2 DO Tt
2R EE? B E S

H, T RT (LEEFTBERIEDE) il 5 Bk R iR R 558
HAHMREE, fifn: BSOS S EESARTHREIRER? 2R
Ll S ) E B AR G AC LY

FE R IR A IR R GE 2 52 IRT SUMM 2 CE 2, MR X RSN
B AT

42  FEESE
FESE IRT FE AT I N SR U R 2
JREEH ARG, WRETENLR G R U hr i
LA YA e
F P Bt 5 4 1
B E

A RQA GCPZ 714> Martha Byrne & Angela Repa it &t Page 1 of 4 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqaf.org/).



B4 o€
IRT (IVRS/IWRS) LR e

2 At it

] e
B ek R R

o FPHES CGRSS)

o RGN R LR A RISMEHL)

o RIEWE SR

. HURARE S B

. RS BN

NTPITHENRGSIE, BAE —EBI TSRS IEREE
RN BARE . IRT AN 7 25 37— B B0 43 Joit - ORAIE/ R 22 1) o
ERLR G, AR LA HE B ORI A BT P R SR R B
ITHIEEK

IRT /A 8 7 Hidle . T DL S R (i sh A AR RS B A
PRk A . X TR EE, DAERTA BB R B T EEE: A
Hyar=E . B RIRE . . o B SRUE T ) A AR B B SR AR R
RGN B TR ART & 2K . 0] U8 B R G5 LI ) 2 g 57
IR T R EETUR . IRT IV RG2S 1 W iR E 2
XL 7 IRT AN 2 75 e S BHIESE AROE B H g i M mAe ? At
f RE SR AT A SR RGBT HEN L AR bR 7 (N B e 3L 53 1
ZORTE I, LAnE ST P S AN P B o A R L TR R A %
5 TR PHZBIAN NA BEREIK T, thEEH ORIK 5 AR Al 4 L)
. e, N R NN AN RIZO I SR AR BRI

B8 B AR S5 S Lo AR 2L, A B TRese I8t Bl KB
B B A A0 SR T A SRR T il R R IR DL S5 3 a1 K

4.3 IRT #& 7 i [ b 106 A AR

R B2 VAL D 2 I PR B8 P e 57 (0 5 I S T A - FE A Y
BB RE R R X NI 510 80 B SR A R AR (T W] RE 75 T BR
fhertro bodn, LR ZEOR AR G B Bk o W R Kot
HEZh, AR GUNARUR NL v B DL AR T T IO ZESR L IRT (10 36 b AN A% B 475
TRE, B ROEEM N 2 A

o WIREOR — M RRUHH, N R s s

A RQA GCPZ 714> Martha Byrne & Angela Repa it &t Page 2 of 4 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqaf.org/).



B4 o€
IRT (IVRS/IWRS) LR e

o HMRANR — Z5EHEANLSEIT SN, B AR
5%

o DUTHFE — B4 15

. o
o HIFRULEIF URS (User requirement specification)
o MiHTFKUHIP PRS (Project requirement specification)
o H IR UAT (User acceptance testing)

= ORI
= ESCHETI
o L
o HFPFM

o flRIKF
o FEALIRAE
o WEMTIRENL — ife] 5 (LR s VA DL R I A 2

o CROWE — PS8 5/ 4 57 25 32 AL AE AR SE s S = AR 1Y
%A

« IRTHTHEEANA. ZRERME. 25900

o BHVEEARE (M. EIE. FHPTEMD

o FE SRR 2 8] VA E R n) AR R AR

o BEEEMACEE (bbhn. BHIEEIE. FLAHE. 5EEHTEN
)

o X ELLRE

o TERIGHCO/CROMHE — S U ATIG A

o UM RIBEEE G IRT B E EGEEER)

A RQA GCPZ 714> Martha Byrne & Angela Repa it &t Page 3 of 4 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqaf.org/).



B4 o€
IRT (IVRS/IWRS) LR e

51 ZHXER

« ICH E6 Good Clinical Practice 1996

« Directive 2001/20/EC “Clinical Trials Directive”

« Directive 2005/28/EC “GCP Directive”

e Orange Guide, Annex 13

« PI1011-3 25 September 2007 - PICs (PHARMACEUTICAL
INSPECTION CONVENTION )

e 09 June 2010 EMA/INS/GCP/454280/2010 GCP Inspedtfmking
Group (GCP IWG) - Reflection paper on expectatimnglectronic source
data and data
transcribed to electronic data collection toolslinical trials

« EMEA/505620/2007 - REFLECTION PAPER ON
EXPECTATIONS FOR ELECTRONIC SOURCE DOCUMENTS
USED IN CLINICAL TRIALS

e Current GAMP Thinking on Quality Risk Managemeniapping of the
GAMP QRM Concept to ICH Q9 and ISO 14971

6.0 HEFERE
B
A RQA GCPZ 714> Martha Byrne & Angela Repa it &t Page 4 of 4 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqaf.org/).



Bt 07
SEHHEEERE BT HERERGNEE

1.0

2.0

3.0

4.0

BENAA

B BTE SAH O I R G5 82 7 2 T ORI PR X8 20 R e R - AZ SERINAE i 22 4
IO, AR B AT SRR AL ORUE, AT DUAREE S 51 PR REE 52 4k
FHIEEFL (ref: ICH GCP section 55 .

Kol BRI P 8 e B L AR I PR e B A, B TR
K& (EDC) #R4t. —MORUNIXERFEARIRTENETC, BEaRH
P PRES T 1A A A BRI R B R G R I AE St 0 0 A BRAE A IS, 2Rl 5
PR SRR 2 1 BETT S SRS UE SR T T .

piEAi|

AR 7R ARG B s B BE AT EDC R Gt AT G A I 1) 32 B2 I8 0
MRS EAETEGTEHr ImRIREG RS . BURE ATy R AL Bt N R I — i
JIHZEE

EX
ANEH

AR

4.1 HEEHEX

i XA AP B A AR e Al A B AR A B T E S A VS LRI R 1
n, WRAEE N H B SRR E IR I R G, A4V AT LLR FRAE AR
SERF A E MU, FTRERIETE Z MBEA A (e R R AR
Pk ER (CRE) , BAMATEFM EDC RE0) o W Hd AR
FANAE 4% AR R A B FRE A (s & 5 2 sk
3 == AN R IEAR S B R ) o SRR ARG NIt NIT R RIEN RS
R 3 B RS A D3 BN L8 T AN N BIRE T VI TR A DA B A Kt e B R v
ARRE A IS Ta) (BN 72K R BUE A D o AP ] 5 i A P i g o
W EER A O T RA B Al A A R G011 R b BRI 1 Chg A
) o THEGH T AR RRREEDRG. HEESNZE, XA
ANFTRERIB -, A EUEE PR G BEA AR R DA . FE A AT
DAV SRAH S L SR 00 i B 2 28 077 T SR LR SCFF

A RQA GCPZ& 514> K Williams & M Smith A2 4% Page 1 of 7 20144E 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqgaf.org/).



B4 07
THEHEEERE B TFHRERERZNESE

mRorza | muwser
l
- ‘-—-‘

41  SLEREE

AT R E P EDC RGUE AR, B i UE AT H % G

B s g s EDC 24 f& 1

RLAE HH FITAT 3 T B S TR 3 SO B 4

H 735t = ELTR M (A

0 e B AT DA PR i (AT B

oy B H R

HOE A BRI S

X[ X X| X| X| X
X| X| X| X| X| X

By e SL (VERERE /M /98 iE/ FH P %
2 BEMD

A RQA GCPZE A 43 K Williams & M Smith FEEL Page 2 of 7 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqaf.org/).



Bt 07
SEHHEEERE BT HERERGNEE

B E e EDC A4fE&
Ty e QBTG TRE 1D X X
CRFAIH BRI 4L TR X X
QPN SRR ED)
TR, EFEIRE /SR TAEN R X X
A FER IS5
EF‘ID\
YR 3 B I A A% SR E X X
BB B 2L 5E i H EAR ) CRFEFE CRF X X
[
B F B M eCRFATE T HAid & (e-diaries¥] X X
s SR AL
ZARE AL E RO 77 2060 07 1 A ATL 1) X X
g NEGHEAT IERR I 7 2D
CRFEUE M Fsh A AR A, B AZR X X
5075 Z IR BT R A e MR FR b
HHE o e AR R X X
it (Hbln MedDRA, WHO-DDEE % X X
WHO-ART)
QCIt 2, HLHEXEHE F AR5 % /45 ks X X
AT B R 2R )
PAT T BT BT X X
BRI AT Can ARG SEES X X
Ehl#EIE, AN F B
)
AR FESUE  CHFE B i R AH SRR X X
SENEE (F: ST R R A= R X
2 B e )
A3 B RQA GCPZ: 514 K Williams & M Smith 25 Page 3 of 7 20144E 4 A

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqgaf.org/).



Bt 07
SEHHEEERE BT HERERGNEE

B E e EDC A4fE&
SAE/AE —EVERG A (FE I PR L8 20 2 A X
ZAREE I 1A])
AR R X X
P HR S HE X X
Aot WRRAET R P B 2T X X
WG IIER, HP 4 /EiE
TFENL R G50 e A X X
AR B AR X X
ARG MK S /b 55 n] Rl X X
BT R, RS a8 AAUR L K ) 3 22 X X
2, AFERL O RS
L AR A R A A 2 HE

HH RN 405 24 A H - HHE
JiR R IE X X
M4 & [F) Bl H HR e i AR R AR T H e X X
X 5%

A H RQA GCPZE i 4x K Williams & M Smith 2 2 Page 4 of 7 20144 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqgaf.org/).



Bt 07
SEHHEEERE BT HERERGNEE

4.2.1 BIREHEAR%E
— S, e HEEE R G IRAE T A DA EE S

a) EAMUIIEOLY, B NV R 22 [ B A A A RV AR X 20 i
— AEMZAE. WA Bl RGMACTTC K A — B 22
Eot

b) BIGHERIHS — XEH AR CRF BT A% 2= 2 3 AN
BOAE (PERERLVE A G0 ] P Fe2 FE D .

HFRERKREEIEH TR (W1 CRF/eCRE &3 Hid.

AR ), MR ARTREERLS 7 2 BRI A B
Rk, AT —E R, LA DR 2 IR ER, H
I IR B AN E 40 P d TiE 4T (RIERAE) - "TRAE CRF 5
TR ER AT ELE, LR R AT 7 1 BT A S B 7 B 2

ESIE -

o) WILHATH TGS — Xl H B RALIRYES . HdhE %
A BEFUSEE . QC AR BRSO\ 2R AR5 £ 2
R DA HR 0 S 56 5 BY 1L B 18 5 / I 25 LB R 48 (IVRS/IWRS)
BERNIFED |« efEiEE) . FEPRIR A B R CEUR i B AR

BRR . BRTU/EE B O . R S R B R A A (R)D .

RN AR . T BT AT EIR E AR DA
I SAE TE I R IE B0 22 T 22 4 504 22 2 [a) i) — S AG 2
et R IR RILEF A RS 5EX —TfEH.

HOHs Jo S BV B BT N R UE 5 6 5 S R AN B
11, JF HiEE R G BRI W hfe (nEdEERRMEE
BUE, 0 FE ST S LR S ORI 48 3 A 5 TR R TR S O
AT AT Bt B A E v G (A BER AR Z BT
] LA R MK P e % — SRR R 5 CREANEUE 5 5 3L
PHCRHEAT R, DL R AR

HOKHT RIET 2% EDC R 45 148 B3 B — Mg g 1Y KU
PRI BARAEROR A IR PRI AT IX L83 5, (H— RN A% AE B
AT B AH R VA UG BT 2 T ASKERIE 78 3 T X 8 T
XFEn] REME /S EDC (10748 B AEZRAG L E 2 Ja 7 Bir BOR AT
(e —APEREE - MEZO .

A RQA GCPZ& 514> K Williams & M Smith A2 4% Page 5 of 7 20144E 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqgaf.org/).



Bt 07
SEHHEEERE BT HERERGNEE

TENER S AR E R — M, N E 5 eI /gm0
A o ST 56 = 040 I 0 S0 A% i 1) PAS X 6 04 26 B 3
AFEAR R E B RG) o Bk, X825 im0 1 fh B gl
N ZIFE A A2 DL DR A% A R A S M B0 1 S8 B (il s
AACTEREMTE . A& 5l ol R/ BifE 4 s QO

d) WL KN ED) — KU FEEEEE ., B EYUE. #
B Mgttt s mifidE . AMRE (BEE R+ O eCRF
Bl O FP 8T e VED S0 X BT AR G ]/ R R R I L
P B JoE 2 3T

PN RTUE!

br Lidtzigahsh, HEEIERRE CREEEER . AT HATE
JSE Y M A SR B B AR S . EDC R4, DARHGR TG
U M B 75 5 I R AR A X T R P 00 e N A B I )

4.2.2 EDCREFET % E

e R i HEAL N R A A ) — B SR U R A& A 5 EDC &%
i E. EEMXAZ EDC Mg EHE T 22 2 E 2 M
BR&| CBiltn: FAXF4Rm CRF Hlm ARG E I M =, ANATRe
Xt EDC $AT — MBI RS &), BB rTREE 2 GE T
THENLARG (s, PR, S Mes) .

eCRF & B —Lu AN K i /25 1] N 25 7T AR SE it i 56 DA

FE GG T O 20 AT T IR AR 2 I P 4 32
TSN ) 470 28 M I IR AE Rl <

6 45 5 W 70 T LA L] 17 Kdhs

RO R RIRE 7 AR IAT ) L7384

R R T R A P B P A A2 K R O A
A Gl bl S IR 27D

A RQA GCPZ& 514> K Williams & M Smith A2 4% Page 6 of 7 20144E 4 B

This document is Copyright © of the Japanese Sociebf Quality Assurance (JSQA), the Research QualitAssociation (RQA) and
the Society of Quality Assurance (SQA).

This authorised translation has been prepared by th China QA Forum (CQAF) (http://www.cqgaf.org/).



Bt 07
KB EEERE BT HERERGNEE
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E6 Good Clinical Practice - Section 5.5 (InternagibConferences on Harmonisation, 1997)
http://www.ich.org/fileadmin/Public Web_Site/ICH d@lucts/Guidelines/Efficacy/E6 R
1/Step4/E6_R1  Guideline.pdf
European Commission Directive 2001/20/EC Articl&8¢tion 2 (¢)
http://ec.europa.eu/health/documents/eudralex/@dhtiex _en.htm
US Code of Federal Regulations, Title 21:
Part 11 — Electronic Records; Electronic Signatures
http://www.accessdata.fda.gov/scripts/cdrh/cfddE#&/CFRSearch.cfm?CFRPart=Rart 312
— Investigational New Drug Application
http://www.accessdata.fda.gov/scripts/cdrh/cfddcil€CFRsearch.cfm?CFRPart=312
Guidance for Industry - Computerized Systems Usddlinical Investigations (US Food and Drug
Administration (FDA, May 2007)
http://www.fda.gov/downloads/Drugs/Guidance ComptRegulatorylnformation/Guida
nces/UCMO070266.pdf
Reflection paper on expectations for electroniae®ualata and data transcribed to electronic
data collection tools in clinical trials (Europesliedicines Agency, 2010)
http://www.ema.europa.eu/docs/en_GB/document_§#irargulatory and_procedural_g
uideline/2010/08/WC500095754.pdf

6.0 HEFFFEE
Guidelines to Facilitate the Production of a Datmtling Protocol (Association for Clinical Data
Management)
http://www.acdm.org.uk/assets/DHP_Guidelines.pdf
Clinical Data Interchange Standards Consortium &I)I- Operational Data Model
http://www.cdisc.org/odm
Guidance for Industry - Electronic Source Data limi€al Investigations (FDA, 2013)
http://www.fda.gov/downloads/Drugs/Guidance ComptRegulatorylnformation/Guida
nces/UCM328691.pdf
Good Clinical Data Management Practices (Societflmical Data Management, 2009)
http://www.scdm.org/sitecore/content/be-bruga/s&tirblications/gcdmp.aspx
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5.0  ZEXER

« International Conference on harmonization of TechlnRequirements
for Registration of Pharmaceuticals for Human U€&1j. Note for
Guidance on Good Clinical Practice (CPMP/ICH/13%/D%ay 1996.

ISO 9000:2000 Quality Management Systems - Fundtaitseand
Vocabulary. ISO December 2000

ISO 19011:2002 Guidelines for Quality and /or Eammental

Management Systems Auditing. ISO 2002

Food and Drug Administration (FDA). 21 Code of Fedi®egulations

Part 11, 50, 54, 56, 312 and 314

ICH Guideline — Quality Risk Management Q9

ICH Guideline — Pharmaceutical Quality System Q10

European laws and regulation contained in Eudralelyme 1-4, 9A and 10
UK law, Statutory Instruments 2004/1031 and amenmds2006/1928

6.0 FHEFEEE

« GCP Auditing: Methods and Experience - Edited y@erman Society
for Good Research Practice (DGGF) 2nd edition

« COMPLIANCE PROGRAM GUIDANCE MANUAL: CHAPTER 48 -
Bioresearch Monitoring, SPONSORS, CONTRACT ORGANTZBNS
AND MONITORS by FDA
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e Good Clinical Practice Guide, Medicines and Heatbgroducts
Regulatory Agency

« Reflection paper on risk based quality managenreaiinical
trials, EMA/INS/GCP/394194/2011 Compliance and &wtjon, 4
August 2011.

« GLOBAL COMPLIANCE & OVERSIGHT: A Primer on Vendor
Oversight for Clinical Project Managers, FEBRUARY12

e GCP Quality Audit Manual: Second Edition, - EditedJames E. Sayre, Jr.
Published 1990, 1994 by Interpharm Press, Inc.
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« 21 CFR Part 56

» Directive 2001/20/EC of the European Parliameuwt @inthe Council of 4
April 2001 on the approximation of the laws, regulias and administrative
provisions of the Member states relating to thelemntation of good
clinical practice in the conduct
of clinical trials on medical products for humareus

* Detailed guidance on the application format andudmentation to be
submitted in an application for an Ethics Commitbgénion on the clinical
trial on medical products for human use

*  MHLW Ordinance number 28 issued on 27-Mar-1997y(dapanese)

» Bioresearch Monitoring Metrics by FDA
http://www.fda.gov/downloads/ScienceResearch/Spemiecs/RunningClini
c alTrials/lUCM341516.pdf

* Guidance for IRBs, Clinical Investigators, and Ggw's - IRB
Responsibilities for Reviewing the Qualificatiorfsliovestigators, Adequacy
of Research Sites, and the Determination of WhethdND/IDE is Needed -
http://www.fda.gov/downloads/ReqgulatorylnformatiGuidances/UCM3288

55.pdf

6.0 HEFERIL
* GCP Auditing. Methods and Experience — Editedhgy&erman Society for

GoodResearch Practice (DGGF)®edition

» Clinical Trials Audit Preparation: a guide for gbdlinical practice (GCP)
inspections. — Edited by Mihajlovic-Madzarevic ohshed 2010 by John
Wiley & Sons, Inc.

e 2011 Good Clinical Practice: A Question & Answeaf&ence Guide — Edited

by Mark P. Mathieu, published BARNETT EDUCATIONAL SERSES

» Guidance for Auditing Quality Systems of Indepeamtdethics Committees in
Europe — by Nicky Dodsworth, Mary O’Flahe@glin Wilsher, Published

2008 by The
European Forum for Good Clinical Practice.
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