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1. Glossary Hi&

The following definitions are taken from the
section 1 (Glossary) of the Note for Guidance on
Good Clinical Practice (CPMP/ICH/135/95)[1]:

LA F O EFFIT Note for Guidance on Good
Clinical Practice (CPMP/ICH/135/95)[1]> % 1 &
(Glossary) DHLDTH D,

1.9 Audit Trail
Documentation that allows reconstruction of the

course of events.

1.9 Audit Trail BE5#ZFEHF
HIERBOFBLAZ ARE L 925 3CE

1.11 Case Report Form (CRF)
A printed, optical, or electronic document
designed to record information to be reported to

the sponsor on each trial subject.

1.11 Case Report Form (CRF) JiE 515 &
BB TR L CORBRIKIEE (TS T D 15 R
Z e T D T2 DITHIR S Au 72 A3 R L
IFEFRI7RIGE

1.51 Source Data

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 evaluation of
the trial. Source data are contained in source

documents (original records or certified copies).

1.51 Source Data  Ji&7 — ¥
1RBRIZ I 1T D RRIRPT AL, 8152, £ O OTEE)IC
B9 2 ot D Re ek T OLRGES & H 5 CRi ek
SNTNDHHWDIER T IRBROAE & GF
(CRE T2 b D, JFT — Z I EE GroRidk X
IZZDORGES EET) oFICEEND,
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1.52 Source Documents

Original documents, data, and records (eg.,
hospital records, clinical and office charts,
laboratory notes, memoranda, subjects' diaries or
evaluation checklists, pharmacy dispensing
records, recorded data from automated
instruments, copies or transcriptions certified after
verification as being accurate copies, microfiches,
photographic negatives, microfilm or magnetic
media, x-rays, subject files, and records kept at the
pharmacy, at the laboratories and at medico-
technical departments involved in the clinical

trial).

1.52 Source Documents JFU& £}
JLOE T —H ek

B 21X,

o JH Rk

e DWT ¥ — b

o fidE / — b
o A
BEAFE
o FIRFLIK
HEhFHaR OFLERT — ¥

Ef7e B85 CTh D Z & BRAEC Lo TR
HIRY AWk XX/ TRCR. 7

e AT 4w a

o BEDOXA

oA 71T 4V IS TR

o Ty AMHE

WelrE~ 7 AV

1RERICBA G 2 38R, M= ER B
EBFCLRAE S LT D Rk

£

BT = v 7 ) 2 b

The following definitions are provided in order to
facilitate the review of the reflection paper. A
reference is provided with each definition, as

applicable:

DTFOEHRITAELZ LV 2—TT 5 LT
2D L OITEIT b, MBS U TR ERIC
U757 Ly A% LT,

Audit Trail

A process that captures details such as addition,
deletions or alterations of information in an
electronic record without obliterating the original
record. An audit trail facilitates the reconstruction
of the history of such actions relating to the
electronic record. [after ICH E6, CSUICI] (CDISC
Clinical Research Glossary Version 8.0,
DECEMBER 2009)[2]

Audit Trail B A FEHT
O Z R DT, B RE~OFROIE
iy HIER, EEEOFMANET L7 nE R,
B AREWNI LRI T 27 7 v a O
JEEZHBETELXL0ICT 256D TH D, [after
ICH E6, CSUICI] (CDISC Clinical Research
Glossary Version 8.0, DECEMBER 2009)[2].
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Certified Copy

A copy of original information that has been
verified as an exact (accurate and complete) copy
having all of the same attributes and information
as the original. The copy may be verified by dated
signature or by a validated electronic process
(CDISC Clinical Research Glossary Version 8.0,
DECEMBER 2009)[2].

Certified Copy RilEff 5

FTRTOREMEEFRMAA Y T & —F (IERE

MOSER) TH I LBRMRES Lz, AU YL

MO, M EITHAAELSUIANY T — F

SNTEBEBF 7RI OVBRES D,
(CDISC Clinical Research Glossary Version

8.0, DECEMBER 2009)[2].

Validation

Process of establishing suitability to purpose for
software and systems, establishing documented
evidence which provides a high degree of
assurance that a specific process will consistently
produce a product meeting its predetermined
specifications and quality attributes.

(CDISC Clinical Research Glossary Version 8.0,
DECEMBER 2009)[2].

Validation /XY 77—/ 3 >

VIR 2T ROV AT ARERICE -T2
DERDHEICTEHTaEATHY  LEE
N E T Z sk, BT a2,
TWOE D DAV AR & o B e M A 72
—H L THET 2 2 &2 @mEICRIET 2,
(CDISC Clinical Research Glossary Version 8.0,
DECEMBER 2009)[2].

Transcription

Process of transforming dictated or otherwise
documented information from one storage medium
to another. NOTE: often refers explicitly to data
that are manually transcribed from source docs or
measuring devices to CRFs (i.e. Transcribed Data).
(CDISC Clinical Research Glossary Version 8.0,
DECEMBER 2009) [2].

Transcription #x7C

&M -720  CETEINTERE 1 DO
TR DD FEINBARA~ZE AT 5 T 2 A,
1 % < DA BRI E 25 7
5FE T CRF NSt sz 7 —# (T7bb,
LT — %) Z$67

(i.e. Transcribed Data). (CDISC Clinical Research
Glossary Version 8.0, DECEMBER 2009) [2].
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2.

Executive Summary T/ ¥ 775 4 7%=

Collection of accurate clinical trial data is essential
for compliance with Good Clinical Practice
(CPMP/ICH/GCP/135/95)[1]. With increasing use
of information technology in pharmaceutical
development there is a need to have clear guidance
on the use of electronic source data and transcribed
data and the principles that should apply to them.
This is necessary in order to ensure that the
processes can be used and accepted with
confidence when such requirements are complied
with, and that the benefits that these systems offer
can be fully utilized.

EHE7RIRERT —# 2T 5 Z L1E. Good
Clinical Practice (253 272 OICARAI R Th
% (CPMP/ICH/GCP/135/95) [1]. [&R

I ZRIETTESZROZL, ] B
FENZ I D WA O 23N 51224
T, BT —2 K NSFEE N7 — % OF
BT 2 W2 58t L DN GICEA T 2
JFRINMECH D, 2D, ZOXHRE
KREHIZEHA L CWHIEAEE - T rtk
2Z%FH - ZETE, ZRITKV AT LD
T 20 R E HRCEZTEDLTHA I,

This reflection paper outlines the current opinion of
the EU GCP Inspectors Working Group on the use
of electronic data capture in clinical trials and on

related inspections

AEIL, R CTOEFT —FIEK OB E T
5 ALEIZ OV T D EU GCP Inspectors Working
Group DHF R TORMREMHT L HDTH
o
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3. Introduction JF3L

Computers are being used increasingly in the
conduct of clinical trials. This is already a well-
established practice for data management, analysis
and reporting at the sponsor or CRO site.
Computers are also widely used in laboratories,
and are an increasing feature of medical records.
They are being used more and more for the capture
of clinical data, at the study site, as an electronic
(e)CREF, for patient diaries or other forms. These
activities use a variety of software and hardware,
and in particular several categories of system — PC,
LAN, WAN, mobile devices, email transmission,
webbased systems, Interactive Voice Response
Systems (IVRS), Interactive Web Response
System (IWRS). The fundamental issues to be
demonstrated remain common in many cases to
both paper and electronic systems (e.g.
traceability, change-control...), though electronic
systems present additional challenges in providing
an adequate level of confidence in the data and

should be validated.

A2 =X FETEITRRTHEASATE
TS, TRBEEHE T CRO B Mk
TT—2EB, o, VAR— MERZITH b
Tarbta—F%aE5 2 LI3BEICHY. STz
RO FHFEBROTVD, £z, arva—4d
AR CHIA< RSN TR Y | EFRGH
ZBWTS (2D & 577 —43] kT
b%, THHITIERY A F T, (e) CRF &
LT, XITEREHHERLZOMOIZRET, K
T=ZNEICETEIFHSATE TN D,
INHDOFEEITIE, SEIERY T bU=T
RN—=FRy =7, ZLTCSEIERITAY
DYAT LARFH SN TWD, #ilx1E PC,
LAN, WAN, ENA LT NA A BEFA—/L
E(E. Web _—ZAD T A5 A, IVRS
(Interactive Voice Response Systems) ., IWRS
(Interactive Web Response System) % T
Do XIELTND Z & AR NERAM iR
ik, WX, br—%r T, BER
H%) 2 OEA. MEET VAT L THE
LTWo, 722l EFY AT L0, 7
—ZIKT DR LNV OEEE RS S T
OIS N SRERDH Y FEFTA
TUEFAN T = T OMERD D,

Source data and transcribed data have traditionally
been recorded in paper documents. Many
requirements and expectations have been
developed in this context. The principles
underlying these expectations and requirements are
largely applicable to electronic media but their

practical application is different.

INETIE, BTy —# LRt ShizT — 21k
MOLEICFEE SN TE 2, < OFRFEIH
ORI, ZORFHADO L ETTEHN ST
WD, DO L EREFEHORIEICH S
JRANE, EAFRRSERICBIZE A LS TTE
DHD0, EBHEMNT 52 LIX@ETIER
[
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Electronic source data can be described in a

number of ways. It is important to consider who is
providing and controlling the electronic tool being
used. Broadly, there are two important groups who

may provide these, in the context of clinical trials:

BFRT =X, WANWARGE
ZAYAN

EOLEFTNRH

(BT —2 %] MMt L, £ 2

THHIN TWDAEY— L EHENEEL T

WOHIPHEETH D,
o)

BRRICBWTIX, KF
ICE-> T, BYLE>RDIL, RO 2OD

BHERIN—TThH D,

Investigators and their institutions, including
their laboratories and other technical
departments or clinics, generate the data,
construct the record and may use their own
software and hardware (purchased, part of
national or institutional health information

systems, or locally developed).

TRBREATEEAT & O AR (R s
L OBAFR LRI & B de) 1%

B ERAER L, EREIERT D, £, H
Sl Ho (A LT/ E TR ORERE
HEM AT LO—HTHD,/MAHTL
7)) V7R T =Ko =T ZFH
T 5,

—

Sponsors, supplying, and / or, managing and
operating electronic recording systems
(including software and instruments) and the
records generated by them. The sponsors may
do this directly, or via Contract Research
Organisations (CROs), such as service
providers, ePRO, eCRF, or IVRS specialists, or
3rd party data vendors that collect and store
data on behalf of sponsors or other service

providers.

'ﬂf’

TRBR A 1. R AT A (VT
MU =T ROBERR B Te) MOVER ST
ToRigk A fRgt L, EH - EHT D, TRER
EHEIZNZEZITOHEbH5 L,
P—E R 7 mSA Z ePRO/eCRF,/
IVRS DAY ¥ U A R LIRS IKHE S
%@ Contract Research Organisations (CRO)
Y=t R T A FZRo>TT—#
I AT DY — R =T 1 DT —
IR BZBBLTITO MG LH D,

At each stage of the electronic data capture and
handling in the clinical trial database, the

responsibilities of the investigator and the sponsor

T2 OfEEMEE AT 5720
ZINE R OVRIRT — & = AT

Wz, BT —
BT DB D

FEPE T, RBRE A & BRI 1T GCP

results in new issues as well as a need to reiterate

established principles in this context.

as defined in GCP should be applied, in order to TERINTWLIERMLEZRT Z ENHIFS
ensure the reliability of the data. N5,
The use of electronic records for clinical data RBRT —#(C LR N5 Z LT &

N %ﬁ?‘:iﬁﬁ%ﬁﬁ?ﬁiﬂjf B L. HESLHEH DR
Al FLIE LSBT D,
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The GCP Inspectors Working Group has noted the
CDISC (Clinical Data Interchange Standards
Consortium) e-SDI Group publication “CDISC
Standards and electronic Source Data Within
Clinical Trials 20 November 2006” [3]. In
particular the CDISC publication includes a set of
12 user requirements for source data, irrespective
of the media or technology used to hold the data.
These requirements describe a group of high-level
principles, which, when they are adhered to,
provide a good basis for the acceptability of source
data. These principles should be internationally
applicable — an important consideration given the
global nature of clinical trials. They provide a
good reference for sponsors or investigators
establishing such systems, and for monitors and
auditors or regulatory inspectors reviewing them.
The group has, therefore, chosen to centre this
reflection paper on these 12 user requirements,
knowing also that they have been prepared on the

basis of the ICH GCP [1] and other requirements.

GCP Inspectors Working Group (£, CDISC ® e-
SDI 7 /b— 73347 L 72“CDISC Standards and
electronic Source Data Within Clinical Trials 20
November 2006” [3|IZIEH L TW5H, ZD
CDISC DHIRMICIZ, T — 2 2Kt 572
DEARRLBATALAT L2, [T — 2%
5 1202 —FERFHEHPZENTND, T
5 DESRFIHIPE L~V OJF A2 7R O
THY, INHRETFEINIT, BT —% %
ZTAND TR E 725, 1RO 71—
PSVIMEE A B RIS E, BERZLTH
D, ZThbDFANTERREH TR TH 5
NETHD, INLOFANL, Y AT LxH
AN/ BAFET D IRBRIKIEA IR AR =, €
Naelbta—T5F=F0mAEAN IR
BREVZRT LI ENTEDL, 2T, 4
TN—T1E, T O 12 OFERFIEN ICH
GCP [11 &V DL D ZRFIAIZIESN TN D
ZEBWIHL, b EaARFOPLICIEZ D
NP O

In this context the reflection paper has categorised
these 12 requirements into five topics and
discusses issues relating to each. This does not
imply endorsement of other concepts or details in
the CDISC publication [3], which contains an
extensive discussion of the issues involved,

although they could also apply.

ZOXEIRERICESE, KETIE, 120
RFEEE S OO My 7 IZHHL, ThEh
BT A EIC O W TER A ED D, 72
B, 20 [12 0EERFEHOFE)NT-] CDISC
R I3 B3 2 RIRE O IR & 72 sgim 23 & &
NTEY, AFEL-HTLHbHLINE L
ALRNDY, E TR S LTV D oS
A R T D B D TRV,
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The requirements of Directive 95/46/EEC of the
European Parliament, the Council of 24 October
1995[4] on the protection of individuals with
regard to the processing of personal data and on
the free movement of such data and the
considerations set out in this paper should be

followed.

N7 — 2 DR OMENT — 2 O H B 7%
N2 BT 5 B A OLRFEIZ DU T Directive
95/46/EEC of the European Parliament, the
Council of 24 October 1995[4], M OVARFEIZFL#
SNIZBLITEET DN ORISR
FIHZ BT T 5,

Clear requirements for electronic source and
transcribed data need to be stated in a way that the
processes can be used and accepted with
confidence when such requirements are complied
with, and the benefits that these systems offer can

be fully realised.

BTRT — 5 RO SN T — F /T 5
FORFHT, +o IR T 5 MR H
Do ZOXDBRERFHIZHEE L TWIIEA
Febo TR RAEMH ZRTE, Th
2R RT LT DR E I EZ
TEX5THAY, EWVHEXFHITTD,

This paper outlines the current expectations of
GCP inspectors. Any departure from this paper
would need to be justified. The GCP Inspectors
Working Group considers that a reflection paper

on the issues is appropriate at this stage.

ARFEIL, GCP ELE OBUEDO IR A L <
W5, AE [ORLEAE] DR WERI
IEY 72 A MNEITH S, GCP Inspectors
Working Group [%, Z OFEIZ-DOWTO
reflection paper LR CTlX, WU TH D &
ZEZTWD,

4.

Scope & FH#&LFH

The scope of this reflection paper is electronic
systems, (including instruments, software and

services) used in clinical trials in the

creation/capture of electronic clinical data, such as:

AREOEMFEMIT, BRICEH S, B
BRT — 2 DIEK BUGEAT O BF VAT 4

HEE, Y7 o227, KO —E 2525

) THY, PIZITUTOLIRbDTH

2

e Electronic Case Report Forms (e-CRFs) e.g.
laptop/desktop, mobile device based programs
or web based tools, which may contain source
data directly entered, transcribed data by

rekeying from other sources, or both.

e Electronic Case Report Forms (e-CRFs)
Bl: 9T b7/ TARI by EAN
ANTRAZALEOT 7T AT =T
EDY—NTHoT, HEEANSNTR
T=H MDY —=ZIPBFATNTE ST
WL SN T — %, XIXZ DM G %5
i,
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e Electronic patient data capture devices used to
collect Patient Reported Outcome (PRO) data—
e.g. mobile devices supplied to patients to
record observations, rating scales, IMP use.
This can be primary efficacy or supportive

data.

e Patient Reported Outcome (PRO) 7 — % %
WHETDT-DIEHSNLIETERET —
ZUVAELEE, Bl A0, iR, SRR,
TRBRIER FH & FLEk T 2 T2 DI BB I 3hA
ENBENAL TN A, L, FE
RAIWET — 2 SUFEMS T T =2 & 720
5%,

o Instruments supplied to investigators for
recording clinical data either by data entry or
by automated capture of events such as
biometric measures (e.g. blood pressure,

respiratory measures, ECG monitoring etc).

o THAANITFELRDOHBNEIZLY
NAFANY 7 ZWE (BRI, JﬁlF
FERRIE, ECG E=# U v 7%) D XD
IREEIRT — # % gk T D720, TRBRE
TR S 75 2E0HE,

e Instrumentation or electronic systems to
capture, generate, manipulate or store data in
an environment where analysis, tests, scans,
imaging, evaluations, etc. are performed in

support of clinical trials.

o RBRASHET D7D/, Midk, A%
Yo A A=V T FHERMTORD
BREE T, 7 — 2 2GR HAE R
73 H38E BTV AT b,

e Electronic Health Records.

. WIHNLT

5. Legal Basis {ERJRHL

This document is a Reflection paper (reference to
Guideline on Guidelines) of the GCP Inspectors
Working Group. The paper is intended to cover the
creation/capture of electronic clinical data in all
clinical trials in the EU/EEA or in third countries
in case the clinical trial reports are submitted as
part of Marketing Authorisation Applications to
EU/EEA regulatory authorities. The requirements
have their basis in Directive 2001/20/EC5 and
Directive 2005/28/EC6, and in the Note for
Guidance on Good Clinical Practice

(CPMP/ICH/135/95)[1].

AFEIX., GCP Inspectors Working Group (Z & %
Reflection paper (Guideline on Guidelines Z* )
THDH, AFEL, IRBEEE2 EU/EEA Bl
% J&j~ Marketing Authorisation Applications
DL LTHREENDHABIC, EU/EEA X
(355 = E CTEf S 5T~ TORBROE TR
RT =2 DR BUGEZ R ETH L a2 B
LTW5%,
D OERFEIHIZ, F745 2001/20 / EC5 KT
545 2005/28 / EC6, K U* Note for Guidance on
Good Clinical Practice (CPMP /ICH / 135/95)
[(1NZRHLE L TND,
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6. Principles JRHI

6.1. General Principles — xR A

The elaboration of general principles to be adhered
to is of importance since it allows the preparation
of guidance that can then be adapted to the specific
situation of a particular electronic data capture
instrument or to the context in which it is used. The
basic concept of source data is that it permits not
only reporting and analysis but also verification at
various steps in the process for the purposes of
confirmation, quality control, audit or inspection. A
number of attributes are considered of universal
importance to source data and the records that hold
those data. These include that the data and

records are:

- Accurate

- Legible

- Contemporaneous

- Original

- Attributable

- Complete

- Consistent

- Enduring

- Available when needed

BT _RE —FRIEZFE LB TR L
ITEETHD, LWVWHIDIL, FThEedb o
A B A& L, EDC #EELZ N2 F M
LHEICHEMTE D, AT — 2 OFEARR o
L. ENPRESLHIITHIHTE 5720 T
<. MR, WEER, BE, IEg0k
WIZ, 7o ADOSEFSEREBTT —ZD
BEECRIHCED LV H 2 TH D, T —
HLRT — 2 B E T ARk E 5T, £<
DJFMER, TEAICEECTHD, b EME
W2, 7 LR

o EfETH 5

HFTE D

o AR H 5

e U TFNTHD

o SR D B

e EETHD

o —EMNH D

o KEITH 5

o LRI AFETE D
ThbHZENEEND,
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Section 5.5 of the Note for Guidance on Good
Clinical Practice (CPMP/ICH/GCP/135/95)[1]
describes standards for the use of electronic trial
data handling and/or remote electronic data
systems. GCP requires that sponsors operating
such systems validate the system, maintain SOPs
for the use of the system, maintain an audit trail of
data changes ensuring that there is no deletion of
entered data, maintain a security system to protect
against unauthorized access, maintain a list of the
individuals authorized to make data changes,
maintain adequate backup of the data, safeguard
the blinding of the study and archiving of any
source data (i.e. hard copy and electronic). If data
are transformed during processing, it should always
be possible to compare the original data and
observations with the processed data. The sponsor
should use an unambiguous subject identification
code that allows identification of all the data
reported for each subject. Sponsors are responsible
for ensuring compliance with the requirements
outlined above when tasks are subcontracted. There
should be no loss of quality when an electronic

system is used in place of a paper system.

Note for Guidance on Good Clinical Practice
(CPMP /ICH/ GCP / 135/95) [1] ® 5.5 F&|Z

X, BRBRT — X WEL AT N mEE T

T VAT LOFPIEER T I T

%o GCPIX, TDOX IRV AT L @EMT

DIRBRIEHE IZx L CUL R &21T 9 2 & &K

TW5,

e VAT AENYF— L4 5B

o VAT LEMHT 572D SOP A HEFFE
B2 )

e AT —ZNHIRESN TN & & ff
FIZT D700, T — X E T OEAETEH
wMERFE S D

A ENRNWT 7B ANDARET L0
DEXF2 VT 4L AT LEMEEEIRT S
o T— X EFHER A FFOMAD Y A k%A
FFERS 2

WU T — XNy I Ty TR MR E B
L. BB LkiET 5

e W RDFET—2 (Kb, EFH) b7
— DA TEITD

PR T — 23 ERIZ) BfEhi8

B BICAY DFILOTFT—FOFR L B

BOT—H L EITE R E R B0,

IR 1L, BBRE IC VTl ST

TRTOT—Z @Bl T&E 551z, B

PeERE T = — FE T 5, IRBRIRE

. FEBEINBEFE LT LT, LTk

NRIZEDRFIAZ fEFIEST T 25N & D,

AT LDORDVICEF AT L EHHL

oL LThE LVUVEHER L7 < TR B

72U,
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Reflection paper on expectations for electronic source data and data transcribed to electronic

data collection tools in clinical trials

No. BZ-Lib-101

6.2. Specific Requirements

BARR 10 BREFIH

The 12 requirements stated in the CDISC standard
are categorised into five topics and related issues
are addressed below. The CDISC requirements

specifically relate to source data, however, the

interpretation is also applicable to transcribed data.

CDISC FEHEICFEH STV D 12 D ZEREIH
S5O0 My 7L, ERENICEE
THMEAE RS,  CDISC O ERFIH T
F—HIZERT AL DO TH LN, ZOMRIE
Ll SN DT —ZIC b SN 5,

Topic 1: Creation and modification of systems

VAT ADBEROEE

e An instrument used to capture source data
should ensure that the data are captured as
specified within the protocol. (Requirement 1,

ICH GCP 2.6 and 6.4.9)

o T —XERGTHIOIHEHINDEE
BT, IRBREmEEE CHREINZ®Y
T — 2 PREG SIS 2 L 2ERICT
%, (FERZFIHE1, ICHGCP2.6 LT
6.4.9)

An instrument used to generate, capture, transfer,
manipulate or store data (e.g. Case Report Form
(CRF), patient diary, site-designed worksheet)
should be an accurate representation of the
protocol ensuring that the data as specified within
the protocol can be captured correctly and that the
investigator or subject response is not biased by
default values present within the instrument.
Where applicable, the availability of an optional
free text field for investigators to record additional

information is encouraged.

T —4% (f : CRF, F HEE, V1 b Ciks
SNTU—7 — 1) DA, IUE, 5k,
BB, BN S 3EE IXLL T 2 i3I
ERAN

o BRI B2 T R S
o BB CIRE ST T — 4 2 T
L < IsEd %

 AEEIIERIE SN T 7 4V MEDIEERE
{REERR IR S D NN B % 5 % T
WXzt 5

FZUT L5 MREEEMENE®RZ R

FTEDLLOIC, AEEDOHHBT XA MASIT

4=V RERITDH I EDRHERIND,
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No. BZ-Lib-101

The instrument should be created in a controlled
manner to ensure that it conforms to the protocol
and is validated. In addition, appropriate change
control as part of ongoing validation is needed, in
cases where protocol amendments require changes
to the instrument. Records of system validation
including requirements, design, installation, access
and security, testing (e.g. user acceptance testing,
installation, operational and performance testing),
training and controlled release for use should be

maintained.

REEIL, MEFITTRR IS EECEV, DD

NYF—hand Loz, BEINHET

WEETOVERD D, S HIT, IRRFEMGT

HOUGTIC KV IEEEZEET T 556, kn

NYF—=varO—iE LT R HER

HATIOMETH D, UTaEiey AT LY

T a VO EHERTT DR D D,

o ZIR

o X7

o A —/)L

T/ ERLEX2 VT 4

o T AL (Bl 2—YPZAT AR, AR
h—sv, EHKOVERET X 1)

e hL—= 7KW

o I X NIFIHEFE~DY U —2R

Topic 2: Creation, modification and transfer of data 5 —# D4R, BF, Exk

Source data should be Accurate, Legible,
Contemporaneous, Original, Attributable,
Complete and Consistent. (Requirement 2, ICH
GCP 1.51,1.52,4.9.1 and 6.4.9)

7 — 5%, BT, HRETE, FRHEDRH
D, AVYTALTHY, JREERHY ., Ea
Thh, —EMRLL~NETHD, (BRE
52, ICH GCP 1.51,1.52,4.9.1 % 1"6.4.9)
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No. BZ-Lib-101

Accurate: The use of such instruments/systems
should ensure that the data are at least as accurate
as those recorded by paper means. The validity of
the data capture process is fundamental to ensuring
that high-quality data are produced as part of a
trial. The process needs to ensure that all data
required are captured and that data are captured in
a consistent manner. The coding process which
consists in matching text or data collected on the
CRF to terms in a standard dictionary, thesaurus or
tables (e.g. units, scales, etc.) should be controlled.
The process of data transfer between systems

should be validated.

ERETHD : 2D L5/ AT Lkl
AT 5803, T—203 07 L LTl s
NI O EFREICIEETH S Z & 2K
T 5, IBROT=ODORMWERT — X & AT
HIeOIZiE, T—ZINET v A0 L
WRT DI ENARAIRTHD, ZOT —HI
LR ERIBNT, BRINDHTARTOT
— &R, —BLIHFETNEISND 2, 2
—F 47 7uaktA (CRFIZEDLNTZTF
A2 M RIET —F iR E . Y — T AT
x (B BAL, RES) OMFELRET ST
ntR) ZEHTICE, YATAMOT —
ARk 7w AFI N T — b5,

Legible: Readable at the input and output stage in
a form meaningful to an independent reviewer i.e.
a human being should be able to read it, not

encrypted, coded or in programmed language.

HFTED : AL IEERET, AL L7z
LE2—TRHFETE D, TRbb, AW
el EMTED, BafbESn TN, a—
MM T, e 77 AFEETIER
Y,

Contemporaneous: The recording of a clinical
observation is made at the same time as when the
observation occurred. If this is not possible the
chronology of events should be recorded. An
acceptable amount of delay should be defined and

justified prior to trial recruitment.

FRHEDR B B KRB OFERIT, BIEENT
PO LFRHZATOILD, TR ATEEZR
LA, BE L FSoORBNER % fifkd
%o IBBRBHERNIC, FOREDOEETHIE
AR DN EER L, ZNNEEITH D
&MY %,

Original: This must be the first record made by the
appropriate person e.g. ePRO record produced by
the subject and not the investigator or the first
acceptable result generated in an environment
where analysis, tests, scans, imaging, evaluations,

etc. are performed in support of clinical trials.

FYVPFNTHD  HUREICLVIER S
eI DR TH D, Bl (EBREMEE
FiC72<) WiBREIC L - TIERK & 7= ePRO
LBk, XUTIBROGHT, T A M AF v
A A=V FHIERTOI D BREE CTARKR
ST, BANCZAAREE Ip o To bR, & T
BH5,
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No. BZ-Lib-101

Attributable: The person undertaking the action
should be recorded by the system. Unique user
identification is necessary (login, username,
password, PIN etc.), and this needs to account for
the fact that many trials are conducted at multiple
locations, and permit entries to be consolidated
into a central database. As with hard copy paper
data, it is important that electronic data are
time/date stamped when the data are
created/generated. Reasonable controls should be
established to help assure that user identification
truly represents that individual (i.e. there is no

identity theft).

IRBMENDD T a BT EN YA
TAZ Lo TRk SN D, 2 =— g —H
W (v A v a—P4 RAT— R,
PIN %) BMETH D, ZiUL, HEHOIEER
DB O CEMm I, = b AR
— A R=RIHESINDZEHEETDH,
— Rab—ofoT—% LFEEKIC, BT —
ZAERL FERCREIC AR S fig S 2 &
MWEETH D, 2—Fii B3R L12EOfH
ANERDOLTWD (Thbb, RDFELMR
RN) T EERGET D L O GBI B A
LT RETH D,

Completeness and consistency: can be assisted by
the use of features such as drop-down lists, online
edits, check boxes and branching of questions or
data entry fields based on entries. The individual
(investigator site staff, study subjects, caregivers or
others) capturing the data need to have
documented training in the correct use of the
instrument and the electronic data capture
document. In addition, when considering data from
an environment where analysis, tests, scans,
imaging evaluations, etc. are performed in support
of clinical trials, it should be possible to fully

reconstruct the activities performed.

FETHY, —BERDD : Fuy 7 ¥ v
UAN Fr A4V, Ty IRy
A, BMOo, ATNZESLST—2 AN~
A=V REOHREFEHTLZ LT, ZOR
PEOEREIIETHENTED, T—H4 %
IET AN (GRBRY A RORKE, BB,
R ITx LTI, 2@ K OVEDC SCED
ELVERIEICET S, ScE ks hLr—
=V RRETH D, EHIT, BBROIT,
T AR, AF¥y . BEEHEES TN DB
ENOIET 27— 2 1%, FElitSnizikdhz
ERICHBETEX LI RbD LT 5,

Electronic checks do not automatically remove the
need for review of data by the investigator or other
experts, or by the monitor / data manager
depending on the nature, purpose and importance
of the items involved. Data should be traceable and
an unambiguous subject identification code should
be used to allow identification of all data reported

for each subject.

T—XHEOME, B, EEEICL-T

X, BT T = v IHEERH D NH E VST
IERFEEMCMOHME, TE=4 7
— ARV —ILDAT—H DL Ea—D
MEMER T2 2 DD Tlidewn, T —X138
BRrfRE & L, BB BB 5] = — R &4
LT, FHEHREIZOVWTHE S NIZTRTO
TR EHRNTEDL LT D,
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data collection tools in clinical trials No. BZ-Lib-101

A procedure should be in place to address the
situation when a study subject or other operator
capturing data, realises that he/she has made a
mistake and wants to correct the recorded data. It
is important that original electronic entries are
visible or accessible (e.g. in the audit trail) to

ensure the changes are traceable.

Bl I D T — & 2 WS D EAEE 3
HODHIEWNCRSE, fdkashicr —4 %
EIE L7 & W S RBUTKHIRN T D T2 O DFIE
ERTDH, ERzBHTEL L9112, (A
AEBFETC) EAFHICAN SN2 DT — 4 %
R, T 7 8ATEL L2452 LNn
HETH D,

Any transfer from paper to electronic CRF should
be subject to quality control and the level of

control should be justified.

=

#LD CRF ZEF CRF IZB TSI, w8
HoOXHREL, TOEHEL-VLNEYTH D
ZLEEBBHTED L HIZT D,

ut

e An audit trail should be maintained as part of
the source documents for the original creation
and subsequent modification of all source data.

(Requirement 3, ICH GCP 4.9.3 and 5.5.4)

o TRTDFET—ZIZHONT, AV T
DRI O D% DZE DA & |
JRERO—H & L THERFE L 5, (BR
HIH 3, ICH GCP4.9.3 K 115.5.4)

The maintenance of an audit trail is essential to
ensure that changes to the data are traceable.
Secure, computer-generated, time-stamped audit
trails (or alternative methods that fulfil the audit
trail requirements) should be used to independently
record the date and time of operator entries and
actions that create, modify, or delete electronic
records. Such audit trail documentation should be
retained as long as the subject electronic records.
Audit trails need to be readable and changes to
audit trail data should be prevented by the system.
The responsible investigators, sponsors and
inspectors should be able to review the audit trail.
The audit trail will record changes made as a result
of data queries or a clarification process. The
clarification process for data entered by trial
subjects should be documented and it should be
clearly stated where changes to data entered by

subjects will not be made.

BEERE A MR E T 2 2 L, T DL
HAIBHT 572012, AR THD, EFL
G FR, ZE, HIBRT 28EE DO AT DY
BEO HEEZ, ST L CRigkd 2 720lc, &
BRAVE 2 —EDERTDEA LAZ T
fif & BRI (TR ARE O ZkFH %
e 2REHE) 28+ 2, 20Xk
SRR ST, "R E R OEFREREFL
HIERFRFT 2, BRI AFitEE b,
IOERFEHT — % ~OEFEMTh /&
IVAT ALV IR#ET D, BIEEA D IERR
BLER, RBRKEE . E8EICHL T, &
BIEf 2 L E2—T& 5891075, BEhR
i, 77— 272V 7 40—
YOT B AORRTITON AT 2 iekd
%o BERFICL o CANESNIZT — XX
50507 44— aryrat AL 0ER

L., #BRENAT LT —Z ~OEFII T
R WE ZWRRICR N5,
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e The location of source documents and the
associated source data should be clearly
identified at all points within the capture
process. (Requirement 11, ICH GCP 6.4.9)

o WET R ANDLEDRHTY, AL
LB B T — 2 O & BT
%, (BREIA 11, ICH GCP 6.4.9)

The protocol should identify any data to be
recorded directly into the CRFs that is considered
to be source data. A detailed diagram and
description of the transmission of electronic data
should be provided in the protocol. The source data
and their respective capture methods should be
clearly defined prior to trial recruitment (i.e. in the
protocol or study specific source data agreement).
The sponsor should describe which data will be
transferred, the origin and destination of the data,
the parties with access to the transferred data, the
timing of the transfer and any actions that may be

triggered by real-time review of those data.

TRBRSEREFT I E ClX, CRF ICEBELSHIND

T=H2DIBRT —H ERIRINbDETR

TRIET D, 1RBRFERFIEEFIC, BT —4

DIREDFEMZe X L A ETRE T D, KT —

2 & X OWET T, #REFERNC, (8

SR SERE T IR O L R T — 212

LHEBEET) FEICERT 5, IBBRIKIEE X

PLF &Gk 3%,

cHREINDT —H

o T — X DIET LT

MRS NIZT —HITK LT 7 & A%
FFoXY g3y

eliikINDHHXA I

T —HEYTNEALLE2—F 5L
THEEZSNDHEEOH LT 7 v a
v

There should only be one source defined at any

time for any data element.

W BT — XA BEEL, FIZY—A X1 oK
FTH D,

Considering the electronic source data
environment it is accepted that the earliest
practically retainable record should be considered
as the location of the source data and therefore the
source document. In this case the process should
be clearly documented and the protocol should
state which data recorded on the instrument will be

used as the official source data.

BIIRT — X OREZE 25 L. FEOITHR
FralRe e e pl ofiek % . T —# | o TR
EERIOBATE R L TENTHA S, ZDH
A Tt R EPRICSCE M L, 1R
WECE, EEICSRINDGT X DI B E
NEEXRZRFT—2 L LTHERT 200 %5

I D,
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There is a need to capture the logical location (e.g.
a folder) of the source data. When data are created,
copied or transferred the final location and
identification (source, copy or back-up) should be

documented.

JRT — % OB e (BIZIX, 7L
) mitik T o MEN DD, T — X aERk.
BE, AT OERIE, RIEE7ZRAT I L]
fim (V=2 BE, Ny r T v7) 2E
4%,

Topic 3: Control = ha—/L

o The investigator should maintain the original
source document or a certified copy.

(Requirement 5, ICH GCP 2.11, 5.15.1)

o IEBREATIEEANT., JCOFE R IIRFEST
SHEAHEFFEHET 5, (FEREFIE S,
ICH GCP 2.11,5.15.1)

e Source data should only be modified with the
knowledge or approval of the investigator.
(Requirement 6, ICH GCP 4.9.3, 4.9.4 and
chapter 8)

o T —2I%, IBREEEMOM SRV E
ZAT, XITARBZETICERL TR
H7avy, (ELREIH 6, ICH GCP 4.9.3,4.9.4
J OV 8 F)

o The sponsor should not have exclusive control
of a source document. (Requirement 10, ICH

GCP 8.3.13)

o IEBRIKHEE X, FERHE BEAICEE L
TIE 6720, (EREIE 10, ICH GCP
8.3.13)

The fundamentals of clinical research include that
patient rights, safety and well-being are the most
important considerations and the integrity of the
reported data must be confirmable. To this end all
data generated in a clinical trial relevant to patient
care must be made available to the investigator at
all times during and after the trial and all data held
by the sponsor that has been generated in a clinical
trial should be verifiable to a copy not held (or that
has been held) by the sponsor.

IBBROEEAR L LT, BEOHR, 24, fh
DR HEBREBEFHTHY, fENDT
— B2 DA T 7 VT 4 DHERATRE T X
B, ZOHMOTZDIZ, TEBRCTAR S
o, BEEBRICHET ST XTOT—4

X, IR RO T ROV HRET

b, BREEEMNT 7 8 A TERTIE
53, TRBRIC L VS SN IRBRIKIEE MR EF
TLTXTOTFT—Z L, TRRIEEHE ORFF L
TR (T, O TRELTW:) #E5
ERETED Lt ian,
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The requirements above are not met if data are
captured in an electronic system and the data are
stored on a central server under the sole control of
the sponsor. This is because the investigator does
not hold an independent copy of the data and
therefore the sponsor has exclusive control of the
data. In order to meet the requirements a
contemporaneous certified copy of the data should

be retained at the investigator site in addition to the

record maintained on a central server.

H LT NEF AT LATRESN, 155
{RFEE OB E PR 5 et — TR S 4L
TWDR B, ZOFRFEHIL, WS T
WD LW, e s TREBRETERM
WT — B DG ZIRBRIKIEE & TSI REr
LTEHT., 77— BIERIKIEE Ot
a2y b= L TN THDH, ZOEXK
FIHA 729 7202, Pt — N ECER
STV DREERTZ T T <, [RIRERR S 7=
PRAEST S EE A TBRT A P CREFT 2 & &
VY,

The requirement 10 above is not met if data are
captured in an electronic system and the data are
stored on a central server not under the control of
the sponsor, but eventually are transferred to the
sponsor. This is because the sponsor has exclusive
control of the data. In order to meet the
requirements a certified copy of the data should be
created before the transfer to the sponsor and
retained at the investigator site. The method of

transfer should be validated

RIZT —F NEF AT LA TES L, 155
(RIEH DNVEE L Qe WD — SR &
A, AR ICiBE S hiz e LT
by, ERLOBRFIE 10 13- SN TS i
W, e b IRBRIKEE N T — 4 %
Pz hr— L L CNWA 7 Th 5,

ZOERFHEA -T2, T— X &E
BRKIEE | CHRik 9~ D AN, PRAEAT S5 A E
L., BB A FTREFT 5 L L, i,

HRED FIEFI ANV T — R L TEL,

19

%12

BZLib-101_EMA_RP rl.2.docx



EMA Reflection Paper
Reflection paper on expectations for electronic source data and data transcribed to electronic
data collection tools in clinical trials No. BZ-Lib-101

The sponsor of a study remains ultimately
responsible for the quality of the study data and for
ensuring that procedures, system controls and
contracts/agreements are in place to protect this
quality. The investigator should ensure the
accuracy, completeness, legibility and timeliness
of the data reported to the sponsor in the CRFs and
in all required reports (ICH GCP 4.9.1). Part of the
processes in place to achieve this could be the use
of service providers that furnish the hardware and
may manage the software and data capture receipt
and storage. A service provider collecting or
storing data should be a separate legal entity from
the sponsor and from the investigator. A detailed
contract should be in place defining the duties of
the service provider, enabling the sponsor and/or
investigator to transfer some of their tasks, but to

retain control of their responsibilities.

TBBRIKIES 12, TR T — & O BRI m e
BEAAI LEBHIT, MEEZTLTODOF

g, 27 LB, K/ EEFEHERT D
AR BEZ A O, IRBREEEMILZ, CRF
KO (ICHGCP4.9.1 T) ERShbHT T
WEEICLVRBREKEEICHRET 5T ~To
T— X OIEMENE, sEatE, CHFME, EREE A
MEIZT D, TNEZERTHOD—DD)
FTLLT, —E27a XM XDNN— R =
THEAHALZY, BRIV Y7 =T,

T — 2 OZ8E,/ FMOERE LT D Z
LbEZXOND, T ENE/RFT DY
— B R T SA ZUE RS L ONERR R
{LEERR S VFBIOENE T 5, EBO—HEZ
FELZRDN D b TRBRKIEE CIRBRE MR A S
BEHBEIRL 32 ba— L Z2#RT 570
2. P —ERT m A X OFE &I ER
TOHEINMETH D,

The contracts/agreements with the sponsor and
with the investigator will need to make clear the
role of the service provider and to what extent this
relates to the specific responsibilities of the

investigator and those of the sponsor.

IBBRKIEE L — X T a g X FONEER
BIEER L —E AT 0 (X ORK) /A E
Tk, = AT m A X OEE Z B
L. RBREATER K VRIS T 2o
BRI EORERE T 202 HfEICT 5,

The method by which it is ensured that the
investigator is informed about and/or approves of
modifications to the data should be clearly
established, and this control by the investigator
should be demonstrable. Any changes to the data
should be captured by the audit trail (see
requirement 3). This includes any modifications
arising from data query or clarification processes.
The investigator should have access to review the

data on an ongoing basis.

T —HEFEREC, IRBRETERD @ & 5
J. T A EREAEGRT DR AT D L
EBIT, IRRE(EEMN DL 7ear b e
—NVEROZEE (MR FATELLD
2T %, T AR L, BEAINCRET D
(BRFHEI M) , Zhiaix, 7—47 =
V77V T4 h—var7uk A LA
BHEEND, MBREEEMZ, T—2%
ML Ea—T& L9 RT 7/ AL
Fi-¥ 5,
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e Source documents should be protected against
unauthorized access. (Requirement 9, ICH

GCP 2.11, 5.15.1)

o JFEEHI., B SNRNWT 7B AN
EINDHREThHD, (ERFEHE9, ICH
GCP 2.11,5.15.1)

Source documents need to be protected in order to
maintain subject confidentiality. Changes or
deletion by unauthorised individuals, either
accidental or deliberate, should be prevented.
Authority checks should be used, as these could
ensure that only authorised individuals have access
to the system, or the ability to enter or make

changes to data.

PR DREE MR T D720, JRE R %
R T OMENDH D, FHTHNL, HMETH
AUy AT S AL TV R UME AL K2 25 X TH]
BRAMTONZRNE DT D, Al S/ E@A
PNV AT AT 7 BATE, T—4DA
NRERTE L LAMEITT D20, HER
Fxzv I EHND,

Records of authorisation of access to the systems,
with the respective levels of access clearly
documented (e.g. individual user accounts) should
be maintained. Audit trails should record changes
to user access rights. There should be documented
training on the importance of security including
the need to protect and not share passwords as well
as enforcement of security systems and processes.
The system users should confirm that he/she
accepts responsibility for data entered using their
password. Security systems should prevent
unauthorised access to the computer system and to
the data in the electronic record. Procedures should
be in place to avoid/prevent unauthorised access
when a workstation is vacated. There should be
timely removal of access no longer required, or no

longer permitted.

VAT LT 7B ADOBAIOREE, T
DT I7EALL (B ]2 D2—HFT 7
YR BT LHIGEE &b ICHERE BT
%, L—WT 7 & AMEDZE TITEAFERNC T
T D,

X VT OEEWICET D, XELEh
Teh—=U 7R FET D, £ IITE, A
U—RzfriE L, A LRWT & OMEM,
LX) 74 AT AET vk RDETF
Eoite L olcT 5,

VAT LAOFHFICIE, BHEDONRAT— %
AL CAT LieT — 2% L CIE B
YL EHMEIED, X2 VT 4 VAT A
IZEV, U= AT = a UnbEERE LT &
T2, arta—Z VAT AR OVEA LD
F—H~ORBEAENIRNT 7 A&
5o RIERT 7 AZRET 5 /15 < FNEE %
F5, REIZR-720, FFrraniliaoic
TR ATEA LVICHIBRT S,
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Topic 4: Copying EEDIER

e The source document should allow for accurate
copies to be made. (Requirement 8, ICH GCP
1.51)

o LGB FHEREEZER TEHZ &,
(Bsk=TH 8, ICH GCP 1.51)

e When source data are copied, the process used
should ensure that the copy is an exact copy
preserving all of the data and metadata of the

original. (Requirement 12)

T — X EEETHEXIEMT Lk
AT, BEIX, AV T DOTRTOT —
B ERABT =2 ERAE LT EMIR B D L 72
LEolcT L, (BEREFEH12)

It is a fundamental requirement that a source
document and data can be copied and that there is
a practical method of copying that is complete and
accurate, including relevant metadata. When
required, it should be possible to print the source
document/data for review, audit or inspection

purposes.

JRER L RT — 2 25T 5 LnTE, B
WD RA ST = Gt B TR E S &
1T O BLERRITENRIT 5 2 L AR R B
KFEHTHD, BLEIISLT, LEa— B
, BREOOIS, JFEE BT — 2 ZHIR
TELL212F %,

Accurate and complete copies for certification
should include the meaning of the data (e.g. date
formats, context, layout, electronic signature and
authorisations), as well as the full audit trail. The
investigator site should have the ability of
reviewing the data and generate copies. Where
certified copies are made the process for
certification should be described, including the
process for ensuring that the copy is complete and
accurate and for identifying the certifying party
and their authority for making that copy. The
process of making a “certified copy” needs to be

validated.

A EEEOXI G L 70D, M TR
B, 72 0EW® (A7 +—~ > b,
ATHRAN VAT U RN BEFEAL, BT
%) LREAREATA GO 5, BT A L
X, T—HELba—L, BEEEKRT HHE
NuEFFOMERD D, R EEE 21T 5%
HlX. UTE2EDRIET R R E2H T D,
o FENFEENOIEMETH D Z & ZiEEIC
57k A
o (RAET D HE & F DOIRFEAT E E T AR
T OBROMERGHZ R ET 57 A
MRGEAT EHEE ) ZET 5 7 m ke 23R
TN TOMNERD D,

Topic 5: Storage  #&:A

o The storage of source documents should provide
for their ready retrieval. (Requirement 4, ICH
GCP2.11, 5.15.1)

o JUZEEIDOKANIL, T IZHY D L H iz
52 &, (BERFEIH4, ICH GCP
2.11,5.15.1)
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Source documents and data should always be
available when needed to authorised individuals to
meet their regulatory obligations. Whilst a trial is
active and after its conclusion, existing source data
should be readily available to the investigator and
others such as monitors, auditors and inspectors.
Direct access to the system should be provided by
the sponsor and/or investigator to monitors,

auditors and inspectors.

HENEAT 572012, B SHIE A,
VERRHTI WO TH B R L 1T — & 2 FH
TE2 X2, RBRFEm & OREERDS H
Tttt IBBRELEMOM, T=4, &
F. BEEEN, LERIFICTIRT — 4 %
FIATED LT %, 1BBKIEE TRBGE
REMILZ, =%, BEEH, ARERVAT
DCHEBET 72 ATEDL L )T 5,

e Source documents and data should be protected
from destruction. (Requirement 7, ICH GCP
4.9.3, 4.9.4 and chapter 8)

o LR L JHT — X TEE HIR#E T D, (HE
SREIH 7, ICHGCP4.9.3,4.9.4 KOV 8 &)

Source data should be protected from destruction,
either accidental or deliberate. Regular backups
should be made. Suitable archiving systems should
be in place to safeguard the data integrity for the
periods established by the regulatory requirements
including those in any of the regions where the
data may be used for regulatory submissions, and
not just those of the country where the data are

generated. Checks of accessibility to archived data,

JRT — 21X, FHOUIMET X DR S 4%
T D, EMINIRNY T T EITY, T—
ZBEREINEEZE T TR, T—FEHN
THIFEZAT o ik o #ii % CER S 5 #ifH
EBUCT—HA LTI VT 4 2T 57
DOIZ, WERT — AT AT K& T 5,
T A=<y MZhhrb b, (T A4
TR EEte) T—HWATT—2DT A
F v I BITHOTET, T—HBKBHT,

BZLib-101_EMA_RP rl.2.docx

irrespective of format, including relevant metadata, | #HFIEET, Fide Z LN TE, ANEFETE

should be undertaken to confirm that the data are 5T L EMERT D,

enduring, continue to be available, readable and

understandable by a human being.
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6.3. Electronic Health Records &+ b /1T

Clinical trials can be conducted at institutions that
use electronic health record systems. In that case
the sponsor must assess the systems in use by
investigators to determine how well they meet the
requirements of GCP including those detailed
above. The assessment should include
consideration of the potential harm to trial subjects
and patient rights and to the data integrity of the
trial. If the systems do not meet the GCP
requirements then mitigating actions should be
taken as necessary prior to trial site initiation.
Examples where the above requirements may not

be met are discussed below:

B ANT AT DB TR A T 5
ZENTED, TORA, IRRIKESIE. 16
BREAEERI A LT D v AT L& T L
T, EftZzE e GCP ERFH A L ORI
T LTV D2l 2, 3T 2 BRI,
BRSO B DHERNZ 6t DIBTER 22 /65 &
WEBROT =X AT T VT 4 5EET D,
AT LD GCP EURFE A 72 LTV
Baix, A b TIRBRBET SR, MEIT
I U TRz LD, ERLOBERFED -
SNRNGE OB Z L FIZHAT %,

o Investigator controls may be absent in systems
where non-trial healthcare professionals at the
investigator site or other location may alter the
health records. In this instance the sponsor
assessment on the impact to the trial should
include whether there is an audit trail of changes
made. If there is an audit trail, then a
chronological assessment of what was known at
the time of a trial decision is possible and
therefore the absence of investigator control may
have little impact. However, if an audit trail is not
available, additional process controls, such as a
signed and dated print outs, will have to be
introduced to maintain the information.

(Requirement 6).

o IBBREAREMIN S AT Ak ary ha—L L
TELT, BT A N UM OSGFT OIRER
Y F LS DO EFEFEE PMEFG T AR
TOAREMNRD D56, ZOFITIE, Bk
IKFEE DS, TR~ DB & I 5 BRI,
RN EAFESNC IR 2 00 & 9 I iR

%, AR bV, R8O BRI E R
(A DI G5 3o TUNTZ D 7> % B R A HIZ ST
T ENTE, o TRREERMIC X
Hay hr—/LORINTIEE A EREE K
E WA H D, 7272 L, BEARERS
DRIACEWGE T, HREHERTT 572
WIZ, TV T Y MBS B ERTRA
T HEOBMN T v AEHEZE AL
FiUT e B2, (BEREFEIH6),
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e The monitor, auditor and inspector should have o E=X EEEFE HEEIZ, HREOET

direct access to trial subjects’ entire electronic ANTBRIZEET 7 EATELXHICT
health records whilst the trial site staff should Do o2 L, IR A MBI, #BRE L
ensure that the medical records of patients who D BE DEIRFLERIZITT 7 B A TE e
are not trial subjects should not be accessible. Eo2T 5, (FERFHEA),

(Requirement 4).

e Whenever copies of electronic health records are | e & /LT DB EE=4 Y 7 /&

provided for the purpose of monitoring/ HLEOHW TR L &, £=4 &k
auditing/inspecting the monitor/auditor/inspector F/OBERIX, TOEENETINVT O5E
should be able to verify that this copy is a ECIEHERET TCHL L ERGETE 5 &
complete and accurate copy of the electronic T D,

health record.

7.

Note for Guidance on Good Clinical Practice (CPMP/ICH/135/95) Volume 3C Efficacy, Rules

CDISC (Clinical Data Interchange Standards Consortium) Clinical Research Glossary Version 8.0,

CDISC e-source standard requirements-CDISC (Clinical Data Interchange Standards Consortium)

Directive 95/46/EC of the European Parliament and of the Council of 24 October 1995 on the

protection of individuals with regard to the processing of personal data and on the free movement of

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the
approximation of the laws, regulations and administrative provisions of the Member States relating

to the implementation of good clinical practice in the conduct of clinical trials on medicinal products

References (scientific and / or legal) BS:EXE (B EH)
1.
Governing Medicinal Products in the European Union.
2.
DECEMBER 2009
http://www.cdisc.org/stuff/contentmgr/files/0/be65081 1 feb46381f0af4 1 cad40ade2e/misc/cdisc 20
09 glossary.pdf.
3.
Version 1.0 20 November 2006.
4.
such data (Official Journal L 281, 23.11.1995, p. 31-50).
5.
for human use (Official Journal L 121, 1/5/2001 p. 34 - 44).
6.

Commission Directive 2005/28/EC of 8 April 2005 laying down principles and detailed guidelines
for good clinical practice as regards investigational medicinal products for human use, as well as the
requirements for authorisation of the manufacturing or importation of such products (Official Journal

L91, 9/4/2005 p. 13 - 19).
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