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PRINCIPLES OF ICH GCP (ICH GCP D JFHI)

Clinical trials are a fundamental part of clinical
research that support the development of new
medicines or uses of existing medicines. Well-
designed and conducted clinical trials help answer
key questions in healthcare and drug development.
Their results are essential for evidence-based
healthcare decisions. Trials with inadequate design
and/or poorly conducted trials may place participant
safety at risk, yield inadequate or unreliable results
and are unethical. They waste resources and the

efforts and time of investigators and participants.

The Principles of GCP are designed to be flexible
and applicable to a broad range of clinical trials.
This guideline, along with ICH E8(R1), encourages
thoughtful consideration and planning to address
specific and potentially unique aspects of an
individual clinical trial. This includes evaluation of
trial characteristics, such as the design elements, the
investigational product being evaluated, the medical
condition being addressed, the characteristics of the
participants, the setting in which the clinical trial is
being conducted, and the type of data being
collected. Careful consideration of factors relevant
to ensuring trial quality is needed for each clinical

trial.

BRARRRERIE, B LW EE S SUIBEFE D ERE M O
Bz 72 MO BAE 2 AT 2 BRIRWFZE DO g &
BHLDOThHDH, WMUNZT A S, g
AT ERARRRER L, ER A O ERELERICBIT S
FEERMOICRT 2% 2 % AT DI,
TNHDORERIZ, TET U RICESSEREOE
BREICAFRTH D, WENCT A ST
WRWERREER O (3UE) 8 I S e
WERARGBR L, MBS IE OZ 25 RIS 6
L. 2O UIMEFTERWERE BT
ST AMREMEN H Y | ZIUIIEMBENTH D, Z
D X5 eERREBRIL, U Y — A R OGRER S 5
E#H L RBRBINE D557 & R 2 BERIZ T 5,

GCP DJFHINE, R H72 B AR SRR ek | 23
?%éio:7#4yém1wé RKITA R
A4 0%, ICHESR1) & & i, FERE Mk

OFFIE U729 2 Tl % OB RBR O R B8 Je O
BAERIC 2 =— 7 2 e 2 2 & 2 HESE
T 5, ZhUTiE, BRRBORE (FFA 0
R, FHEOXIG & 72 HIEEREK, B0 0 B
pkie, REBRSINE DR, BRI =
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GEND, FHHERBRICOWT, BERBROY
ZREFCT D72 DI R B R 2 TR
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The principles are intended to support efficient
approaches to trial design and conduct. For
example, digital health technologies, such as
wearables and sensors, may expand the possible
approaches to trial conduct. Such technologies can
be incorporated into existing healthcare
infrastructures and enable the use of a variety of
relevant data sources in clinical trials. This will aid
in keeping clinical trial conduct in line with
advancing science and technological developments.
The use of technology in the conduct of clinical
trials should be adapted to fit the participant
characteristics and the particular trial design. This
guideline is intended to be media neutral to enable

the use of different technologies.

The design and conduct of the clinical trial may be
supported by obtaining the perspectives of
interested parties, such as patients and their
communities, patient advocacy groups and
healthcare professionals. Their input can help to
reduce unnecessary complexity, improve feasibility
and increase the likelihood of meaningful trial
outcomes. The use of innovative trial designs and
technologies may enable the inclusion of a wider
and more diverse population of participants and

thereby broaden the applicability of trial outcomes.

ZOFANT., FEERBROT VA o e OFEMi %
TOLRENRT T —F BT H I L EHM
LLTWD, BlziX, V=7 7700k 5
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Clinical trials should be designed to protect the
rights, safety and well-being of participants and
assure the reliability of results. Quality by design
should be implemented to identify the factors (i.e.,
data and processes) that are critical to ensuring trial
quality and the risks that threaten the integrity of
those factors and ultimately the reliability of the
trial results. Clinical trial processes and risk
mitigation strategies implemented to support the
conduct of the trial should be proportionate to the
importance of the data being collected and the risks
to trial participant safety and the reliability of trial
results. Trial designs should be operationally

feasible and avoid unnecessary complexity.

The overarching principles provide a flexible
framework for clinical trial conduct. They are
structured to provide guidance throughout the life
cycle of the clinical trial. These principles are
applicable to trials involving human participants.
The principles are interdependent and should be
considered in their totality to assure ethical trial

conduct and reliable results.

ERREBRIL, RBRSINE OMER], 28 K U@L
AR L. REROEEMLHERT D X0 ICT
AT HMECTH %, Quality by design & A
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III. ANNEX 1

2. INVESTIGATOR (RBREMELE)

2.12. Records (FC&%)

2.12.1  In generating, recording and reporting
trial data, the investigator should ensure the
integrity of data under their responsibility,

irrespective of the media used.

2.12.2  The investigator/institution should
maintain adequate source records that include
pertinent observations on each of the trial
participants under their responsibility. Source
records should be attributable, legible,
contemporaneous, original, accurate and complete.
Changes to source records should be traceable,
should not obscure the original entry and should be
explained if necessary (via an audit trail). The
investigator should define what is considered to be a
source record(s), the methods of data capture and
their location prior to starting the trial and should
update this definition when needed. Unnecessary
transcription steps between the source record and

the data acquisition tool should be avoided.

2021 RRBRERGHEA L, BRART -5 %
TR, LB R O 212H 720 | A L7

KIZhob b3, REBREHEELHE OFELO T T
T—=EDA LT T VT 4 BMFEIZT DLEND
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(accurate) M UONFE4ME (complete) % i 729 2

Lo HRLEROEH L, BEFAEE (traceable) &
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AR I AR I, B OREAR 2 B AG 3 2 AN,
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2.12.3  The investigator should be provided with
timely access to data by the sponsor (see section
3.16.1(k)) and be responsible for the timely review
of data, including relevant data from external
sources that can have an impact on, for example,
participant eligibility, treatment or safety (e.g.,
central laboratory data, centrally read imaging data,
other institution’s records and, if appropriate,
electronic patient-reported outcome (¢PRO) data).

The protocol may provide exceptions for access, for

instance, to protect blinding.

2.12.4  The investigator should ensure that data
acquisition tools and other systems deployed by the
sponsor are used as specified in the protocol or trial-

related instructions.

2.12.3
—H~DHAALVIRT I A5 &
ThH B161KESH) | T—XEHX ALY
van—féé&%ﬁﬁo%@;5&?~&

2k, BIIEEL RO X 5 7 SERSINE Ok
@\ﬁﬁﬂm BE B Y RIETATREME O H
HHONREEND,
S — A B OBET — & (fF]
RRAERT — X
G I E T — & | o EFREER O
gk, KO
WO X EFREWE T U MU A

(ePRO) 7T —%)
Bl X EREEHRFT A EMT, 71 han
W2, T BRACHET AN ERT L LD
Do
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2.12.5  The investigator should ensure the
accuracy, completeness, legibility and timeliness of
the data reported to the sponsor in the data
acquisition tools completed by the investigator site
(e.g., case report form (CRF)) and in any other
required reports (e.g., SAE reports). The
investigator should review and endorse the reported
data at important milestones agreed upon with the

sponsor (e.g., interim analysis) (see section

3.16.1(0)).

2.12.6  Data reported to the sponsor should be
consistent with the source records or the
discrepancies explained. Changes or corrections in
the reported data should be traceable, should be
explained (if necessary) and should not obscure the

original entry.

2.12.7  The investigator/institution should
implement appropriate measures to protect the
privacy and confidentiality of personal information

of trial participants in accordance with applicable

2.12.8  Data reported to the sponsor should be
identified by an unambiguous participant code that
can be traced back to the identity of the participant

by the investigator/institution.

regulatory requirements on personal data protection.

2125  REBREMEEE IS, T2 IEY —v
(2 F U TR PR AR FE M i 5% 23 TE Rk S A AR
—lCWET LT —F B SEGIHREE

(CRF) ) R0 DOMONE L S HHEE
(5] : SAE reports) (Z2OWNT, & D IEMeNE
(accuracy), HAFEME (completeness) [P | I
P (legibility) & OVERFE (timeliness) % fEF2(Z
TRETH D, BRFEMELEE L. AR —
EHBLIEER~ANVA M= (] g
H) T, HETFT—F DL E 22— R OEREITH
RETHDH (316.1(0)EZH) .

[FR7E] —AYIZ Completeness & Integrity
[SEfE] LERSNL DAY, AR TIE
completeness % [Ha#EME] | integrity 1L [ &
T VT 1) LU, KBlT 5,

21126 ARV —IZHET LT -2, JHE
PrE—HLTWDRENRDY | FERDDLGE
TR LETH D, RE ST —F AR
SMUHEE L7 Z & 13BHRATHE (traceable) & L,

(BTG U TC) SATE L LI TRETH
%o ETITUOFLHNE Z R T N & TIER
[

2,127 AREBRIFEMELAE AR MR, E
NAF ORI B UGt S a2 BLAITEL R0
W, RERBINE DT T A S — L OE N EH O
BRI DI /e B 25 U 5 NENH
Zals

2128 AR Y—ICHET LT —XIT—F]M
EBRBINE a— RIcko Tipl&En s~z T
H v, REREME(LE /AR I X0
BB OH TERECELILEND D,
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2.12.9

investigator/institution that maintain and retain trial

For systems deployed by the

data/information, the investigator/institution should
ensure that such data are protected from
unauthorised access, disclosure, dissemination or
alteration and from inappropriate destruction or

accidental loss.

2.12.10 When using computerised systems in a
clinical trial, the investigator/institution should do

the following:

(a) For systems deployed by the
investigator/institution, ensure that
appropriate individuals have secure and

attributable access;

(b) For systems deployed by the sponsor, notify
the sponsor when access permissions need to

be changed or revoked from an individual;

(c) For systems deployed by the
investigator/institution specifically for the
purposes of clinical trials, ensure that the
requirements for computerised systems in
section 4 are addressed proportionate to the
risks to participants and to the importance of

the data;

(d) Where equipment for data acquisition is
provided to trial participants by the
investigator, ensure that traceability is
maintained and that participants are provided

with appropriate training;

2129  FRBRINE BT /AR SRR O3 ERR
BT — 2 MEMAE MR B R OMRE T 5720
WZEME L7232 AT MMZHOWT, BN TE
[RBRFERRIL, 2Dk 7RT —FBNRIET
A, BAAR, BiAT, AXHZEN S, K ORE
Bl LB LWk b IRE SN D 2
L EMERICTRETH D,

2.12.10 FERRB o B a—2 LT AT L%
FEH T 256, RBR I T3 /A R 5 i it 5%
T T Z2ITH) & Th S,

AR St T AR AR BR S i L2 X 0 Bl
SNV AT LTI, EURBEAR, %
2 TIRBEMLED®H 5 (attributable) 7 7 & A
rHETLHZ L

@

(b) AR Y —ICLVE SN2 AT AT
W, BADT 7 2 AHME A28 SUTELD 1
TUENH L L X (IAR Y —IC@ET
%)

AR T B R /AR S i 703 [ A DR
REBR D72 DTl L7z AT LTl

SINE~DY A7 &F—2 OEEMEIZIL
LT, 4ERTarEa—2 kv A7

LDOFEPTIR SN TND Z &

©

R ENE E(LH 0T — X INED 7= DK
mERBRSNE R T 2546, FL—
YeU T W SRR S, s
ME Y72 b L—= IRk E D
&

[FRE : B & oS it s n -
NS Z L]

(d)
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(e) Ensure that incidents in the use and operation
of computerised systems, which in the
investigator’s/institution’s judgement may
have a significant and/or persistent impact on
the trial data or system security, are reported
to the sponsor and, where applicable, to the

IRB/IEC.

2.12.11 The investigator/institution should
maintain the trial records as specified in Appendix
C and as required by the applicable regulatory
requirement(s). The investigator/institution should
have control of all essential records generated by
the investigator/institution before and during the

conduct of the trial.

2.12.12 The investigator/institution should retain
the essential records for the required retention
period in accordance with applicable regulatory
requirements or until the sponsor informs the
investigator/institution that these records are no
longer needed, whichever is the longest. The
investigator/institution should take measures to
ensure availability, accessibility and readability and
to prevent unauthorised access and accidental or
premature destruction of these records (see

Appendix C).

2.12.13 The investigator/institution should keep
the sponsor informed of the name of the person
responsible for maintaining the essential records
during the retention period; for example, when the
investigator site closes or an investigator leaves the

site.

AR T AR T R 23
a2 —ZLT AT LEMEH - BEL TS

Bz, BRRRBRT — % I AT LDk
Fa )7 AICERKED (L) Fer7s
WL RIETAIREMEN B D &Il L 7= A
YUF UM, AR =R MY
L3403 IRBAEC IZHEshbZ L,

a

(®)

21211 HRERFEME LA RBRFE S fER L,
Fr CITED B L MRERGLER, LONEH =
D LR CR D B 5 EE AR R BR LS 2 HERF
BFHIRETh D, RBRFEMETE /AR EN
ik g, BRIBR S e 35 /AR SRt it 7 g PR
R D FE i M OV FEhE RIS AERK L 7o 2 T O WE
HERICHOWTay b — L E2EONERNH S,

212,12 FRBR SN AT /AR S i i i 1
S5 HHIEERIC L 0 R 5D RIEBIR.
XIFAR =R DFERNARE L I o7z
B 7% R It 5T AR S fE s L S 5
EFTO, WIFNNLEWHOHIM, MHEGLE AR
BT O0ENRD D, RN/ E N
MigklE, btk ((HEk C 22 M) o]
M, 77 v A, REMEE I L, AR
TIRASINZY, Mo TITRF - THREEL
TLES7ZY LBRWVWE I REH L DMLENH
Do

2.12.13  BRER I B AT /AR I i
FRLER A HERFE BT 5 BT 04 R Z | %T%
MU T (21X, BRI ks 23 PAEH
S5 B RO R BR FE i B AR 3 il PR A S i
RETED D L&) AR —IZFIM L TBL &
ERH D,
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2.12.14 Upon request of the monitor, auditor,
IRB/IEC or regulatory authority, the
investigator/institution should make available for

direct access all requested trial-related records.

2.12.14 REBREME (A AR EMGRIL. £
=k —  BEEEFE O IRB/IEC XIUTHHY FIkeD

e b & BT ORI BEE LRk 2 EH]
RTELEIICTORENRD D,

3. SPONSOR (AR ¥—)

The responsibility of the sponsor entails the
implementation of risk-proportionate approaches to
ensure the rights, safety and well-being of the trial
participants and the reliability of the trial results

throughout the clinical trial life cycle.

AR —DBEIZIE, BIRKRBRO Z A 75 A
7 NVEERZIE T T, RBRSINE ORI, %24,
fEtk, M OERARGBRAE R OEHME L2 HFEICT D
72D AN T 7 a—F OFEfEIFE
Do

3.16. Data and Records (7 — % & 5C6%)

3.16.1. Data Handling (7 —% OELY )

(a) The sponsor should ensure the integrity and
confidentiality of data generated and

managed.

(b) The sponsor should apply quality control to
the relevant stages of data handling to ensure
that the data are of sufficient quality to
generate reliable results. The sponsor should
focus their quality assurance and quality
control activities, including data review, on
data of higher criticality and relevant

metadata.

(c) The sponsor should pre-specify data to be
collected and the method of its collection in
the protocol (see Appendix B). Where
necessary, additional details, including a data
flow diagram, should be contained in a
protocol-related document (e.g., a data

management plan).

(a) AR —iL, Bl S L, BHENDT
— B2 DA T T VT 4 BOREENE & e
IZT_XETh D,

(b) ARV —F, T =X B+ E B
DI EEMEFEIZL, BHETEOHIMREAE
RCEDEIICT DD, T—XDH
DIWNOKEEFETHE = b — /LA
A4 R&Thd, AR —iF, WEHR
AELR OB 2 b —) UGB (T—X O
LbEa—%Ete) ., LOEEEDOE
TR EEET LA ST =R IR EY
THRETH D,

() AR —iF, WETNEFT—F KO
DINEFEEZ 7 b= (fHk B 25
) ICHFRNCHET RETH D, HEIZ
JEU T, BINTT —4 7 v — X% O
H (F—H w3V A MEESZD) 7
0 kA VEESCEILE D LHRETH D,
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(d) The sponsor should ensure that data
acquisition tools are fit for purpose and
designed to capture the information required
by the protocol. They should be validated and
ready for use prior to their required use in the

trial.

(e) The sponsor should ensure that documented
processes are implemented to ensure the data
integrity for the full data life cycle (see

section 4.2).

(f) The sponsor should implement measures to
ensure the safeguarding of the blinding, if any
(e.g., maintain the blinding during data entry

and processing).

(g) The sponsor should put procedures in place to
describe unblinding, where applicable; these

descriptions should include:

(i) Who were unblinded, at what timepoint and

for what purpose they were unblinded;
(i) Who should remain blinded;

(ii1) The safeguards in place to preserve the

blinding.

(h) The sponsor should provide guidance to
investigators/institutions, service providers
and trial participants, where relevant, on the
expectations for data capture, data changes,

data retention and data disposal.

(d) AR =L, T—FIEY — LB HB
A L, 7a haL TER I D
FINETEZL LT Snbz &
EREFEIZTRETHDH, V—IuiF, BR
RERCHEABME LR DR, N T —
Ta T, EHTEHRBICILTE
KRETHD,

() ARY—IL, T—FTAT7H A7
(42 wmEBM) BRICbl>TTr—4 4
YT ITVT 4 BREFEICT D0, LE
fbEhie7aEARRITONTNDH I &
ZHEFRITT RETH D,

(O AR —1F, L T2HE (F—FD
A J OB B\ T B & #EE 9 5
HD) EMMEERET DHEAHEL D0
ERH D,

(g) AR Y —IL, BN T 256, EWMER
IZOWTRHT 2 FIRZREHT 5 2 &,
IO OFHEITIILL FOFHEEZ O H
T ThHD,

() FEREDHERT, EOX I HANTER
bR ST

(i) EErERibsnN-FE LT &)

(i) ERMEEHERFT A0 OGN T
BB

(hy AR —iL, BLEITLUT, 7 —HFU
B, THEHR, THREKROT—H
FEHEIZ DWW T, BRI f BT /AR i
MR, Y— B AR R OB S INE 1
A FFL TV WERT A X A%
it R&xTh s,
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(i) The sponsor should not make changes to data
entered by the investigator or trial participants
unless justified, agreed upon in advance by

the investigator and documented.

(j) The sponsor should allow correction of errors
to data, including data entered by participants,
where requested by the
investigators/participants. Such data
corrections should be justified and supported

by source records around the time of original

entry.

(k) The sponsor should ensure that the
investigator has timely access to data
collected in accordance with the protocol
during the course of the trial, including
relevant data from external sources (e.g.,
central laboratory data, centrally read imaging
data and, if appropriate, ePRO data). This
enables the investigators to make decisions
(e.g., on eligibility, treatment, continuing
participation in the trial and care for the safety
of the individual trial participants) (see section
2.12.3). The sponsor should not share data
that may unblind the investigator and should
include the appropriate provisions in the

protocol.

(1) The sponsor should not have exclusive control
of data captured in data acquisition tools in

order to prevent undetectable changes.

() AR —id, W EAEH TR
BIMENANT LI T — 2 2 BEHARET
2w, 2L, BEAERH Y . F
ANCARBR S TE N FEE L TR, X
FLESN TV LHEIFZEDORY TIEZR
v,

() AR —1F, AR EkETH /RS N
FENODOERNH - T2E, 7—4% (R
BB IMENAS LT T — 2 2 51) DA
DEEESTDZLEFTFTRETHD,
IO XS T — X EEX, GERICHP
S, MOITED AT BT OO
FRIZE > TEMT ONDMERH D,

(k) AR —i%, RBRFEMEELEN 7 2 b
T UZHE > TR BRI AR 2 I L 7=
F=HHA DVITHERIZT 7B ATE
XTI RETHDL, TOX T —
H\ZIX, AN Y — A DT —
(B . PRRERT —F, EGHRG
T2 FENTH5E1LePRO T —
2) NEEND, Zhck v, RERFE
HIEED (2 OREBRB NG Ok AE,
159, RS Ik, KOt~
DT TEHED) BEREEZTHIENTE
5591275 QI23IFEESM) . AR
v —i3, RBRERE AT O EMRIMED K
ODNAHREMEDH 5T — & AT X
TiER<, 7 b aVEN e REEE
HHRETH D,

() GRBRERTLEN) MbhnEEs—
ENERINLRNEL D, AR —IT,
T —HWEY —VNIZIUE SN2 T — 4
~OPE 2 > b e — VB R DR E
TR,
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(m) The sponsor should ensure that the
investigator has access to the required data for

retention purposes.

(n) The sponsor should ensure that the
investigator receives instructions on how to
navigate systems, data and relevant metadata
for the trial participants under their

responsibility.

(o) The sponsor should seek investigator
endorsement of their reported data at

predetermined important milestones.

(p) The sponsor should determine the data
management steps to be undertaken prior to
analysis to ensure the data are of sufficient
quality. These steps may vary depending on
the purpose of the analysis to be conducted
(e.g., data for IDMC, for interim analysis or
the final analysis) (see section 4.2.6).
Completion of these steps should be

documented.

(q) For planned interim analysis, the ability to
access and change data should be managed
depending on the steps to achieve data of

sufficient quality for analysis.

(r) Prior to provision of the data for final analysis
and, where applicable, before unblinding the
trial, edit access to the data acquisition tools

should be restricted.

(s) The sponsor should use an unambiguous trial
participant identification code that allows
identification of all the data reported for each
participant.

(m) ARV —ix, RBRE-MBLED., RE
D= DI T — HTHEFEIZT 7' A
TEXDHXCTHDHENRD D,

(n) AR —id, RBREMBLEL. A
DELETICH DRSS INE DT DD, v
AT, T—HROEEST LA X T —4
DY TN FIEIZHOWT DFERE, e
IZZTEND X HICTRETH D,

(0) ARVH—iX, FRNCED-EE R~ A
VAR =T, ESlT—ZIiZo0n
TRBEMS(TE OEKE L KD 5 LERN
H5,

(p) AR Y —IL, TR T 27 —4
YAV AY NDRAT v T HEEDTEE,
T2 DEPEFRICH LD Ko
TRETHDH, TOAT v 7L, FEhid
LMo B (5] - IDMC D72 DT —
& AT AT B AT DT D DT —
Z) LK TRRDGENRHD (42.6 F
BB AT v TDET Lick ZiEX
ZNTLI2RERD D,

FHE S T PR ClX. T — & 2T
THEDICHnbE LT 5720 DFIA
WG LT, T—H~DT 7B ALEED
RAOZEHRTIUNEND D,

(@)

(r) 7 — X & I AEIRATIZH LT D AT, RO
W 5 GA LR RS 2 B RAERRT 5 A
(2. T—HIEY — L ~DIRET 7 & A
EHIRTRETH D,
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D EDRBRBINE Db DOHFHATE D &
D 7%, —RRRBRSINERN = — N &
T ~&ETh D,
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(t) The sponsor should implement appropriate
measures to protect the privacy and
confidentiality of personal information of trial
participants, in accordance with applicable
regulatory requirements on personal data

protection.

(u) In accordance with applicable regulatory
requirements and in alignment with the
protocol, the sponsor should describe the
process by which the participant’s data will be
handled when a participant withdraws or

discontinues from the trial.

(v) The sponsor should ensure that trial data are
protected from unauthorised access,
disclosure, dissemination or alteration and
from inappropriate destruction or accidental

loss.

(w) The sponsor should have processes and
procedures in place for reporting to relevant
parties, including regulatory authorities,
incidents (including security breaches) that

have a significant impact on the trial data.

(x) When using computerised systems in a

clinical trial, the sponsor should:

For systems deployed by the sponsor:

(i) Have a record of the important computerised
systems used in a clinical trial. This should
include the use, functionality, interfaces and
validation status of each computerised system,
and who is responsible for its management

should be described. The record should also

() AR =%, SN DENIERIRE
OBHELZHE S, RSB DT T A
Ny — R OME NG ROBER D T= D1
WY EZH#CHDMNERND D,

(w) AR —IE, @ S35 B EA e
W, o7 e ka3 HEILL T, RS
I BERRREBR DO SN Z & 00w 5 LT
HIEL7ZGE03ME DT — % 20 #
IR AZELHT RETH D,

(v) AR Y=L, BRRERT — % D3FFA O
RNT 78RBS AR WD B R
HE S, O REGIRBEERER L
MNP OIRESND Z L EHEFICTRE
Th s,

(w) AR =3, BRRBRT — 2 IZEK A
WELERTTA T (BT
(REEET) &, BSIMEEET. B
BEICHRET D007 0k A OFIE
TRITDLXRETH D,

x) BRABR Ca s Ea— LT AT L%l
HT 256, AR —IZUTOZ L%
EhiT & ThH D,

T, AR =L VBME S NTZ AT A
WCEfENS

() BB CHER SN IEE L B a—
HALY AT DTHOW T DR AR 5
&, FOREKITIE, Farva—H1k
VAT LOME, R, A F—T = —
ARONY F = g IR EEDDHRE
ThVy, FTEEABREE LT RET
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include a description of implemented access
controls and internal and external security

measures;

(i1) Ensure that the requirements for
computerised systems (e.g., requirements for
validation, audit trails, user management,
backup, disaster recovery and IT security) are
addressed and implemented and that
documented procedures and adequate training
are in place to ensure the correct
development, maintenance and use of
computerised systems in clinical trials (see
section 4). These requirements should be
proportionate to the importance of the
computerised system and the data or activities

they are expected to process;

(ii1) Maintain a record of the individual users
who are authorised to access the system, their

roles and their access permissions;

(iv) Ensure that access permissions granted to
investigator site staff are in accordance with
delegations by the investigator and visible to

the investigator;

(v) Ensure that there is a process in place for
service providers and investigators to inform

the sponsor of system defects identified,;

For systems used or deployed by the

investigator/institution:

HDH, TORHEIIL, FEEINLTWDET
Je ATy ha—L e N LU OE
X2 VT A RROFTHLEDLHRETH
50

() a2 Ea—H LT AT DOEM (f]
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a B a—H{ AT ANIE L < BZ,
MEFFEER, FIFH SN D Z L 2MFEIZT D
72O OIEAL SN FIEE L) e b L
—= VI MRIONDLEIICTHLE 4
BER), INOHOEMRL, arEa—H
BT AT LOEENE, KO (22—
ZALT AT LT) BRSNS T — 0Nk
FORERBEMEICAESTZHLDO LT RETH
D

(ili) Y AT LA~DT 7B ARFA I TH
DAL= EE R NT 7 &AM
WT DR A AR E RS 2 2 &,

(iv) EFRARER E Rk O E I 53257
7 AR, RBRER LA DD DR
(SN7&ZED ZiE> boThHY , #H R
FhiELHE PR TEDEHICTHZ
&

(v) Y— & R e ORI T
. SN2V AT AR Ma%E AR
U —IZEAT AT DT r ' ANRERIT
LNAHEHIITTHZ L,
PLRIE, #BR SN B AR B i i e (2 L
i SUEEMH STV D v AT A S
5
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(vi) Assess whether such systems, if identified
as containing source records in the trial, (e.g.,
electronic health records, other record keeping
systems for source data collection and
investigator site files) are fit for purpose or
whether the risks from a known issue(s) can
be appropriately mitigated. This assessment
should occur during the process of selecting

clinical trial sites and should be documented;

(vii) In situations where clinical practice
computerised systems are being considered
for use in clinical trials (e.g., electronic health
records or imaging systems used or deployed
by the investigator/institution), these systems
should be assessed for their fitness for

purpose in the context of the trial;

(viii) The assessment should be performed
before being used in the trial and should be
proportionate to the importance of the data
managed in the system. Factors such as data
security (including measures for backup), user
management and audit trails, which help
ensure the protection of confidentiality and
integrity of the trial data, should be

considered as appropriate;

For all systems:

(vi) FRARRBROJFFEEERN RSN TWnD &
#%Lk A JRT—ZWE DT
DEF2Hh uﬂf%li(ﬁ%fﬁ)ﬁEODDE%%ﬁ%Tgv/
A7 I, KON investigator site file) . & D
VAT ANAICHEE LTV DA, X
BEAOMBEIZ LD U X7 Z iUl AKK T
EEIMDETBEARA L NT DL, 2O
THARA L DL BRI S R O3
EWMBRTEML, XFE T RETH D,
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(ix) Ensure that there is a process in place for
service providers and
investigator(s)/institution(s) to inform the
sponsor of incidents that could potentially
constitute a serious noncompliance with the
clinical trial protocol, trial procedures,
applicable regulatory requirements or GCP in

accordance with section 3.12.

(ix) B — B A$RMEE K OB i BT /X
BRIfaix A, 3.12 EICE-> T, 7 b
b BRARRERFNEE . ) S5 i
PR, XL GCP x4 2 EHARR G &
ROLAREMENSH DA T v M AR
P—IBET B 72D T 1t ZDHEFIT
RIFToND LT HZ L,

3.16.2. Statistical Programming and Data Analys

is Fet 7 v 75 2 L I ROTF —Z#EET)

This section concerning documentation of
operational aspects of clinical trial statistical
activities should be read in conjunction with ICH
E9 Statistical Principles for Clinical Trials and ICH
E9(R1) Addendum on Estimands and Sensitivity
Analysis in Clinical Trials to The Guideline on
Statistical Principles for Clinical Trials, which
provides detailed guidance on statistical principles
for clinical development, trial design, conduct,

analysis and reporting.

(a) The sponsor should develop a statistical
analysis plan that is consistent with the trial
protocol and that details the approach to data
analysis, unless the approach to data analysis

is sufficiently described in the protocol.

(b) The sponsor should ensure that appropriate
and documented quality control of statistical
programming and data analysis is
implemented (e.g., for sample size
calculations, analysis results for IDMC
review, outputs for clinical trial report,

statistical or centralised monitoring).

AREEL, ERRBRICR T DG EE OER E
OMFEOLEEBHIEAT 26D TH Y | FEKEA
. BRRBROT A 0 FEhE, MR R O
D= D DORFTHIR AN DOFER IR T A 2 R v s
ICHEY9 K HER D 7= D OFFHIEA O
ICH E9(R1) TERIRFRER D72 6O OFEEFHRIJHAI
B BRI 1T D estimand & EE M &
I CHileRETH D,
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(b) ARUY—IE, M7 r 77 I T RY
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MBI b — L RNEEIND a2k
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i, IDMC ZE2?D L B2 —IZBT Hfif
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b, MEFE=FV 7 XFHRE=4Y
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(c) The sponsor should ensure the traceability of
data transformations and derivations during

data processing and analysis.

(d) The sponsor should ensure that the criteria for
inclusion or exclusion of trial participants
from any analysis set is pre-defined (e.g., in
the protocol or the statistical analysis plan).
The rationale for exclusion for any participant
(or particular data point) should be clearly

described and documented.

(e) Deviations from the planned statistical
analysis or changes made to the data after the
trial has been unblinded (where applicable)
should be clearly documented and justified
and should only occur in exceptional
circumstances (e.g., data discrepancies that
must be resolved for the reliability of the trial
results). Such data changes should be
authorised by the investigator and reflected in
an audit trail. Post-unblinding data changes
and deviations from the planned statistical
analyses should be reported in the clinical trial

report.

() ARV —iF, T —FLBE L OfETIZE
5T — 2 BB OSEHHIZOWT b L—
YEVT 4 BREICTREITH D,

(d) ARH—ix, B 5D INTIGEEMIC
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ZNE CUIFFEDT —Z KA b)) 12
DN, BRI ORI B CFEE L. A
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(f) The sponsor should retain the statistical
programming records that relate to the output
contained or used in reports of the trial results,
including quality control/validation activities
performed. Outputs should be traceable to the
statistical software programs, dated and time
stamped, protected against any changes, and
have access controls implemented to avoid
inappropriate viewing of information that may

introduce bias.

() AR —IF, HEHT 7T I TR
DT T Ry R DERARRERRE RO WG
WCEENTVEHA SN T 8561,
ZOWE TR 7T I Uk (Eis
oy ha— Ry F— g ViGE)
raite) ZRETRETHD, KT U H
AR N E O A N7 =S = A VN
~IBBFFTHE (traceable) TH V. HfF & HF
RNDOEALAZ L TRfFHESI, HDW
LEENORESNDLIRETHD, £
TR hu—LEFEEL AT
A% b 12 B ATREME O B B F N A )
CHEIARNE 2 ICTR&ETH D,

3.16.3. Record Keeping and Retention (FESRDRTTF & RE)

(a) The sponsor (or subsequent owners of the
data) should retain the sponsor-specific
essential records pertaining to the trial in
accordance with the applicable regulatory

requirement(s) (see Appendix C).

(b) The sponsor should inform the
investigator(s)/institution(s) and service
providers, when appropriate, in writing of the
requirements for the retention of essential
records and should notify the
investigator(s)/institution(s) and service
providers, when appropriate, in writing when
the trial-related records are no longer needed
in accordance with applicable regulatory

requirements.

(@) AR P — (IZDOHOT— XA
F) 1, EA SN D HRIEECHE S T,
B PR SRBRIZRE 95 AR o —[E A D 2E
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o
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(c) The sponsor should report to the appropriate
authority(ies) any transfer of ownership of the
essential records as required by the applicable
regulatory requirement(s). The sponsor should
also inform the investigator if sponsorship of

the trial changes.

(¢) AR —I%, WK T ME % 7R
L7, A 02 HHI AR,
OIS RIS ET D HERDH D,
BRRBR O AR o —o oy THREEIT /R
STE . AR — TR I T
IZH AT D UER S D,

3.16.4. Record Access (RE&K~D T 7 & R)

(a) The sponsor should ensure that it is specified
in the protocol or other documented
agreement that the
investigator(s)/institution(s) provide direct
access to source records for trial-related
monitoring, audits, regulatory inspection and,
in accordance with applicable regulatory

requirements, IRB/IEC review.

(b) The sponsor should ensure that trial
participants have consented to direct access to
source records for the purposes outlined in

3.16.4(a) (see section 2.8.10(n)).

(@ AR =T, 7'u ba IO EE
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eI, FRiERS EEREEICf D Z
IO THEBESMENFRELTWAD Z
LEEFICT HRNERDH D (2.8.10(n)% S
)

o

19

k2
BZLib-139 ICH E6 (R3) final r2.docx



ICH
ICH GCP E6 (R3) Step 4 11, 111-2.12, 3.16, 4, Appendix C

No. BZLib-139

4.

REEE KON P —)

DATA GOVERNANCE — INVESTIGATOR AND SPONSOR (7 —# /X F v 2 - 3HBRE

This section provides guidance to the responsible
parties (i.e., investigators and sponsors) on
appropriate management of data integrity,
traceability and security, thereby allowing the
accurate reporting, verification and interpretation of
the clinical trial-related information. This section
should be read in conjunction with corresponding
responsibilities for the investigator and the sponsor
as defined in sections 2 and 3, along with ICH

E8(R1), ICH E9 and ICH E9(R1).

The quality and amount of the information
generated in a clinical trial should be sufficient to
address trial objectives, provide confidence in the

trial’s results and support good decision making.

The systems and processes that help ensure this
quality should be designed and implemented in a
way that is proportionate to the risks to participants

and the reliability of trial results.

The following key processes should address the full
data life cycle with a focus on the criticality of the
data and should be implemented proportionately

and documented appropriately:

(a) Processes to ensure the protection of the

confidentiality of trial participants’ data;
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IIZTHHRLDLETRETH D,
BB O BBt 5,
BIRRBRAE R A TE b0 ET
D

Y B IR E & SR D

=i

EAMEREICT LI LA ET LY
AT LJROT mE A \ﬁﬁﬁm%m@uxy
M OB AR RBRARS ROE NI G - e IR T
%4VL\%K?é%gﬁ@50

N RAYSY i

UFOxES ot Rt 57— OEEM|
%éfoo?~&747ﬁ4aw£¢:bto
THIGTRETHY, (F—ZOEEMW] (TG
CC%EMm L, @MUICEF T & ThD,
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(b) Processes for managing computerised systems
to ensure that they are fit for purpose and used

appropriately;

(c) Processes to safeguard essential elements of
the clinical trial, such as randomisation, dose

adjustments and blinding;

(d) Processes to support key decision making,
such as data finalisation prior to analysis,
unblinding, allocation to analysis data sets,
changes in clinical trial design and, where
applicable, the activities of, for example, an

IDMC.

(b) AL Ea—2 Ly AT LEERT LT 1
TR, artva—2T AT AR HEMIC
HWE L, BUICERIND Z L2
THEDDOHD,

(c) EAEDAL, HERE, ERILE. BARR
BROMRE % 72T EEOBMA S IET 5~
otz

(d) EEALABERREEZXET L2702, f
ZAE, fRETEI O T — 2 b, BRRR
bR, fifbTT — % & > b OMEEL, EERRER
THAOEE, 4T H5E) ML
T—A2E=41) U TEES (IDMC) %D
TIT4ET 4,

is

4.1. Safeguard Blinding in Data Governance (7 — % /N7 X281} 5 EMRMEDOLRE)
4.1.1 Maintaining the integrity of the blinding 4.1.1 BRMEOA T T VT ¢ BHERE T

important in particular in the design of systems,

management of users’ accounts, delegation of
responsibilities with respect to data handling and
provision of data access at sites, data transfers,
database review prior to planned unblinding and
statistical analysis across all appropriate stages of

the trial.

HTZEFEETHLD, &0 DIFTEERONRL
TTho,
o VAT LDFTHA v
o —WTHULNOEH
o RIRFRBRIMSERR T DT — X DHL
WNRT — 2 T I ZADEMIC BT S
HIEOEE
o T —HHATE
o FHEISNT-EMMRONNCFENS DT
—HR—A L Ea2—
o [HEKRBRO 2 TOmMY) LB CiThbh
2 WE AT
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4.1.2 Roles, responsibilities and procedures for
access to unblinded information should be defined
and documented by all relevant parties according to
the protocol; this information may also be included
in the data management plans and statistical
analysis plans or other trial specific
plans/instructions and site staff delegation records.
For example, in blinded trials, sponsor staff or
service providers who are involved in operation of
the trial and directly or indirectly interact with
investigator site staff should not have access to

unblinding information except when justified by the

trial design (e.g., use of unblinded monitors).

4.13 In such cases, suitable mitigation
strategies should be implemented to reduce the risk
of inadvertent unblinding of the blinded investigator

site staff.

4.14 The potential for unblinding should be
part of the risk assessment of a blinded trial. Any
planned or unplanned unblinding, including
inadvertent or emergency unblinding, should be
documented. Any unplanned unblinding should be
assessed for its impact on the trial results, and

actions should be taken as appropriate.

412 BETLILETOMRMKE. o b
o T, BMRMEDPAERR STV S (unblind) 1
WA~DOT 72T A&E, BELXOFIELY
BEL, XELTRETHDH, ZoFRITT—
B 3D A N EHEEROHE G AR R B O
IRERER [E A O F il /AR E . & ORI RER 52
MfiER DA Z > 7 DEEFLEICEZ D TH Ky,
Bl z1X, BEREBRIZBNT, AR =DA%
v 7 XFH— B ARME T BRRRBROEE 2
BG- U, EEARBBR MR DRk & ) T
FEERIC WD B D21, BRRIEDER ST
% (unblind) fEHIZT 7 BRI HH & T
N, TefE L, BRIRERERT A T K o TIEY
ftEans%ya Bl B TV RNE=4
—OfEH]) 1ZR<,

413 ZOXI A, AMEEBICLY, B
b ST 5 B PR AR FE M fi % DO Bk B o B ik
DHEHIND Y A7 BT H7-012, w7
PR & F T 2 BN H D,

414  EBERABRICBONTIE, VAZTEAA
Y MCEBRMUEDSE O D AREEEGEHHXET
b5, TEINZ, XIXTENO SRR (K
HRE L ERESR S UIR A ERMERE ETe) 1T
TR LT T2 By, FHES O B R
BRICOWTIL, BB R~ D EE2 T 2
A ML, BEERRELZHE U RTNIER 6

VY,

4.2.

Data Life Cycle Elements (7—% 7 A 7% A 7 VOEFR)

Procedures should be in place to cover the full data

life cycle.

T =BT T A I NRIKRENEET D FIRZ
i ~EThH D,
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4.2.1. Data Capture (7—ZIN£E)

(a) When data captured on paper or in an
electronic health record are manually
transcribed into a computerised system (e.g.,
data acquisition tool), the need for and the
extent of data verification should take the

criticality of the data into account.

(b) Acquired data from any source, including
data directly captured in a computerised
system (e.g., data acquisition tool), should be

accompanied by relevant metadata.

(c) At the point of data capture, automated data
validation checks to raise data queries should
be considered as required based on risk, and
their implementation should be controlled and

documented.

(a) MOUTEFOBIFRSRICIG I N7 —
Hurarya—2tv AT A B 57—
UV —V) ICFEEIC K VRS D
Ba. TRV T 4 r—va Y ONE
PECFIPHIL, T — X OEENEEZBEICA
NWHVEN S D,

(b) A a—2 b AT A (] F— 2L
Y —)V) [CEBERVIAENDT —4 %
G, EDLI IRV —ANBRESND
T—2b, BT A YT — X E—FEI
WETZMERND D,

() VAZWETIL, 7—FIUERRT, A
T =N T =g T v J BT
W, T—H 7Y BT L ENRD
HBNTWNWDEEEBEZLRETHY, (HE)
TN T =g Ty D) Kk
raryhbr—LL, XF;TETH
%o

4.2.2. Relevant Metadata, Including Audit Trails (B#E 35 2 #5—% (BEEIEH 2 ZTe))

The approach used by the responsible party for
implementing, evaluating, accessing, managing and
reviewing relevant metadata associated with data of

higher criticality should entail:

(a) Evaluating the system for the types and

content of metadata available to ensure that:

(@)

user account creation, changes to user roles

Computerised systems maintain logs of

and permissions and user access;

B2 A T 508, EEEOSWT — X2
HI AT —H B G, T 'R, E
AR E2—Z2TH)BRICHWA T e —F|Z

I TOHEREEGEDDHZ L,

(a) FIHAIRE R A ¥ 5 — & OFESH & NI
WTV AT LEFMIL., LT 23223
%,

() 2 Ea—F LT AT AIZEBNT, =—
PT AT MER, 22— RS - HEFR
DEE, 2—FT7 7ROV THOR S
PHERFEELS D,
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(il))  Systems are designed to permit data
changes in such a way that the initial data
entry and any subsequent changes or deletions
are documented, including, where appropriate,

the reason for the change;

(ii1)  Systems record and maintain workflow
actions in addition to direct data

entry/changes into the system.

(b) Ensuring that audit trails, reports and logs are
not disabled. Audit trails should not be
modified except in rare circumstances (e.g.,
when a participant’s personal information is
inadvertently included in the data) and only if
a log of such action and justification is

maintained;

(c) Ensuring that audit trails and logs are

interpretable and can support review;

(d) Ensuring that the automatic capture of date
and time of data entries or transfer are
unambiguous (e.g., coordinated universal time

(UTC));

(e) Determining which of the identified metadata

require review and retention.

(i) 7—F OERZFHATH551E, 7—
ZDRMDNT), ‘KO DEDER /H
BROSFEERSNLD L9V AT LaT A
L. BEDE U TEREH b REsd
o

(i) ¥ AT DIZBWT, VAT LA~DEH
DF —HZ ANSEFITMZ, V—r 71—
DT 7 a RS, HEEFEEIN
%o

(b) BEAFEH, LA— . KOm 72 EZM L
INDHZEDRNE DT D, BEAFEW
IFEESNRNWEDICT D, EL, £
FUZRRBL (B - BN OfEAAERFR -
TTF—ZIZEENTWBEEHE) T, 0D
&9 7 HE & 2 OIS YEE R RR R
FEHINTWDGEITZDOMRY Tidi
VY,

(o) BEAREM R O 7 D3 R ITHRETE ., b
Ea—%aYR—-FTEDHL912T 5,
(d) 7 —Z AN XNE7 — Z 5k T B EAYICH

SN HERBIRIZ 260X 9127
5 (B mERARE (UTC) ) o

FESNTAZT—HDIL, L
B o — R OMREDNLERDINRET D,
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4.2.3. Review of Data and Metadata (77— KA ZT—F DL E'a—)

Procedures for review of trial-specific data, audit
trails and other relevant metadata should be in
place. It should be a planned activity, and the extent
and nature should be risk-based, adapted to the
individual trial and adjusted based on experience

during the trial.

ERAGRBRE A 0T — 7 EEAZEH K O oMo
45 A X F—F % L 2—3 % FIE 2 K
TRETHD, ZIUIEFEBRT 7T 8T 4
ThHhHRET, (AFT—HDOLEa—0)
FH OWEE L Y A7 IS & (4 ORGR AR
WAL= o & U B ARHRER 5 i 39 R v L S AR R
IZEASWTGRETRETH D,

4.2.4. Data Corrections (7—4# DIEIE)

There should be processes to correct data errors that
could impact the reliability of the trial results.
Corrections should be attributed to the person or
computerised system making the correction,
justified and supported by source records around the
time of original entry and performed in a timely

manner.

B AR AR BRSO G AN S B 2 RAF T A REME D
LT —H T —HEETDH TR EHITD
RETH D, BEFIUTE2mZT &,
BEEZTolE X Ta s Ea—2 by
AT NERFETE D,

MEEE) E4{ETE, 2 2OmdD AT
BAT o 1o RE L DR ERERIT L » TEAFT
HZENTES,

A A LVICEmIND,

4.2.5. Data Transfer, Exchange and Migration (7°—% Dizi%, 234, #47)

Validated processes and/or other appropriate
processes such as reconciliation should be in place
to ensure that electronic data, including relevant
metadata, transferred between computerised
systems retains its integrity and preserves its
confidentiality. The data exchange/transfer process
or system migration should be documented to
ensure traceability, and data reconciliation should
be implemented as appropriate to avoid data loss

and unintended modifications.

NYF =g FEHLrOTrE A ROV ()
(BEZITO R ED) MomEE 7 1t X 25
. ara—Z AT LM TR EINT-E
TT—% (HETLIAXT—HEET) O
T VT 4 BRFF S, BEMENRIIND Z &
EEFRICTRETHD, 7 — X KWk 7 v
TANIIVAT BT ECENL, PL—HE
VT 4 BREFEIZTRETHD, £/, 7—X0D
BPIERXER L RWAR & BT 572010, HE
WS L CT—2BEEFEHT RETH D,
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4.2.6. Finalisation of Data Sets Prior to Analysis (FEATRI DT — & & » b DEA#&AL)
(a) H R OBAEIRNT 21T 5 L T4 7edh

(a) Data of sufficient quality for interim and final

analysis should be defined and are achieved
by implementing timely and reliable processes
for data capture, verification, validation,
review and rectification of errors and, where
possible, omissions that have a meaningful
impact on the safety of trial participants

and/or the reliability of the trial results.

(b) Activities undertaken to finalise the data sets

prior to analysis should be confirmed and
documented in accordance with pre-specified
procedures. These activities may include
reconciliation of entered data and data sets or
reconciliation of relevant databases,
rectification of data errors and, where
possible, omissions, medical coding and
compilation of and addressing the impact of
noncompliance issues, including protocol

deviations.

(¢) Data extraction and determination of data

analysis sets should take place in accordance
with the planned statistical analysis and

should be documented.

Baffor— 22 ERTLHLENDD
. FIUTLLFIZOWTDOH A LU 9o
BHECTE2 7w A2 Eii+ 52 & THE
WTE 2,
7 — 2 B
(F—%) RV T 4 r—vav
(F—%] N F—va v
(F—%) LEa2—
RRBINEOZ e, kO (T) R
B AE R OEFEMEICHE R B E RIE
7= (WEERSGH) REDITIE

(b) FHNZHE S 7= FNEIZHE, fRHTHTIC

T2ty bR T OO T 7T
4 BT 4 2R L, BT NE Th D,
INODT 7T 4 BT XL IR E F
N5,
ANNhEnter—2Lr5—42ty D
A, XIBE T — & X— 2O RE
T—H DB (FRERGE) RED
EIE
AF 4 a—F 40
7' k3 hs b OB O AR A R
DEF R O DRBEA~D IS

EOTF—=Z &ML, 72> b
ETDMOWTENL, FRHHEHTFHEIZHE -
TATV, LRI RETH D,
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4.2.7. Retention and Access ((RE R N7 7 & X)

The trial data and relevant metadata should be
archived in a way that allows for their retrieval and
readability and should be protected from
unauthorised access and alterations throughout the

retention period.

FRRARBR T — & LB 5 A 27— 213, MR
LAY NATREZR TIETT — A 7 L, RFF
HHAZBL TREY 7 EAREENLIRET D
VEZDRD D,

4.2.8. Destruction (FZZE)

The trial data and metadata may be permanently
destroyed when no longer required as determined by

applicable regulatory requirements.

W S D HHIER S U CRE Ll S h
7256, WIRRERT — % & A X T — X ITKAIZ
WL TH LU,

4.3.

Computerised Systems (2 > B2 —&Z LT AT 1)

As described in sections 2 and 3, the responsibilities
of the sponsor, investigator and the activities of
other parties with respect to a computerised system
used in clinical trials should be clear and

documented.

The responsible party should ensure that those
developing computerised systems for clinical trials
on their behalf are aware of the intended purpose

and the regulatory requirements that apply to them.

It is recommended that representatives of intended
participant populations and healthcare professionals
are involved in the design of the system, where
relevant, to ensure that computerised systems are

suitable for use by the intended user population.

2EF O3 T W ZEa# o L B0 | ERAER
THEHENDa v Ea—2 b AT AT 5
AR Y — LR ERMELE OER. KOZED
OBRE DEGEEZRAMIC L, CE(TRET
H5,

[#R7:] ICH GOOD CLINICAL PRACTICE
(GCP) E6(R3) Step4 ¢ 2 ¥ INVESTIGATOR &
'3 # SPONSOR I[ZHOW TR A BHD =
L

BEZ2AT 2L, BRRBRICHWSa v
2= AT LE AT b ORD Y ITHKET
BHENHR LC, BB KOG S 2 B 2
HE2 RIS T LERNDH D,

VENZIR U T, K8 & 72 2 B SINE LM L O
EEREFEEDONEE L, VAT LOTHA T
MESE, arbta—2 by AT ARG —
PHEMAICE > THH LT Wb DETHZ LR
LFE LV,
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4.3.1. Procedures for the Use of Computerised Systems (2 > & = — #{LT X7 A DfEFHFNE)

Documented procedures should be in place to

in clinical trials for essential activities related to

data collection, handling and management.

ensure the appropriate use of computerised systems

LE SN FIEZ RN L, BRRBRICKIT 5
T—Z QUL PR, KROVERICBE S 2 B
BTV TAET 4ICBWTCarEa—2{hv A
TADHEENMEH I ND Z L BHEFIEICTRET
HD,

4.3.2. Training (kL —=27)

computerised systems are appropriately trained in

their use.

The responsible party should ensure that those using

Ea AT 5/61%. 2o a—2s 2T A
EHERHTDEN, FOMERICOWCE#EYZR L
— =V EBEEIIZTOND L IICTRETH
ZDO

4.3.3. Security (B¥x =V 7 1)

(a) The security of the trial data and records
should be managed throughout the data life

cycle.

(b) The responsible party should ensure that

security controls are implemented and

ongoing measures to prevent, detect and/or
mitigate security breaches. Aspects such as
user authentication requirements and

password management, firewall settings,

considered.

(c) The responsible party should maintain
adequate backup of the data.

maintained for computerised systems. These

controls should include user management and

antivirus software, security patching, system

monitoring and penetration testing should be

@) T—HTA TV A7V EEL T, BAR
By — 2 N OGO X 2 U T ¢ 2R
TRETH D,

b)) BTA AT HHkIT, 2 Ea—Fy
AT DXV T 43 ha— V) ik
FICEEIN, HEREFEEND Lo
REThHDH, ZNHOay hr—/UIiX
UTaGEL_RETHD,
ca—PEE KD
X2 U T BEEZDL, R KO

(L) BT D 72D Ok 22 H
LAFD &S ez BET 50N H 5,

2= PREFE B R OV A Y — R H

T 7 AT U4 — IV IE

TUoFIOANAI T b 2T

X2 )Ty T

VAT LR

BFAT A B

() BEE=AT MMk, 7 —% OuEt)ia N
v I Ty T EMRFEET I TH D,
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(d) Procedures should cover the following:

system security measures, data backup and
disaster recovery to ensure that unauthorised
access and data loss are prevented. Such
measures should be periodically tested, as

appropriate.

() RIET 7 B AT — X R E IS IR
T 570, FIEIZIE, AT 208X
2 VT4 R, T—=H R0 T v TR
KEBIHZEVIADRETHD, ZDOX
2 IR RIE, MG U TEMMICT A
FRETh D,

4.3.4. Validation (N F—3/ 3 )

(a) The responsible party is responsible for the

validation status of the system throughout its
life cycle. The approach to validation of
computerised systems should be based on a
risk assessment that considers the intended
use of the system; the purpose and importance
of the data/record that are collected/generated,
maintained and retained in the system; and the
potential of the system to affect the well-
being, rights and safety of trial participants

and the reliability of trial results.

(b) Validation should demonstrate that the system

conforms to the established requirements for
completeness, accuracy and reliability and
that its performance is consistent with its

intended purpose.

() BEfEEATHMMIE. AT L7474
A NVEBL TV AT LD T — g
SREBEMRT O RMEEAS, 2
— BT AT AN T =g DT e
—FIE, UFEBELLZY A7 T7EAR
Y MIESLIRETH D,

VAT AOMH B

VAT DB W TSR/ S, HE
FPEH - (RESD T —Z/FLséD R

<0 B LA

AT LD, RBRBINE DAL - HE

R - Zea R ORRREERRS R OE M
WA LT3 AT REE

OGNV T =g i E D, VAT AN,
NS IToREREYE © IERENE - [SHEMEO T
WA L, OFDO/RT 4 —< 2 ADME
HEBIZH> TS Z EEBHNITTR
X Thd,
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(c) Systems should be appropriately validated
prior to use. Subsequent changes to the system
should be validated based on risk and should
consider both previously collected and new

data in line with change control procedures.

(d) Periodic review may be appropriate to ensure
that computerised systems remain in a
validated state throughout the life cycle of the

system.

(e) Both standard system functionality and
protocol specific configurations and
customisations, including automated data
entry checks and calculations, should be
validated. Interfaces between systems should
also be defined and validated. Different
degrees of validation may be needed for
bespoke systems, systems designed to be
configured or systems where no alterations are

needed.

(c) ¥ AT LMMERBHAERIIC, ¥ AT LD/
T—a Y EBEUINAT O MERDH D, v
AT LA~DZEDBRDOELL, VAT
SNWTARYF—2 g 270, BEa
ke — LFNEIZHE > T, ZEREANCNUE S
N7 —2 ROF LWT —H 2E[EIZA
n Wy ging, 2,

[FRIE] ZFEICE VB LWT =2 B85 57200
T, BEEANCNE LT —2 b bH b
EHERICTDLEVIEKRTHD LEDND,

@ Ea—FE AT LBV AT LDZ
AT AT NVEERZE L THFIEIINY T
—va rENTREBEHERT 572012,
EHHR L E 2 =Nl Th A9,

() IEHED T AT AEREL . 7' h a VEA
DRERHER I AL~ A X (HENDOT
—ZANNTF =7 KOGHHESE) DOlilFo
N F—=2a VEITOMERD D, VA
TAMDA B —T 2= AHLEF L,
VTG =2 a7 HREThHDH, NAH
YA RVAT A, R ET D & O RE
SNV AT A, BRENRERL AT A
i, ZTNENRREDORR DN T —
ML ERDTHA D,
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(f) Where relevant, validation procedures (until

decommissioning) should cover the following:

system design, system requirement,
functionality testing, configuration, release,

setup, installation and change control.

(g) The responsible party should ensure that the
computerised systems are validated as fit for
purpose for use in the trial, including those
developed by other parties. They should
ensure that validation documentation is

maintained and retained.

(h) Validation should generally include defining
the requirements and specifications for the
system and their testing, along with the
associated documentation, to ensure the
system is fit for purpose for use in the trial,
especially for critical functionality, such as
randomisation, dosing and dose titrations and

reductions, and collection of endpoint data.

(1) Unresolved issues, if any, should be justified
and, where relevant, the risks identified from
such issues should be addressed by mitigation
strategies prior to and/or during the continued

use of the system.

(O REIZJS LT, (EAFIEETD) N
T—a YFIRICU T2 AT RE T
HD,

VAT ATYA
AT LB
BgET A b
HERER E
JY—=

vy b7
B3I

EHa ho—)L

(@ B2 H T /ML, oKk BR% L
TbDEED, arva—Z by AT A
23, EEPREEBR CHEH9 2 BAJIZIH - T
UF—ary&8nTnb I & EHFEICT
HMERD DL, ETeNVTF—T 3 ORL
FROSTEFHEREHE - RESNLD L DI
TRETHD,

() NV F— g3 42iF, I AT A
DE: - HERDER., THOHDOT A N E
GD, FlEIICEET L CEERD
VETHD, ZIHIZED AT LN, K
(VR b, G OV S - e,
AT B 07— 2 I O HEL R HERE T
DT, ERREBR COMH BMICES L
TWDZ L aMIICT D,

KR DOFRED B D5 &1L O %
AEMIZHA L, KBS CT, 20X
IIREMNORFE SN AT B AT
AERBRART, ROV (L) ke
(2. (VA7) BEERIC KD s <& T
B b,
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4.3.5. System Release (X7 ALY U —2X)

The trial-specific systems (including updates
resulting from protocol amendments) should only
be implemented, released or activated for individual
investigator sites after all necessary approvals for
the clinical trial relevant to that investigator site

have been received.

RRBREA DY 27 4 (Fu haLoEEIC
Lo HHEET) (X, T ORI
BT 2 B AR GBI L B e TR T OGRS
AVTCRRIT D Ix, % O EFIRFEBR I a% (2% L
THRIE VY=, UIEMET 2LERH
Do

4.3.6. System Failure (327 AJ&E)

Contingency procedures should be in place to
prevent loss or lack of accessibility to data essential
to participant safety, trial decisions or trial

outcomes.

BAXISOTFIAEZfE L, REBRSINE 0R 4,
BRI d 1T 2 B GE . SRR IR ERIRRE R
(OFHI) I HERDT —F~DT 77 AN
FERIIUTI IR DN D Z L2 < X DI
TRETHD,

4.3.7. Technical Support (727 =H V¥R — k)

(a) Where appropriate, there should be
mechanisms (e.g., help desk support) in place
to document, evaluate and manage issues with
the computerised systems (e.g., raised by
users), and there should be periodic review of
these cumulative issues to identify those that

are repeated and/or systemic.

(b) Defects and issues should be resolved
according to their criticality. Issues with high
criticality should be resolved in a timely

manner.

(@) WxiZa—WicLoTRESNTZ) =
VB a—Z by AT AT DR EE R
Bk - BN - EET D720 O (]
NVTTFATYR— ) HULBEIZNET
BT & Thd, £, EHINTR
MEEHmicLea—L, KEEDH D
B, KON (UT) MRS O A Ry
ETRETH D,

(b) KKfa K ORI, BEME S TR
NETH D, HEMEO®EWIEREEITZ A L
VIR ~NETH D,
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4.3.8. User Management (== — /& 2)

(a) Access controls are integral to computerised
systems used in clinical trials to limit system
access to authorised users and to ensure
attributability to an individual. The security
measures should be selected in such a way

that they achieve the intended security.

(b) Procedures should be in place to ensure that
user access permissions are appropriately
assigned based on a user’s duties and
functions, blinding arrangements and the
organisation to which users belong. Access
permissions should be revoked when they are
no longer needed. A process should be in
place to ensure that user access and assigned
roles and permissions are periodically

reviewed, where relevant.

(¢) Authorised users and access permissions
should be clearly documented, maintained and
retained. These records should include any
updates to a user’s roles, access permissions
and time of access permission being granted

(e.g., time stamp).

(@) KRBT S a v a—2{y
AT AHIBWTC, VAT AT IV EBRAEFF
AlEInca—HFIRE L, HA~DRE
PWEHERICT DI, 77823 B
12— /WIRAIR T D, EX=2 U T 1%t
REBINT DT, BRILI-EFx= Y
T4 EERTDHOERINTRETH
ey

(b) = —F ORHS - %H, SR 2 Bk
B, 22—V OB DI E SN T,
T 7 AMESHEUNAT G S D T & A
KT 2 & FlEZEHT RETH D,
T IR AMENRE L 2ol G A, D
TR ZMETHIBRT RE TH D, HEIT
JELT, =¥ T 7R LEVETHA
BN R ORERRD EHIIIC L E 2 — S 1
HENCTHOOTuRAEEANT S
VERH D,

(©) FFA ENTo2—F R OT 7 &AM % Wil
ICFOER LT, MERFEHEL - (RETRETH
Do TDFREKIIFLLTIZONTOT T
DEHIERAE BLRETH D,

T —F DR

T U A

T AMENG 2 B REZ] (B &
A DAL T)
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APPENDICES (f14%)

Appendix C. ESSENTIAL RECORDS FOR THE CONDUCT OF A CLINICAL TRIAL

(T C. BRIRFABRENMIZ 31T D AIHFLE)

C.1  Introduction (FF30)

C.1.1 Many records are generated before and
during the conduct of a clinical trial. The nature and
extent of those records generated and maintained
are dependent on the trial design, its conduct,
application of risk proportionate approaches and the

importance and relevance of that record to the trial.

C.1.2 Determining which records are essential
will be based on consideration of the guidance in

this appendix.

C.1.1 - FEIRER 0 Fhini e OV FEfi 2132 <
DFLEEPERRL SN D, 1ERL « HEFFEELS N D R0
FROME L HFAIILL TICE W ED S,
T A

EN RN
VARG U7 7 a—F O

R D Y%A BRI %9 2 HEM L O
P

C.1.2 EDOFLFMNMENNT, ARG D T A &
VADKRREEREAE S &M 5,
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C.13 The essential records permit and
contribute to the evaluation of the conduct of a trial
in relation to the compliance of the investigator and
sponsor with Good Clinical Practice (GCP) and
applicable regulatory requirements and the
reliability of the results produced. The essential
records are used as part of the investigator oversight
and sponsor oversight (including monitoring) of the
trial. These records are used by the sponsor’s
independent audit function and during inspections
by regulatory authority(ies) to assess the trial
conduct and the reliability of the trial results.
Certain essential records may also be reviewed by
the institutional review board/independent ethics
committee (IRB/IEC) in accordance with applicable
regulatory requirements. The investigator/institution
should have access to and the ability to maintain the
essential records generated by the
investigator/institution before and during the
conduct of the trial and retain them in accordance

with applicable regulatory requirements.

C13  WZHREKIC LY, MBREREEA KO
AR > —73 Good Clinical Practice (GCP) <2
W S D HI B2y Loy, oAk S
AVTZRERDMETE D0, 1T DWW TRER ARG
MR AT T2 2 ENTEX DLk D, &
ZHRCERIE, RBR S AL 73 R AR AR % Y
L 4= 7 s R OVA TR o Y — 3 PR kB % B
B (=20 7%88) O—RELTHNS
No, OO, AR Y=L DML
L7-BEEASCHBIY R L D EEIZB W T, R
AR 0D FE R R L My OV R RS SR DAE M 2 7
TAAMTLIEDICHVOND, —HOEE
PRECERIT . W S AL BRI BRI E - T, BRIR
REBEAZES/MA L HEEEZEES (IRB/IEC) I
Ihrvba—ahsZtbdsb, RBRFEMET
F AR, BRI R BA 4G I M OV IR
AR T P R T TR A /AR T it i R
DR LIz WHRLERA~DT 72 A% L, HEFF
TR LRNZFONETHDH, FloEth
O DFLER % 1 H S A1 2 B ERIZ e > THRE T
LRNEFRORETH D,

[FRIE] “oversight” Z B EFR L7-, R2 TIIJF
HUICERT 2 =27 2 AD B 5 supervise” &
> Tz,

C.2

Management of Essential Records (M ZH L&k DE )

C2.1 Records should be identifiable and
version controlled (when appropriate) and should
include authors, reviewers and approvers as
appropriate, along with date and signature

(electronic or physical), where necessary.

C2.1  REkIE, @kpATEE T, (WMEIDSL

T) MEBINDZRETHD, £/, LEITE
CC, fFRl#E. L E 2 —H#MEROEKRBE L

(MLETHIUTAM L ETHXIIFEEZD)
BAMNET) GOLHRETH D,
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C22 For activities that are transferred or
delegated to service providers by the sponsor or
investigator/institution, respectively, arrangements
should be made for the access and management of
the essential records throughout the trial and for

their retention following completion of the trial.

C23 These essential records should be
maintained in or referred to from repositories held
by the sponsor and by the investigator/institution for
their respective records. These repositories may be
referred to as a trial master file (TMF). The
repository held by the investigator/institution may

also be referred to as the investigator site file (ISF).

C.2.4  The sponsor and investigator/institution
should maintain a record of where essential records
are located, including source records. The storage
system(s) used during the trial and for archiving
(irrespective of the type of media used) should
provide for appropriate identification, version

history, search and retrieval of trial records.

C.2.5 The sponsor and investigator/institution
should ensure that the essential records are collected
and filed in a timely manner, which can greatly
assist in the successful management of a trial. Some
essential records should generally be in place prior
to the start of the trial and may be subsequently

updated during the trial.

C22 AR Y —FiBR IS AT /R
FEMfaak > B Y — B RREF IR B S h
ToIEENCI, ERIRBRBR IR 208 U 7o RS D
P & B H, R OERIRARERSE T 1 O MRk D
REIZOWTERY RO TEBS LER D S,

C23 I DLOXHGEIT, AR —LR
Wk S Jte AT /R SRt i % 3 % A2 L CRL R
HIZRAT 2 Y AT b VIZB W CHERFE
L. XX (VARY R ne) 2Ranb L 51
T5, ZNHDOYARY FVUIX, Trial Master File
(TMF) EFREND Z EB3H 5, BRI ET
FARBRERMER P RA T2V AT VI,
Investigator Site File (ISF) M-I HZ b b
2.

C24 AR — LB FEhi S TE AR FE
MEfEk X, WALk (Rl E &) DEZIT

RSN TV DO A MEFFE T & Th
%o AR BRI T & ORI T %D T —
A TIVHERT DM 27 & (ERAT 584K
OFFAIZRIDR) 1T, BRGSO 5 B 72
inl, N—a B, MR KO L &2AT
IREE AT HDNENRD D,

C2.5 AR Y— LRI ST AR
Wik IL, MIELEENZ A L VICIE S,

MENDZLEBERIZTRETHY, 202 L
FERARRRE B OENZRNNCHET L THA
9. WZEFLERIT. GBI AR BRBR AT ISR -
TVHERELD L HIUE, Z D% OERRFERH
WCHEH SN2 b0 H 5,
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C.2.6 The sponsor and investigator/institution
should retain the essential records in a way that
ensures that they remain complete, readable and
readily available and are directly accessible upon
request by regulatory authorities, monitors and
auditors. Alteration to the essential records should

be traceable.

C.2.7  The sponsor and investigator/institution
should ensure the retention of the essential records
required to fulfil their responsibility. The original
records should generally be retained by the

responsible party who generated them.

C.238

the conduct of the trial, the sponsor and

In order to fulfil their responsibilities in

investigator/institution may need access to or copies
of one another’s relevant essential records before
and during the conduct of the trial. At the end of the
trial, each party should retain their essential records
(see sections 2.12.11 and 3.16.3(a)). The record
location may vary during the trial depending on the
nature of the record. For example, the investigator
may access relevant essential records from the
sponsor (e.g., suspected unexpected serious adverse
reactions (SUSAR) reports) via a sponsor- provided
portal, and these essential records would need to be
retained by the investigator/institution at the end of

the trial.

C29 When a copy is used to permanently
replace the original essential record, the copy

should fulfil the requirements for certified copies.

C2.6 AR — LaBRENEAE /R
MEfEER X, WZHRLERZ FEA (complete) T, K
FelEDME = L(readable), T <IZFIJH T, 2
OHHY R, E=2— ROEEREOEFEI
CCHERE CTE 5 &5 R ECHEICRET
REThDH, WAHALEROLEEITIBH ARE
(traceable) & & Th 5,

Z N
i

C27 ARUYP—N] ﬁ%%%f@@ﬁ%
FhifEax X, TNENOELEZRIZTD

e WEFE Bk B SR %ﬁﬁézgwhé
W, AU POk \Aﬁéﬁ?éﬁ%®
O LRk A AERR LI IBRE T RETH D,

C28 EKRABROERMIZR T 2B EE R
TeOIT, ARt — & GRS i AT /AR E
feihtiazid, FERBEARET, BRI TIC, BAEW
DBET D MEFERICT 7B ALY HE %
AFLEVTORERELLZ DD D, Eﬁ'&fh
AU TIRRICIE, BYFER T TN TN DL
BERELTEIRETHD 21211 ERV
3.16.3(@)FE S M) , FEEROMEIZS LT, R
AR RLESS TN E DL GE N D5, BlR
I, RBREREEE 2 EARRERTPIT) RR
P—IC R VR ENTER—F L 2N LT, AR
Y= XD B (B
unexpected serious adverse reactions (SUSAR)#i
H) LT 7 EALTWEE LT, ERARRERK
TR, BRI LA AR I i X
IO DM AIRE T DNERH D,

suspected

C29  WHFERDFEARZ KAHIZEZHZ 5
“OICHEBEEHFHT 256, € OE GRS
SHEEOBEMEWT-TVEND D,
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C.2.10  Some records are typically maintained
and retained only by the sponsor (e.g., those related
solely to sponsor activities such as data analysis) or
only by the investigator/institution (e.g., those that
contain confidential participant information). Some
records may be retained by the sponsor and/or the

investigator/institution.

C.2.11

the sharing of records when there are blinding

Careful consideration should be given to

considerations and when the records are subject to
applicable data protection legislation. For the
sharing of essential records with service providers,

see section C.2.2.

C.2.12

specific to a trial but may be related to the

Certain essential records may not be

investigational product, facilities or processes and
systems, including computerised systems, involved
in running multiple trials and retained outside the
trial-specific repositories (e.g., Investigator’s
Brochure, master services agreements, standard

operating procedures, validation records).

C.2.10 FLEROHMERFE B ORE 1 ~$%
2. AR —DRZE DD (Bl 57— 2 fiR

HraE D AR Y — DRI O BT 5 508k)
i, BRI B AR FE M % D 1T K
LRBBINE O (fl: REBRBINE O
DEENLHFER) DD, iz, Fifkic k- T
AR — RO (UF) HBRFEETE/A
BrIzfifiakic L 0 IRE S D,

C211 BB ET %6, KOG E
MEND T — 2 E#EORNR LR EA1T, i
FROILAFIZONWTHEICHRF T & TH D, W
— B R EE & OMHFLERO L F 1T OV TIT
C2&ZHDZ L,

’:T
LVZN

C2.12 —HROMAEEIL, BERBREEFGOL
DEVD LV IE, EBRE, Mk, I etER
RVAT A (A a—H bV AT AEET)
WZBET 2D TH Y | HEEOERKRER O i
WZREE L, BARRBREA DY AT U &R
RE SN D, (] IR S FAREK

B BEEG FIRE, NY T — g k)

C3 Essentiality of Trial Records

(ERPRRABRRCGER D 2R M)

C3.1

essential and has to be retained should take into

The assessment of whether a record is

account the criteria below. Such assessment, whilst
important, is not required to be documented. A
structured content list for storage repository(ies)
may be used to prospectively identify essential

records. An essential record:

C3.1  GRERDSZHGLERIR DD, RE T DB
NHLIZNEIDOTEARA L NI, LT OHUE
EEETDOVNENDHD, TVl TEAAY
MIBEZETIIH D57, CERT D MBI,
—OUIEHED A FL— U RY R ICHNT
OSSN TV ) A M EAWTYAE
A TORETE D L9105 & L, A
RLERIT
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(a) Is a document that is submitted to or issued by
the regulatory authority or IRB/IEC, including
related correspondence and those
documenting regulatory decisions or

approvals/favourable opinions;

(b) Is a trial-specific procedure or plan;

(c) Is relevant correspondence or documentation
of meetings related to important discussions
and/or trial-related decisions that have been
made related to the conduct of the trial and the

processes being used;

(d) Documents the conduct of relevant trial
procedures (e.g., database lock checklist
produced from following data management

standard operating procedures (SOPs));

(e) Documents the arrangements between parties

and insurance/indemnity arrangements;

(f) Documents the compliance with the
requirements and any conditions of approval
from the regulatory authority or the
favourable opinion of the IRB/IEC;

(g) Documents the composition and, where
appropriate, the functions, correspondence
and decisions of any committees involved in

the trial approval or its conduct.

(a) B 24 /R L IRB/IEC ([ZHEH &5 30
SOTEBIH Y R UL IRB/AIEC 75547 &
LXETHL (BET HiulfEek. KO
FUHINT R D U B 0k T Y bR 2 S gk
THXEFELZETD) o

(b) B PRFRER [ A7 O FNEE I IFHHE TH
%o

il

(c) W PRFRER 0O Fh o ] 77 1 & 22D T
DEBRFEELR O (OUT) KRB
DY TENZ BT 2 HAK FLER )T 5K D L
HEETH D,

(d) BEE 3 2 BRI FIEA FEff Sz 2 &
FiigLTCnD (fl: T—H VA
MEHERE S TIEE (SOP) 1ZfE- TIERL
ENETF—FR—2u0 v I F 7Y R
~) .

(e) BFEHMDOHLY P> K OPRBR/AHE D HL Y
R ZFLEK L T D,

(f) B2 B XL IRB/AEC D ER AR X
5 BSRETE N QKGR ESF S - =
LEREHEL WS,

(g) B IRFABR D 7RG ST I M B 54 5T
DEEZOREMRL T, LEISCT, &
FL G R OVRIE ZRdk LT D,
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(h) Demonstrates that a trial-specific
computerised system is validated and that
non-trial-specific systems (e.g., clinical
practice computerised systems) have been
assessed as fit for purpose for their intended

use in the trial;

(1) Is a document that has been authorised/signed
by the sponsor and/or investigator to confirm

review or approval;

(j) Is, where necessary, documentation that
demonstrates signatures/initials of staff
undertaking significant trial-related activities;
for example, completing data acquisition

tools;

(k) Documents what information was provided to
potential trial participants and that
participants’ informed consent was

appropriately obtained and maintained;

(1) Documents that sponsor personnel involved in
the trial conduct and individuals performing
significant trial-related activities on their
behalf are qualified by education, training and

experience to undertake their activities;

(m)  Documents that the investigator and those
individuals delegated significant trial-related
activities by the investigator are qualified by
education, training and experience to
undertake their activities, particularly where

the activities are not part of their normal role;

(h) FERRBRA D 2 B 2 —Z b AT LN
U7 —a rBMTbhhTing Z & &R
T FERRRBH TIZR Vs 2T A
B . B a s Ea—F s AT L)
D ERARFBR O HIZEA LT\ D 2
LETBEAAL NERTHDHZ L &R
R

(1) L =—X| j:ﬁ(mu ﬂf\“a—f:&);(ﬁf:/"j“—‘
KO (L) PR EREE DT/ E 4
L7eXETH D,

G) (LEZRGE) ERRHERICBE 3 5 BEE
IREE) (FIZIX, T A UUEY — LD A
1) BERLIZAY v TOELHIA =%
VR IEERTH D,

K RBRSINE L7200 5 HFIED X S el
Wk SN ERiER L T\, £
RBRBINEDOAL > T+ —L Rar vy b
DAEENZEAF S 4L, MEFFE B STV
ZE AL TV D,

(1) FERARRRERE R B 59D AR Y — Dk
B, ROZoOMREE U CHRR BRI B
THERBERIGHEITOEN., BE. b
—= V7 RORBRICE Y . Zn D OEE)
ST L D DukREE AT HZ L
ZRLEKL TV D,

(m)  FRERSENE R AL M OB I =)
O ERARBR I B 3 2 R Eh 2 ZT
SNTEN, BRI, ZOMEE @ D

BENZEENRNGE) HE. PL—=
VI ROEBRIZE D . ENENDEG &
FNTETL O DR AT H L &
LR LTV D,
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(n) Contains the data as well as relevant metadata
that would be needed to allow the appropriate

evaluation of the conduct of the trial;

(o) Is a document related to the sponsor or
investigator oversight of trial participant
safety during the trial, including compliance
with safety reporting requirements between
sponsors and investigators, regulatory
authorities and IRBs/IECs and informing trial
participants of safety information as

necessary,

(p) Documents that service providers are suitably
qualified for conducting their delegated or

transferred activities;

(q) Documents that laboratory activities and other

tests used in the trial are fit for purpose;

(r) Documents sponsor oversight of investigator
site selection and monitoring and audit of the
trial, where appropriate, and provides
information on arising issues/noncompliance
and deviations detected and implementation of

corrective and preventative actions;

(s) Documents the compliance with the protocol
and/or procedures for management and
statistical analysis of the data and production

of any interim report and the final report;

(t) Documents the collection, chain of custody,
processing, analysis and retention or

destruction of biological samples;

(n) B PR BRI SEhE R i 2 i U R 3 5 72 8
W2 DT — 2 K OEET 5 A %5
— X BETe,

(0) AR U —XIFBREELEIZL D,
iR SRR it O BB INE D2 aNED
BEICREET 2 ETH D, AR Y —
E BRI E T L O, HIHIY R &
IRB/IEC & DO D% s B 3
5P EIZIS UTT ) RS INE ~ D%
RYEEHR OB E ST,

(p) —ERBME D ML FRFEI N
XS B D 72 0O D45 iR A i
7L TCWBZ EEFREHFLTWS,

(q) FRREBE CHW O N MEEEESICE
FATANPEMICES L TWASZ L%
FEEELTUN A,

(1) AR Y=L D BRI I H i 2
TENZOWTOREE ., KUK D€ =
2 TRERIZOWNWTESEL TV 5,
Flo, BN U T, A L2 MBI
B ST, RO SIS
DREIE « PRORSE O LRI 5 A
LTV 5,

(s) 7m Fa RO (L) 7—FEE -
FHEHTFIE, HPRIEHEE - REHEEE
FFNE~OE G IR DL Z Fegk L TV D,

(t) AR OERER, R - Tk, g
Mro AL R OMRE BEIEIC DOV Thodk
LTWa,
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(u) Provides relevant information on the

investigational product and its labelling;

(v) Provides information about the shipment,
storage, packaging, dispensing, randomisation

and blinding of the investigational product;

(w) Provides, where appropriate, traceability and
accountability information about the
investigational product from release from the
manufacturer to dispensation, administration
to trial participants, return and destruction or

alternative disposition;

(x) Provides information on the identity and
quality of the investigational product used in

the trial;

(y) Documents processes and activities relating to

unblinding;

(z) Documents the recruitment, pre-trial screening

and consenting process of trial participants

and their identity and chronological enrolment

as appropriate;

(aa) Documents the existence of the trial
participants and substantiates the integrity of
trial data collected. Includes source records
related to the trial and medical treatments and

history of the trial participants;

() TEBREE K OV OFRRICEHET 5 (R = 12
gL T 5,

W) IR OEx, RE, TIE ZfF EE
AEROERILICET DI aRMt LT
WD,

HET LG, IRBRIEICET S FL—Y
v T 4 ROSHFEOF Rz 2 L T
W5, RUEEENDHM SN THLR
£, RBBME~OE G, KA - BEIE,
IOy F T,

(W)

(x) BEARFER TR 4 2 1B O K UM
HICHET SEmadt LT 5,

(y) ERfEERIZBE T 5 7' a & X R ONEE) %2
SEE LTS,

(z) R SINE DO, BARBRBHARTOR
BENEAs ) —=27 - ARG 1
TR RBRSINEFSER, KOWEIC
Jis U CIRE R BN DB ERNEIZ DWW CREER L T
W5,

(aa) RERSIMNE D FET HZ L2708k L.
W S NIRRT — 2 DA T 7
T4 HEMT WD, RSN AR
B R ONEFRA T 412 K 23RBS INE ~DIR
P M OBBR B INE OIRHIEE I B9 5 D
BB EEND,
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(bb) Defines processes/practices in place in the
event of a security breach in order to protect
participants’ rights, safety and well-being and
the integrity of the data.

C3.2 Applying the criteria in section C.3.1, the
trial records that are considered essential are listed
in the Essential Records Table, and these should be
retained when produced. This table is not an
exhaustive list, and other trial records may also be
considered essential by the sponsor or the

investigator.

C.3.3  For some trial records listed in the
Essential Record Table, their presence and nature
are dependent on the trial design, trial conduct and
risk proportionate management of the trial and may

not be produced.

(bb) FERZINE ORI « 224 - Ak, KO
T—=EA T ITVT 4 A RET DD
2. X2 VT BENRELELGAIC
S 7t 2/BEEZHEL TV
el

C32 C3.1DHEEZESE, MHLEARS
A% BRAGREBR LS &2 ALK IR T, Thb
DFLFITIERFFICRE T DM ERH D, ZDOR
IINERER) ClE7e < . T DM OBEKRBREEETH
ST H AR — TR FESE AT DM L
EZXDGEN DD,

C3.3  MHRSRERICFIE ST B ERIREER
FLERD OB, D HLOIX, T OFELOMEE
. BB T A | B ERER D FEHIR L&
WY A2 G UEHICRFE L, B SR Zan
BEndh b,

Essential Records Table (4 ZHRLEHEKFR)

If these trial records are produced, they are
considered essential and should be retained (see

sections C3.1 and C3.2).

Note: An asterisk (*) identifies those essential
records that should generally be in place prior to

the start of the trial (see section C2.5).

Investigator’s Brochure or basic product
information brochure (e.g., summary of product

characteristics, package leaflet or labelling)*

Signed protocol* and subsequent amendments

during the trial

Z ORI FRRARBRGLER D ER SN D56
I, ENHIEFMEAEEEZ DN, RETRETH
% (C3.1 LT C3.2 #5H),

e TRXKXY X (%) (4, — RN KRG D
PILEETICIHE [ T < BED B B8 TGtk & o
7 (C2.5 X/,

TR B T AR 2 B R T (1)
SR, Ny r— U —T by b ULIRA
SLE) x
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Dated, documented approval/favourable opinion of

IRB/IEC of information provided to the IRB/IEC*
IRB/IEC composition*

Regulatory authority(ies) authorisation, approval
and/or notification of the protocol* and of
subsequent amendments during the trial (where

required)

Completed signed and dated informed consent

forms

Completed participant identification code list and

enrolment log

Notification by originating investigator to
sponsor of serious adverse events (SAEs) and
related reports, where required

Notification by sponsor and/or investigator,
where required, to regulatory authority(ies)
and IRB(s)/IEC(s) of suspected unexpected
serious adverse reactions and of other safety
information

Notification by sponsor to investigators of

safety information, where required

Interim or annual reports to IRB/IEC and regulatory

authority(ies) (where required)

Source records

Data and relevant metadata (including
documentation of data corrections) in the data

acquisition tools

IRB/IEC (ZH2fit S 7= 1 #HIZxF9 % IRB/IEC O
KR/ EENE RN TEH I N B A SCE*
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Final report to IRB/IEC and regulatory

authority(ies), where required

Interim (where applicable) and final clinical trial

reports

Sample of data acquisition tools (e.g., case report
forms (CRFs), diaries, clinical outcome
assessments, including patient-reported outcomes)
that are provided to the investigator and/or
IRB/IEC*

Sample of information given to trial participants*
- Informed consent materials (including all

applicable translations)

- Any other documented information (e.g.,
instructions for use of an investigational product or
a device)

- Advertisement for participant recruitment

Arrangement between parties on the financial

aspects of the trial*

Insurance statement*

Signed agreement between involved parties,* for
example:

e Investigator/institution and sponsor
e Investigator/institution and service
providers
Sponsor and service providers
Sponsor and IDMC and/or adjudication

committee members

Documentation of selection, assessment* and
oversight of service providers conducting important

trial-related activities
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Relevant documents evidencing qualifications of
investigator(s) and sub-investigator(s) (e.g.,

curriculum vitae) involved in conducting the trial*

Trial-specific training records*

Documentation of delegation of trial-related

activities by the investigator*

Signature sheet documenting signatures and initials,
unless only electronic signatures are used (of
investigator and individuals delegated by the
investigator)* (can be combined with

documentation of delegation above)

Normal value(s)/range(s) for
medical/laboratory/technical procedure(s) and/or

test(s) included in the protocol*

Certification or accreditation or other
documentation including of validation (where
required) to confirm the suitability of
medical/laboratory/technical procedures/tests used

during the trial conduct*

Documentation of collection, processing and

shipment of body fluids/tissue samples

Documentation of body fluids/tissue samples

storage conditions

Record of retained body fluids/tissue samples at the

end of the trial

Sample of label(s) attached to investigational

product container(s)
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Instructions for handling of investigational
product(s) and trial-related materials (if not
included in protocol or Investigator’s Brochure), for

example, pharmacy manual*

Shipping records for investigational product(s) and

trial-related materials*

Certificate(s) of analysis of investigational

product(s) shipped*

Investigational product(s) accountability at

investigator site

Documentation of investigational product storage

conditions, including during shipment

Records of relabelling of investigational product at

the investigator site

Documentation of investigational product

destruction or alternative disposition

Emergency decoding procedures for blinded trials*

Master randomisation list*

Instructions for use of important trial-specific
systems (e.g., interactive response technologies
(IRTs) user manual, electronic CRF (eCRF)

manual)*

Records demonstrating fitness for purpose (e.g.,
maintenance and calibration) for equipment used for

important trial activities*

Treatment allocation and decoding documentation
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Completed participants screening log

Site monitoring reports (including site selection,*

initiation,* routine and close-out)

Centralised monitoring reports

Records and reports of noncompliance including
protocol deviations and corrective and preventative

actions

Documentation of relevant communications and

meetings

Audit certificate

Documentation relating to data finalisation for
analysis (e.g., query resolutions, SAE
reconciliation, quality control reports, coding

completion, output data sets)

Documentation of trial-specific computerised
system validation (e.g., specifications, testing,

validation report, change control)*

Documentation of the assessment of fitness for
purpose for non-trial-specific computerised systems

used in the trial (e.g., clinical practice computerised
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Trial-specific plans (e.g., risk management,*
monitoring,* safety,* data management,* data

validation* and statistical analysis) and procedures
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Glossary (38
[FR{E] BAF 4 JHICBEE S 5 HEEO AR LTz,

Agreement

A document or set of documents describing the
details of any arrangements on delegation or
transfer, distribution and/or sharing of activities
and, if appropriate, on financial matters between
two or more parties. This could be in the form of a

contract. The protocol may serve as the basis of an

BEXE

2 DLLEOLFHM OIEE OZAESUTREE, 57
AT OUF) A, KON T 5581305
HIAZRAT 2 B Y RO DFEMN & Rl L 72305 X
FIXEL Y b, ZHERKNEOR & & 5 AREME
WH, 70 baVIEEIEOHENEE LTKR
SEOFREMED B % o

agreement.

Applicable Regulatory Requirement(s) HH S h % HIESF

Any law(s) and regulation(s) addressing the conduct | JEERFE DGR RR O FEhn x4 HET 5 H b 51k
of clinical trials of investigational products. M OHL,

Audit Certificate EEIrAE

A declaration of confirmation by the auditor that an

audit has taken place

RN EEZIToLZ LR D ESE

Audit Trail

Metadata records that allow the appropriate
evaluation of the course of events by capturing
details on actions (manual or automated) performed
relating to information and data collection and,
where applicable, to activities in computerised
systems. The audit trail should show activities,
initial entry and changes to data fields or records, by
whom, when and, where applicable, why. In
computerised systems, the audit trail should be

secure, computer-generated and time stamped.
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Certified Copy

A copy (irrespective of the type of media used) of
the original record that has been verified (i.e., by a
dated signature or by generation through a validated
process) to have the same information as the
original, including relevant metadata, where

applicable.

RAEMT EHE

AV U AGEROET (] S5 RO FEHH
XM7Y THhY, AV TF LR CIE®R
(FZUT 25615, BHET LA X T — &%a
) ZHTHZEN (AFFAYDELICE
XmNU?—kéﬂtfmﬁxmibiﬁéﬂ
5HZET) BEREESNTZH D,

Computerised Systems Validation

A process of establishing and documenting that the
specified requirements of a computerised system
can be consistently fulfilled from design until
decommissioning of the system or transition to a
new system. The approach to validation should be
based on a risk assessment that takes into
consideration the intended use of the system and the
potential of the system to affect trial participant

protection and the reliability of trial results.
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Data Acquisition Tool (DAT)

A paper or electronic tool designed to collect data
and associated metadata from a data originator in a
clinical trial according to the protocol and to report

the data to the sponsor.

The data originator may be a human (e.g., the
participant or trial staff), a machine (e.g., wearables
and sensors) or a computer system from which the

electronic transfer of data from one system to

T —ZINE Y —/)L (DAT)

7'a k3 iE- T, BRRFER T data

originator N HT7 — X LT HA X T —H %
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Examples of DATs include but are not limited to
CRFs, interactive response technologies (IRTs),
clinical outcome assessments (COAs), including
patient-reported outcomes (PROs) and wearable

devices, irrespective of the media used.

DAT OFIZIE, RS D AT ¢ 7IZBfR %2
<. CRF, interactive response technologies
(IRTs), patient-reported outcomes (PROs) % & e
clinical outcome assessments (COAs), 7V =7 7
TINTNA ZENRGENDDR, ZHUHIZIRES
5 HD TR,

Data Integrity
Data integrity includes the degree to which data
fulfil key criteria of being attributable, legible,

contemporaneous, original, accurate, complete,

secure and reliable such that data are fit for purpose.

T—BATTIVT 4

T—=HA T 7T 4R, T2 B mEE,
HIFEvE, RIREME, JFUARPE, IERerE, WaREIE, %
Ak, BRSO FHERIEEER - T E AV,
DEYV T PHMICHE L TWDLEAVWRE
ENd,

Direct Access

Permission to examine, analyse and verify records
that are important to the evaluation of a clinical trial
and may be performed on-site or remotely. Any
party (e.g., domestic and foreign regulatory
authorities, sponsor’s monitors and auditors) with
direct access should take reasonable precautions
within the constraints of the applicable regulatory
requirement(s) to maintain the confidentiality of
participants’ identities and their data and sponsor’s

proprietary information.
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Essential Records

Essential records are the documents and data (and
relevant metadata), in any format, associated with a
clinical trial that facilitate the ongoing management
of the trial and collectively allow the evaluation of
the methods used, the factors affecting a trial and
the actions taken during the trial conduct to
determine the reliability of the trial results produced
and the verification that the trial was conducted in
accordance with GCP and applicable regulatory

requirements (see Appendix C).

WIARLER
VEGLER &1, BARBRICEET 20 bW DT
XOXLEFEELT—F (ROBEETLIAZT—4)
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Metadata

The contextual information required to understand a
given data element. Metadata is structured
information that describes, explains or otherwise
makes it easier to retrieve, use or manage data. For
the purpose of this guideline, relevant metadata are
those needed to allow the appropriate evaluation of

the trial conduct.
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Quality Assurance (QA)

All those planned and systematic actions that are
established to ensure that the trial is performed and
the data are generated, documented (recorded) and
reported in compliance with GCP and the applicable

regulatory requirement(s).

B RFE (QA)
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Quality Control
The operational techniques and activities
undertaken to verify that the requirements for

quality of the trial-related activities have been
fulfilled.
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Service Provider
A person or organisation (commercial, academic or
other) providing a service used by either the sponsor

or the investigator to fulfil trial-related activities.
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Signature

A unique mark, symbol or entry executed, adopted
or authorised by an individual, in accordance with
applicable regulatory requirements and/or practice
to show expression of will and allow authentication
of the signatory (i.e., establish a high degree of
certainty that a record was signed by the claimed
signatory). A signature may be physical or

electronic.

B4

WA S D HMZE RO (U3 BEICE-
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Source Records

Original documents or data (which includes relevant
metadata) or certified copies of the original
documents or data, irrespective of the media used.
This may include trial participants’ medical/health
records/notes/charts; data provided/entered by trial
participants (e.g., electronic patient-reported
outcomes (ePROs)); healthcare professionals’
records from pharmacies, laboratories and other
facilities involved in the clinical trial; and data from

automated instruments, such as wearables and

JRRCER
(BET AT =2 2ET) AV T LDX
BT IV PFADEST—H D
PRI EEETH Y | AT 2ERIEM b7
W, ZHUTIE, LFREENLGARD D,
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F¥—Fh
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Sensors. 5 OO DEFEEHEMFIZ XL 55
b
o T T NRELYEDHEEERE )
DT —H
Trial Participant RRSINE

An individual who participates in a clinical trial
who is expected to receive the investigational
product(s) or as a control. In this guideline, trial

participant and participant are used interchangeably.

IREBRIZSIN L, 1RO G 23T %7,
XIFXRE LTSN 5 Z L AMIfF S 2
Ao ZDHA KT A4 2 Tlik, RESINE LS
FILFFETHEHL TN D,

54

%2

BZLib-139 ICH E6 (R3) final r2.docx



ICH

ICH GCP E6 (R3) Step 4 11, 111-2.12, 3.16, 4, Appendix C

No. BZLib-139

Trial Participant Identification Code

A unique identifier assigned to each trial participant
to protect the participant’s identity and used in lieu
of the participant’s name when the investigator
reports adverse events and/or other trial-related

data.
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