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The goal of the potential renovation is to provide updated guidance that is both appropriate and flexible enough to address the increasing
diversity of study types and data sources that are being employed to support regulatory and other health policy decisions, as appropriate.
The underlying principles of human subject protection and data quality would remain. ICH's decision to invite stakeholder comment on the

The reflection paper is available for download via the following link:
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Updated open Letter to EMA & ICH: From Aresearch organisations and

119 N
an international consortium nfhil health researchers in Nmuntries

Signatories listed at end:
Original signataries of 31 January letter shown in black with
new signatories of this letter shown in red

1 INNOVATION
%crmd THROUGH
COLLABORATION WHO WE ARE

INFORMING ICH E6 RENOVATION

HOME - OUR WORK - QUALITY - Informing ICH E6 Renovation

OVERVIEW

Our work to improve the quality and efficiency of clinical trials goes beyond the U.S. borders.
Recently, CTTI conducted several efforts to help inform the International Council for Harmonisation
of Technical Requirements for Pharmaceuticals for Human Use (ICH) as it revises ICH E6 Good
Clinical Practice (GCP):

= Through a global, multi-stakeholder survey with 327 research professionals from 154
countries, in-depth interviews, and a public open comment period, CTTI issued a report
outlining the areas requiring the most focus pertaining to sponsors, essential documents,
and investigators.

+ CTTI co-hosted a public event with the FDA to help the ICH in its efforts to improve various
topics within GCP.

= CTTI also convened two public web conferences hosted by the ICH that provided an update

on the progress to revise this important and impactful guideline.

https://ctti-clinicaltrials.org/our-work/quality/informing-ich-e6-renovation/
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Glossary. Appendicesh5p%3.
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I. INTRODUCTION
II. PRINCIPLES OF ICH GCP

ITI.ANNEX 1
1. Institutional Review Board/Independent
Ethics Committee (IRB/IEC)
2. Investigator
3. Sponsor
4. Data Governance - Investigator and Sponsor

GLOSSARY

APPENDICES
Appendix A. Investigator’s Brochure
Appendix B. Clinical Trial Protocol and Protocol
Amendment(s)
Appendix C. Essential Records for the Conduct
of a Clinical Trial
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2. AEREHMEES
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B/ EAHEERE. Proportionality.

BENDOIA—HRX (1)
HA RSA>DERFEER (FX)

s ksl M Ly %
This guideline applies to interventional clinical
trials of investigational products that are
intended to be submitted to regulatory
authorities. This guideline may also be
applicable to other interventional clinical
trials of investigational products that are not
intended to support marketing authorisation
applications in accordance with local
requirements.

AIA FSA 2 REIHEADIRNZESE UERRE
sBRERD T ABRARRER (BRI SND. A1 RS>
(&, HMSDEHICHEV. RISHRTTRREHRDRITIT &
9352 Lz2BNEUR. EREREBREDEDDITA
ERARBRICHBEASTNSEEDH S,

(2%&) E6(R2

HARSA>

MR Ry FERELD)

This guideline should be followed when generating
clinical trial data that are intended to be submitted to
regulatory authorities.

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

A4 BRSA 2 REIZE(CRE I DERKRAFTRT — 5 Z1F
I BDRICIEDNREEDTH D,

RHARSA(ICRESNTVDRAIG, HEREOZERV
BILICREEZR(F LD DMOERRAFR(CEERHTNEDIED

TH3. .




Bt/ E FAEEE. Proportionality,
BADIA—HR (2)

[FH] (Principles) &I
HARSAOE

This guideline builds on key concepts outlined in
ICH E8 (R1) General Considerations for Clinical
Studies. This includes fostering a quality culture
and proactively designing quality into clinical

KB RS54 > (3, ICH ES8(R1) [BgER:RERD—A%IE
i1 (ISR ESNTEEERMRCEDLTLD, 1
(Z. D, VRIICEDL7Z2O0—F&2HWNT. 2
AVSTA DIV Fr—ZEHRT D L. BERIERNOE

trials and drug development planning, identifying
factors critical to trial quality, and engaging
stakeholders, as appropriate, using a
proportionate risk-based approach.

EmHEFETEOT Y1 > ICEZRBE (CHAADZ &.
ABROB(CR I DEERBRZREI DL, BE(C
JIGUCTRT—OMILY —DE5Z1ED T ENEFND,

Clinical trials vary widely in scale, complexity, and
cost. Careful evaluation of the scientific objectives
involved in each trial and risks associated with
the priorities will help ensure efficiency by
focusing on activities critical to achieving the
trial objectives.

ERPRGLER (AR, B, BRICBVWTASTKERD.
ZER(CENDBIABIENUTDEBLFIAICEET D
IR D= BE(CFHE L. SBROBNZEMRT S/E(c
BEEREBICERZYTEICLICKD.. REEMHER
ITRITEMNTED,
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~ W

B0/ O>—0ORRZIEd

[RRI (Principles) 81X
HARSAOE

The principles are intended to support efficient

approaches to trial design and conduct. For

example, innovative digital health technologies,

such as wearables and sensors may expand the
possible approaches to trial conduct.

#MER
COEA)E, SRERDFH A > RUEHMCH T DI

BR7IO—FZExEIDEZBNELTLD, PR

(X, Dz 7SI B—REDEHNETZH)L
NVAEATIC KD T sERDZERE(C STz D TRIEE & T
27 7O—FMEREND D,

Such technologies can be incorporated into
existing healthcare infrastructures and enable the
use of a variety of relevant data sources in clinical
trials.

CDX DIz AT DEREA > I SICHHIHADL T &
T. BRAREBR(CH T DIRA 1REET — Y — ADER
W EIRE L 18D,

The use of technology in the conduct of clinical
trials should be adapted to fit the participant
characteristics and the particular trial design.

ERPREERDEME(CH 1T DEAMODER (. SRS INED
YFE R OMERIDFRERT T 1 > [CEE T DL D ([CHREEE
NJINETTHD,
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1 /)NR—>3 2, 3F%E. Engagement (2)

BEngagement&EBIEM=E(ET
[RHI (Principles) BIX
DA RSAOE

The use of innovative clinical trial designs and
technologies may help include diverse patient
populations, as appropriate, and enable wider
participation.

FRTHIRERPREER T U 1 > RO DA (E. HE(C
S U CERGRBEEHZURET D L TRIIE. £LD
V&L WSIZRIEE(C T Do

The design of the trial, to ensure appropriate
quality and meaningful trial outcomes, may be
supported by the perspectives of stakeholders;
for example, patients and/or health care
providers. Their input can increase the likelihood
of meaningful trial outcomes, which are relevant
to both trial participants and future patients.
This input will also guide decisions on the
feasibility of data collection and assure that
participation in the trial does not become unduly
burdensome for those involved.

SBRDT H A > (F, BUIRE EEWRDD D ERERZ
BRITDTH. AT—0RIILF— (BIRE BERV
(X(F) EEEEE) ORK[UCKIDZHNID. X
T—=OMRILY =501 >Ty MDD, HERSE
EFEROEBEDMTS (C & D TRKRD D D RERIER NG
SNJAEEMZEOHDCENTED. =BIIC. DA
>Tw MME THIREDEREIREME(CRI I DIRED
Bt & n, MERSNE(C L > TREADSINAS
BEHEERSIHNWC EZFRIAETDIED LD,
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BUIIRBADI A —HR
(Quality by Design & Proportionality)

[RRI (Principles) 81X

DA RSAIE
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.

#IER
DAVT o - )\A - THA2ZEAL., BRDEZHE
RIDEHICEERER (05, —HFL&TJ0Ot
R) & INSOERDA>FTIUT+ (ZEMH) =
BN L. =i (C(SEHERIERDERMEZEN T URY
ZHIET DHEND D

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 data reliability.

SUBRODEN 7 218 I DT (CEBA SN DEEAREIER T O
TRARVGIRIERRKG. NETDT —YDEZEEL
RS IBEDRZEMRUT —FDEEMECHTD IR
DICREDTEEDICINRETHD. sEBRTHA (4.

EH FEMRJEE. DN OARBIREM S ZE T DS T

Trial designs should be operationally feasible and

550

avoid unnecessary complexities.
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HA RS5A > DB
HARSAVE ‘X

This ICH GCP Guideline is composed of principles
and annexes that expand on the principles, with
specific details for different types of clinical trials.
The principles are intended to apply across
clinical trial types and settings and to remain
relevant as technological and methodological
advances occur. The principles outlined in this
guideline may be satisfied using differing
approaches and should be applied to fit the
intended purpose of the clinical trial.

Annex-1 is intended to provide information on
how the principles can be appropriately applied to

ARICH GCPAH - R >(&, [&H] (Principles) . KU
TDIRAZILTE L. $RA IRIEFEDEE AR EERD E{ARY /3
FERUEfAEXE (Annexes) TSN, XN
JRENE. EERBROIBIEN VSR ERM (BTN, &
el O A EimNES I AP CHEMATEETHDC
EZENEULUTVND. ALOA RSA (IR SNEIR
AlF. AR TJO—FZH\NTmIEI CENBIEET
HD. BRAROERI T IENCEDE GERAENS
NS Thd,

HEXE (Annex) 1DBEM(E. [RBIZEEAREAER(CEL]
(CEAH Y DHAEICEHT BRI T D LETH D,

clinical trials. Additional annexes may be
developed to respond to stakeholder needs and
to address emerging innovations in trial design
and conduct. This guideline should be read in
conjunction with other ICH guidelines relevant to
the design and conduct of clinical trials, including
multiregional trials.

AFT—=OMRIAF—DZ—=X[CHIGL. HEBROFTT 1>
NRUEMICH VT DITTIRFERHCHITT DIzs(C, Bl
DHNBEXEMERSNDIZEN HD. RO RS>
(&, ERHREEERZSD. BARHBROT YA > RUE
K (CBE T DMDICHA A RS> EHE TEHREND
RNEEDTHD,
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ICH E6 (R3) TOPIC ICH E6 (R2) D%t
PRINCIPLE 953y

1 fmIEpg = A 2.1,2.2,2.3,2.7,2.11

2 A4 —LF-a 2k 2.9

3 IRB/IECIZ & 2 EE& 2.6

4 Rl 4 2.4, 2.5

5 EHIREZET 58 2.8

6 B 2.13

7 JRIZHEDOT7 T7a—F AL

8 EETEE 2.5

9 EETEZHHER 2.10

10 RE|EEHE BZETL
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[RRI (Principles) (1)

RENNADES

HARSAE FEX

i, IAUTA - )1 - FHA> (6. 8)

Quality of a clinical trial is considered in this
guideline as fit for purpose. The quality and
amount of the information generated during a
clinical trial should support good decision making.

AHA BRSANCHVT, BBREEROE (SBINADIE
SEEHBREND. BEBRAERICHVNTESNDIEHRD
BeEsd, BUIRERREZZIEITDEDOTRIINL
ANGYAN AR

Factors critical to the quality of the trial should be

BRDE (CE T DIEBRLEBENTRHEI DNENHD.

identified. These factors are attributes of a trial
that are fundamental to the protection of
participants, the reliability and interpretability of
the trial results and the decisions made based on

NSOEAS, ESIBEORE. ARG EROERE

MR OERIRE] e, NSNS OFEERIERICED <

,uzj%Ed)*EZKc‘:Td\%uiﬁﬁ@}: |$t550 AU

7_-4’ A - FTHAE(E EHENRINTD (TR0

those trial results. Quality by design involves
focusing on the design of all components of the
trial in order to maximise the likelihood of trial
success (i.e., that the trial will answer the
research question).

5, MR CHVW TS —FIOTIXAFIUICERD) 1

A BAIRICSHBH. RBOE COBHRERD

THACERZE TR ETH D,

Strategies should be implemented to avoid,
detect and address serious non- compliance with
GCP, the trial protocol and applicable regulatory
requirements to prevent recurrence.

GCP. EjtstEEREARASNDIRH B (CHITDIE
RIGNETZ O, RENRUHLL. BFEEHLLET D
T2 DEBIIMER SIVRTUSIR SR,
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AF4P=1—r3)V (8IX)
HARSAOE [EX

This guideline is intended to be media ABDA RSA2F XEL/ EEFERDOBRN T
neutral to enable the use of different A IRSEMEFERTERLD. A4 77=-1—b
technologies for the purposes of SILTHBDCE (BEARICKSRWCE) ZERIUL
documentation. J2BEDEREDTULND,

[RRI (Principles) (I2& & UTEREINE (BIX)
HARSAOFE FEX

The principles are interdependent and CHOFRAIFHE(CARFLTED. Tz, MR
should be considered in their totality to SERDEMNOMEFE CE DERZRIE T DIESH.
assure ethical trial conduct and reliable PREUTEEINDIRNETHD,

results.
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IRB/IEC (1)
m IRB/IECEMBILBADREICDNT, SHEHORRERMUEX

SZ ek

IRBADELRU#HS (1.5)
AHARSAE EX

For the submission to or communication
with the IRB/IEC, it is recognised that in
most regions, there is also a requirement to
make a submission to the relevant
regulatory authority, and these may be
combined, in line with applicable regulatory
requirements, in a single submission in
some regions. In addition, applicable
regulatory requirements may require that
submissions to the IRB/IEC are made in
some regions by the investigator/institution
and in others by the sponsor.

IRB/IECADIRE X (FIRB/IECA\DIRE (CDULT,
(T & A EDHE TREMGI ZHB/ADIRHEEKSE
NTHDH., INSIE—EotE TILER TN
HIEH(CiED T, IBRHEKUHREH 1EIDIRE (CHE
BNDHENHD. =5I(C. IRBIECADIZE
(. BRHINDIRHNEH(CHRELY. —SPoihis T
AR e TR/ BRARBREMAER (C KD . DD
g I RN —(CEXDIThNBZ T ENERE
NdDGEHHD.
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IRB/IEC (2)
EESEEESICOVWTCTT ISAIVERUERALIRFEEEDSBCLELERER

BT

FRISISICEAYSEER (1.1.2 (b))
HARSAE RX

The IRB/IEC should review the following
information, where applicable:

(b) informed consent material(s), assent
form(s), where applicable, and any
updates, including the description of the
process for how informed consent is to be
obtained;

9 D5 E. IRB/IECIFUATDIER=EZEETI N
=TChd,

(b) 1> TA—LAR - I2t> REUEICALSN
DER., 7t hE ZHEITDIEE) KUEN
S5O (A1>A—-ALK - 321> FOBYE
FHEDHRIAZSE)
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IRB/IEC (3)

mBRSMEDEEARHBRCSMT STEHICHEEULEERICDWNT, 323

HNSaEEEh S D Z & &2 ATE(L

SRS MENDIZIAWN (1.1.8)
HARSAOFE FEX

Reasonable reimbursement of participants
for travel and lodging is not typically
coercive.

BE., BEAOMERIC I B ESINEN\DEH
AGSE N G5 ey g AN A
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IRB/IEC (4)

B DI BIEF & 5 (3132)
HARSA2F REX

The requirements for the IRB/IEC in this KA RS> DIRB/IECOEMS (&L, HimdDiR |

guideline should be read in conjunction with | B4 &EHE THRENDIRETTH D,
local regulatory requirements.

mixEE (1.1.4)
HARSA2F REX

The IRB/IEC should conduct continuing IRB/IECI. ##HEHRDREHBER(C DL, sHEREN
review of each ongoing trial at intervals BA(CX T DI RDDIEE (IS U FZ bR CHikicay (C
appropriate to the degree of risk to FHE URITNUIIRSIRUN,

participants.
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IRB/IEC (5)

IZNBR7E> hOEE (1.1.7)
HARSAE FEX

If minors are to be included in a trial, the IRB/IEC
should review the assent information considering

REFEENER (CHAANSNDIHE. IRB/IECE,
SR EBDFD, RFAERG IR, W&

the age, maturity and psychological state of the
minor, as well as applicable regulatory
requirements.

HESNIRHBHZZREL /> MEHREETIN
ECTHD.

seixDRF (1.4.1)
HARSAOFE BFEX

The IRB/IEC should retain all relevant records
(e.g., documented procedures, membership lists,
lists of occupations/affiliations of members,
submitted documents, minutes of meetings and
correspondence) in accordance with applicable
reqgulatory requirements and make them available
upon request from the regulatory authority(ies).

IRB/IEC(E. EHSNSRHEAFCRED T, BERE
CosgEx (Bl FlEE, £EERE. EEOWREFE
DUR b, BEZF. SEORBHENOPLODEDDE
ix) ZHREFL. RES/ENSOEB(ICIGUTRRTE
BDEDICULTHEMRTFNUSIR SR,

37




ITII.f9E®XE (ANNEX) 1
2. aliREMSER



ICH E6 (R3) ANNEX 1

AUERSRIES TS
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950> 3>
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RS ES (1)

A2 JA—ALKR -2 MDD

ZEA

A2JA—ALK - 2> MDESR
HARSAE RX

...Varied approaches to the provision of
information and the discussion about the trial
can be used. This can include, for example,
providing text in different formats, images and
videos and using telephone or video
conferencing with investigator site staff.
Informed consent is documented by means of a
written or electronic, signed and dated informed
consent form. Obtaining consent remotely may
be considered when appropriate.

... 51BR (CBY J D IEHIRMHE N UEE LEWVICE W TERA
BRAFEERAVWSCENTED, INICE HIRIE
RR IR DOXE, EERRUESTADIRM, TR
PRELERE e A Y v J EDBEX (FET ATHEDE
HAIRENEFEND. A1>TA—LKR - 02T MR,
ELNRUVBEMANNEATNL., HROXIEEFREERENX
SZRHAVTERERT D, BYAEE., EiF CEEZEIS
9D LT U THLL,

E#FETNDEH (2.8.1 (b))
HARSA>FE

374

The information should be as clear and concise as

possible, use simple language and avoid
unnecessary volume and complexity.

BRI PTEETRBR D BAfEN DETRE(C L. DA D>
JUVEEZEAHU T, MBS EM Sk
H-—é/\‘gt“@% o 40




RS ES (2)

FINEIRR T (2.8.15)
HARSAOFE FEX

A2 JA—ALKR -2 MDD
ZEA

In exceptional circumstances (e.g., public health
emergencies), when the usual methods to
obtain and document informed consent are not
possible, the use of alternative measures and
technologies in accordance with local IRBs/IECs
and applicable regulatory requirements should
be considered.

BN IRRT (Bl : AREE LDRRERR) T, 1>
JA—AR - O>t> hME@BEEDRECEIENUOXE
L TERVNEE. IRMDOIRB/IECOEMH R UNERHEN
DIRHBH(CHED T, KRB ERDIFEAORIiZER
FTRCEZRTIT D &S

IZNRFZE> B~ (2.8.13)

HARSAOE [EX FER
Where a minor is to be included as a participant, | X EEZAEBESINEICEHDIEE. BETOTZAD

age-appropriate assent information should be
provided and discussed with the minor as part of
the consent process ... A process for re-consent
should be considered if during the trial, the
minor reaches the age of legal consent, in
accordance with applicable regulatory
requirements.

—IREUTCHFRICIURE 77> MESRZIREU. ...
SERHEARE R (TR EE DY, /ﬁﬂ’](LHE‘TﬁETdEUD(L_L
UIEZE(C(E. BATSNDIRHEESF(CIED T, BRAE
DT OTCRZIEEFTIRETH D,
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ARRIES TS (3)

EASE (CE 9 DIRMLDARREAL :

« XEVPEFIOIAE (CDWTIEERMEZFFIT ’G“Zm_ct% AR

HARSAE [EX

(2.1.1)

The investigator(s) should be qualified by
education, training and experience to assume
responsibility for the proper conduct of the trial
and should provide evidence of such
qualifications.

sEREMEEE L. 8. hL—Z
D, FERZEIE(CEBLDDETHD. TDXDE
BIEDRNZ IR DHENH D

SO RONRER(C K

BEERERER X AW INANDESAEIE N —Z
BHARSAOE [EX

>0 DEADORMEL (2.3.2)

Trial-related training to persons assisting in the
trial should correspond to what is necessary to
enable them to fulfil their delegated trial
activities that go beyond their usual training and
experience.

SR Z AN I D E (O T DEEREED hL—Z> T (3.
FESNITEBREEDERB CHED L —Z2 T RO
RERZ X CERMSNDIFEHTEITI DICHICHETLR
ANEEINRETHD,
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nﬂ%ﬁ%ﬁﬁﬁﬁ% (4)

mERPREIVERSE R (CHITD T

~

=1 —FIS AT LADERE

([CET D

HATF OB (2.12.9)
HARSAOE FEX

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
investigator/institution specifically for the purposes of
clinical trials, ensure that the requirements for
computerised systems in section 4 are addressed;

(c) where equipment for data acquisition is provided to
trial participants by the investigator, ensure that
traceability is maintained and participants are provided
with appropriate training;

(d) ensure that incidents in the use and operation of
computerised systems, which in their judgement may
have a significant and/or persistent impact on the trial
data, are reported to the sponsor and, where
applicable, to the IRB/IEC.

PRERERER C O Ea1—MES R AZFERIT IS, ERE
EER /BRARRERENHERS (XU T ZITDNRETH D,
(a)iEREMEEE /RAREREMERENEBEA UTcS X5 A
(CDWT., BYIRMEAANNLZETIREBEIRER IR EHBI D
CEZRET D
(b)iERENEEEE /IR ERSE LRI N E B DR REKERD
JEDICBAURES AT AICDWNT, 48(ICHDI>E1—4
L2 AT LADBENRESN TR S EXZRIET D
(c)itEREMEAEENT —IHUSDzH D i EBESINE
(LIt DH5Ea. NL—HBEUSF SN, RERSINE
(CEY)R & b—:)ﬁ‘b“ﬁﬁ%éﬂ% CEZERET D
(mj/ﬁz — IS AT LADFERRNEECH VT, HER
F—AICEAND (X(F) FaRaEZz k(FIalaeEN D
DEHIESNTEA ST MIDWT, AR —KRUE
I BIHE(FIRB/IECICEY A>T MMaRET DI LR
HC |
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ARRIESES (5)

B —ERMHE(CE T D, AN Y — CaiaEhaEE B ORI,
Y- EXRHENDERBDEZRTL/ ZECHAT SAEREMETEZ D

HASOERMEE (2.3.1)

HARSA2E REX

The investigator may delegate trial-specific
activities to other persons or parties.

The investigator may be supported by the
sponsor to identify a suitable service
provider(s); however, the investigator retains
the final decision on whether the service
provider intended to support the investigator is
appropriate based on information provided by
the sponsor (see section 3.6.6).

The investigator retains the ultimate
responsibility and maintains appropriate
supervision of the persons or parties
undertaking the activities delegated to ensure
the rights, safety and well-being of the trial
participants and data reliability.

RREE AR (E. ERER OFER & MDE A X (3
fkICEAETDZENTED,

REMEEE(E. BURY-—EXEREZIFET D

JZHC. AR —DREERITDITENTED, T2

U R B UZIBIRICE DS, HERE

STEOXEZBEN LT - ERRHENEYTH

DM E DN DERHIR(SEREREMEEENTD
(3.6.6218) .

BRENMEEE (. SHERSINEOEN. ZERUOEAL.
NS —FDERIEZRIE T DEHIC. FESNC
FHEEITOEAXITHERC OV TRRNAEEZEL,
E)REEE Z T Do
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ARRIESES (6)

ZIEDXEL/ SCEMERDOEFDIRHEL (1

.A-u.

fRPREIBREFS D

2B (00D CERMSNDZE. *Eklaaeﬁﬁ'éﬁliﬂf,/uﬂﬁﬂﬁﬁk(iﬁ_

gtfdéi&% Nod) (2.3.3)

HARSA2F REX

The investigator should ensure a record is
maintained of the persons and parties to whom
the investigator has delegated significant trial-
related activities. In situations where the clinical
trial activities are performed in accordance with
routine clinical care, delegation documentation
may not be required.

R e SR (. EREEDEERFERZEEEIN
JAB A R OMBARR D SEEROMRITF SN D C EZRIE LIRS
y Q= VAN bm\ BREREERZEIS N HE2E (A D TENM
cNBGE. HECET B IXEL /SR EKIIAE E
IXRBDIZGEN DD
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AERREERESR (7)

B[R ECERODITEMOMRET (2.12.2)
9 SEAFF DAL (2.12.3)

HARSA2F REX

. NS\ DT—SF L Ea1—I(C

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.

ARRESER(E. FERRmEICZRECEREHIET
N T—HEEOITENMRFSZEERL. BE(C
LUCCDERZEHI DL

HARSA2FE REX

The investigator should have timely access to
and be responsible for the timely review of data,
including relevant data from external sources
(e.g., central laboratory data, centrally read
imaging data, other institution’s records and, if
appropriate, electronic patient-reported outcome
(ePRO) data) which can have an impact on, for
example, participant eligibility, treatment or
safety.

ABRSENMBEES (L. SESINEOERE. BEX(ERE
SEF(CRHEZX(FIIEMENDDIHERY — AN S DE
E—4 [ FIRIREET —4. BERHARHIEST —
A MOEFEEED R, KOBEYIMGE(EEFERE
REF D ML (ePRO) T—H] 2805 —4H(TiE

B (C7OTAL. BRICLEDI-—T3&FEEZED T &,
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ABRRIES TS (8)

RN ECZHBINENA : RO —IR—ANDEE (2.8.11 (0))
HARSA2E FEX

The trial may be registered on publicly accessible
and recognised databases, per applicable
regulatory requirements;

EUER (. BAHSNDIMRHEIES TRV, 27 oTEX
OEE CIL KBS NET —IR—R(CEFRINDEE
AN ST

AN E(CZHINERA : alBRGEREFOEM (2.8.11 (u))
HARSAOFE EX

that trial results and information on the
participant’s actual treatment, if appropriate, will
be made available to them should they desire it.

SVBRDFER MU HERSNNE DEBROEE(CE I D1EHR
(E)5E) (& SERSINAEORZE(CIS U TRMHES
ndce&

s ER TR s DERS BN DIEME (2.9.3)
HARSA2F EX

Where relevant, the investigator should inform
the participant about the trial results and
treatment received when this information is
available from the sponsor after unblinding, with
due respect to the participant’s preference to be
informed.

BREMEEE (L. ZHT DHE. SRR (C R
Y —hSRERDOIGER N UHERS AN R T TTaRR(C
9 3B AFULKRCE, MBRSNanmEecs
BED L. INSDOBHZABRSINE(CIEADNETH
Do
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ARRIESES (9)

T—ADLE1—E&EER (2.12.5)
HARSAOFE BFEX

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.qg.,
case report form (CRF)) and in all required
reports. The investigator should review and
endorse the reported data at milestones agreed
upon with the sponsor (e.g., interim analysis).

MEREEEEE L. T —YEUEY—IL [Hl : EGIERES
£ (CRF) ] MUOWMEBRETOHRES (CHVTERRR
BRSNS AR Y — (CIRESNZFT—ZF(CDL)
T. TOIEHEE., T2, HEENRONER M Z R
3 ¢E. ABEEMSEEEE. AR —¢EEELEXY
1ILA =2 (# : RE#EMT) T, SRESNET—4
DL EI1—"RVERBZITOIRNETH D,

sCixDRF (2.12.11)
HARSAE FEX

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 longer (see
Appendix C).

SRS S S/ BRREIBRSEAEAERE (X, BRSNS
FIEH (TR D THREESNDREFHARB. X(EAR>
B INSDEENME LD IEE T R EmEE
&/ ERARERE LR (C@A T DX TDONT MR
FI DA, WRECERERE UIRITNIERSR0 (fFExC

77
=)

o
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uREESES (10)

RN EICZHINEARS : BRSMEBEDT—YDEIRVLI OLR (2.8.11 (m))
HARSAOE RX

the process by which the participant’s data will be | SRERSINE DT —FDEIRWT O GREIEH(CHE
handled, including in the event of the withdrawal | L\, SE&ESHZHIE UcBE DT —SFDEIRWZES
of participation in accordance with regulatory )

requirements;

SRS M EDT —F DRBERFERDMOE (2.9.1)
HARSAE FEX

When a participant decides to stop treatment SBRESNNE N, ERARHBREFEDIRSHIE. sHBRKFrDH
with the investigational product, stop trial visits | IE&E U < (ZEERDFZTE/RRIEZRTE UGS, smEN
or completely withdraw from a trial; is FIEFENdEE. XITEEDORERR T (CEDTHmA.
discontinued from the trial; or reaches routine SRR ELE (IEMETBIE N U AR Y —DI187R(C
end of trial, the investigator should follow the o> CEYIRIAO—T7VIDEEZHRT D &,
protocol and other sponsor instructions to CNIC(E. EHESNSRBIZHCED T, BECINES
determine appropriate follow-up measures. This | NEEERT —SFDANERMIEXZ R T D IZHDIETR
may include instructions to avoid unnecessary NEFENDBENDD.

loss of already collected critical data in

accordance with applicable regulatory

requirements. 49




uEREEES (11)

RS NNEC K S S IERFDEADOER (2.9.2)
HARSAE FEX

Although a participant is not obliged to provide a
reason(s) for withdrawing prematurely from a
trial, the investigator should make a reasonable
effort to ascertain the reason(s), while fully
respecting the participant’s rights. The
investigator should consider discussing with the
participant or the participant’s legally acceptable
representative the reasons for withdrawal to
determine if there are ways to address the
concerns. The investigator site staff should make

BRSNS (C(FERERERE (CS%= BHiP 19 318
HBASMNC I BDEFEIFIRRVD, REE/mEIEEE. =
BSINBOEN =+ (CBELUZ LT, TDIBA%MHE
a9 DIEHICEYIIREBHZEINDNRNETTH D, ERFEM
SEEE. B2 T BHENGDIHE SH ZH
gREHIC, HERSINEX (FEERIBAEZE ESHHIE
DIBHICDWTCELULEDS CEZRIINETTHD. &
PREERESEAEES AP W T, ERSHINE (CKXDSHNF
IFZE S/ I\RICHIZ B e, sERSNNE (X LS hik
EOBEEEEERICDOVLWTOHAICERDHINRETTH B,

an effort to explain to the participant the value
and importance of continuing their participation
to minimise trial participants withdrawal.
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AR — -ER

B AR>H— (Glossary)
HALRSAE [EX

An individual, company, institution, or
organisation that takes responsibility for the
initiation, management and arrangement of
the financing of a clinical trial.

A clinical trial may have one or several
sponsors where permitted under reqgulatory
requirements. All sponsors have the
responsibilities of a sponsor set out in this
guideline. In accordance with regulatory
requirements, sponsors may decide in a
documented agreement setting out their
respective responsibilities. Where the
agreement does not specify to which sponsor
a given responsibility is attributed, that
responsibility lies with all sponsors.

FRIREERDILE., EENUVEEZDOHRO(CEEZE
SEA. BF. BRI (FRE .

PREREER Cld, RHFBHDF CHFrlsNdigae. &
—X(FEHDAMN S —DFIELUDD. T TDIAM
SH—(F. AHA RSAICHET DA N H—&
LCOEEEES,

FREIEACREL, AR —FEaEXECBVTE
NZTNoOE %%mwégtntééoéxDazi
[CHBVWTHEDOEBENEDRAN Y —(CIBET DL
MBFEE SN TULRVISE, ZTOEEIFETDRANY
H—hHa>53E0LT 35,




AR>Y— - Risk proportionate approach

RUZJ[CHLETOCADEA (3E)
1A RSA>E BX

The responsibility of the sponsor entails the 2o —Id, BRERRERDS A IJUA D)L ZEBE LU T

implementation of risk-proportionate BRSBTS ERIEEDERE TR T
processes to ensure the safety of the trial Blzlc,. VAT UETOTRAEEANT IEE
participants and the reliability of the trial Z=B9B,

results throughout the clinical trial life cycle.




Zﬂ'\/ﬂ'— —mBNYARIA S (1)

RBRSINEBOZLEVERDERECREEZSAD [BICHAITIEE
BRER (CTQER) | Ol ERBDEN TS SI(CHBHAE (3.10)
HARSA2FE FEX B

The sponsor should implement an appropriate
system to manage quality throughout all stages of
the trial process. Quality management includes the
design and implementation of efficient clinical trial
protocols including tools and procedures for trial
conduct (including for data collection and
management) in order to support participant’s
rights, safety and well-being and the reliability of
trial results. The sponsor should adopt a
proportionate and risk-based approach to quality
management, which involves incorporating quality
into the design of the clinical trial (i.e., quality by
design) and identifying those factors that are likely

ZRZP—(F, HBROEBEZEC TEENRI A b
DIEHDBYRE AT LNEBAINETH D, mET
DA N HERSIEOEN), RERUELL. T
(CHERFEROERITZIF I DTe. HER=EfRw (7 —4
NERVEEBZET) OY—ILRUOFIEZEST. $HEL
IRERETEEZEDT Y1 > RUOEMNEFEND.

7\7I'i>b“—(ah D, UROICEDLZTO—-—F%=m
7*/%/ F(g?%ﬁﬁﬁ'/\%_caiﬁ L_n(:(i ﬁuu};i{;it

%@Tﬂ%/ﬁ 5zt A E (TRhos, OAUST

4 - )\A - FHAY) | HEBRSINEDEN. Z@ENUE

Ab, WONTEHERASROERECERDSD D8 E R(ET

to have a meaningful impact on participant’s rights,

oJEEMEDHDER (F714105. ICHE8(R1)(CEEFH =N/

safety and well-being and the reliability of the
results (i.e., critical to quality factors as described in

BCHAIIEBRER) ZIHEI D ENEEND.

ICH E8(R1)).
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AP — —-@EIRSAT b (2)

mProportionalityZ#R U, @B ERNBEELRD S 35FaHEE
ZEREIT D LICOVWTHELE (3.10.1.3)

HARSA2FE REX

(a) Risk control should be proportionate to the
importance of the risk to participants’ rights, safety
and well-being and the reliability of trial results.
Risk mitigation activities may be incorporated in
protocol design and implementation, monitoring
plans, agreements between parties defining roles
and responsibilities, systematic safeguards to
ensure adherence to SOPs, and training in
processes and procedures.

(b) The sponsor should set acceptable ranges to
support this process within which variation can be
accepted. Where deviation beyond these ranges is
detected, an evaluation should be performed to
determine if there is a possible systemic issue and if
action is needed.

(a)UXo3d> bO—JUE, ESHIEOER. ZE KO
fEft. WNERERFSERDEFREICH TRV RITIDEE
4 EREDTEEDTHINETHD. URTKREIL.
EhastBEEDT Y+ O KUOE. EZS Y > JEtTE.
EiE I IHEER COREI L EXETEREUCAREIR,
SOPDEBTZIRIF I DI ODERI A FHFEE., W
(CoTOCIAKRVFIED SL—Z=>J(THHHAAD &N
TEDd,

(D)RARB—(F. COTOTCRZZIFIDEHIC. [E5
DEDATEHEZREINET THD. ANSDECHZ
BXDEMAIRE SNIEIHE. ARG OOIEENE
NHINEDH. RUMBMNMRENE S EHIRT T D
Je® (LMl XK I NS T Do




AR — -EZHU>D (1)
REZSUONREER QCIEEID 1 DTHBC &ZMBHL (3.11.4)
BHALRSAVE BEX

The aim of monitoring is to ensure the TEZHUTDBEM (L. SERDEITICHV. HMERS
participants’ rights, safety and well-being and | IN&DIEF. ZEKOEM. LN ERERIEERDERE
the reliability of trial results as the trial HZRLETDCETHD, EZAVUTIE. EER
progresses. Monitoring is one of the principal |@EEIREEHED—DOTH D,

quality control activities.




AR — -FEZHU>D (2)
miEsk E=—F V> (A YA bERIIVUE—PMNTSEM) &

RREZF UV ICRIFFT B L ZAf(E (3.11.4. 1/3 11.4.2)
HARSAIVR BX

3.11.4.1 Investigator Site Monitoring

(a) Monitoring may be performed in relation to the clinical
trial activities at the investigator sites (e.q., including their
pharmacies and local laboratories, as appropriate). The
frequency of monitoring activities should also be
determined based on identified risks. Monitoring activities
and their frequency should be modified as appropriate
using knowledge gained.

3.11.4.1 BRRRERE S OE=ZSF >
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ZIEHZEIEINRETTHD.

3.11.4.2 Centralised Monitoring
(a) Centralised monitoring is an evaluation of accumulated

data, performed in a timely manner, by the sponsor’s
qualified and trained persons (e.g., medical monitor, data
scientist/data manager, biostatistician).

(b) Centralised monitoring processes provide additional
monitoring capabilities that can complement and reduce
the extent and/or frequency of site monitoring or be used
on its own. Use of centralised data analytics can help
identify systemic or site-specific issues, including protocol
non-compliance and potentially unreliable data.
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B (3.11.4/3.11.4.3)

3.11.4 Monitoring

The sponsor should determine the appropriate extent and
nature of monitoring, based on identified risks. Factors
such as the objective, purpose, design, complexity,
blinding, humber of trial participants, investigational
product, current knowledge of the safety profile and
endpoints of the trial should be considered.

3.11.4 E=5YU>D

AR —(F, BESNEUROICEDSE, BYRE_—45Y
O DEH SO EEREINETTHD, HEEOBEN. TH5A
> EBHE. Bt SERSHIEL. BEREERE, 2T
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BINRESTHD.

3.11.4.3 Monitoring Plan
The sponsor should develop a monitoring plan that is
tailored to the identified potential safety risks, the risks to

3.11.4.3 E=AHU>JstEZE
Aot —(d. BESNEBENRTZEEIUR D, T—59D
mE(CWITDRYURIKRY (X(F) REEROEFEECHTDE

data quality and/or other risks to the reliability of the trial

DADYIR DI UIZEZ A Y S THBEEZERITNETH D,

results. Particular attention should be given to procedures
relevant to participant safety and to trial endpoints. The
plan should describe the monitoring strategy, the
monitoring activities of all the parties involved, the various
monitoring methods and tools to be used, and the
rationale for their use. The monitoring strategy should
ensure appropriate oversight of trial conduct and consider
site capabilities and the potential burden. The plan should
focus on aspects that are critical to quality. The monitoring
plan should reference the sponsor’s applicable policies and
procedures.

HERSHINE DTN UESREROFHMMIER (CEHE S B FIE(C (T4F
(SEBEINDARETTHD, STEECIE. EZHYUTEEE, £
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»D. EZAHITHBE(E, HEREEOEYREZE ZRE L.
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3.11.3 Quality Control
The guality control of sites (other than investigator

[ 97 2 ke van

3.11.3 DDEEEE
B AR BR SR NhtE A DIES  (FR R DB Tz IR

sites, such as centralised imaging reading facilities),

including on site and/or centralised activities, may
be undertaken and reported using a risk-based
approach.

E) OREEE [ERk (X(F) FRTOEREZS
O] (F. URDICEDLK7JO0—F=ANWTEmL. 3k
EITBRBCENTES,
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3.11.4.3 Monitoring Plan

Monitoring of key data and processes (e.q., those
related to primary endpoints and key secondary
endpoints and processes intended to assure patient

3.11.4.3F=~5Y > JstEE

BERSRERSEftfER T (5 : thoRFeasfibs®. ot itk
) TEHSND. EEBELT—IROTOER (Hl: %+
ZIMMIEE. SELEIREHTIER. RUOEBEEOLZE NS

safety) performed outside the investigator site (e.q.,

RIETDCEZBMNELETOTCRICEAETDIED) D

central reading facilities, central laboratories)
should be addressed in the monitoring plan.

E_AYUTJICDNT, EZAYUIEHBEZE(CEEH I AN
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(b) The sponsor should, in accordance with the applicable regulatory
requirement(s) and with ICH E2A Clinical Safety Data Management:
Definitions and Standards for Expedited Reporting, expedite the
reporting to the regulatory authority(ies) of all adverse drug reactions
(ADRs) that meet three criteria: suspected, unexpected and serious
(i.e., SUSARS).
(c)---be undertaken by assessing the expectedness of the reaction in
relation to the applicable product information (e.g., the reference
safety information (RSI) contained within the Investigator’s Brochure
or alternative documents) in accordance with applicable regulatory
requirements. Refer to ICH E2F Development Safety Update Report for
more information about RSI.

(d) The reporting of SUSARSs to investigator(s)/institutions(s) and to
the IRB(s)/IEC(s) should be undertaken in a manner that reflects the

#IR

(b) ZMR>B—(&. BHINDIAHNEMHLTUICH E2A [EERHR(CES
NB3DLZEMBIEROEDI/NC DT (THED T, Suspected (FEHOi
3) . Unexpected (FFEITE/RLY) . Serious (EE) D3DDOEHE
(CEZHTDEWER (FRTERVLWERREWER) £TICDULT, Al
HBEANDIREZRLR(CITOIRFUIIRS IR,

(c) - EARTEREMIEHR (B : RRABEMESXINBEXECE
FNBDZEUSRER) COBET. BWFRO AR et Z T I D
CEICKOTEMINRETHD. BEMSRIBIROFFMICDONTIEL,

ICH E2F aBRL £ tEEHkE | ZSRD &,

(d) sBREES{EE BRARERSE RS N UIRB/IECNDFRITE /L
WEELEWEEDOIRES (d. HELIEEDRERMZ IR IZFTETITL.

urgency of action required and should take into consideration the
evolving knowledge of the safety profile of the product. Reporting of
SUSARs to the investigators/institutions should be made in accordance
with regulatory requirements. In some regions, periodic reporting of
line listings with an overall safety assessment may be appropriate.

(f) Alternative arrangements for safety reporting to regulatory
authorities, IRBs/IECs, and investigators and for reporting by
investigators to the sponsor should be prospectively agreed upon with
the regulatory authority(ies) and the IRB/IEC if applicable, and
described in the clinical trial protocol, (e.g., SAEs considered efficacy
or safety endpoints, which would not be subject to unblinding and
expedited reporting; see ICH E2A). See ICH E19.

REOE2METOT 7A)LICET BAHOERZZERBICANDARET
HDd. SEREHEEE /IERREREFERENDTFRITERVEERLE
VERDIRE (F. MHEIBLFICHRE D TITHORITINER SRV, —EBRoithia;
Tld. 2ENRTEEETEE EBICS1> R NEERRNI(CIRET D
CENEYIRISEN S D,

(f) FRHIZHE. IRB/IECKUSHEREMEIEBNDTZEML(CE T DIRE.
T EREREEEEE (C KD AR —ADIRE (CEH T DMMDELRS
(CDWVWTIE, RHEHBHBAY, %HITDHEA(E. IRB/IECEERIICER
U. EHETBE(CEESH;INRETTHD (Bl . SRFAFRAUBRI/REDN
RERXBSIRAV, BEXILZEHEMIER EHRSNDIEEREES
R, ICH E2A=88) . ICH E19%&&#BDC &,
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3.15.1 Information on Investigational Product(s) 3.15.1 BEARERE(CR I D15k
The sponsor should ensure that an Investigator’'s Brochure | Z/h> B —(d, EREREHERFEMMESZSMNERSR SN, BEREIEREE(CES
is developed and updated as significant new information IR REERBRNMESNIZBE(ICIEEHFSNDIC E72FR

on the investigational product becomes available. SEURRITNUEIRSIRV, HDWNE, BIAREEmMDIGE. AN
Alternatively, for authorised medicinal products, the S —(FEER TR YT ARMOERNBHRZIHFE URTNERS
sponsor should identify the basic product information to a0\ (98 A Z28R)

be used in the trial (see Appendix A).

AARSAOFE EX

A.1.1 Development of the Investigator’s Brochure A.1.1 BRIRIERZFEMIEZE DIERK
Where permitted by regulatory authorities, the current MEZB/NEFRI I 2155, MBREMEEE(CE D> CTEEREERK
scientific information such as a basic product information | ZHEZZEDH SWP DA (CRET DRFTDO2IFEHIN DFMIRIFHRD

brochure (e.g., summary of product characteristics B SN TVWD T EZRMAFIC., BmDERNER (F : HEE.
package leaflet, or labelling) may be an appropriate I\wo—= - U—=TJLwv bXIFFMINE) IREDRFTORIFR
alternative, provided that it includes current, FMMEETRMAEBY) LR BRI8EEN B D,

comprehensive and detailed information on all aspects of
the investigational product that might be of importance to

the investigator. e
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REEIRAREEIE U TV BERBRECOVTIE. ROLSBRRET

JO0—F&EEULUTHELIVNC & ZEBBHEMLE
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3.11.4.5.3 Monitoring of Investigational Product Management 3.11.4.5.3 fRRABREERODE=_SF >

(vii) where product available on the market is dispensed and used | (vii) TEREGEHNEHSNDIAEHNBEF(CHE> THLHURWMEASN3GES
in_ accordance with applicable regulatory requirements, some of CNETICHS SNIEEERSEO—SLERASNRVNC ENHD &
the previously outlined considerations may not be applicable.

AARSA2E EX

2.10.3 The investigator/institution and/or a pharmacist or other 2.10.3 AMEREMEEE /RARAEBREMEENR T (X(F) FEFIX(EED
appropriate individual should maintain records of the product’s BB /MEN(F. BRARIERFE DM, TE. RS NNE (CKDER
delivery, the inventory, the use by each participant (including Wi (EREHEE (CRESNICHAENRBRSINE (UREENEZ &5
documenting that the participants were provided the doses THESY) « AR —ADIRH, KUOKREADEERIEREDREREN (&
specified by the protocol) and the return to the sponsor and ZNUCHRD DU (CE T DEEExZFRTF UIRTNUITIR SR, ZTUBO)EE
destruction or alternative disposition of unused product(s). These | &(C(&. BT, #=. Ov b BULES. FHARE %HI 35

records should include dates, quantities, batch/serial numbers, M ERPRERER R R USRS IIE (CEID B THoNfEd— I\%.’%v?%a&)Z)
expiration dates (if applicable) and the unique code numbers &

assigned to the investigational product(s) and trial participants. For | BIZAGREZRER(C DL TS, HsiDARBIZA(CHELY. FER(CRD D FEZ
authorised medicinal products, alternative approaches to the 18519 DIEENHD.

aforementioned may be considered, in accordance with local

regulatory requirements.
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EIBODEBYEICREDIZEDTHBINRNEZE (3.16.1)

HARSAOF ’X

(w) When using computerised systems in a clinical trial,
the sponsor should:

(ii) ensure that the requirements for computerised
systems deployed by the sponsor (e.qg., requirements for

(W) BREREIUER C 1> Ea1— AT LZFERTIHES. AN
B —(FUTDZ EZEHRI RS THD.
(i) AR —N&EBLIEI > E1—FI AT LDELE (5

JNUF—23>. BN, I8 \vorvT, &

validation, audit trails, user management, backup, disaster

=, [Tt U1 DEMF) MRERUEERSND L.

recovery and IT security) are addressed and implemented

EUORRRRER(CHITD I Ea1—F{ES AT LADIE LLFEFE.

and that documented procedures and adeguate training
are in place to ensure the correct development,
maintenance and use of computerised systems in clinical

(RS, [BRZEEICT BHOFIEE @R N ——> TN
BEINTNDCE EBR) &R0, CNSOEME.

1> B3 =S RFLARIIEBNRIAFEN DT — I X IFEF

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,

DEBUCREDIEED THINETHD.
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B SRR EDRHEDTOCADER T Z AL, SRFERSNDIHEOEENIHERZIRM
(3.16.1)

HARSA2E FEX

(f) The sponsor should implement measures to ensure the | (f) AR B —(d, BRIEZITOHS(E. EREGEZERET DEE
safeguarding of the blinding, if any (e.g., maintain the ZE DI NIER 5720 (BIZET—F DA KOUIR(CH LN
blinding during data entry and processing). CTEREZHEFT D) .

(j) ...The sponsor should pay special attention to data that | (j) - XM Y —(F. HEEMSEEDOSIRNFRIFSN D OIEEN
may unblind the investigator and include the appropriate | ®HdT—AICDVLWTHEITEFEZIAL), EhstEE (SEY)
provisions in the protocol. REeSHINRNETTHD.
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3.15.2 Manufacturing, Packaging, Labelling and Coding
Investigational Product(s)

(d) In blinded trials, the sponsor should implement:

(i) a process to blind the sponsor staff, trial participant and/or
investigator as appropriate to the investigational product
identity and assignment to prevent and detect inappropriate
unblinding;

(ii) a procedure and mechanism that permits the investigator
to rapidly identify the product(s) in case of a medical
emergency where unblinding is considered necessary, while
protecting the identity of the treatment assignment of the
other trial participants;

(iii) a mechanism that protects the blinding of the trial where
a participant’s treatment assignment is unblinded for the
purpose of safety reporting to regulatory authorities and/or
IRB/IEC, where appropriate.

3.15.2 BRAREBREDORIS, Bk, "RRRUI—MME

(d) EEER T, AR —FUTOFEZBAINRETH D,
(i) REICIGUTRIR B —DRYY I, MBREMERT (X(F) =
BREMEEET. RRHEREOHER RN OB T (T U TERIL
L. TEVSERFERZBLERIRE T 2T701EX

(i) ERERNDE EEX SNDEFNREISEENREEUITIBS(C,
DHERSINE DEFITEDENT T ORI IBR T RE LIEN S,
BREMEEE N IR (C SRR Z A CED XL DICITDFIE
RUMLHE

(i) MHIZRKRG (X(F) IRB/IEC (22T dHE) (L TEE
E(CEE T DIRETIT D IZH(SRERENMB DB EDEIT 1T DO EIR
WERSNDIHE(C, HEROERMEZRET DL

HARSAOFE RX

3.16.2 Statistical Programming and Data Analysis

(d) Procedures should be in place to describe unblinding;
these descriptions should include:

(i) who was unblinded, at what timepoint and for what
purpose they were unblinded;

(i) who should remain blinded;

(iii) the safeguards in place to preserve the blinding.

3.16.2 #st T O0 S > O RO — I

(d) BEREERICDOWVWCEHIIDFIEEZRIBI D L. CNBSDSER
BRICUATDEIRZEHDINET THD.

(i) ENEDKRT. EOXDSPAENTERER=NITN

(ii) sEZERESNTEFTTLEIAEN
(i) ERMEZHITI DICHICE L BSNITTHFE 18
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4.1 Safeguard Blinding in Data Governance

4.1.1 Maintaining the integrity of the blinding is important
in particular in the design of systems, management of
users’ account, 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.

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. For example, in
blinded trials, sponsor staff or designated third parties
who are involved in operation of the trial and directly or
indirectly interact with site investigator staff should not
have access to unblinding information.

4.1.3 The potential for unblinding should be part of the
risk assessment of a blinded trial. Any planned or
unplanned unblinding, including accidental or emergency
unblinding, should be documented and assessed for
impact to trial results.

4.1 T—HFHINF>RCBITIEREDRE

4.1.1 BRMEDA>FTIVT 1 =#IFIT D EF. BFICSRFT
DT>, A—5—7HDO> bOEI, RICHITDIT—
QODHRT&L\(L_Bag_%E'fE@ FEROT—HINDT It XD,
F—ADERX, StESNIEERERRIOT —SIN—A L E1—.
RUORERDE TOBEY RS TITHONDHRETFTICHVWTEE
THd,

4.1.2 BEIT DL TOHEEN,. EMEtEE(CHV. IFERIE
WAD VIR TB&E],. SEARUVFIEERTEL TXEL
LRI SR . CDBEHRET —FINAE A METEER
NRETERITETIRIZ (CEHDCEETED, HIRE. SRR T
(F. SHEROEEZ (CEHS L. HsROREBEEREETEDASTY I E
EIEN X (ZEENICYODED T3 RRH—DR AW T XI5
ZNIEE=FL. IEERBIHA\D7ITCIANTERVNELDIC
INRETHD,

4.1.3 ERAERROBIEEME &, EREERD U X DD —Ef &
NETHD. FPENEX(ETFENDERER (BERILTLR

WO EERFERX (IR OEIRERZIZD) (FETXELL.
iSRS -7 o Vil OAN By gl E VAN SY A AN
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m_ N> H—(3, Eﬁt%é#%%t&?%fwc? AR+ 1REETH
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BRI NNETHD,

B> B3-S RXTANBMCES LTV EZRIEL. BEHEHE
ROEFEEOEER(CICUZAECEEINETTH D,
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HARSAOF [REX
4. DATA GOVERNANCE - INVESTIGATOR AND SPONSOR
This section provides guidance to investigators and
sponsors (i.e., the responsible parties) 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) and
ICH EO.

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

#IER

4. T—=HHI\F>R - REEREEENRUOAR Y —
ARETIL, HERENES E%&Z)*Xﬂ'\/*j— (Trans, EF%
5938E) L. 41470V (2% . rL—
HEUT 4 RUOtTEH1 U5 DiE)x %‘@(J@@@“%D/f’?‘/x
IR L. ENICKDEERER(CEEIET DIEIRDIEELRIRE .
IREE N OMRIRZ OJEE(C T Do ABE(L. 2EBENUIEICHRTET B.
WG T BiBEEmMETENVOCAR Y —DERE. ICH E8(R1)MK
UICH EQ&EHETHRENDINRNETH D,

ERPREIEBR CEONDIB/IRDELE (S, FHEROEHN (CHIH L. 5
BRIGROEREZHEL . BUILE ,L,\J%E%ﬁiﬁﬁ“éd)(cl—ﬁ

provide confidence in the trial’s results and support good

IREDTHEINETTHD

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.

COmMBZFI T DITHDI AT LRV TOER(E, HESH
E(C I DI RITRVHERERDERECRE D EHETTY

12N BASNINETH D,
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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:

(@) processes to ensure data protection of trial
participants’ confidential data;

(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 escalation
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.

ST —=FDSA THADIVERICHIGIRETH D,
HICDAE TR, WY (CXEL/ EERSNDINRE
Tohdo

(a) KBRS MNBDWET — 5 DIREZIRIE I DT2HDT
Ot X

(b) > Ea—H A ANREMCES L. @) (CfE
SN2 &2 RIETDHOEERDOTOER

(c) BIERIL. REE. Bt E. BRRHERDIRET
ZIRITBERZREITDIOLEX

(d) BRRIDT — Y &ML, SRR, > —5 12y
bRk, ERIREVERT U1 > DEE, RUKET D5%E
(FHIR (IR —HFEZY > TFER (IDMC) Dz
BOXOSREERBEREZRIEITDTOLER
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HARSA2FE REX

4.2.1 Data Capture 4.2.1 7—~EUS

(b) Acquired data from any source should be (b) LWHVRBDIERENSEGUIET—STH. HETSD
accompanied by relevant metadata. At the point AT —=IMFHEL TORITNIEIRSIRV, T—FEUE
of data capture, automated data validation checks |BP=T. URXROICEDEEHFT—F/\UF—>3>F 1
should be considered as required based WwOZEHEL., TOEMZEIELTXEL /SR I N
upon risk, and their implementation should be = ChHDo

controlled and documented.

X BFEDT — Qgi%@ﬁtﬁ'%?’ HDICHEIRT > FTF+ X MNMEH.
AXAAFT—H (. T—F%ZE, HIAXIEZOMT —FDIRR. FAXIIEBIEZSSH(CT DEELNTIBIR,
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4.2.2 Relevant Metadata, Including Audit Trails

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

(a) Evaluating the system for the types and content of
metadata available to ensure that:

(b) Ensuring that audit trails, reports and logs are not disabled
or modified except in rare circumstances and only if a log of
such action and justification is maintained;

(c) Ensuring that audit trails and logs are decipherable and
can facilitate analysis;

(d) Ensuring that the automatic capture of date and are
unambiguous (e.g., coordinated universal time (UTC));

(e) Determining which of the identified metadata require
review and retention.

#IER

4.2.2 EEBIIMZESOREET DI ASTFT—5
EEBRT —HICHETRIXIT—HADEA, i, 7OtX &

BRULED—(CDVWT, EEEEIDIENAVDZTO—FI(C(F

UTDOEIBEZSHDIZ L,

(Q) AT DOEIEZFRIM T DeH(C. FIFHETIGEIRAATT—FDIEFEEA
BICDWTCS AT Lh%ZFHET B

(b)EEEEEIS. EENARVOTNEZDICRDN(FMBIEETND ZENR
WS EFZFREET D, 22U, NIRRT, TOLSRIEBEEIE
LEDOOTHMRIE SN TWVBRIEEICRDHINE TS
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(d)—FBEY—ILZRAWET—FANXIIERX(C DT, BEIT
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4.2.3 Review of Data and Metadata

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 adapted
to the individual trial and adjusted based on experience during
the trial.

4.2.3 T—IRUOATFT—FDLEI1—

SBREB DT —4 . BEEIIMNUZDMOEET DZASTT—FD
LED—FlEZREINETHD. KL FTESNZEH THD
NRETHD. ZOHERONEE (IE~ OFRER (BT, FITHER
ENMPORERICEDVWTCGRABINRETTHD.
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I\ (W'J) (1)

B EEARIBRDO T IS X7 ADES (CHIG LT 1B
HARSA2FE R’RX

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.q.,

the participant or trial staff), a machine (e.qg.,

wearables and sensors) or an electronic
transfer of data from one system to another
(e.g., extraction of data from an electronic
health record or laboratory system).
Examples of DATs include but are not limited
to CRFs, interactive response technologies
(IRTs), patient-reported outcomes (PROS),
clinical outcome assessments (COAs) and
wearable devices, irrespective of the media
used.

F—IREY -

EhtesTEE (CRE > CTERAREERDT — Y A AUEN S
T—IROIBET DATT I ZIREL. €D
T—HEAN Y —(CHRETDEHICTTA>=
niz. R—ADOX(FEBEFHIY—IL,

T—AERIRIE. A (B SHERSINE X (FEHERR
AwT) K (B DT 7SROt

H—)  XlE BBIZRATLNSHIDS AT LN
DT —HFDEFEE (f | EFERECFEXIERK
BREZ AT ANSDT—SDHL) DBENHDD.

S—AEEY—ILOFIE LT, CRE. NAEIGE
it (IRT) . BEWREI”D bHLA (PRO)  BRER
7 MALFHE (COA) KU 7SI )imR
(WITNBFEATIFEARERDRN) BTSN
D, CNICERESNRRLY,
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EEO7ZYIT—b (1) (2)

B ERPREIEROD T2 X5 ADES (TG U Tz FHEEZIEN
AHARSAOFE EX

Service provider H—EXRHE
A person or organisation (commercial, AN — R (SRR EREEEDOWVNIT N L
academic or other) providing a service used C. TDIDXI(IEHDORERBEERFE ZZXITI D
during the conduct of a clinical trial to either JeO (CERAREHBRE P (CHIH N3 T —EXZ1E
the sponsor or the investigator to fulfil one or 9D, BAXTHEE (FEN. FMRIN(EED
more of their trial-related activities. ) .

Contract Research Organisation (CRO) SR E SRR e
See Service Provider H—E XiR## Service Providerz=i3




ERDO7ZYIT—b (Fl) (3)
m LI (C 85 BERFRBRDE (B S B ERO—BEEH (B : Bk
RIS

HARSA2FE BFEX

Investigator Site B PREIVER SE hE i Es
The location(s) at or from where trial-related AlBRE S e T E /BRI IBR E Sk DESEDE &
activities are conducted under the SHBR (CRAE T DEBMN TDIGFICH VT XIIEZDS
investigator’s/institution’s supervision. Fh7z e ([C RSN DG

Investigator ABREM ST
A person responsible for the conduct of the BRAREBRODENE_ (GHERE BT (C TDEME T (b Dii
clinical trial, including the trial participants for BZIlEZ=0) ([CAUCEERZET A, bR
whom that person has responsibility during the MEEDEBENSHKDF—AICKDEREINDIGEIC
conduct of the trial. If a trial is conducted by a (F. BREMEEE (FZXTFT—LDEEBTTDY —
team of individuals, the investigator is the A —T&D. Principal Investigator&ME(EN3Z
responsible leader of the team and may be ENNSDD. (1BER)
called the principal investigator. (#&#g&)

Institution B BRIV SR bt B
Any public or private entity or agency or T DIHEDIT. BRERZEmT D, NHIXI(FFAFE
medical or dental organisation in whose remit Dhtisx X (IR, DUV EEEX (SaflikiEg
clinical trials are conducted. 6
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SEHEE IR

ERZEEHTCD ((9E%B. BIX)

BT BEIEDOEERE(CE

HARSAE FEX

= (1)

#IER

Building adaptability into the protocol, for
example, by including acceptable ranges for
specific protocol provisions, can reduce the
number of deviations or in some instances
the requirement for a protocol amendment.

EhesTES (CELMEEEDAD & BRI,
FIEDENETIEZEDIRE (X U Tt = 5%
EIDEICKD, BIDEDO, FEICKDT
(XS TES DR DB ZIRS T ZENT
=D

BES. AECO#RE ({9ixB. FINX)
HARSA2FE REX

Clinical trials should be described in a clear,
concise and operationally feasible protocol.
The protocol should be designed in such a
way as to minimise unnecessary complexity
and to mitigate or eliminate important risks
to the rights, safety, and wellbeing of trial
participants and reliability of data.

EEPRERER (L. BRAE. RN DOEHR FEhErIEEIRSE
EETBIZE (CERINSNAINETH D, EhastEE (.
AEREMEZE/\E(CHIZ ., ERSINEOIER,
TZE., BUANRUOT—SDEFREICHITIEEL
A0 RX ([FEH TEBRRDICTHA>2TBRC
Eo
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EhtiztEE (2)

B 5 EREE X (FERERE R EEE (C K DPIEEFDT — S DRk XL (B.6(b))
HARSAE REX

The investigator may choose to discontinue | SEREMREEB N RBRSINBOSHZHRIEEE

the participant, or the participant may D, XIIEHBESNENEEZHE T END
withdraw their consent. The protocol D, ENETEE(CUATOEIEZHEL I DI &,

should specify:
(b)The type and timing of the data to be (b) AN SAFZHF(CHEV. FAEEE/ S

collected for withdrawn/discontinued ARIE UTZEEREME (SR L TED K ST —
participants, including the process by DEEDKDRIAZTTRET DN (T —

which the data are handled, in accordance | ZEkW\WTOTCREZS)
with applicable regulatory requirements;
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RiFETOEORSZLT. HeTFRREEDGER (B : RAXFTHA 2 KU

estimand) Z&&7= (B.3, B.10.3)

HARSAFE BFEX

A clear description of the scientific
objectives and the purpose of the trial.
Information on estimands, where
appropriate, if not included in any other
trial-related document, see ICH E9(R1)
Addendum on Estimands and Sensitivity
Analysis in Clinical Trials to the Guideline
on Statistical Principles for Clinical Trials.

AERORIFERN BEAUBMIC DUV TORMERE
i, MDEREHENE(CESENTLVRWVES(E.
WME(CIHU T, estimand(CB9 2153k (ICH
EO(R1) [FEERERERD = DFRETHIEBI#HE
PRREIER (CH T Destimand ERRE D] &5
BBddE) .

The level of significance to be used or the
threshold for success on the posterior
probability in a Bayesian design.

WS NDIBEKE (GINA EC L DERHE
DRI DEME
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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.
Essential Records for the Conduct of a
Clinical Trial).

WIHECER

WASCERE (L. EEPRERER(ICBAET DH 5D
EXOXERUT—4F (RUBEET BIXS

T —74) T. EROMMGHREIEZ(EE L.
Fle. BoncHREEROERET I TS
e, EREINEAE. AERICEZEZK(F
IER&KUREREMRT (CERSN/ZEEZ T4
9B L. MTHRHENGCPRMNERAEND
B> CTERSNEC EZMERTD
CEEREMICOIREE T B EDTHD (Fix
C [BRAREREREFODOWAS ER] Z=S08)
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wARER (2)

FEDER
HARSA2E FEX

Source Records

Original documents or data (which
includes relevant metadata) or certified
copies of the original documents or data,
iIrrespective of the media used. This may
include trial participants’ medical/health
records/notes/charts; data
provided/entered by trial participants
(e.qg., electronic patient-reported outcome
(ePROs)); healthcare providers’ records
from pharmacies, laboratories and other
facilities involved in the clinical trial; and
data from automated instruments, such
as wearables and sensors.

[RECEX

FHTDIERZR[OT . EXEX(IRERT—F

(BETDIAYT —HazD) HULIFEREX
EX(FRT—H DRI EEE. ZNICd.
VRSB DEFEC T fERELER A E S/
Fr— b EBRSIEMEH AL UIET —
2 B EBFEREHRS O MIA

(ePRO) 1 . BEE/MREZE /BRRER(C ]
59 22 DMDhES DEFESEE (C KD ECER.
N D T 7SI YR EDEHE
ENSDT —INIFENDIBENDD.
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wAER (3)

BB ERIFEHER (C KD THRA Th D & R
BRRTFEINSIVNAESLIFROEME ESEH CDWT, URZICILU 77 0O0—F=EFE
BiE 42 DEEEKDFEEBNICDODWTCTRDICBREIDCERKEET D, [Fowvo
U] N7 JO0—FH5REE19 38, E6 (R2) DRZLUTDOLDICEE,

« D TCOHEBRTALLDEER (K1) & wALRDS Dtk GREROT Y
1>, Eti., VXTI UEEBRBICKDZOEEDHEENEN D TLDE
D) (F2) =VERK.

« REBMICEIT DI =ZHIPR. B xS INETEEZECH (C.3.1)

« REIGFTICEHT DI ZHIPR. AR B —/EEREETENEL\DEERZ E
CICREULU. AFTETBELDCTAIRENZRET D5 (C.2. 4,

C.2.8) .
BRI EL T TR T —FBED T =AML
BE—ENE5 I DB (CARIROEIE(C DUV TCELD RO D SR
BTMF (Trial Master File)(CBi9 B sc&DBATE(L




WZESEER (4)
By ESREREHIT T BREE(CDVWTHAY > X =M (C.1.1, C.3.1)
HARSAE [EX

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 upon the trial design,
its conduct, application of proportional
approaches and the importance and relevance of
that record to the trial.

ERPRELERDEMERI N U EHEF (C(FZ2 < DELERDMER S
Nd. ERNORIFSNDELEOMEENRUEH (E. &
BT YA >, ZOEMEAR. VRIEIGUE7T0O—

FOEA. WNCZDEIFRDTZERER(CXT I DEEE

NMOBEE(C LD,

Whether a specific clinical trial record generated
before, during and after the trial is essential and
needs to be retained should be based on the
following criteria:

(a)Is a document that is submitted to or issued
by the reqgulatory authority or IRB/IEC,
including related correspondence and those
documenting regulatory decisions or

approvals/favourable opinions;

(b). .

sVBRBAIGHT. SHBRSENMEAR N USRERIR TR (C/ER SN
15 E DERREERECERMNE CTH DIRIF I D2WEN'H D
NESIMNE. UATFTOEECEDVTCHITDZ L,

(@)ARHSRX FERREERZRER /M mEEE
= (IRB/IEC) [CIRHEENBXIFIHRFH=ZFX (&
IRB/IECIC LD TRITSNDINETHD (FETSD
POED DR, KOG EREICKDRENX (TR
FZ B XI(FIRB/IECIC KD HEER ./ BEN REEZ SL ik
IINEZZD) .

(b) - - -
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WZHEEER (5)
WYZESCERONB N OMERE IC DUV TN (C.2.2, C.2.4)
H1RSAIOE [EX

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.

AR —XR(FERERE S LA/ ERREERSE it
Ao —EREHEBCENENZEX(EELES
NIZZEFHCDWTIE, sEREREZE U I ZRECEx
DHEEEEHE., RUHERTT TROMASIRORT
DIZH(CHURDNIE SN DRNETH D,

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.

A — RO EREE TS /Bt SR SE bk
(X, [REdEFRZSOWAEELEK(CDULNT, EDIFEh
[CIEFESNTLVBIDDEiFZiiT I D&, bR

EhER R OERAR T RORF(CEAT D8 X
T (Y DEROIERA(SFENAV) (K FGUER
soixOEYNIREER. (-3 VB, RRNRUE
DHUDIEHDEEEZB I DL,
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w/RsCEx (6)
m BRI DA MRS DL TR (C.2.8)
HARSA 8 RX

In order to fulfil their responsibilities in the
conduct of the trial, the sponsor and
investigator/institution may need access to

or copies of one another’s relevant
essential records before, during and after
the trial is completed. This will determine
whether the record resides in the
repositories of the sponsor, the
investigator/institution, or both. There
should be careful consideration of sharing
of records subject to data protection
legislation and blinding considerations in
line with applicable regulatory
requirements. For the sharing of essential
records with service providers, see section
C.2.2.

SERDEMCHITDEEZRIEI 2T, AR
> —NOSEREMSEE /BRI ERE futERS
(&, RERRHIGRET. SEREMP A UERTE T1&I(C.
BUL\ORE T WA IFOEEX (FEEDAF
MMEBERDCEN DD, CNICKD., ©DED
ixz, AmM>Y—. EEmEEE /BRRiER
FHHLR X (X DI E DERFIZBAFADUNG 1T
I DI EHIRIT D EICIRD. T —HREL
DI R ERBDETFOHBERUERMECE LU T,
WA SN DFRENEF(CHEVVEE(CARFTINNET
DD, WALHROY—EXIEHEELOHEB(CD
LWTIEC.2.2=&BDC &,

—
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wiRECER (7)
n AR ONE R DV THHL (C.2.3, C.2.9)
H1RSA>E BX

These essential records should be
maintained in or referred to from
repositories, including, for example, the
trial master file (TMF) or investigator site
file (ISF). The TMF is held by the sponsor
or by the investigator; in the latter case, it
is often called the ISF.

CNBSDOwBSEERIE. FEFEF (BIR(E. iR
JIASA—T71)L (TMF) YoheaitEaErmpnss
J741)L (ISF) ) OFICEFITD. HDLIE
REFEGHSESEITDICE, TMRIERAR S —
X (IR EREMBEENMEE T D, BEDHZS.

ISFEME(IND Z ERELN,

Certain essential records may not be
specific to a trial but may be related to the

systems and processes involved in running
multiple trials and retained outside the
trial-specific repositories (e.g., standard
operating procedures validation records,
master services agreements).

—8bDwAECER (. FBRERDEDTIIRL,
EROERDEMICERE T 5 AT ARV T
TCRICETZEDTHD (B : IREEBFIRE.
NNUF—>3 8. BAREZNE) | dREE
DREFGFIUIN CTRIFSNDIHZEN B D,




N —_—
WZAEEER (8)
B2O0E (B TORRICHFBUARE. WATRERDSBRE) & (C.3.2)
Hi1 RSA>E BX R

Applying the criteria in section C.3.1, the trial CI1DEE(CEDSE, BMEBETHEEHLTNDE
records for every trial that are considered tx (IESMErIgE DX EL SN HISMYIRIR Z PR

essential, except in justifiable and documented | <) ZXR1(CR9 . CNE5DEEEFIHEFIT DIVHEND
exceptional circumstances, are set out in Table Do
1, and these should be retained.

Table 1 — Essential Records for All Trials Fl1- 2 TCORRRICHTDHAERLER

1.1 | Investigator’s Brochure or basic product PRAREBR M EE X (FEANRE RIEHRMTF (B :
information brochure (e.g., summary of HEHE, )\vo—= - U-TL v ERURMIX
product characteristic, package leaflet or |&) NMUBEEY 3HEHIEHR

labelling) and relevant updates

1.2 |signed protocol and amendments during | B&EHDOEMMSHBEEZENR U ZDREREMPDINET
the trial

1.3 |dated, documented approval/favourable IRB/IECIC KX D. BRFIIGEIAR UHBRE M (CHEHE
opinion of IRB/IEC of information provided | SN/ZIBIRICHT I &R/ BEMNRAENEEEH =N/
to them before and during the trial HTADNXE
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m2OME (£ TORBRICH B BARR,
PA RSO BX

WhRECER E TR D D DEcEk) &AERk (C.3.3)

For other trial records, their presence and
nature are dependent upon the trial design, its
conduct and risk proportional management.
Table 2 lists potential trial records that when
generated, would be considered essential by
applying the criteria in section C.3.1 and should
be retained. This is not an exhaustive list, and
other trial records may also be considered
essential by the sponsor or the investigator.

TOMDFHERELERICDLNT, ENSOEEN VTS
(&, RERTH 1> . REOEMIXTRUY XD
UEEBKRICK D TERD., F2(CRI ik (YERK
SNEBE) . CIA1DEECEDSMAEHFRRE
Nd. FEFRINAZHEELITFO—ETHD, NI
FENIR—E TR, TOMOREREERICDWLTEHE
AN —X(EEEEmEEE CKDMWEBEEHRE
NdFENHD D,

Table 2 — Potential Essential Records

R®2- WAKHEERRD S L

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

2.1

sUERERMEEANU (X(E) IRB/IECICREMH=ND
S—IBEY—ILDOT>T)L (6 EPIRESE
(CRF) . HE&. BRRI7D bAOLGHE, BERE)7
A NvaViN
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