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Clinical trials should be conducted in accordance with the ethical principles that have their origin
in the Declaration of Helsinki and that are consistent with GCP and applicable regulatory
requirement(s). Clinical trials should be designed and conducted in ways that ensure the rights,

safety and well-being of participants.
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The rights, safety and well-being of the participants are the most important considerations

ABRSINE DR, RERVBLICHT2EENROEETH Y. BEH. HR0MEL Y ES

1.1

and should prevail over interests of science and society. INBINETH D,

Foreseeable risks and inconveniences should be weighed against the anticipated benefits | FHl& N3 U X7 RUOTFH L, B4 OHBRSMERVREICHEZSEINE EHFEINDIALR
1.3 |for the individual participants and society. A trial should be initiated and continued only if 74y MIBL LTRFISINDIRETH D, HIFINEZRNEZT7 v MTLY . BHMORUFHS

the anticipated benefits justify the known and anticipated risks.

N3YRIHBELBLINDBRICOHR, AREFBLBRINETH S,

Informed consent is an integral feature of the ethical conduct of a trial. Clinical trial participation

2 should be voluntary and based on a consent process that ensures participants (or their legally

acceptable representatives, where applicable) are well-informed.
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Freely given informed consent should be obtained and documented from every participant
prior to clinical trial participation. For potential participants unable to provide informed
consent, their legally acceptable representatives, acting in the participants’ best interest,

should provide consent prior to clinical trial participation. These potential participants

2TORBSMEL S, BARBRICSNI 20ICEBABRICL 2/ v 7+—LFR -yt v+ %
BEL. INAEXENTINENH D, A 7+—LF - arvtr b aRE#fcERVEHEBRSNE
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2.1 ) o . ) . FRUEIRETH D, INOLORABSME LAY 5 2FICIE. BELCTVLWAHETHRICOWT
should be informed about the trial in a manner that facilitates their understanding. In the _ PN . R . o N . .
o - _ BEETO BEND D, RREENBMETHSEEE. BELHL T, BHOBHBLHIH-
event that a minor is a participant, assent should be collected from that minor, as _ . N , . . e
. ) . . . T, YZERFEEDPORBZIBT2LENH S, (CHELLR]D) MNEERICHIFI2EERD
appropriate, and in accordance with local regulatory requirements (see ICH E11(R1) Clinical | _~ _
o o . o . FRRHER] 228) ,
Investigation of Medicinal Products in the Pediatric Population).
The process and information provided should be designed to achieve the primary objective N . . . - o .
_ o o o 7O ARCREINIERIE. BBRESMELLY D 2EV’ERSIMORR 74y bEVURT %
of enabling potential trial participants to evaluate the benefits, risks and burden of . . s e s - N
L ! : . . C|FMEL. BBRICENTE2HhENCOVTCHEREBL LT BRBAENTEDLSICTEILEE
participating in the trial and to make an informed decision on whether or not to participate in . T . . .
2.2 BRELTERTES LD THAVIRETHD, AV 7+—LF-avErbO7AERT

the trial. The information provided during the informed consent process should be clear and
concise so as to be understandable by potential participants or legally acceptable

representatives.
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3 Clinical trials should be subject to an independent review by an IRB/IEC.

FRARAER 2. IRB/IECICK 2 L 7-BEZRIT2MELH B,

3.1

A trial should be conducted in compliance with the protocol that received prior IRB/IEC

approval/favourable opinion.
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. Clinical trials should be scientifically sound for their intended purpose and based on adequate and |EG/RERERIZ. ZDEMLAZBHICKH LTREFNICEYTH Y . £/EYA DRIHORIFAFEH K
current scientific knowledge and approaches. 7 7A—FICEDILRETH D,
i1 The available nonclinical and clinical information on an investigational product(s) should be |BRRAERERICEI LT, FETHERAABREZEM T DIC+H%. FEFRRERD BRIBELB SN
adequate to support the proposed clinical trial. TWBERETH B,
Clinical trials should be scientifically sound and reflect the state of knowledge and
experience with the investigational product(s), including, if applicable, the condition to be BEARRRIIBZNICEBETHINETHY ., BE - U - FHHOWRE R LHERE, (REELERRK
4.2 |treated, diagnosed or prevented; the current understanding of the underlying biological HBEWAD) EREERI2EYEHNAHZIALICET2RITOER, BRABEONREEIND
mechanism (of both the condition and the investigational product); and the population for  |E£EM%. BERAEBREICEAT 2 BRBROBRERMLTCWINELRH D,
which the investigational product is intended.
5 Clinical trials should be designed and conducted by qualified individuals. FERRRBOTH A v ROERIE. BRABENTORZTH B,
Individuals with different expertise and training may be needed across all phases of a _
clinical trial, such as physiciZns, nurses, pharrfacis}t/s, scientists, ethicists,iechnology Fﬁﬂ'{gﬁ%ﬁ@%’(@éﬁﬁ%%ﬁ[ﬁ’c\ b ?EFEJ%DE&?E Lh b\—:‘/ﬁ%i’*ﬁf:% (f: =80, &
) i : X ) o o ) ) AT, EFED, BFPE, mEPE. FNEMAR @R T x4 TDk— BHELE
5.1 |experts, trial coordinators, monitors, auditors and biostatisticians. Individuals involved in a . _ .. R . .
) o ) o ) ) ) RUEYHAR) PBELLE 256D H D, ARICEST2EIE. LB, PL—=V I RURBRER
trial should be qualified by education, training and experience to perform their respective . . — - R
task(s). IC&Y, ENENOEEZ+DICEITL) 2EHZETINETH S,
6 |Qua|ity should be built into the scientific and operational design and conduct of clinical trials. FERRBOBZNE VN ERB EOTHA VEVERICEWTEAMEYIAENEIRETH D,
6.1 |Quality of a clinical trial is considered in this guideline as fitness for purpose. AL RZAI2BWT, BRABROEIZEN~DBEEKEAREND,
Factors critical to the quality of the trial should be identified prospectively. These factors are |FHBRDOBICEIT2EELERAEICBETINELH D, INODERIL. HBRSHNEDGF
attributes of a trial that are fundamental to the protection of participants, the reliability and |, AEFEROEEM & RIRTTEMN., TR S ORBERICEDCEBRREDIRAE 25
6.2 |interpretability of the trial results and the decisions made based on those trial results. BOBUETHD, 74 UT1 - N - THA Y EIZBEBRABL ZOBENEERT 2 AEEERA
Quality by design involves focusing on critical to quality factors of the trial in order to T30, BRRABOEICEELRERICESAYTEETH D,
maximise the likelihood of the trial meeting its objectives.
Clinical trial processes, measures and approaches should be implemented in a way that is ARREBRO 7AtR, FEERGT77O0—FE, ABSMEFEBICRTEII R ENEINDET—XZD
7 proportionate to the risks to participants and to the importance of the data collected and that BEEMICRE2T-AETCEREINIRNETHY, RABRSNEPHREREEEICHT E2TNER

avoids unnecessary burden on participants and investigators.

BIBTEITINETHD,

7.1

Trial processes should be proportionate to the risks inherent in the trial and the importance
of the information collected. Risks in this context include risks to the rights, safety and well-

being of trial participants as well as risks to the reliability of the trial results.

BEARRBRO7AEZE, RBRICANETIUR I ENESNIBROBERICRE72HDTHD
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7.3

Risks to critical to quality factors should be managed proactively and adjusted when new or

unanticipated issues arise once the trial has begun.
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7.4

Trial processes should be operationally feasible and avoid unnecessary complexity,

procedures and data collection. Trial processes should support key trial objectives. The

sponsor should not place unnecessary burden on participants and investigators.
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. Clinical trials should be described in a clear, concise, scientifically sound and operationally EePRatER L. BARE. BB T, RIFENICR Y CER L EmAfEh BB EICE R INDINETH
feasible protocol. %,
81 A well-designed trial protocol is fundamental to the protection of participants and for the BUNCT YA v S EhEETEE . ARSMEORERVMEBE TEIEREZBL-OORAL
" |generation of reliable results. 55,
The clinical trial protocol as well as the plans or documents for the protocol execution (e.g., |EMFEERVEBFHEEZRITTI-OOHEEXIIXE ) : HEHBETTEE. T—42< 2
8.3 |statistical analysis plan, data management plan, monitoring plan) should be clear, concise  [¥X > FEHEIE., EZ4 ) Y 7 HEE) 3. B, BE» ODERLEBRAGEL LD THEINET
and operationally feasible. HB,
9 |Clinical trials should generate reliable results. BARARIIEETCELIR/REZERTIANETH S,
The quality and amount of the information generated in a clinical trial should be fit for S PN . - . .
. _ _ ) _ | mERRTESNIEROE LB, BHNICES L. RBREROEEEARELEYABERE
9.1 [purpose and sufficient to provide confidence in the trial’s results and support good decision _
) TXETEDICHDTHENETH D,
making.
Clinical trials should incorporate efficient and robust processes for managing records L N o . o oo R
. : : : - o BRARRBRICIZ. BHEOA T/ T ARV ML —HEU T4 OFLCICEABRREEZED D
(including data) to help ensure that record integrity and traceability are maintained and that B 7 3 R
9.4 . o ) o ) 12, EE (T—ﬁ%é\&bf) HEBT MR OHERRTA LR ERIOAORETHY ., TN
personal information is protected, thereby allowing the accurate reporting, interpretation and . . . N NP
o o ) ) ) IC& Y BRARRRICEET 2 IERICOVTOEERARE, MRRORIHNTEEL 1D,
verification of the relevant clinical trial-related information.
The transparency of clinical trials includes timely registration on publicly accessible and N - N
. . . o . o ) BARABROBHMEICIE. DRICT 7w RAEN DL RMENIZT —ER—=IAD XA L) =7
recognised databases and the public posting of clinical trial results. Communicating trial . . . o o .
9.6 - _ - e BERUBRAROEEOABEASGEINS, RRERTRRSNE BRI OSENICASE
results to participants should be considered. Such communication should be objective and .
_ WEIICERBILAEBINETH D,
non-promotional.
10 |Ro|es and responsibilities in clinical trials should be clear and documented appropriately. BEPRRERIC B 1T BRS¢ BEIZHETHY . BYIXEZENERETH D,
The sponsor may transfer or the investigator may delegate their tasks, duties or functions  |[Z RV H—XITHBREMBELE F. FNEFNOBE. EHE I (T [EHK] L0wH) &2F&
10.1 [(hereafter referred to as activities), but they retain overall responsibility for their respective |FEXIZEETE I N TE S D, TOEBKICHTI2L2EEIZ. ARV Y —RIFHABREBEEED
activities. &9,
Investigational products used in a clinical trial should be manufactured in accordance with e CEAINZBEAABRE L, BAINIAEERGOSEEELR VO REESEICEHT AL
11  |applicable Good Manufacturing Practice (GMP) standards and be managed in accordance with the [ (GMP) (2%t > THEE = M. iuufﬁﬁﬂzoiﬁ'ﬁﬁicvﬁg’c BXNAITNIEE S AL,

produ

ct specifications and the trial protocol.

¥GMP : Good Manufacturing Practice [EXROREEER O REBRICEHT2E%E]

Measures should be in place to ensure that the investigational product provided to trial

HBSNEICRHEINIBAABREORENMRITSND L EZRATLH7-DDEBEZHL 2N

11.2
participants retains its quality. THhb,
Investigational products should be used in accordance with the protocol and relevant trial e .
11.3 FEARAEREE d, EHFTEEZERVEET 2 UFZAROXEIR > THERAI A TNIER LA,

documents.




