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RE=HUSIHEER QCEBOD 1 DTH3 L& (3.11.4)
HARSAOE RX #IER

The aim of monitoring is to ensure the EZAUIOEMIE, SEEOETICH, HEES
participants’ rights, safety and well-being and | NIBDEF], TEROEN. TONIEHEEERDERE
the reliability of trial results as the trial MZRIET D ETHD. EZAYUIE, TEL

progresses. Monitoring is one of the principal | EEEEEFD—DOTHD.
quality control activities.

ICHE6 (R3) [EEmOBRKABROERBEE]| KM K74 EHRASER D Sk
BE5EE I TBEAEERERRFESHEE BARETERS (20235£7H28H)

ICH E6 R2
5.18 Monitoring
5.18.1 Purpose
The purposes of trial monitoring are to verify that:

(a) The rights and well-being of human subjects are protected.

(b) The reported trial data are accurate, complete, and verifiable from source documents.

(c) The conduct of the trial is in compliance with the currently approved protocol/amendment(s), with GCP, and
with the applicable regulatory requirement(s).
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Risk-proportionate approach

SEREAER D B (L7fit-for-purpose” TE Z HNL (GCPIEF v o) ARTIEAELY)

o (Principle 6.1) Quality of a clinical trial is considered in this guideline as fit for purpose.

SRAEBROTOLR, 770—FIL,. SMEBICHTHIVRVENRESNLST—IDEE K
[ZR & ->7=(proportionate) FiE TEHINEHE
2 (Principle 7) Clinical trial processes, measures and approaches should be implemented in

a way that is proportionate to the risks to participants and to the importance of the data
collected.

SERABDEICESTYTAHIVEER (CTQ factors) #EIFEL . BRI ZERT 5

HoWPHERICHLTRIAEIZEZ/EY CE (Quality by Design)

o (Principle 6.2) Factors critical to the quality of the trial should be 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 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
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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, number of trial participants, investigational
product, current knowledge of the safety profile and
endpoints of the trial should be considered.
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3.11.4 F=~JU>7D

Ao —(3d, BESNEURZICE DS, @atig'E—~Y
A DEFEIRE O ETREIAZTTHD., BN, 51
>, M. SietE RS INER. BEARE. ZFH 0
7 1JVICET 280, SEOHMIER L EOEFR=EE

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=FY D EZE
AR —(F, BESNIZBENRETHIRD, 7—89D
mE (XTI RAITRC (X(F) sEEEEOEREECHITDHE

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

OOV Z DI UIETE=ZAY D IHBERVER I AT TH 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.
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