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An uncertain event or condition that,

has a positive or negative effect on one or more

project objectives.
(PMBOK® Gulde — Sixth Edition)
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ICH-GCP Introduction

Good Clinical Practice (GCP) is an international ethical and scientific
quality standard for designhing, conducting, recording and reporting trials
that involve the participation of human subjects. Compliance with this
standard provides public assurance that the rights, safety, and well-being of
trial subjects are protected, consistent with the principles that have their
origin in the Declaration of Helsinki, and that the clinical trial data are
credible.
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ICH-GCP 5.1 Quality Assurance and Quality Control

5.7.7 The sponsor is responsible for implementing and maintaining quality

assurance and quality control systems with written SOPs to ensure that trials

are conducted and data are generated, documented (recorded), and reported in

compliance with the protocol, GCP, and the applicable regulatory requirement(s).
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Valsartan in a Japanese population with hypertension
and other cardiovascular disease (Jikei Heart Study):
arandomised, open-label, blinded endpoint
maorbidity-mortality study
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ICH-GCP E6 (R3) (CMIFT

ICH-E6 Good Clinical Practice (GCP) Explanatory Note (19 April 2021)
1.3

Quality by design in clinical trial sets out to ensure that the quality of a trial is driven proactively by
designing quality into the study protocol and processes. This may involve the use of a prospective,
multidisciplinary approach to promote the quality of protocol and process design, and clear
communication of how this will be achieved. Quality by design approaches should be applied across
the clinical trial and supporting processes.
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Quality by Design
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(A formal international agreement; Cambridge Dictionary)

ICH GCP E6 (R2) 1.44
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SPIRIT 2013 (Standard Protocol Items: Recommendations For Interventional Trials)
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MRC/DH/MHRA, Risk-adapted Approaches to the Management of Clinical trials of investigational Medical Products
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Liz'wool, Risk=Based monitoring: Demystified! —&BEXZACRP global conference 2013
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