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ICH-GCP Introduction

Good Clinical Practice (GCP) is an international ethical and scientific quality standard for designing,
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

5.1.1 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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nature

The Retraction Watch

Explore content v About the journal v Publish with us v Subscribe
derboard
nature > news feature > article Lea er Oar
NEWS FEATURE | 19 February 2025 | Correction 27 February 2025 Who has the most retractions? Here’s our unofficial list (see notes on
Exclusive° These universities have 9& :I;Ing g!i!g&lgﬁg‘];!?w’ts”end of increasing retractions over the past methodology), which we’ll update as more information comes to light:
o decade. Notices are published by journals when they retract a paper, and are often
the most retracted SCientiﬁC artiCleS fﬁ;ﬁ;giﬁgi{ﬁ:?i‘fgi,g?;z};ze_”ac‘ed Pepers' represents papers published In 1. Joachim Boldt (220) See also: Editors-in-chief statement, our
A first-of-its-kind analysis by Nature reveals which institutions are retraction hotspots. B Retraction notices M Retracted papers #.Backlog coverage
Y e e asanasassnssen g 2. Yoshitaka Fujii (172) See also: Final report of investigating commit-
Bu. Dirbunrd Viam Almcdnn o - z::iﬁzttf:ima;:r; e / tee, c?u%‘ reporting, additional coverage
https://www.nature.com/articles/d41586-025-00455-y g of 5,000 rlelraction notices 3. Yoshihiro Sato (124) See also: our coverage
§ 107 " to add to its data. ' 4. Hironobu Ueshima (124) See also: our coverage
é 5. Ali Nazari (104) See also: our coverage
g 6. A Salar Elahi (92) See also: our coverage
é 7. Jun Iwamoto (91) See also: our coverage
& 8. Diederik Stapel (58) See also: our coverage
9. Yuhji Saitoh (56) See also: our coverage
10. Adrian Maxim (48) See also: our coverace

2014 2015 2016 2017 2018 2019 2020 2021 2022 2023 2024

https://retractionwatch.com/the-retraction-watch-leaderboard/
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> mIEEET-EXN ERBNZBIZL TVWSINEINZRE S DIcdDFHIDITREZDEB DIEE - HEEDE
& (JIS Z 8101:1981)
> AEEDO TV RIFIEDEFEONE RBIAEE/ICI T2k

“Quality” in clinical trials is defined as the absence ©f errors that matter to decision making—thats, errors
-

which have a meaningful impact on th safety of trialparticipantsgér credibility of the results (and thereby

the care Of future patientS). ( referre CTTI Qua“ty by ESIgn) https://ctti-clinicaltrials.org/our-work/quality/quality-by-design/
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An uncertain event or condition that, , has a positive

or negative effect on one or more project objectives.
(PMBOK® Gwde S Slxth Edltlon)
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[DRAOICED{EZXS (Risk-Based Approach) |
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1. mEOMEES : Fitness for Purpose (HHADEETE)
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2. Quality by Design (QbD) DEA
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ICH-GCP E6 (R3) DERZIZAT

I. INTRODUCTION

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

~J

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 data reliability. Trial designs should be
operationally feasible and avoid unnecessary complexities.

Proportionate risk-based approach ZHWT

> mEXALOER

> BRPRERER O S mBAFE S TE(CAEMR R B ZEDIAD T
> ERREBRICEERTEZREITERZRFE
>

EBATF— ORI — OB S BFCmBEURTMsEREAETNTNS |

Quality by design #%£3&9%
> BaRERDEZMER(CI DHICEBRITOTAET —IDIEFTE
> BREREERO—EMZBN T XIIHFERDEFRIHCERBFEZSZRUAIDYETE
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E6 (R3) TlX“Quality”t”Risk"ADERHMIZEZS

II. PRINCIPLES OF ICH GCP
6. Quality should be built into the scientific and operational design and conduct of clinical trials.

6.1 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.

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 (i.e., that the trial will answer the research question).

6.3 Strategies should be implemented to avoid, detect and address serious non-compliance with GCP, the trial protocol and

applicable regulatory requirements to prevent recurrence.

—
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E6 (R3) TlX“Quality”t”Risk"ADERHMIZZS

II. PRINCIPLES OF ICH GCP

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.

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.

7.2 The focus should be on the risks to participants beyond those associated with standard medical care. The risks relating to

investigational products that have a marketing authorisation when used in the clinical trial context may differ from the
routine care of patients and should be taken into consideration.

7.3 Risks to critical to quality factors should be managed prospectively
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Designing Clinical Research
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