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ICH GCP Guidelines
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Research, Practice & Experiment
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® Research Lﬂi&ﬂ’]%‘ﬂﬁ‘”ﬁd’)@ﬂl’ﬂﬂ@@ﬁﬂﬂﬂuWJ@EI’NLW@@%"NWJ’\N?WN
Waldiuaunaly (generalizable knowledge)

® Experiment

1. An Operation carried out under controlled condition in order
to discover an unknown effect or law, to test or establish a
hypothesis, or to illustrate a known law.

2.to try out a new procedure, idea or activity (Memoriam
Webster's Collegiate Dictionary 10" Edition)
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Tuskeegee Study
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Nuremberg Code (1947)

UN Declaration on Human Rights
Declaration of Helsinki (1964)

US Belmont Report (1979)
CIOMS’s Guidelines (1991, 1993)
WHO GCP Guidelines (1995)
ICH GCP Guidelines (1995)

UNAIDS : Ethical consideration in HIV preventive vaccine research (May 2000)
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WHO Guidelines for Ethical Review Committees on Biomedical Research
(2000)

1  WHO Surveying and Evaluating Ethical Practice (2002)




Nuremberg Code

War Crime in Nazi Army

War Crime Tribunal at Nuremberg
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Declaration of Helsinki

Lﬂuuﬁﬂlmuwwﬂau’mutaﬂ (World Medical Association
‘WMA)

11l Ethical Guidelines for research involving human subjects

“The World Medical Association has developed the Declaration
of Helsinki as a statement of ethical principles to provide
guidance to physicians and other participants in medical
research involving human subjects”
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US Belmont Report
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® Respect for Person
Informed Consent

® Beneficence (Do good)

and non-maleficence (Do no harm)

Risk / Benefit Assessment

® Justice
Fairness in Distribution

(Selection of Subject)




CIOMS’s Guidelines

CIOMS = Council for International Organizations of Medical

Sciences
Ethical Guidelines for:
® Epidemiological Studies (1991)

® Biomedical Research Involving Human Subjects
(1993)




CIOMS’s Guidelines 1993
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GCP Guidelines

GCP = Good Clinical (Research) Practice
GCP Guidelines MARARANNIS 2 UD
1. ANATEINAIANATAELNUUNIZAN (rights,
safety, well-being)
2. dayaidadals (credible)
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UNAIDS Guidance Document on Ethical considerations in HIV
preventive vaccine research

(May 2000)
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WHO Silver Book
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Survey

WHO Blue Book
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Respect for Person
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Tmgl Informed Consent

Beneficence & Non-maleficence

52 Do Good & Do No Harm

lmel Risk / Benefit Assessment
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*+* BIOMEDICAL RESEARCH
*3* EPIDEMIOLOGICAL STUDY

**SOCIAL SCIENCE STUDY
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NSUAIDE
Tuskeegee Study
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