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» Belmont Report

» Declaration of Helsinki

» International Ethical Guidelines for Biomedical
Research Involving Human Subjects (CIOMS)

» International Ethical Guidelines for Epidemiological
Studies (CIOMS and WHO)

» ICH GCP Guidelines
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1. u@"ﬂmﬁmmiwiuqﬂﬂa (Respect for person)

2. vananilsylam] ldnedumsne (Beneficence & non-
maleficence)
3. nAnANEFS9IN (Justice)

Good clinical practice

International ethical and scientific quality
standard for
» Designing
» Conducting
» Recording
» Reporting
clinical studies that involve human subjects

Good clinical practice

To assure that participant’s right, safety and
well-being are protected

According to the Declaration of Helsinki

Why Good Clinical Practice?

Quality of H”'T‘a"
it subject
Protection
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Rights
Safety
Well-being

Credible
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(a) Study population
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Really an ethical issue
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(b) Sample size calculation
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Informed consent and assent

Circumstances:

Sufficient opportunity to consider (time &
place)

No coercion or undue influence (person)

Information:
Comprehensive
Understandable language

Comprehensiveness
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(b) Sample size calculation
(c) Sampling
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Thank you very much

investigating the causes and
prevention of diabetes and obesity




