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Declaration of Helsinki — WMA$¢2024, scientific value, risk—benefit and participant welfare.

International Council for Harmonisation (ICH). ICH E6(R3) Guideline for Good Clinical Practice: Principles and

Annex 1. Final guideline, 2025.
Council for International Organizations of Medical Sciences (CIOMS). International Ethical Guidelines for Health-

related Research Involving Humans. 4th ed. Geneva: CIOMS; 2016.

WHO — Ethical standards and procedures for research involving human beings
WHO. Guidance for best practices for clinical trials (2024).
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Scientific validity is necessary—but not sufficient—for

. an ethical trial. )

WMA. Declaration of Helsinki (2024), scientific validity and risk—benefit.
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Participant safety }

Ref.: WMA. Declaration of Helsinki (2024), Free and Informed Consent.
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Ref.: WMA. Declaration of Helsinki (2024), informed consent requirements.
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Ref: ICH E6(R3) GCP, Principles & Annex 1 (effective 23 July 2025): WMA (2024)
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[ Participant welfare comes before scientific objectives. }

Ref.: WMA. Declaration of Helsinki (2024), risk—benefit and safety.
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[ Transparency starts before recruitment. }

Ref.: WMA. Declaration of Helsinki (2024), registration/publication; WHO (2024).
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