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[prevention]) ; 4. ¥ L Hp TR E ¥ b J 3§ 2 ST 4 fe](baseline
comparability [randomization]) ; 5.% € jF M ESk k£ (Ao kB F 2 £ K
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Z_ACRe K (assay sensitivities) » B »* % o i85k £ BB 2 35 P07 B Ak
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Substances, Herbal Preparations and Herbal Medicinal Products/Traditional Herbal
Medicinal Products (2011)

EMA: Guideline on Quality of Herbal Medicinal Products/Traditional Herbal Medicinal
Products (2011)

EMA: Guideline on Quality of Combination Herbal Medicinal Products/ Traditional
Herbal Medicinal Products (2008)

ICH E1 The Extent of Population Exposure to Assess Clinical Safety for Drugs Intended
for Long-term Treatment of Non-Life-Threatening Conditions (1994)

ICH E3 Structure and Content of Clinical Study Reports (1995)

ICH E6(R1) Guideline for Good Clinical Practice (1996)

ICH E10 Choice of Control Group and Related Issues in Clinical Trials (2000)

ICH M3(R2) Guidance on Nonclinical Safety Studies for the Conduct of Human
Clinical Trials and Marketing Authorization for Pharmaceuticals (2009)

Nature Biotechnology 26:1077-1083 (2008)

TGA (Australia): Guidelines for Levels and Kinds of Evidence to Support Indications
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35.
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37.

other Listable Medicines (2011)

US: 21 CFR 201.57(c)(1)

US: 21 CFR 201.80(c)(2)

US: 21 CFR 314.126

USFDA: Guidance for Industry-Botanical Drug Products (2004)

USFDA: Guidance for Industry-Drug Interaction Studies-Study Design, Data Analysis,
and Implications for Dosing and Labeling (2012)

WHO Research Guidelines for Evaluating the Safety and Efficacy of Herbal Medicines
(1993)

WHO Guidelines for the Regulation of Herbal Medicines in the South-East Asia Region
(2004)

WHO Guidelines on Good Agricultural and Collection Practices (GACP) for Medicinal
Plants (2003)

WHO Monograph on Good Agricultural and Collection Practices (GACP) for Artemisia
annua L. (2006)

WHO Guidelines for Assessing Quality of Herbal Medicines with Reference to
Contaminants and Residues (2007)
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