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Table 1. Summary of efficacy data requirements

Category Pre-clinical data of Clinical data of Other data or information
efficacy efficacy required

Acute diseases Needed Control trial needed

Chronic May be needed May or may not be

diseases needed

Health May not be needed May not be needed Supported by well-established

enhancing documents such as national

effects pharmacopoeias and

monographs

Table 2. Proposed requirements for efficacy data for the evaluation of traditional
herbal medicines with various changes

Traditional herbal medicines with Pre-clinical data of Clinical data of efficacy”
well-established documentation efficacy™
No change, according to well- Not needed May not be needed
established documentation
Changes:
Dose May be needed Needed
Dosage form May be needed Needed
Mode of administration May or may not be Needed
needed
Medicinal indication Needed Needed
Herbal medicinal ingredients:
Addition® Needed Needed
Deletion* May or may not be May or may not be needed
needed
New combination® Needed Needed
Medicinal plant part used Needed Needed
Methods of preparation Needed Needed

*Pre-clinical data include laboratory tests and data on the standard dose and dosage form

*Clinical data refer to clinical research in WHO General Cuidelines for Methodologies on Research
and Evaluation of Traditional Medicine

*Addition of one or more plants into traditionally used formulas

*Deletion of one or more plants from traditionally used formulas

* New combination of two or more traditionally used formulas
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