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Traditional use Scientific knowledge

* Use typical plants, often with  Use of proper extractive and
different indications (juice, pharmaceutical preparation of
decoction or pills) plants

* Generally used purified and

* Generally - mixtures of man
y y standardized in the chemical

plants constituents that have
* Generally believed safe and pharmacological activities
without any adverse reaction « Possible side effects,
 Pathogenesis of illness — contraindications, drugs
based on philosophic, interactions, etc.
religious and sociocultural * Diagnostic and therapeutic
conception methodology follows the rule of

mainstream medicine — based on
laboratory studies and clinical *
trials
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(Clinical trials of herbal medicines)
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Herbal Product Development:

Requirement for Clinical Data

Modern medicine

Phase |

Phase 1l

Phase 11l

Traditional medicine

Traditional

use

or

use

Traditional

or

or

Traditional
use
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Main Ethical Issues in Herbal
Drug Research

m Scientific validity

e Stuc
met

e Qua

y design and research
nodology

ity control and standardization

== Risk assessment




Herbal Medicine Research

B Herbal medicine products

e Safety information of the herbs

e Dosage form

e Preparations/formulations (raw & extract)
e Dose

e Route of administration

B Study designs

e Subjects (healthy or patients with illness)
e Control group

e Duration of treatment

e Underlying conditions
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Operational quidance:
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Information needed ALK ILBINWUYURA: Daaandniwiine

to support clinical trials
of herbal products
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(Operational Guidance: Information needed

to support clinical trials of herbal products)

UNICEF/UNDP/Wor Id Bank/WHO
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Research Guidelines for Evaluating the

Safety and Efficacy of Herbal Medicines

World Health Organization « World Health Organization
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® Excessive biological effects
® Drug-herbal products interactions
® Interaction with prescription drugs

® Increase toxicity

® Decrease efficacy
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Product development
Product identification/categorization
Protocol development

Pre-submission consultation

Bio-batch production Production in compliance with GMP

FDA submission

WORK FLOW

OVERVIEW

EC clinical study protocol
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Submission of an Submission of an amendment of
investigational herbal product investigational herbal product /
application + documents .~~~ applicaion [ |
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Protocol submission to IEC/IRB

3

Review process

Approve

[ Ree
/

N
- |5 Y TRIAL INITIATION NOTIFICATION
|| vsAEREPORT S
B r:| v'PROGRESSION REPORT
5| o
=
= Y'END OF TRIAL NOTIFICATION
| v TRAIL SUSPENSION OR TERMINATION NOTIFICATION
28 vPRODUCT ACCOUNTIBILLITY

o ~ J ! o (ol a o 33
[@7ﬂﬂ75ﬂ5§:?&!5ﬂﬁdﬂ?7ﬂtﬁ%@Q??dﬂgﬁ&ﬂﬁlﬂ’)@ll?ad@'lll W.i.ﬂ.Nﬂ@ﬂm%fﬁ%IHYW? W.A. oeblo]



