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Traditional use Scientific knowledge

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

* Generally used purified and
standardized in the chemical
constituents that have

* Generally believed safe and pharmacological activities

without any adverse reaction .

* Generally - mixtures of many
plants

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)

Taanaly msﬁﬂmmoﬂ?ﬁﬂwaomaq% NN
(W c (oW 1
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dl =\ / =\ =\ ‘ﬂl U/ =\
NIzl wANNURaNgLaZUTE'RNTNAaN D19
(claim) aum3lEIUuLUAILaN

Q

Al . A YR .
LN @ll%’]il’]m}!%VLW{L%&J #38 maawamlﬂmmmmagﬂws
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A Aa A o . P A
AUNABELLNI NI W@&lmgﬂwﬂ‘u (dose formulation) Tnal 38

o—

A0n3l#hEN (route of administration) Ll




sza@nsn N (efficacy) wag UScanoua
. = Qs ¢
(effectiveness) waawamnmmaag‘u‘lws

* [ NaUsztliulvz@nInw (efficacy) taz UszRNIHA
(effectiveness) YBIHANA TATIRN LW

* drmunugIwna

Which treatment should be Can it be studied following the
o patterns of modern science
studied: protocols?

Does already exist a
conventional treatment safe
and effective?

Is ethically correct to study that
type of remedy?




Herbal Product Development:

Requirement for Clinical Data

Modern medicine

Phase |

Phase Il

Phase 111

Traditional medicine

use

Traditional

or

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)
¢ 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
10




® A Q
ﬂ'ﬁglﬂ%wfﬂ'}iﬂb’]‘ﬁaﬂﬂ']'iﬂ']'i‘ﬂﬂﬁﬁlﬂ‘n']ﬂ
ARTLN

(3 A % | A
TIJ‘5$Lﬂ%tiﬂﬁﬂ’]ﬁﬂ’]%tﬂ&I-ﬂ’]iNﬂ(ﬂ-ﬂ'ﬁﬂ’Jﬂﬂ‘&I

dl 1 tdl U = =g a
. mwaaa&guvl,war RIWN b mMIa3BuIanay

o 6 = a a s 6
¢ MIRNA 2dIAUTENAUNIILAL ﬂ"liLL'ﬂiEﬂ NIILAILUNNANTUN AINDNIN
ﬂiZU’J%ﬂW‘Jﬂ’JUQNQMﬂWWﬂ’WNa(ﬂ

(3 =\ 1 an
UILLABNINTUWININNIINAFDIUNIIAAKN

. ﬁagaﬂizﬁmﬂtﬁaahaﬂaa@n”ﬂ (history of safe use)

E%

. agamﬁmﬂuﬁwﬁmﬂ:ﬁmﬁwmu A3 NaNITLE

Y

- dayannulssansluissdjidnuazmisludainasad

14




Ethical Framework
(WHO Recommendations)

* Social value
e Scientific validity

 Subject recruitment (Inclusion
and exclusion criteria)

e Valid outcome measures
* Determining research design
e Favorable risk-benefit ratio
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General guidelines for methodologies on

research and evaluation of traditional

medicine
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Operational quidance:

X o o A A kg { o &) 1
Information needed ALHERILWINWURUA: 2ayananiwiine

to support clinical trials
of herbal products

aﬁum&umswﬂaaumaﬂaﬁﬂmm NG TN
aagluv[ws

(Operational Guidance: Information needed

() support clinical trials of herbal products)

o lATIMINLABNENITITV LA NaUTUN
NTANRASIUATAW NN ﬂlﬁgﬁmw&mamiﬁwm
WAIERU Sz @/TUaNIlan/adanisawise Lan

Research Guidelines for Evaluating the

Safety and Efficacy of Herbal Medicines

World Health Organization * World Health Organization
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Risk suiuy (dosage form) Mtianledlu
Assessment NI

Y19 (dose) NLRDN LT U3 DE

% A ::i ;A :§/ % .
NNUINLEIENBDT Lﬂ(ﬂT%VL(ﬂ (potential

adverse effects)

NS RRUATLTN 'gjiﬂsamﬁa”ﬂ

(selection of subjects)
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¢ ﬂ’a’lamﬂmaﬂ (authentication) LLazAbNIN (quality)
Talmanzan

® Incorrect identification — more toxic herbs

* mMangnuazavdayligneaag
* ASTUIBNITLOSYNUAZNITHAGNN LN LANIZHN

* HARULWHDIINNITZUIBNITLAIYN/NAR
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® 2117 (dose)
. ﬂﬁﬂﬁfl,%?l%’mﬁquﬁ%\lﬂ

® Excessive biological effects
® Drug-herbal products interactions
® Interaction with prescription drugs

® Increase toxicity

® Decrease efficacy
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* NINAFAUNHALUNAY (Acute toxicity test) IUFATNARDY
® Rodents & non-rodents
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® Rodents & non-rodents
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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
submission

Submission of an Submission of an amendment of
investigational herbal product investigational herbal product /
application + documents .~~~ applicaion [ |

3

Review process

L
|

~

Protocol submission to IEC/IRB
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Review process

Approve
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