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* The used of herbal products becoming
popular in various society.

* The popularity of most products are of
consumer preference

* Allopathic professional still careful in
considering the product in treatment
unless product’s evidence-based
information on the preclinical and

clinical studies is available.
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Preclinical/ non-clinical studies: in
vivo & in vitro experiment which the
product (test article) are studied
prospectively under laboratory in

elucidating the safety & efficacy of the
product.
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Catherine's sty team had

she'd done mare staff inductions mmmafm
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Non-clinical:GlP

Definition of GLP:

Quality system concerned with the
organisational process and the conditions
(<[ [ Bnon=clinicalthealthrand

S/ldoginl=nll iz s/ studies are planned,

\{

performed, monitored, recorded, archived

and reported.
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The type of product : nutraceutical/cosmetics/food
supplement

Proposed application : oral/topical
The intended claim : low or Medium or high

Regulatory requirement may vary from country to
country

With the membership of state/country to OECD or
MAD community, data can be mutually accepted for
the registration and marketing of the products to
other countries NRC-(May 2013)
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Importance of guidelines

Harmonisation, Consistency, Transparency /\
OECD ?
Guidance to industry & assessors | US-EPAFDA?

EMEA ?
Guidelines %;7/

ICH (International Conference Harmonisation) =a
US — EPA (Environmental Protection Agency) ‘? ’i
EMEA (European Medicine Agency) — )

OECD (Organisation for Economic Co-operation
Development ) Guidelines

WHO Guidelines
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Title Original Adoption No. o Most Recently
Updates Updated

Acute Oral Toxicity 12 May 1981 Date of Deletion:
20 December 2002

Acute Dermal Toxicity 12 May 1981 24 February 1987
Acute Inhalation Toxicity 12 May 1981 _

Acute Eye Irritation/Corrosion 12 May 1981 24 April 2002
Skin Sensitisation 12 May 1981 17 July 1992

Repeated Dose 28-Day Oral Toxicity 12 May 1981 27 July 1995
Study in Rodents

- Acute Dermal Irritation/Corrosion 12 May 1981 24 April 2002
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Type of studies reviewed by Regulators

Safety

Pharmacokinetics
pharmacology pharmacology

T~

Toxicology Genotoxicology

Carcinogenicity.
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U= - Exignd of the Study

Prior to “First Time in Humans”

— safety pharmacology
— pharmacokinetics/toxicokinetics (exposure data)
— single dose toxicity studies in 2 mammalian species

— expanded acute or repeat dose toxicity studies in a
rodent and a nonrodent

— local tolerance

— In vitro evaluation of mutations and chromosomal
damage

— hypersensitivity for inhaled and dermal drugs
— teratogenicity studies NRC-(May 2013)
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Non- c||n|cal studies for herbal medlcme
products is compulsory as it is one of the
important phase in drug development

Non-clinical and clinical studies determine
the safety and efficacy of herbal medicine
before being marketed as herbal medicine
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