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Abstract: The changes of cosmetic industry regulation in the leading coustries, such as E.C., America, Japan, initiated our
research to suggest the direction of our cosmetics regulation. These countries are strengthening the post-monitoring system
for the safety and cosmetic industry development. We propose the agenda for the development of the industry; the extension
of cosmetics range, deregulation of the advertisement, implementation of the ingredient labelling, introduction of the product
expiring date. Ultimately, it is necessary to introduce and extend current CGMP to enhance the company responsibility and
to reinforce the post-monitoring.
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Table 1. Comparison of Cosmetics Management System in Main Countries

Korea Korea China China
Contents . EU. USA an .
ontent (General) (Functional) Jap (General) (Special Use)
Licensing system of prior prior prior prior
X 1t .. Tt Tt .. . . . R
manufac/import repo examination repo repo authorization registration registration
; B ¢ -
Licensing system o rule lack rule lack rule lack rule lack prl.or . rule lack rule lack
sales authorization
Raw-material control pos.list pos.list neg.list neg.list neg.list pos.list pos.list
Whole ingredient non-— non-— non— non-—
; enforcement enforcement enforcement
labelling enforcement enforcement enforcement enforcement

Table 2. Comparison of Characteristic on In-market Control and Pre-market Control System

In-market control

Products may be marketed immediately.

Pre-market control
Delays (e.g., registration, notification, etc.) for
reaching the market.

new products

All products - including new ones - are immediately available

to the consumer.

Innovation is encouraged.

-

Standards for testing have to be set; this restricts availability
of products containing new ingredients for the consumer until
the standards are revised.

The cost is met by the state and companies found to be non-
compliant; no direct cost to complying companies/importers or

consumers.

Pre-market control can be expensive for all companies/
importers, which means the direct ccosts are passed on to the
consumer.

Only offending companies/importers will be penalised.

All companies/importers incur costs, expense and delays.

In-market

inspectors

will be trained to check for non-
conforming products: resources are concentrated in one area.

Surveillance and in-market control also have to take place.
This means that resources (inspectors, control appliances, etc.)
have to be split between pre-market and in-market controls.

Every product on the market may be inspected. This means

that every product should be safe.

Unethical companies may give one set of samples to the
authorities for registration but may still put a different set of
products on the market. This could lead to unsafe products
being available to the consumer.

In order to swrvive in the marketplace, companies must
exercise strict self-control.

Any weakness will be identified by competitors.

Additionally, consumers may report incidents of irregularities to

the Competent Authorities.

State responsibility means less incentive for self-control.
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Table 3. Comparison of Cosmetic Definition in Main Countries
Contents EU. USA Korea Japan
Cosmetics law Directive 2003/15/EC FDA's CFR 21 Cosmetic law Pharmaceutical Affairs Law

A cosmetic product shall mean
any substance or preparation in-
teded to be; laced in contact with
the various external parts of the
human body (epidermis, hair sys-
tem, nails, lips and external gen—
ital organs) or with the teeth

or sprayed on or

Cosmetics are defined by
the Food, Drug and Cosmetic
Act as “articles intended to
be rubbed, poured, sprinkled,

into, or otherwise applied to
the human body or any part

Articles intended to be
used by mean of rub-
bing, sprinkling or by
similar application to
the human body for
cleaning, beautifying,
promoting attractiveness,

Cosmetics in this law
refers to items with
mild action on the hu-
man body which are
used for cleaning or
beautifying to add ch-
arming and to look

introduced

ioezr:jetjtécns and the mucous membfanes of theljeof for cleansing, beag* bett'er appearance for | altering the appearance
the oral cavity with a view ex- | tifying, promoting attracti- | maintaining or im- | of the human body,
clusively or mainly to cleaning | veness, or altering the ap- | proving healthy skin | and for keeping the
them, perfuming them, changing | pearance, and articles in— | or hair. However, items | skin and hair healthy,
their appearance and/or corre- | tended for use as a com~ | used for the purposes | provided that the act-
ctiong body odours and/or pro— | ponent of any such articles; | of Drugs shall be ex- | ion of the article on
tection them or keeping them in | except that such term shall | cluded. the human body is mild.
good condition. not include soap.”
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