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Status and prospect of safety evaluation of genetically modified microorganism (GMV])
for domestic and foreign food application
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Abstract

With the breathtaking stride being made in the field of
biotechnology, biocatalyst research using genetically
modified microorganism (GMM) is actively being
pursued in food industry. However, domestic food
and food additive regulation standards and the number
of examination management examples currently used
in industry is lacking significantly. Up till now, there
are only 6 examples of domestic GMM examination
and approval cases for food production purposes and
furthermore they are limited to the production of
functional sweeteners. Domestically, although GMM
is developed as a processing aid (contained use), if
they are used in the production of food, the safety of

GMM,, including environmental safety, is evaluated.

Also the produced food or food additives using
GMM need to be separately examined and approved
as a novel food. On the other hand, imported products
produced using GMM need to gain approval for the
final product only. Thus the expense and the time
to obtain regulatory approval is advantageous for
imported products versus domestically produced
products. This commentary is written to create the
opportunity to reform the current domestic food GMM
regulation by comparing and discussing domestic and
foreign case analyses of safety evaluation of GMM
and related regulations.
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Contained Use of Genetically Modified Microorganisms
GMMs)

Council Directive 90/219/EEC of 23 April 1990 on the
contained use of % l'letlt:allsir modified
microogranisms (GM

Council Directive 98!81!ED of 26 Oct 1998 amending
Drective 90/219/EEC

What is Contained Use?

Any operation in which micro-organisms are
genetically modified or in which such geueticall‘y
modified micro-organisms are cultured, stored, used,
transported, destroyed or disposed of and for which
Bhysical barriers, or a combination of physical
arriers together with chemical and/or biclogical
barriers, are used to limit their contact with t
general population and the environment

Risk Assessment

For the purpose of this Directive, genetically modified
micro-organisms shall be classified and managed to
be protected from human and environments
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