Act on the Conservation and Sustainable Use of Biological Diversity through

Regulations on the Use of Living Modified Organisms (Cartagena Act)

The Cartagena Act was enacted in 2003 for the purpose of ensuring the smooth and proper implementation of the Cartagena Protocol
on Biosafety to the Convention on Biological Diversity (the Cartagena Protocol) by devising measures to regulate the use of living
modified organisms, in order to ensure biological diversity through international cooperation.

» Under the Convention on Biological Diversity, the parties are required to implement
the following measures to prevent adverse effects of living modified organisms
(such as crops, microorganisms, viruses) on biological diversity.

* Procedures for advance notification and consent for the import and export of
living modified organisms

+ Assessment of risks posed by living modified organisms at the time of import, and
managing those risks inside the parties

» Became effective in September 2003. Japan concluded the Protocol in November
2003.

Before the use of living modified organisms, measures must
be taken according to their usage
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"Type 1 use of living modified organisms"

=Use of living modified organisms without
taking containment measures to prevent
dispersal into the environment

"Type 2 use of living modified organisms"

= Use of living modified organisms with
containment measures to prevent
dispersal into the environment

» In order to implement the Cartagena Protocol in national law, the Cartagena Act,
which establishes a system, etc. of advance approval for the use, etc. of living
modified organisms, was promulgated in June 2003 and came into effect in
February 2004.

» Adverse effects on biological diversity with regard to type-1 use of living modified
organisms is assessed from the perspectives of competition with native species,
hybridization with native species, and production of harmful substances.

» In order to implement the Nagoya-Kuala Lumpur Supplementary Protocol in
national law, the Act was amended in April 2017. It adds a provision requiring
the "restoration" of biological diversity that has already been lost.

(Reference) Examples of the adverse effect of living modified organisms on
biological diversity

Hybridization with

native species
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Any person who intends to make type-1 use
of living modified organisms that have not
been approved is required to establish
regulations on use in advance, attach a
biological diversity risk assessment report
and obtain approval from the competent
minister (Article 4).

<Competent ministers™>
The Minister of the Environment and the
competent ministers in charge of each field
* Research and development: Minister of
Education, Culture, Sports, Science and
Technology
+ Alcoholic beverages production:
Minister of Finance
+ Pharmaceutical products, etc.: Minister
of Health, Labour and Welfare
+ Agriculture, forestry and fisheries:
Minister of Agriculture, Forestry and
Fisheries
* Mining and industry: Minister of
Economy, Trade and Industry

If containment measures such as use
format of facilities are specified by order
of the competent ministry, the person
who makes type-2 use of living modified
organisms must take those measures
(Article 12). If not, the person must take
containment measures that have been
confirmed in advance by the competent
minister (Article 13)

<Competent ministers>

* Research and development: Minister
of Education, Culture, Sports, Science
and Technology

* Alcoholic beverages production:
Minister of Finance

+ Pharmaceutical products, etc.:
Minister of Health, Labour and
Welfare

* Agriculture, forestry and fisheries:
Minister of Agriculture, Forestry and
Fisheries

* Mining and industry: Minister of
Economy. Trade and Industry
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