Basic Matters under the Provisions of Article 3 of the Law concerning the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Living Modified Organisms 
(Tentative Translation)

In recognition of the growing public concern over the potential adverse effects of modern biotechnology on biological diversity in parallel with the rapid expansion of modern biotechnology, and in recognition of the vast potential that modern biotechnology has for human wellbeing if developed and used with adequate safety measures, an international framework for living modified organisms, and particularly for their transboundary movements, was considered to be necessary.  Thus, the Cartagena Protocol on Biosafety to the Convention on the Biological Diversity (hereinafter “the Protocol”) was adopted in January 2000.

In Japan, guidelines on the Use of living modified organisms prepared respectively by the Ministry of Education, Science and Technology; the Ministry of Health, Labour and Welfare; the Ministry of Agriculture, Forestry and Fisheries; and the Ministry of Economy, Trade and Industry and Industry have been put into operation. In view of the importance of an international approach to the prevention of adverse effects of living modified organisms on biological diversity, the Law concerning the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Living Modified Organisms (hereinafter “the Law”) was formulated in Japan in order to establish a system for the precise and smooth implementation of the Protocol.

The following matters and items are stipulated for the precise and smooth implementation of the Protocol under the provisions of Article 3 of the Law.

I. Basic Matters concerning the Implementation of Measures Designed to Prevent Adverse Effects that are Caused by the Use of Living Modified Organisms and Pose Unacceptable Risks that Impair Biological Diversity 

1. Basic matters concerning Type 1 Use of living modified organisms

   A person who wishes to create or import and make the Type 1 Use of living modified organisms, or other person who wishes to make the Type 1 Use of living modified organisms, except in cases where the intention of the Type 1 Use is in accordance with the previously-announced Type 1 Use Regulations, must obtain approval of the Type 1 Use Regulations. The procedure for obtaining such approval shall be as follows.

      (1) Application for Approval of Type 1 Use Regulations

A.  The Biological Diversity Risk Assessment Report required to be submitted in applying for approval of Type 1 Use Regulations shall be prepared according to assessment methods to be stipulated by the competent minister, with consideration given to the following matters.

(i)  As the points to be noted when assessing Adverse Effect on Biological Diversity vary depending on the characteristics of living modified organisms, assessment items shall be provided respectively for plants (which mean living organisms belonging to Plantae and mushroom among living organisms belonging to Fungi), animals (which mean living organisms belonging to Animalia) and microorganisms (which mean living organisms belonging to Fungi [excluding mushroom], those belonging to Protista, those belonging to Monera, viruses and viroids)
(ⅱ)  Information required for the assessment of Adverse Effects on Biological Diversity shall be based on the latest scientific knowledge and set, depending on the purpose, content and method of Type 1 Use of living modified organisms, as information about a recipient organism of a living modified organism (that is, a living organism in which nucleic acid, or a replicated product thereof, obtained by using the technology provided in Article 2 paragraph 2 subparagraph 1 of the Law, is transferred; the same applies to the rest of this basic matter) or the species to which the recipient organism belongs, information concerning the preparation of the living modified organism and information concerning the Use of the living modified organism. 

(ⅲ)  In line with the method provided in Annex III of the Protocol, the assessment of Adverse Effect on Biological Diversity shall comprise the steps of identifying wildlife likely to receive adverse effects, evaluating the specific details of these adverse effects, evaluating the likelihood that these adverse effects will be realized, and judging the existence of risks of Adverse Effects on Biological Diversity that are likely to materialize.

(iv)  If deemed necessary, information on the Type 1 Use of the living modified organism as set forth in (ⅱ) shall include information collection after the start of the Type 1 Use by a person who wishes to obtain approval, measures for preventing Adverse Effect on Biological Diversity if Adverse Effect on Biological Diversity could arise, and the results of use in laboratory or use in a similar environment to the one in which the Type 1 Use is intended (in principle, to be carried out for an appropriate period that is commensurate with its life-cycle or generation time of the living modified organism. The same applies to (2) B (ii).).

B. Documents to be submitted together with the application in applying for approval of Type 1 Use Regulations shall be a document detailing measures for efficiently preventing Adverse Effect on Biological Diversity taken by a person who wishes to obtain approval (including information collection after the start of Type 1 Use by the person who wishes to obtain the approval, and measures for preventing Adverse Effect on Biological Diversity if Adverse Effect on Biological Diversity could arise. The same applies to (2) B (iii)), as well as a Biological Diversity Risk Assessment Report (only when the necessity is recognized by the competent minister).
(2) Examination of Approval of Type 1 Use Regulations
A. Consultation with Experts
      Experts shall be selected from specialists with knowledge about characteristics of living modified organisms intended for Type 1 Use and specialists with knowledge about living organisms or ecosystems which could be affected by the Type 1 Use of living modified organisms.

B. Criteria for Approval of Type 1 Use Regulations
If an application for approval of Type 1 Use regulations is conformed with the provisions of the following (i) through (iii) ,the Type 1 Use of regulations shall be approved recognizing as concerning living modified organisms that could be considered to not give rise to Impact on Biological Diversity.

(i)  Either of the following cases applies to the Type 1 Use regulations:

(A)  Judging from the Biological Diversity Risk Assessment Report and on the basis of the content of the opinions of experts, it is assessed that there is no adverse effect that could pose an unacceptable risk that impairs the preservation of species or populations of wildlife identified likely to be affected when making Type 1 Use in accordance with the Type 1 Use Regulations.

(B)  The Type 1 Use regulations shall apply to a living modified organism for which Japan has experience in use of the recipient organism, or the species to which the recipient organism belongs, for a substantial period of time and it is assessed that the living modified organism has no increased level of adverse effects on biological diversity in comparison with the recipient organism, or the species to which the recipient organism belongs, judging from the Biological Diversity Risk Assessment Report and on the basis of the opinions of experts.

(ii)  Depending on the characteristics of the living modified organism or the content and method of the Type 1 Use thereof, information for assessing Adverse Effect on Biological Diversity has been obtained through use in a laboratory or in a similar environment to the one in which Type 1 use is intended.

(iii)  Depending on the characteristics of the living modified organism or the content and method of the Type 1 Use thereof, measures for efficiently preventing Adverse Effects on Biological Diversity, which have been taken into account in assessing Adverse Effects on Biological Diversity, are taken surely.

C. Public Consultation

     In view of society’s high concern for Adverse Effects on Biological Diversity caused by the Use of living modified organisms, the competent minister, in approving Type 1 Use Regulations, according to the content and method of Type 1 Use of the living modified organism, shall publicly announce the proposed Type 1 Use Regulations and take opinions and information submitted in response to the proposal into consideration.

D. Matters to Be Considered for Approval of Type 1 Use

       In approving Type 1 Use Regulations, the competent minister shall consider, in addition to the adverse effect on human health caused by the Type 1 Use of living modified organism, compatibility with the safety examination stipulated in the Standardized Requirements of Food and Additives (Ministry of the Health and Welfare’s Notification No. 370, December 1959) if the application for approval of Type 1 Use Regulations indicates Type 1 Use as food in Japan, and compatibility with the confirmation of safety stipulated in the Ministerial Ordinance on Standards of Ingredients of Feed and Feed Additives (Ministry of Agriculture and Forestry’s Ordinance No. 35 of 1976) if the application for approval of Type 1 Use Regulation indicates Type 1 Use as feed in Japan.

(3) Information Collection by Person Obtaining Approval

A.  A Person Obtaining Approval is required to collect information after the start of Type 1 Use and to take measures for preventing Adverse Effect on Biological Diversity if Adverse Effect on Biological Diversity is feared to arise as taken into account in assessing Adverse Effects on Biological Diversity. 
B.  In order to respond to the competent minister’s request for submission of information needed on the basis of Article 6 Paragraph 2 of the Law on the living modified organism for which an approval of Type 1 Use is obtained, the Person Obtaining Approval shall make an effort to collect information regarding the circumstances of the Type 1 Use and the adverse effect caused by Type 1 Use. Such effort shall include asking the person who makes the Type 1 Use of the living modified organism to collect information regarding the circumstances of the Type 1 Use and the adverse effects of the Type 1 Use. 
C.  A person who makes Type 1 Use of a living modified organism (only when intentional introduction into the environment is intended) shall make an effort to acquire knowledge of the circumstances of the Type 1 Use, collect information on the adverse effects of the Type 1 Use, and report to the administrative agency concerned, where necessary.

2. Basic Matters concerning Type 2 Use of Living Modified Organisms

  With regard to Type 2 Use of living modified organisms, the conception and the procedure of confirmation of containment measures when containment measures to be taken are stipulated in the ordinance of competent ministries shall be as follows.

(1) Conception of Stipulating Containment Measures to be taken in the Ordinance of Competent Ministries

    The competent minister shall stipulate containment measures to be taken in connection with Type 2 Use, for which it is judged to be possible to previously stipulate containment measures on the basis of the results of the uses of living modified organisms, and from a scientific point of view, and shall review them as deemed necessary.

    In such cases, as difference of characteristics of living modified organisms results in different degrees of dispersal which may arise from Adverse Effect on Biological Diversity, containment measures to be taken shall be stipulated in classes corresponding to such degrees and in consideration of adverse effects on the health of those who engage in such Type 2 Use.

(2) Procedure for Confirmation of Containment Measures by the Competent Minister

     For living modified organisms intended for Type 2 Use, in accordance with the characteristics of and the mode of the Use thereof, the competent minister shall confirm that the facilities and control methods to be used effectively prevent the dispersal.

3. Basic Matters concerning Import/Export of Living Modified Organisms

(1)Procedure for Import of Living Modified Organisms

   The import of a living modified organism for intentional introduction into the environment shall follow the procedure shown below.

  A. Competent Authority
    The competent national authority with respect to the Protocol shall be the Ministry of the Environment. 

B. Receiving Notification of Import and Liaison
　 Upon receipt of a notification in writing on the export of a living modified organism for intentional introduction into the environment, the Ministry of the Environment shall send copies of said notification to the competent ministers (excluding the Minister of the Environment) as stipulated in Article 40 paragraph 1 of Regulations related to Enforcement of the Law concerning the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Living Modified Organisms (Ordinance No.   of 2003 of the Ministry of Finance; the Ministry of Education, Science and Technology; the Ministry of Welfare and Labour; the Ministry of Agriculture, Forestry and Fisheries; the Ministry of Economy, Trade and Industry and Industry; and the Ministry of the Environment), and shall advise the intended importer shown in said notification of the receipt of the notification and whether an approval of the Type 1 Use Regulation is needed or not.

C. Informing Notifier of Import

   Within 90 days from the date of receipt of the notification, the Minister of the Environment shall inform in writing the person who has sent the notification of the matters shown in Article 9-2 of the Protocol as well as the information stipulated in Article 10-2 of the Protocol. In such cases, if deemed necessary, information about other regulations concerning the intended Use in Japan shall be provided.

D. Decision concerning Notification of Import

   Within 270 days from the date of receipt of the notification, the Minister of the Environment shall inform in writing the person who has sent the notification and the Biosafety Clearing-House provided in Article 20 of the Protocol (hereinafter “the Clearing-House”) of its decision on the Use in Japan. When informing the person who has sent the notification, if deemed necessary, information about other regulations concerning the intended Use in Japan shall be provided.

(2) Procedure for Export of Living Modified Organisms

  The export of Living Modified Organisms shall follow the procedure shown below.

A. Export of Living Modified Organisms for Intentional Introduction into the Environment to a Party to the Protocol
(i) Notification of Export

A person who wishes to export a living modified organism to a party to the Protocol (hereinafter a “Party”) shall notify in writing the competent national authority of the Party under the provisions of Article 27 of the Law.

What living modified organisms the Party requires notification, and who the competent national authority for the Party is, shall be judged from information in the Clearing-House. 
(ii) Provision of Additional Pertinent Information

When a notification is provided to a Party, the notified Party may request additional pertinent information. In such cases, the person intending to export shall provide necessary information, bearing in mind the intention of the Protocol.

(iii) Risk Assessment

When a notification is provided to a Party, the notified Party may request that a risk assessment be carried out and that the cost thereof be borne under the provisions of Article 15-2 of the Protocol. In such cases, the person intending to export shall respond to such requests, bearing in mind the intention of the Protocol.

(ⅳ) Respect for the Intent of a Party as Importing Country

When a notification is provided to a Party, the person intending to export shall act in accordance with decisions on the import made by the Party. 

(v) Identification

A person intending to export shall export a living modified organism with identification required under the provisions of Article 28 of the Law.

(vi) Action in Cases of Illegal Export

In the event a living modified organism is exported illegally, measures to ensure the conservation of biological diversity shall be taken by the competent minister through the proper exercise of an action order.

(vii) Handling of Confidential Information

A person intending to export may specify information notified on the basis of (i) (excluding the information provided in Article 21-6 of the Protocol) or additional pertinent information provided on the basis of (ii) to be treated as confidential information. In this case, it is necessary to give reasons to the Party to whom the export is undertaken if said Party so requests. And it should be noted that said Party may decide not to treat the specified information as confidential on the basis of the provisions of Article 21-2 of the Protocol.
B. Export of Living Modified Organisms Intended for Direct Use as Food or Feed, or for Processing 
(i) Respect for the Intent of a Party as Importing Country
If a Party as an importing country decides whether to import or not according to its domestic regulatory framework in the Party on the basis of the provisions of Article 11-4 of the Protocol, or declares to decide on whether to import or not according to a risk assessment, through the Clearing-House, on the basis of the provisions of 6 of the same Article, a person intending to export shall abide by said decision.
 (ii) Identification

A person intending to export shall export a living modified organism with identification required under the provisions of Article 28 of the Law.

 (iii) Action in Cases of Illegal Export

In the event a living modified organism is exported illegally, measures to ensure the conservation of biological diversity shall be taken by the competent minister through the proper exercise of an action order.

C. Export of Living Modified Organisms Intended for Use with Containment Measures
 (i) Identification

A person intending to export shall export a living modified organism with identification required under the provisions of Article 28 of the Law.
 (ii) Action in Cases of Illegal Export

In the event a living modified organism is exported illegally, measures to ensure the conservation of biological diversity shall be taken by the competent minister through the proper exercise of an action order.

II. Basic Matters to be Taken into Account by a Person who Makes Use of Living Modified Organisms to Ensure Proper Implementation of said Use 

1. Matters concerning Observance of Other Laws

    A person who makes Use of living modified organisms shall observe other laws applicable to the intended Use, such as relevant laws intended for the protection of human health, as well as the provisions of the Law.

 2. Matters concerning Organization of the Implementation System for Handling Living Modified Organisms
     A person who intends to obtain approval of Type 1 Use Regulations (applicable only to cases where the methods of Type 1 Use are limited to prevent Adverse Effect on Biological Diversity, such as limitations of the place of Type 1 Use; the same applies to 4 below) or a person who intends to implement Type 2 Use shall endeavor to set up a committee for considering safe handling of the living modified organisms in the place in which the Use of living modified organisms is made, in accordance with characteristics of the living modified organisms and mode of the Use, so as to appropriately carry out measures for the prevention of Adverse Effect on Biological Diversity, consider safe handling of the living modified organisms prior to obtaining approval of Type 1 Use Regulations or confirmation of containment measures or prior to implementing Type 2 Use, and endeavor to appoint persons having experience in handling the living modified organisms, conduct educational training on said handling, and establish a liaison system in case of emergency.

 3. Matters concerning Provision of Information

     In providing information stipulated in the ordinance of the competent ministry to a transferee, if an assigner possesses information judged to be useful for the transferee to appropriately handle the living modified organisms in accordance with the characteristics thereof, the assigner shall endeavor to provide such information as well.

 4. Matters concerning the Keeping of Records

       A Person Obtaining Approval of Type 1 Use Regulations and a person intending to make Type 2 Use shall endeavor to record and keep the conditions of the Use, the results of considerations of the committee set forth in paragraph 2, and information provided or received in the transfer. 

III. Other Important Matters for Ensuring that the Use of Living Modified Organisms Is Undertaken Correctly 
1. Matters concerning Measures for the Amplification of Scientific Knowledge

       In order to promote the amplification of scientific knowledge on living modified organisms and Adverse Effect on Biological Diversity caused by the Use of living modified orgnisms, the government shall endeavor to take necessary measures for the collection, categorization and analysis of information on living modified organisms by, for example, monitoring adverse effect caused by the Use thereof, and for the promotion of research. 

2. Matters concerning the Provision of Information and Public Consultation

      For the precise enforcement of the Law, the government shall endeavor to extensively provide information necessary for those who use living modified organisms, such as information on approved Type 1 Use Regulations, information on living modified organisms whose use has been approved abroad, and information on new knowledge concerning Adverse Effect on Biological Diversity. 
     In order to reflect public opinion on policies based on the Law and to promote exchange of information and opinions among interested parties, the government shall prepare a common biosafety information database to integrate information accumulated by the respective ministries concerned and to make them publicly available, shall engage in extensive information provision, and shall carry out wide-ranging public consultation.

3. Matters concerning Confidential Information

    In providing information and conducting public consultation, the government shall not disclose confidential information (technical information that is useful for business activities or research activities, is controlled as confidential, and is not known publicly) such as that of persons applying for approval of Type 1 Use Regulations and that of persons who make said Use on the basis of the provisions of the Law concerning the Publication of Information Possessed by Administrative Organs (Law No. 42 of 1999).

4. Matters concerning Cooperation among the Interested Parties

    For precise enforcement of the Law, the competent ministers shall strive to share information with regard to the approval of Type 1 Use Regulations and the confirmation of containment measures by using the common database on biosafety, as set forth in paragraph 2, and shall smoothly guide persons who perform the Use of living modified organisms by enhancing mutual contact among them.

5. Matters concerning International Cooperation

    For effective enforcement of the Protocol in developing countries and countries with economies in transition, the government shall make efforts to train persons having knowledge of safe use of living modified organisms and substantiate domestic systems for safe use of living modified organisms in developing country Parties and Parties with economies in transition by taking such measures as registering experts on the roster handled by the Secretariat of the Protocol. 
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