Concerning the Application for Approval of Type 1 Use Regulations with regard to the genetically modified plants, the production or circulation of which falls within the jurisdiction of the Minister of Agriculture, Forestry and Fisheries
I.
Objectives

Among genetically modified organisms, with regard to the ones belonging to Plantae (excluding algae; hereinafter referred to as “genetically modified plants”), the production or circulation of which falls within the jurisdiction of the Minister of Agriculture, Forestry and Fisheries, Application for Approval of Type 1 Use Regulations under the provisions of Article 4 paragraph 2 of the Act on the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Genetically Modified Organisms (Act No.97 of 2003; hereinafter referred to as the “Act”) shall be in accordance with the matters and items specified in this notification in addition to those stipulated in the Regulations related to the Enforcement of the Act on the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Genetically Modified Organisms (Ministerial Ordinance No.1 of 2003 from the Ministry of Finance; Ministry of Education, Culture, Sports, Science and Technology; Ministry of Health, Labour and Welfare; Ministry of Agriculture, Forestry and Fisheries; Ministry of Economy, Trade and Industry; and Ministry of the Environment; hereinafter referred to as "Regulations related to the Enforcement of the Act"), the Ministerial Notification No.1 from the Ministry of Finance; Ministry of Education, Culture, Sports, Science and Technology; Ministry of Health, Labour and Welfare; Ministry of Agriculture, Forestry and Fisheries; Ministry of Economy, Trade and Industry; and Ministry of the Environment, dated November 21, 2003 (Basic Matters under the Provisions of Article 3 of the Act on the Conservation and Sustainable Use of Biological Diversity through Regulations on the Use of Genetically Modified Organisms; hereinafter referred to as "Basic Matters") and the Ministerial Notification No.2 from the Ministry of Finance; Ministry of Education, Culture, Sports, Science and Technology; Ministry of Health, Labour and Welfare; Ministry of Agriculture, Forestry and Fisheries; Ministry of Economy, Trade and Industry; and Ministry of the Environment, dated November 21, 2003 (Implementation Guidance for Assessment of Adverse Effect on Biological Diversity of Type 1 Use of Genetically Modified Organisms; hereinafter referred to as “Implementation Guidance”). 
The matters and items mentioned herein shall be reviewed as occasion demands, with future amplification of scientific knowledge on the adverse effects on biological diversity caused by Type 1 Use of genetically modified organisms and/or international trends concerning the assessment or control of the adverse effects of genetically modified organisms on biological diversity taken into account.

II.
Matters and items concerning the procedures for Application for Approval of Type 1 Use Regulations

1.
Destination of submission of an application and other documents

The destination of an application and other documents stipulated in the provisions of Article 41 paragraph 1 of the Regulations related to the Enforcement of the Act shall be Plant Products Safety Division, Food Safety and Consumer Affairs Bureau, the Ministry of Agriculture, Forestry and Fisheries.  In addition, any electromagnetic records holding the contents of the application and other documents, if available, shall be submitted together with the written application and other documents.
2. Hearing by academic experts

When hearing the opinions pursuant to Article 4 paragraph 4 of the Act about the documents submitted, a review board (hereinafter referred to as the “review board”) shall be set up, comprising persons with special knowledge and experience who are listed in the register of names of experts prepared and announced under the provisions of Article 10 of the Regulations related to the Enforcement of the Act (hereinafter referred to as “Experts”). 

This review board shall be held under the direction of the Director-General of Agriculture, Forestry and Fisheries Research Council, the Ministry of Agriculture, Forestry and Fisheries and the Director-General of Nature Conservation Bureau, the Ministry of the Environment. 

3.
Explanation by an applicant of an application and other documents
The review board mentioned in 2 above can ask a person who wishes to file an Application for Approval of Type 1 Use Regulation (hereinafter referred to as “Applicant”) as necessary to explain his/her application and other documents and answer any questions from Experts.  
4.
Normal processing period 

The normal processing period from submission of an application and other documents to the Minister of Agriculture, Forestry and Fisheries and the Minister of the Environment through to the approval granted under the provisions of Article 4 paragraph 5 of the Act, the instruction provided under the provisions of Article 5 paragraph 1 of the Act, or the rejection given under the provisions of Article 5 paragraph 3 of the Act (including the mutatis mutandis application stipulated in Article 9 paragraph 4 of the Act) shall be six (6) months.  However, this normal processing period precludes the period of time required for Applicant to amend any inadequacy in the submitted application and other documents and/or the period of time required for Applicant to submit any additional information or documents instructed based on the consultation with Experts. 

5.
Inquiry about the scope of living organism and technology covered by the Act

If Applicant is hard to determine whether or not the genetically modified plants pertaining to Application for Approval of Type 1 Use Regulation fall under the cells stipulated in Article 1 of the Regulations related to the Enforcement of the Act and whether or not the technologies used to obtain the genetically modified plants fall under the technologies stipulated in Article 2 and 3 of the Regulations related to the Enforcement of the Act, and/or he/she wishes to inquire about some matters regarding Application, he/she shall consult with the Plant Products Safety Division, Food Safety and Consumer Affairs Bureau, the Ministry of Agriculture, Forestry and Fisheries.   

III.
Matters concerning the contents of an application and other documents 

1. Common items

(1) Unit of Application

For the genetically modified plants among those derived from the genetically modified plants that contain the nucleic acid obtained with use of the technologies stipulated in Article 2 of the Regulations related to Enforcement of the Act, which are difficult to distinguish from the original genetically modified plants even by identification of copies of the nucleic acid and the neighboring nucleic acids but are able to be subjected to Assessment of Adverse Effect on Biological Diversity jointly in consideration of the extent of variations in physiological and ecological characteristics, Application for Approval of Type 1 Use Regulations shall be submitted at once as single unit [excluding the isolated filed tests stipulated in III-2-(2) and III-3-(2)].  The person obtaining approval shall endeavor to collect information concerning any genetically modified plants which exhibit the physiological or ecological characteristics that exceed the extent of variation in physiological or ecological characteristics taken into account prior to the approval among the genetically organisms raised with use of the genetically organisms having obtained approval for Type 1 Use Regulation [excluding those, in the process of breeding of which the technologies stipulated in Article 2 and Article 3 of the Regulations related to the Enforcement of the Act have been used:  Referred to as progeny in III-1-(2)], and he/she shall report the Plant Products Safety Division, Food Safety and Consumer Affairs Bureau, the Ministry of Agriculture, Forestry and Fisheries of the information, if obtained, that the said genetically modified plants have been raised.

(2) Application of stack lines 

For every stack line (referring to a line to be raised by crossing different genetically modified plants) which is raised by cross-breeding only the genetically modified plants that have obtained approval of Type 1 Use Regulation, every inter-specific cross line (referring to a line to be raised by crossing the plants which belong to different taxonomical species from each other) which is raised by crossing any genetically modified plants that have obtained approval of Type 1 Use Regulation and any plants other than genetically modified plants, and other such progeny line except those which have been approved as a single unit of application under the provisions of III-1-(1), Approval of Type 1 Use Regulation shall be obtained. 

(3) Information required to be further collected in the process of Assessment of Adverse Effect on Biological Diversity
If any wildlife deemed likely to be affected is identified in the process of implementing the assessment in accordance with the Procedure of Assessment of Adverse Effect on Biological Diversity stipulated in Table 3 attached to the Implementation Guidance, then scientific information concerning the adverse effects shall be collected by conducting experiments on reaction of the individuals of the wildlife and by collecting information on the places or periods of time of living or growth of said wildlife, in addition to the information stipulated in Attached Table 1 of the Implementation Guidance. Based on the information, assessment shall be conducted and the result of the assessment shall be submitted in conjunction (for example, where assessment of details of adverse effect regarding the productivity of harmful substances is to be conducted, bioassay and/or other tests shall be implemented as required using the wildlife identified as likely to be affected).
(4) Plan of Emergency Measure 

Applicant shall have established proper measures in advance, which are useful for efficient prevention of Adverse Effect on Biological Diversity, which he/she could take within his/her ability in cases when Adverse Effect on Biological Diversity is feared to arise due to Type 1 Use concerning the application (hereinafter referred to as “Emergency Measure”).  Then Applicant shall draw up a plan including the matters and items (hereinafter referred to as “Plan of Emergency Measure”) and attach it to the application form.   

(i)
Implementation system and a responsible person
(ii)
Methods for identifying the status of Type 1 Use pertaining to the Application [excluding the isolated field tests stipulated in III-2-(2) and III-3-(2)]
(iii)
Methods to ensure that a person who makes Type 1 Use pertaining to the Application is informed well of the contents of Emergency Measure to be taken 

(vi)
Concrete details of measures for inactivation of genetically modified plants pertaining to the Application (artificially transforming the genetically modified plants to any organisms other than the cell stipulated in Article 1 of the Regulations related to the Enforcement of the Act; the same applies to the rest of this Notification) or taking the containment measures and continuing the use of the genetically modified plants pertaining to the Application (only when the containment measures to be taken have been established in advance in accordance with the Act)

(v)
Methods for contact with the Minister of Agriculture, Forestry and Fisheries and the Minister of the Environment
(vi)
Other necessary information
(5) Monitoring Plan 

(i) 
Cases requiring the Monitoring Plan
In any of the cases that fall under the following (a) or (b), Applicant shall draw up a plan for monitoring (referring to the investigations on the presence or absence of adverse effects of Type 1 Use pertaining to the Application on wildlife and concrete details of adverse effects, if present; the same applies to the rest of this Notification) (hereinafter referred to as “Monitoring Plan”) and attach it to the application form.

Even in cases that do not fall under the following (a) or (b), if experts, together with specific assessment items, advise the necessity of monitoring in the process of application reviews, the Applicant shall draw up a monitoring plan and attach it to the application form.
(a)
Cases where Adverse Effect on Biological Diversity is to be prevented by regulating the methods of Type 1 Use pertaining to the Application [excluding the isolated field tests which do not fall within the cases in 2-(7) in Attached Table 3 among those stipulated in III-2-(2) and which do not fall within the cases in 2-(8) in Attached Table 6 among those stipulated in III-3-(2)].

(b)
Cases where Applicant has decided to implement Monitoring by himself/herself to prevent Adverse Effect on Biological Diversity caused by Type 1 Use pertaining to the Application.

(ii)
Matters and items to be mentioned in Monitoring Plan
Monitoring Plan shall include the matters and items listed below.

(a)
Implementation system and a responsible person

(b)
The name of the type of wild animals and wild plants subject to Monitoring

(c)
Places subject to Monitoring and the living or growth conditions of the wild animals and wild plants concerned in the places 

(d)
Periods of time of Monitoring 

(e)
Monitoring methods, eg. time of implementation, frequency, and etc. 

(f)
Methods of analysis of the result of Monitoring
(g)
Methods for reporting the result to the Minister of Agriculture, Forestry and Fisheries and the Minister of the Environment
(h)
Other necessary matters and items

(6) Information collection in isolated fields 
In the cases of Type 1 Use of those genetically modified plants, for which a good deal of findings have been acquired on the characteristics based on the results of use in laboratory or use under natural conditions in foreign countries but the characteristics in the growth under natural conditions in Japan have not yet been clarified from the scientific point of view, information shall be collected pertaining to use in a similar environment to the one in which Type 1 Use stipulated in Basic Matters 1-1-(1)-(a)-iv is intended and the characteristics when those genetically modified plants grown under natural conditions in Japan shall be clarified. 

Said collection of information shall be carried out in isolated fields [referring to the facilities meeting the requirements listed in Attached Table 3 for genetically modified crops (genetically modified plants for agricultural crops; the same shall apply hereinafter) and the facilities meeting the requirements listed in Attached Table 6 for genetically modified trees (genetically modified woody plants excluding agricultural crops)]. 

2. 
Matters and items concerning the application for approval of genetically modified crops 

(1) Matters and items concerning the Report on the Assessment of Adverse Effects on Biological Diversity
(i)
Information collection and items to be included in the Assessment Report

   When formulating the Biological Diversity Risk Assessment Report stipulated in Article 4 paragraph 2 of the Act (hereinafter referred to as the “Assessment Report”), specific details of information in Attached Table 1 of the Implementation Guidance and the specific method of collecting information in Attached Table 4-1  of the Implementation Guidance shall be as shown in the right column content of Attached Table 1 specified by individual type in the left column of the table. However, where there is a rational reason for not using part of the information in the right column of the table, such information need not be collected.
(ii)
Method for collecting information

Those concrete details of the information listed in the left column of Attached Table 2 among those stipulated in the right column of Attached Table 1 shall be collected based on the analysis or investigation listed in the right column of Attached Table 2.  However, more appropriate methods than those stipulated in the right column of Attached Table 2, if found to exist, may be utilized.  For each analysis or investigation carried out based on corresponding methods, reference materials including involved test samples, procedures, results, discussion and other information shall be attached to the Assessment Report.

(2) Application for tests in isolated fields

With respect to application for tests in isolated fields (referring to Type 1 Use in isolated fields listed in III-1-(6); the same shall apply hereinafter), the statement “cultivation, storage, transportation, disposal and acts incidental to them in isolated fields” shall be entered in the section on Content of Type 1 Use of Living Modified Organisms in the Application Form for Approval of Type 1 Use (hereinafter referred to as “Content of Type 1 Use”) as stipulated in Article 7 of the Regulations related to the Enforcement of the Act, and concrete details of the facilities concerned and the working procedures shall be described in the section on Method of Type 1 Use of Living Modified Organisms (hereinafter referred to as “Method of Type 1 Use”) in the said Application Form.

(3) Application for approval of any genetically modified crops which are not intended for cultivation
A person who wishes to make an application for approval of any genetically modified crops, which are not intended for cultivation, shall estimate the degree of possible mixing with seeds for cultivation, when the mixing is expected unavoidable, in the Assessment of Adverse Effect on Biological Diversity prior to the application, taking into account the actual conditions of production and distribution of the genetically modified crops, and also evaluate Adverse Effect on Biological Diversity arising from the mixing.  In addition, in this case, the block of Content of the Type 1 Use of Genetically Modified Organism shall include the statement of including cultivation caused by mixing to the extent of the estimated degree of mixing (If any genetically modified crops, which have obtained approval of Type 1 Use Regulation not involving cultivation in the Content of the Type 1 Use, become mixed with seeds for cultivation and the seeds are cultivated, it means the Type 1 Use not stipulated in the Type 1 Use Regulation is to be implemented and then it is subject to the order of recall). 

3. Matters and items concerning the application for approval of genetically modified trees

(1) Matters and items concerning the Statement of the Assessment of Adverse Effect on Biological Diversity
(i)
Information collection and items to be included in the Assessment Report

   When formulating the Assessment Report, specific details of information in Attached Table 1 of the Implementation Guidance and the specific method of collecting information in Attached Table 4-1 of the Implementation Guidance shall be as shown in the right column content of Attached Table 4 specified by individual type in the left column of the table. However, where there is a rational reason for not using part of the information in the right column of the table, such information need not be collected.
(ii)
Method for collecting information

Those concrete details of the information listed in the left column of Attached Table 5 among those stipulated in the right column of Attached Table 4 shall be collected based on the analysis or investigation listed in the right column of Attached Table 5.  However, more appropriate methods than those stipulated in the right column of Attached Table 5, if found to exist, may be utilized.  For each analysis or investigation carried out based on corresponding methods, reference materials including involved test samples, procedures, results, discussion and other information shall be attached to the Assessment Report.

(2) Application for tests in isolated fields

With respect to application for tests in isolated fields, in the section of Content of Type 1 Use, the statement “cultivation, storage, transportation, disposal and acts incidental to them in isolated fields” shall be entered, and in the section of Method of Type 1 Use, concrete details of the facilities concerned and the working procedures shall be mentioned.
When there are rational reasons for not taking measures prescribed in the Attached Table 6-2-(1), documents listing the reasons shall be attached to the application. 
IV.
Matters concerning Organization of the Implementation System for Type 1 Use

1.
Setup of a committee
A person, who intends to obtain Approval of Type 1 Use Regulation with any limited methods of Type 1 Use, shall endeavor to set up a committee to discuss the matters concerning prevention of Adverse Effect on Biological Diversity caused by Type 1 Use pertaining to the Application in accordance with the provisions of II-2 of Basic Matters (hereinafter referred to as “Committee”), and he/she shall submit the register of names of committee members in conjunction with the application and other documents when the Committee is set up.

2.
Composition of Committee 

The Committee described in the above 1 shall endeavor to select the members among those listed below.  In addition, when Applicant is a corporation, it is preferably whenever possible that members are selected from other than those who belong to the corporation.
(1)
Persons with special knowledge and expertise concerning the characteristics of the genetically modified plants pertaining to the application
(2)
Persons with special knowledge and expertise concerning the actual conditions of Type 1 Use including use, breeding, and transportation of the genetically modified plants pertaining to the application 

(3)
Persons with special knowledge and expertise concerning the wild animals and wild plants likely to be affected by Type 1 Use pertaining to the application and the ecological systems 

(4)
Persons in charge of management of the places where Type 1 Use pertaining to the application is implemented
3.
Matters to be considered at Committee
Committee considers the matters listed below.

(1)
Method of Type 1 Use pertaining to the application
(2)
Content of Monitoring Plan
(3)
Content of Plan of Emergency Measure
(4)
Judgment whether or not there is the likelihood of Adverse Effect on Biological Diversity
(5)
Method of educational training for persons making Type 1 Use pertaining to the application
(6)
Other matters concerning prevention of Adverse Effect on Biological Diversity due to Type 1 Use pertaining to the application

4.
Designation of a management representative and a management supervisor
A person, who wishes to obtain Approval of Type 1 Use Regulation under limited method of Type 1 Use shall act to perform the roles listed below; he/she shall have a thorough knowledge of the laws and regulations concerning the use of genetically modified plants,  he (she) shall designate a management representative and a management supervisor who assists the management representative from those who have experience in Type 1 Use of genetically modified plants, and he/she shall assign these positions to the every establishment performing isolated field tests in the case of isolated field tests and the major business establishment in the cases other than Type 1 Use mentioned on the above.
(1)
Implement educational training for persons who are engaged in Type 1 Use pertaining to the application.
(2)
Conduct monitoring in accordance with a Monitoring Plan, if established.
(3)
Take Emergency Response Measures in accordance with The Plan of Emergency Measure if Adverse Effect on Biological Diversity is feared to arise.

(4)
Perform the maintenance on the facilities, if any, for prevention of Adverse Effect on Biological Diversity caused by Type 1 Use pertaining to the application. 

(5)
Record the progress of Type 1 Use in the case of isolated field tests and maintain the records.

(6)
Verify that Information on Correct Use is correctly provided to any person who receives transfer or supply of genetically modified plants pertaining to the application or who receives entrustment to make Type 1 Use in cases of Type 1 Use other than that at isolated field tests and where Information on Correct Use is stipulated.

Attached Table 1 (Related to III-2-(1)-(i) Matters and items concerning the details of collecting information pertaining to genetically modified crops and filling of the Assessment Report)

	Items included in Table 1 attached to the Implementation Guidance
	Concrete details of the information and concrete method for describing information in Assessment Report

	1.
Information concerning a recipient organism or the species to which the recipient organism belongs
	For the items (1) through (3) in the left column [excluding (1)-(ii) in the right column], information concerning the taxonomical species to which the recipient organism belongs (the taxonomic rank when the scope of application unit covers any sub-species or any taxonomic rank lower than the species to which the recipient organism belongs; the same applies to the rest of this Table) shall be collected.  When Consensus Documents for the Work on Harmonization of Regulatory Oversight in Biotechnology developed by the Environment Directorate of Organization for Economic Co-operation and Development (OECD) exists for the information (Visit the web site at http://www.oecd.org/document/51/0,2340,en_2649_34385_1889395_1_1_1_1,00.html), the information shall be written in Assessment Report of Adverse Effect on Biological Diversity based on the contents of that information in the Consensus Documents.

	(1)
Taxonomical position and state of distribution in natural environment
	(i)
Japanese name, English name, and Scientific name [Names in Current Use for Extant Plant Genera, The International Plant Names Index (http://www.ipni.org/index.html), "Wild plants in Japan" (edited by Yoshisuke Satake et. al) and/or other such widely used classification system shall be used and the sources used shall be noted.]
(ii)
Name of varieties of the recipient organism [including Registration No. and Date of Registration if the varieties has been registered in accordance with the Seeds and Seedlings Act (Act No.83 of 1998)] or name of the line concerned
(iii)
Wild habitat under natural environment (including the information regarding the center of the origin and/or the center of genetic diversity, if they have been identified, and the information regarding any area where the recipient organism have had an effect on the biological diversity as introduced species and the degree of the effect)

	(2)
History and present state of Use
	(i) 
History of Type 1 Use both at home in Japan and abroad
(ii)
Main cultivation areas, cultivation methods, state of circulation and uses


	(3)
Physiological and ecological properties
	For the following items 3- (a) through (g) in the left column, physiological and ecological characteristics shall be mentioned whenever possible under similar natural conditions as those in Japan.


	(a)
Basic properties
	Morphological characteristics, classification as annual, biennial or perennial and other basic properties if there is no prolonged experience of Type 1 Use in Japan

	(b)
Environmental conditions allowing inhabiting or growth
	Temperature range, moisture condition and soil condition allowing growth

	(c)
Predacity or parasitism
	-

	(d)
Mode of propagation or reproduction
	(i)
Shedding habit, mode of dispersion, dormancy and longevity of the seed

(ii)
Mode of vegetative propagation (sucker, tuber, tuberous root, runner, etc.) and the property of budding from any tissue or organ which could regenerate the plant body under natural conditions

(iii)
The degree of autogamy and allogamy, presence or absence of self-incompatibility, crossability with wild relative, and the degree of apomixes causing characteristics, if present

(iv)
Production, fertility, shape, method of pollination,  dispersal distance and longevity of pollen

	(e)
Pathogenicity
	-

	(f)
Production of harmful substances
	Information concerning the type, toxicity, production, and exposure route of substances, if known to be produced under natural conditions and to affect the inhabiting or growth of wild animals and wild plants in the surroundings

	(g)
Other information
	Those which should be taken into consideration in accordance with the right column, other than listed in (a) through (f) in the left column (3) 

	2.
Information concerning preparation of genetically modified organisms
	-

	(1)
Information concerning donor nucleic acid
	-

	(a)
Composition and origins of component elements
	Origins, the number of base pairs, and nucleotide sequences of component elements of donor nucleic acid including target gene, gene regulatory region, localization signal, and selectable marker [shall be described in the order of sequence by expression cassette (referring to a combination of one target gene or one selectable marker and promoter, terminator, and/or localization signal which regulates the target gene or selectable marker).  Shall be described as Others if not belonging to any expression cassette.  The nucleotide sequence may be substituted by registration number or other access method if registered in open databases such as GenBank, DNA Data Bank of Japan, and European Molecular Biology Laboratory Nucleotide Sequence Database.]


	(b)
Functions of component elements
	(i)
Functions of component elements of donor nucleic acid, including target gene, gene regulatory region, localization signal, and selectable marker
(ii)
Functions of proteins produced by the expression of target gene and selectable markers, and the fact, if applicable, that the produced protein is homologous with any protein which is known to possess any allergenicity (excluding the allergenicity as food)

(iii)
Contents of any change caused to the metabolic system of recipient organism

	(2)
Information concerning vector
	-

	(a)
Name and origin
	Name and taxnomical position of vector shall be provided.

	(b)
Properties
	(i)
The number of base pairs and nucleotide sequence of vector

(ii)
Presence or absence of nucleotide sequence having specific functions, and the functions (which may be substituted by the registration number and/or other access method if registered in open database such as GenBank, DNA Data Bank of Japan, and European Molecular Biology Laboratory Nucleotide Sequence Database) 

(iii)
Presence or absence of infectious characteristics of vector and the information concerning the region of recipient organism if the infectivity of vector is found present

	(3)
Method of preparing genetically modified organisms
	-

	(a)
Structure of the entire nucleic acid transferred in the recipient organism
	Location and direction of component elements of donor nucleic acid in vector, and the diagram of restriction sites

	(b)
Method of transferring nucleic acid transferred in the recipient organism
	Name of method of transferring nucleic acid such as Agrobacterium method, electroporation, and particle gun bombardment

	(c)
Processes of breeding of genetically modified organisms
	(i)
Mode of selection of the cell in which nucleic acid is transferred

(ii)
Presence or absence of remaining Agrobacterium when the method of transferring nucleic acid is based on Agrobacterium method 

(iii)
Process of breeding of the lines used to confirm the existence of copies of transferred nucleic acid in the cells to which nucleic acid was transferred, to perform isolated field tests, and to collect information necessary for the Assessment of Adverse Effect on Biological Diversity, and the pedigree tress


	(4)
State of existence of nucleic acid transferred in cells and stability of expression of traits caused by the nucleic acid
	(i)
Place where the replication product of transferred nucleic acid exists (on chromosome, in cellular organelles, or in protoplasm)
(ii)
The number of copies of transferred nucleic acid and stability of its inheritance through multiple generations 

(iii)
Nearby or separate location of multiple copies, if present, on chromosome 

(iv)
With respect to the characteristics described specifically in the right column (i) corresponding to the left column (6), the stability of the expression among individuals and generations under natural conditions 

(v)
Presence or absence, and if present, degree of transmission of nucleic acid transferred through virus infection and/or other routes to wild animals and wild plants

	(5)
Methods of detection and identification of genetically modified organisms and their sensitivity and reliability
	Qualitative methods for detection and identification of genetically modified crops, such as identification of replication product of transferred nucleic acid and neighboring nucleic acids, and their sensitivity and reliability [including quantitative methods for genetically modified crops in the case of III-2-(3)]

	(6)
Difference from the recipient organism or the taxonomical species to which the recipient organism belongs
	(i)
Details of physiological or ecological properties conferred as a result of the expression of copies of the introduced nucleic acid (including the contents, if expressed in specific tissue or at specific growth stage)

(ii)
With respect to the physiological or ecological characteristics listed below, presence or absence of difference between genetically modified crops and taxonomical species to which the recipient organism belongs, and the degree of difference, if present [excluding the cases where these characteristics have been clarified in (i)]
a)
Morphological and growth characteristics

b)
Cold-tolerance or heat-tolerance at early stage of growth

c)
Overwintering ability and summer survival of matured plant (excluding the cases where application is intended for isolated field tests) 

d)
Fertility and size of pollen

e)
Production, shedding habit, dormancy, and germination rate of seed

f)
Crossability (applicable in only the case when there exist wild relatives that can be crossed grow in Japan) 

g)
Productivity of harmful substances (secreted substances from roots to affect the other plants, secreted substances from roots to affect microorganisms in soil, substances in the plant body to affect the other plants after dying out, and any other types of harmful substances known to be produced by any taxonomical species to which the recipient organism belongs)


	3.
Information concerning the Use of genetically modified organisms
	-

	(1)
Content of the Use
	The same matters shall be described as written in the section of Content of the Type 1 Use of Genetically Modified Organism in the Application for Approval of Type 1 Use Regulation.

	(2)
Method of the Use
	The same matters shall be described as written in the section of Methods of Type 1 Use in the Application for Approval of Type 1 Use Regulation, and in the application for isolated field tests, the map showing the location of the isolated field concerned, the layout of the test plots in the isolated field and the plan of tests in isolated fields shall be attached.

	(3)
Method of collecting information by person who wishes to obtain approval after the start of Type 1 Use
	When Monitoring Plan has been drawn up, the statement "Refer to Monitoring Plan" shall be included.

	(4)
Emergency Measure which should be taken to prevent Adverse Effects on Biological Diversity in case Adverse Effects on Biological Diversity could arise
	The statement "Refer to Plan of Emergency Measure" shall be included.

	(5)
The results of Use in laboratory or Use in similar environment to the environment in which Type 1 Use is intended
	Information, if any, other than the information required to include in the left column 2-(6) “Difference from the recipient organism or the taxonomical species to which the recipient organism belongs”, and to be considered as referenced in the Assessment of Adverse Effect on Biological Diversity, shall be additionally described.

	(6)
Information obtained from Use abroad
	Scientific information, if any, used in the Assessment of Adverse Effect on Biological Diversity in foreign countries, the result of Assessment, and any measures available for prevention of adverse effects shall be described, and the documents submitted for the Assessment shall be attached as necessary.  In addition, the state of Type 1 Use in the foreign countries shall be described, and also the literature, if any, which evaluates the results of Type 1 Use in foreign countries from the viewpoint of Adverse Effect on Biological Diversity shall be attached.


Attached Table 2 (Related to III-2-(1)-(ii) (Methods of collecting information on genetically modified crops))

	Concrete details of information
	Methods of collecting information

	The number of copies of transferred nucleic acid and stability of its inheritance through multiple generations, and nearby or separate location of multiple copies, if present, on the chromosome [Related to 2-(4)-(ii) and (iii) in Attached Table 1]
	The replication product of transferred nucleic acid shall be analyzed based on the Southern hybridization method or PCR method.

	The stability of the expression among individuals and generations under natural conditions with respect to the physiological or ecological characteristics that were accompanied by the expression of copies of transferred nucleic acid [Related to 2-(4)-(iv) in Attached Table 1]
	Observation of phenotype, Analysis of RNA transcribed from the transferred target gene and selectable markers with use of either method, Northern hybridization or RT-PCR, otherwise analysis of protein which is produced or inhibited by the expression of transferred target gene and selectable markers with use of either method, Immuno-blotting technique or ELISA.  

	Morphological characteristics [2-(6)-(ii)-a) in Attached Table 1]
	Culm length, ear length, plant type, tiller number and other characteristics shall be examined sequentially with time.  In the examination, items examined shall be selected by making reference to the test guideline for plant varieties registration, if present, for the taxonomical species to which the recipient organism belongs in accordance with the Seeds and Seedlings Act [The lines of genetically modified crops and control agricultural crops used in the examination shall be those cultivated in the same conditions.  Whenever possible, the control agricultural crops shall be comparable to the lines of the genetically modified crops used in the examination in physiological and ecological characteristics (excluding those conferred by the expression of copies of transferred nucleic acid) and they shall be other than genetically modified crops.  In addition, where the Application refers to Type 1 Use other than isolated field tests, the genetically modified crops and the control agricultural crops which have been cultivated in the isolated field shall be used; the same applies to the rest of this Table.]


	Growth characteristics [Related to 2-(6)-(ii)-a) in Attached Table 1]
	Time of initiation of germination, time of uniforming of germination, time of heading, anthesis, time of flower completion and other timing of growth stages shall be examined.  In the examination, items examined shall be selected by making reference to the test guideline for plant varieties registration, if present, for the taxonomical species to which the recipient organism belongs in accordance with the Seeds and Seedlings Act.

	Cold-tolerance and heat-tolerance at the early stage of growth [Related to 2-(6)-(ii)-b) in Attached Table 1]
	After raising the seeds in an incubator or other proper means, the conditions of growth shall be observed in the temperature condition assuming the winter season in Japan for summer crops or summer season in Japan for winter crops.

	Overwintering ability and summer survival of the matured plant (excluding the case of application for isolated field tests) [Related to 2-(6)-(ii)-c) in Attached Table 1]
	In winter for the agricultural crops planted in summer or in summer for the agricultural crops planted in winter, the conditions of growth shall be observed, and the regenerating ability of plant body shall be examined as necessary after passing the winter or summer, respectively.

	Fertility of the pollen [Related to 2-(6)-(ii)-d) in Attached Table 1]
	Fertility of pollen shall be examined by collecting pollen grains during the flowering period and staining them with iodine potassium iodine solution, acetocarmine or other such staining solutions for examination of fertility of pollen.

	Size of the pollen [Related to 2-(6)-(ii)–d) in Attached Table 1]
	Size of pollen grains during the flowering period shall be examined. 

	Production of the seed [Related to 2-(6)-(ii)-e) in Attached Table 1]
	The number of seeds produced by one individual shall be counted.

	Shedding habit of the seed [Related to 2-(6)-(ii)-e) in Attached Table 1]
	Shedding habit of seed shall be examined by counting the number of seeds shed when the ear is held with hands during the maturation period or using other proper methods for individual agricultural crops.

	Dormancy and germination rate of the seed [Related to 2-(6)-(ii)-e) in Attached Table 1]
	Germination rate and the germination speed shall be examined over time by maintaining the seeds in the conditions considered appropriate for examination of dormancy and using the method of generally recognized germination tests for individual agricultural crops.

	Crossing rate [Related to 2-(6)-(ii)-f) in Attached Table 1]
	Any of the following methods shall be used.  However, in the case of application for Type 1 Use other than that in isolated field tests, the method in (i) shall be used whenever possible.
Information concerning the wind velocity, temperature, humidity and other environmental conditions in the places where the examination is conducted based on any of the following methods shall be included in the reference material attached to the Assessment Report in accordance with III-2-(1)-(ii). 
(i)
In a field, around the genetically modified crops and the control agricultural crops, relative plants are arranged by specific adjoining distance.  Then the crossability of the relative plants with pollen grains derived from the genetically modified crops and the control agricultural crops shall be examined. With regard to the entomophily of the genetically modified crops, Type and number of pollinating insects shall be examined when necessary.
(ii)
In indoor environment, the genetically modified crops and the control agricultural crops during the flowering period are exposed to an artificial airflow at a wind velocity of 3 to 4 m/s.  Then the crossability with relative plants arranged in the leeward side at regular pitches shall be examined (only applicable to anemophilae crops). 

(iii)
In indoor environment, pollinating insects are released, and the crossability of relative plants arranged at different distances from the genetically modified crops and the control agricultural crops shall be examined (only applicable to entomophilous crops).

	Productivity of harmful substances (secretion from roots to affect the other plants) [Related to 2-(6)-(ii)-g) in Attached Table 1]
	Any of the following methods shall be used.   

(i)
Plant box method [The plants under examination and test plants are planted in conjunction on an agar media in a plant box for tissue culture, and the growth condition of the test plants is observed.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 8:31-32 (1991).]
(ii)
Rhizosphere soil method [Soil is collected from the roots of plants examined, added with agar to form media, on which test plants are cultivated, and the growth condition of the test plants is observed.  For detail, refer to the Journal of Weed Science and Technology 48 (Extra Issue): 142-143 (2003).]  

(iii)
Succeeding crop test [Soil is collected from the field where plants examined were cultivated until they became matured.  In the soil, test plants are cultivated, and the growth condition of the test plants is observed.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 8:31-32 (1991).]

	Productivity of harmful substances (secretion from roots to affect microorganisms in soil) [Related to 2-(6)-(ii)-g) in Attached Table 1]
	Examination shall be conduced based on the dilution plate method by collecting the soil in which the agricultural crops examined were cultivated until they became matured.


	Productivity of harmful substances (substances in the plant body to affect the other plants after dying out) [Related to 2-(6)-(ii)-g) in Attached Table 1]
	Any of the following methods shall be used. In any of the methods, care must be taken so that the part with trans-gene expression is included in the sample material.

(i)
Plow-in method (The growth condition shall be observed by drying and crushing the above-ground part of matured plants, mixing it with soil, and cultivating test plants in the soil).
(ii)
Sandwich method [The growth condition shall be observed by embedding leaf or stem in agar media in the form of sandwich and cultivating test plants on the media.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 14:35-36 (1997).]


Attached Table 3 (Related to III-1-(6) (Requirements for an isolated field)) 

1.
Facilities having the following equipments
(1)
Fence or other enclosure to prevent the entry of any unauthorized persons
(2)
A notice board showing that the facility is an isolated field, unauthorized persons are prohibited to enter the facility, and the name of management representative, when designated in accordance with IV-4, posted in visible places

(3)
Equipments intended to clear any genetically modified crops away from the machinery or equipment used in the isolated field, or the shoes of the persons engaged in the work in the isolated field, and another equipments to prevent unintended outflow of any genetically modified crops to the outside of the isolated field
(4)
Shelterbelt, windbreak net, and other equipments to minimize dispersion of pollens (only applicable when those genetically modified crops are cultivated that could cause extensive dispersion of pollens)

2.
Working procedures for compliance of the following matters

(1)
Minimize possible growth of any plants in the isolated filed other than the genetically modified crops and the control agricultural crops

(2)
Prevent possible escape of the genetically modified crops (including the plants other than the genetically modified crops cultivated in the isolated field, which are difficult to distinguish from the genetically modified crops; the same applies to (3) and (4) below) in cases when the genetically modified crops are transferred to outside of the isolated field otherwise they are stored outside of the isolated field
(3)
Inactivate the genetically modified crops in the isolated field after cultivation of the genetically modified crops excluding the cases described in (2)
(4)
Prevent unintended escape of genetically modified crops to outside of the isolated field while adhering to the machinery or equipment used in the isolated field or the shoes of persons engaged in the work in the isolated field
(5)
Ensure that the equipments function properly as intended
(6)
Ensure that the persons undertake Type 1 Use in conformity with the matters listed in (1) through (5)
(7)
Implement the monitoring in the areas including the area exposed to dispersion of pollen where any wild animals and wild plants likely to be affected are inhabiting or growing
(8)
Securely take the measures established in accordance with III-1-(4) when Adverse Effect on Biological Diversity could arise
Attached Table 4 (Related to III-3-(1)-(i) (Matters and items concerning the details of collecting information pertaining to genetically modified trees and filling of the Assessment Report 

	Items included in Table 1 attached to the Implementation Guidance 
	Concrete details of the information and concrete method for describing information in Assessment Report

	1.
Information concerning a recipient organism or the species to which the recipient organism belongs
	For each item (1) through (3) in the left column [excluding (1)-(ii)], information concerning the taxonomical species to which the recipient organism belongs (the taxonomic rank when the scope of application unit covers any sub-species or any taxonomic rank lower than the species to which the recipient organism belongs; the same applies to the rest of this Table) shall be collected.  When Consensus Documents for the Work on Harmonization of Regulatory Oversight in Biotechnology developed by the Environment Directorate of Organization for Economic Co-operation and Development (OECD) exists for the information (Visit the web site at http://www.oecd.org/document/51/0,2340,en_2649_34385_1889395_1_1_1_1,00.html), the information shall be written in Assessment Report of Adverse Effect on Biological Diversity based on the contents of that information in the Consensus Documents.

	(1)
Taxonomical position and state of distribution in natural environment
	(i)
Japanese name, English name, and Scientific name [Names in Current Use for Extant Plant Genera, The International Plant Names Index (http://www.ipni.org/index.html), "Wild plants in Japan" (edited by Yoshisuke Satake et. al) ,”Illustrated book of tree”(writed by Keiji Uehara) and/or other such widely used classification system shall be used and the sources used shall be noted.]
(ii)
Name of varieties of the recipient organism [including Registration No. and Date of Registration if the varieties has been registered in accordance with the Seeds and Seedlings Act (Act No.83 of 1998)] or name of the line concerned
(iii)
Wild habitat under natural environment (including the information regarding the center of the origin and/or the center of genetic diversity, if they have been identified, and the information regarding any area where the recipient organism have had an effect on the biological diversity of genetically organisms as the introduced species and the degree of the effect)

	(2)
History and present state of Use
	(i) 
History of Type 1 Use both at home in Japan and abroad
(ii)
Main cultivation areas, cultivation methods, tree age in use, state of circulation and uses


	(3)
Physiological and ecological properties
	For the items in the left column 3-(a) through (g), physiological and ecological characteristics shall be mentioned whenever possible under similar natural conditions as those in Japan.


	(a)
Basic properties
	Morphological characteristics, characteristics of growth and other basic properties if there is no prolonged experience of Type 1 Use in Japan

	(b)
Environmental conditions allowing inhabiting or growth
	Temperature range, moisture condition and soil condition allowing growth

	(c)
Predacity or parasitism
	-

	(d)
Mode of propagation or reproduction
	(i)
Mode of dispersion dormancy and longevity, shape of the seed, reproductive age, distance of dispersion, shapes of male and female organs
(ii)
Mode of vegetative propagation (runner and bud, etc.) and the property of budding from any tissue or organ which could regenerate the plant body under natural conditions

(iii)
The degree of autogamy and allogamy, presence or absence of self-incompatibility, crossability with wild relative, and the degree of apomixes causing characteristics, if present

(iv)
Production, fertility, shape, method of pollination, age at which reproduction begins, dispersal distance and longevity of pollen

	(e)
Pathogenicity
	-

	(f)
Production of harmful substances
	Information concerning the type, toxicity, production, and exposure route of substances, if known to be produced under natural conditions and to affect the inhabiting or growth of wild animals and wild plants in the surroundings

	(g)
Other information
	Any physiological or ecological characteristics other than listed in the left column (a) through (f), which should be taken into consideration 

	2.
Information concerning preparation of genetically modified organisms
	-

	(1)
Information concerning donor nucleic acid
	-

	(a)
Composition and origins of component elements
	Origins, the number of base pairs, and nucleotide sequences of component elements of donor nucleic acid including target gene, gene regulatory region, localization signal, and selectable marker [shall be described in the order of sequence by expression cassette (referring to a combination of one target gene or one selectable marker and promoter, terminator, and/or localization signal which regulates the target gene or selectable marker).  Shall be described as Others if not belonging to any expression cassette.  The nucleotide sequence may be substituted by registration number or other access method if registered in open databases such as GenBank, DNA Data Bank of Japan, and European Molecular Biology Laboratory Nucleotide Sequence Database.]


	(b)
Functions of component elements
	(i)
Functions of component elements of donor nucleic acid, including target gene, gene regulatory region, localization signal, and selectable marker
(ii)
Functions of proteins produced by the expression of target gene and selectable markers, and the fact, if applicable, that the produced protein is homologous with any protein which is known to possess any allergenicity (excluding the allergenicity as food)

(iii)
Contents of any change caused to the metabolic system of recipient organism

	(2)
Information concerning vector
	-

	(a)
Name and origin
	Name of vector and taxonomic status of the original organism shall be entered.

	(b)
Properties
	(i)
The number of base pairs and nucleotide sequence of vector

(ii)
Presence or absence of nucleotide sequence having specific functions, and the functions (which may be substituted by the registration number and/or other access method if registered in open database such as GenBank, DNA Data Bank of Japan, and European Molecular Biology Laboratory Nucleotide Sequence Database) 

(iii)
Presence or absence of infectious characteristics of vector and the information concerning the region of recipient organism if the infectivity of vector is found present

	(3)
Method of preparing genetically modified organisms
	-

	(a)
Structure of the entire nucleic acid transferred in the recipient organism
	Location and direction of component elements of donor nucleic acid in vector, and the diagram of restriction sites

	(b)
Method of transferring nucleic acid transferred in the recipient organism
	Name of method of transferring nucleic acid such as Agrobacterium method, electroporation, and particle gun bombardment

	(c)
Processes of breeding of genetically modified organisms
	(i)
Mode of selection of the cell in which nucleic acid is transferred

(ii)
Presence or absence of remaining Agrobacterium when the method of transferring nucleic acid is based on Agrobacterium method 

(iii)
Process of breeding of the lines used to confirm the existence of copies of transferred nucleic acid in the cells to which nucleic acid was transferred, to perform isolated field tests, and to collect information necessary for the Assessment of Adverse Effect on Biological Diversity, and the pedigree tress


	(4)
State of existence of nucleic acid transferred in cells and stability of expression of traits caused by the nucleic acid
	(i)
Place where the replication product of transferred nucleic acid exists (on chromosome, in cellular organelles, or in protoplasm)
(ii)
The number of copies of transferred nucleic acid and stability of its inheritance through multiple generations 

(iii)
Nearby or separate location of multiple copies, if present, on chromosome 

(iv)
With respect to the characteristics described specifically in the left column (6)-(i), the stability of the expression among individuals and generations under natural conditions 

(v)
Presence or absence, and if present, degree of transmission of nucleic acid transferred through virus infection and/or other routes to wild animals and wild plants

	(5)
Methods of detection and identification of genetically modified organisms and their sensitivity and reliability
	Qualitative methods for detection and identification of genetically modified trees, such as identification of replication product of transferred nucleic acid and neighboring nucleic acids, and their sensitivity and reliability 

	(6)
Difference from the recipient organism or the taxonomical species to which the recipient organism belongs
	(i)
Details of physiological or ecological properties conferred as a result of the expression of copies of the introduced nucleic acid (including the contents, if expressed in specific tissue or at specific growth stage)

(ii)
With respect to the physiological or ecological characteristics listed below, presence or absence of difference between genetically modified trees and taxonomical species to which the recipient organism belongs, and the degree of difference, if present [excluding the cases where these characteristics have been clarified in (i)]
a)
Morphological and growth characteristics

b)
Cold-tolerance or heat-tolerance at early stage of growth

c)
Fertility, size and longevity of pollen and age at which reproduction begins
d)
Production, dormancy, and germination rate of seed and age at which reproduction begins
e)
Crossability (applicable in only the case when there exist relative plants that can be crossed grow in Japan)

f)
Productivity of harmful substances (secreted substances from roots to affect the other plants, secreted substances from roots to affect microorganisms in soil, substances in the plant body to affect the other plants after dying out, and any other types of harmful substances known to be produced by any taxonomical species to which the recipient organism belongs)


	3.
Information concerning the Use of genetically modified organisms
	-

	(1)
Content of the Use
	The same matters shall be described as written in the section of Content of the Type 1 Use of Genetically Modified Organism in the Application for Approval of Type 1 Use Regulation.

	(2)
Method of the Use
	The same matters shall be described as written in the section of Methods of Type 1 Use in the Application for Approval of Type 1 Use Regulation, and in the application for isolated field tests, the map showing the location of the isolated field concerned and the layout of the test plots in the isolated field shall be attached.

	(3)
Method of collecting information by person who wishes to obtain approval after the start of Type 1 Use
	When Monitoring Plan has been drawn up, the statement "Refer to Monitoring Plan" shall be included.

	(4)
Emergency Measure which should be taken to prevent Adverse Effects on Biological Diversity in case Adverse Effects on Biological Diversity could arise
	The statement "Refer to Plan of Emergency Measure" shall be included.

	(5)
The results of Use in laboratory or Use in similar environment to the environment in which Type 1 Use is intended
	Information, if any, other than the information required to include in the left column 2-(6) “Difference from the recipient organism or the taxonomical species to which the recipient organism belongs”, and to be considered as referenced in the Assessment of Adverse Effect on Biological Diversity, shall be additionally described.

	(6)
Information obtained from Use abroad
	Scientific information, if any, used in the Assessment of Adverse Effect on Biological Diversity in foreign countries, the result of Assessment, and any measures available for prevention of adverse effects shall be described, and the documents submitted for the Assessment shall be attached as necessary.  In addition, the state of Type 1 Use in the foreign countries shall be described, and also the literature, if any, which evaluates the results of Type 1 Use in foreign countries from the viewpoint of Adverse Effect on Biological Diversity shall be attached.


Attached Table 5 (Related to III-3-(1)-(ii) (Methods of collecting information on genetically modified trees))

	Concrete details of information
	Methods of collecting information

	The number of copies of transferred nucleic acid and stability of its inheritance through multiple generations, and nearby or separate location of multiple copies, if present, on the chromosome [Related to 2-(4)-(ii) and (iii) in Attached Table 4]
	The replication product of transferred nucleic acid shall be analyzed based on the Southern hybridization method or PCR method.

	The stability of the expression among individuals and generations under natural conditions with respect to the physiological or ecological characteristics that were accompanied by the expression of copies of transferred nucleic acid [Related to 2-(4)-(iv) in Attached Table 4]
	Observation of phenotype, Analysis of RNA transcribed from the transferred target gene and selectable markers with use of either method, Northern hybridization or RT-PCR, otherwise analysis of protein which is produced or inhibited by the expression of transferred target gene and selectable markers with use of either method, Immuno-blotting technique or ELISA.  

	Morphological characteristics [2-(6)-(ii)-a] in Attached Table 4]
	Shapes of tree, trunk, branch, and leaf and other characteristics shall be examined sequentially with time.  In the examination, items examined shall be selected by making reference to the test guideline for plant varieties registration, if present, for the taxonomical species to which the recipient organism belongs in accordance with the Seeds and Seedlings Act [The lines of genetically modified crops and control agricultural crops used in the examination shall be those cultivated in the same conditions.  Whenever possible, the control agricultural trees shall be comparable to the lines of the genetically modified trees used in the examination in physiological and ecological characteristics (excluding those conferred by the expression of copies of transferred nucleic acid) and they shall be other than genetically modified trees. In addition, where the Application refers to Type 1 Use other than isolated field tests, the genetically modified trees and the control agricultural trees which have been cultivated in the isolated field shall be used; the same applies to the rest of this Table.]


	Growth characteristics [Related to 2-(6)-(ii)-a) in Attached Table 4]
	Growth, blooming and others shall be examined sequentially with time. In the examination, items examined shall be selected by making reference to the test guideline for plant varieties registration, if present, for the taxonomical species to which the recipient organism belongs in accordance with the Seeds and Seedlings Act.

	Cold-tolerance and heat-tolerance at the early stage of growth [Related to 2-(6)-(ii)-b) in Attached Table 4]
	After raising the seeds in an incubator or other proper means, the conditions of growth shall be observed in the temperature condition assuming the northern limit and southern limit in Japan of the distribution of the host plant.

	Fertility of the pollen [Related to 2-(6)-(ii)-c) in Attached Table 4]
	Fertility of pollen shall be examined by staining with iodine potassium iodine solution, acetocarmine or other such staining solutions for examination of fertility of pollen.

	Size of the pollen [Related to 2-(6)-(ii)–c) in Attached Table 4]
	Size of the fertile pollen grains shall be examined. 

	Longevity of pollen [Related to 2-(6)-(ii)–c) in Attached Table 4]
	While keeping the fertile pollen in the similar environment to the one in which Type 1 Use is intended, the germination rate shall be examined sequentially with time.

	Age at which trees start producing pollen [Related to 2-(6)-(ii)–c) in Attached Table 4]
	The age at which trees start producing pollen shall be examined in the natural condition.

	Production of the seed [Related to 2-(6)-(ii)-d) in Attached Table 4]
	The number of seeds produced by one individual shall be counted.

	Dormancy and germination rate of the seed [Related to 2-(6)-(ii)-d) in Attached Table 4]
	Germination rate and the germination speed shall be examined over time by maintaining the seeds in the conditions considered appropriate for examination of dormancy and using the method of generally recognized germination tests for individual agricultural crops.

	Age at which trees start producing seeds [Related to 2-(6)-(ii)–d) in Attached Table 4]
	The age at which trees start producing seeds shall be examined in the natural condition.

	Crossing rate [Related to 2-(6)-(ii)-e) in Attached Table 4]
	Any of the following methods shall be used.  Information concerning the temperature, humidity and other environmental conditions in the places where the examination is conducted based on any of the following methods shall be included in the reference material attached to the Assessment Report in accordance with III-3-(1)-(ii) 
(i)
In field or indoor environment, the crossabiltiy shall be examined between the genetically modified trees and the relative plants and between the control trees and the relative plants. 

(ii)
In indoor environment, pollinating insects are released, and the crossability of relative plants arranged at different distances from the genetically modified trees and the control agricultural trees shall be examined (only applicable to entomophilous crops).

	Productivity of harmful substances (secretion from roots to affect the other plants) [Related to 2-(6)-(ii)-f) in Attached Table 4]
	Any of the following methods shall be used.   

(i)
Plant box method [The plants under examination and test plants are planted in conjunction on an agar media in a plant box for tissue culture, and the growth condition of the test plants is observed.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 8:31-32 (1991).]
(ii)
Rhizosphere soil method [Soil is collected from the roots of plants examined, added with agar to form media, on which test plants are cultivated, and the growth condition of the test plants is observed.  For detail, refer to the Journal of Weed Science and Technology 48 (Extra Issue): 142-143 (2003).]  

(iii)
Succeeding crop tests [soil is collected from the field where subject plants were cultivated. Using the soil, test plants are cultivated, and the growth condition of the test plants is observed.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 8:31-32 (1991).]

	Productivity of harmful substances (secretion from roots to affect microorganisms in soil) [Related to 2-(6)-(ii)-f) in Attached Table 4]
	Examination shall be conduced based on the dilution plate method by collecting the soil in which the examined trees were cultivated and grew.

	Productivity of harmful substances (substances in the plant body to affect the other plants after dying out) [Related to 2-(6)-(ii)-f) in Attached Table 4]
	Any of the following methods shall be used. In any of the methods, care must be taken so that the part with trans-gene expression is included in the sample material.

(i)
Plow-in method (The growth condition shall be observed by drying and crushing the above-ground part of matured plants, mixing it with soil, and cultivating test plants in the soil).
(ii)
Sandwich method [The growth condition shall be observed by embedding leaf or stem in agar media in the form of sandwich and cultivating test plants on the media.  For detail, refer to the Bulletin of National Institute for Agro-Environmental Sciences 14:35-36 (1997).]


Attached Table 6 (Related to III-1-(6) (Requirements for an isolated field)) 
1.
Facilities having the following equipments
(1)
Fence or other enclosure to prevent the entry of any unauthorized persons
(2)
A notice board showing that the facility is an isolated field, unauthorized persons are prohibited to enter the facility, and the name of management representative, when designated in accordance with IV-4, posted in visible places

(3)
Equipments intended to clear any genetically modified trees away from the machinery or equipment used in the isolated field, or the shoes of the persons engaged in the work in the isolated field, and another equipments to prevent unintended outflow of any genetically modified trees to the outside of the isolated field
(4)
Shelterbelt, windbreak net, and other equipments to minimize dispersion of pollen and seeds (only applicable when those genetically modified trees are cultivated that could cause extensive dispersion of pollen and seeds)

2.
Working procedures for compliance of the following matters

(1)
Take measure to prevent dispersion of pollens and seeds of genetically modified trees, including emasculation, fruit thinning, and bagging.

(2)
Minimize possible growth of any plants in the isolated filed other than the genetically modified trees and the control agricultural trees

(3)
Prevent possible escape of the genetically modified crops (including the plants other than the genetically modified crops cultivated in the isolated field, which are difficult to distinguish from the genetically modified crops; the same applies to (4) and (5) below) in cases when the genetically modified crops are transferred to outside of the isolated field otherwise they are stored outside of the isolated field
(4)
Inactivate the genetically modified trees in the isolated field after cultivation of the genetically modified trees excluding the cases described in (3)
(5)
Prevent unintended escape of genetically modified trees to outside of the isolated field while adhering to the machinery or equipment used in the isolated field or the shoes of persons engaged in the work in the isolated field
(6)
Ensure that the equipments function properly as intended
(7)
Ensure that the persons undertake Type 1 Use in conformity with the matters listed in (1) through (6)
(8)
Implement the monitoring in the areas including the area exposed to dispersion of pollen and seeds where any wild animals and wild plants likely to be affected are inhabiting or growing
(9)
Securely take the measures established in accordance with III-1-(4) when Adverse Effect on Biological Diversity could arise
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