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Act on the Conservation and Sustainable Use of Biological Diversity

through Regulations on the Use of Living Modified Organisms (Tentative

translation)
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Act No. 97 of June 18, 2003
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Chapter I General Provisions

CHED
(Purpose)

H—4% COEHE. HIEMIZH AL TEY O Z HRIEDHREN S0 Bz TRz A
LD HEDOHHIZB T HIEEEHT HEICKYENDZ NI T H%AD N1 &—2
TAIZHTEANEIANTEESE (LT [FEE] VD ) RUNMFE—TT4I2HT 0L
AN REHFDEELVROFICHETBLERE-ITIINoT—LFEFEES (BT [Hig#
EE ] EWLD. ) DHIENDHIBGREZHERL. LO>TAMDEILIZEIRY SEEBITHTE
LR R D [E [ D T 7 A TS DIERIZHF 5T HZEEHIET B,

Article 1  This Act shall have the purpose of ensuring the precise and smooth implementation of the
Cartagena Protocol on Biosafety to the Convention on Biological Diversity (hereinafter referred to
as "the Protocol") and Nagoya-Kuala Lumpur Supplementary Protocol on Liability and Redress to
the Cartagena Protocol on Biosafety (hereinafter referred to as "the Supplementary Protocol"),
thereby contributing to the welfare of humankind and helping to assure healthy cultural lives for
the people now and in the future, by devising measures to regulate the use of living modified
organisms in order for the conservation and the sustainable use of Biological Diversity through

international cooperation.

(GEF)
(Definitions)

Wk COVERICHEWNT (4] &l — 04l (HfFEmsL T E0ZER< O XIF
M THOTRRER LSRN T DR NEATHIDELTEHELTEDDLD.
AIARUPIA4A1RZELD.

Article 2 In this Act, "organism" shall mean a single cell (excluding a single cell forming a cell

colony) or a cell colony which is stipulated in the ordinance of the competent ministries as having

the capacity to transfer or replicate nucleic acid, and viruses and viroids.
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2 ZOFEIZBWT [EzTHRAEYSE] &F. RITBITFSEMOMHIZEYEo N
RN IZDEENELT 2ENEND.
(2) Inthis Act, "living modified organism" shall mean an organism that possesses nucleic acid, or a

replicated product thereof, obtained through use of the any of the following technologies.
— HANIENTERZN TSN THOTEHELTEDDLD
() Those technologies as stipulated in the ordinance of the competent ministries, for the

processing of nucleic acid extracellularly
= BB LORIIET ALY OMBEM G T AHM THOTEHE L TEDHDLD
(i1)) Those technologies, as stipulated in the ordinance of the competent ministries, for fusing of
the cells of organisms belonging to different taxonomical families
3 COEREIZENT MEASE] &k &M, fRHZOMOHICtT 2D H . HiGE
DD E R T RE ERLPRBELCIZTRGIZAEY 517 /ZEND.
(3) Inthis Act, "use" shall mean use for provisions as food, animal feed or other purposes,

cultivation and other growing, processing, storage, transportation and disposal, and other acts
attendant with these.

4 COFERIZEWNT THEVOZ RN ElX. O ZHRIEICBIT B85 —KITHET H4E
Mo Z Itz

(4) Inthis Act, "biological diversity" shall mean biological diversity as provided for in Article 2 of
the Convention on Biological Diversity.

5 COEREICEWNT [ L& RIAISHE T EEROLEVTITEH%E
(AN

(5) Inthis Act, "Type 1 Use" shall mean use not subject to taking the measures provided for in the

following paragraph.

6 COVEEICEWNT [ oM L&, iR, EHZTOMmomiEy (U [ ]
EWVS. ) DIDRF . KX EIEPADEE T HARA AV S OILIZEN LT 5 ENEL
THYMHETH ST, TDILEEWRTHIEETDMDEHELTEDDIHEEEHOTITS
LDELD.

(6) Inthis Act, "Type 2 Use" shall mean use undertaken with the intention of preventing the
dispersal of living modified organisms into the air, water or soil outside facilities, equipment or
other structures (hereinafter referred to as "Facilities") in accordance with measures specifying this
fact or other measures stipulated in the ordinance of the competent ministries.

7 ZOFEREIZEWNT [EPr b E ] ElE BRI AEYSEOM SIS -oT, MGk
LE NS EZ DAL EGRTNEICRYMERESF DIPD K K IE 3 P (25208 n Tk
AAEVEDYLET 5 &N LT B=OITHAFEEZE LS.

(7) Inthis Act, "containment measures" shall mean measures taken to prevent the dispersal of living
modified organisms into the air, water or soil outside Facilities when using living modified

organisms by making use of Facilities or by another necessary method.
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(BRI FIHD AL

(Announcement of Basic Matters)

B2k EHRER. g LU L EE S QRN DMEGREZM S5 KITHITS
FIH (LUF [HARFIE] &0V ) ZEOTARTILDETSH. CnELTLREED,
FikET B

Article 3 The competent minister shall stipulate and publicly announce the matters set forth below
(hereinafter referred to as "Basic Matters") to ensure the precise and smooth implementation of the
Protocol and the Supplementary Protocol. The same shall apply whenever such matters are
changed.

— BEETHRZAEYEOMEMNEICEVETIEETHLT. ENOZHIEEHRLGIEEND
HHLD (LT [HEWERRERE] &0V, ) ZPiiEd 500K D EEIZE T HEAE
785 IH

(1) Basic matters concerning the implementation of measures designed to prevent adverse effects
that are caused by the use of living modified organisms and posing unacceptable risks that impair
biological diversity (hereinafter referred to as "Adverse Effect on Biological Diversity")

BAZ TR Z LY EDEEET HE AT DITRHEBIEITATIT=OIZRE LR TN IEES
TRV IR FHIH

(i) Basic matters that have to be taken into account by a person who makes use of living modified
organisms in order to undertake such acts properly

= AT SICETFALODFES . B THIRZ LY E O HEAE EICThh S I EE R
951D EEFHIH

(iii) In addition to what is listed in the preceding two items, important matters designed to ensure
that the use of living modified organisms is undertaken properly

MW B TR EDEHEFICEYAETHHETHLT. AR SR CEYD 2R
DR FRAICEEZ GBI O ELTREA S TED DM N THIRIFDEDIZRS. LTINS
[CEVTHLC. ) ZHRAEIEDUFFEEIEETNDELVELDNECIGECB T 420 E
[CRBEVDZ IR DIAE DRIREX D=6 Dt KD F B9 DR AR R FIA

(iv) Concerning the basic items of implementation of measures in order to restore the damages, in
case that use of effected living modified organisms causes, to the biological diversity (Limited to
the species and regions specified in ordinances of the Ministry of the Environment as especially
important on securing the biological species, the same hereinafter in this item) of the said effects

when there is a danger of destroying or marked danger of such.

HoE EHNICEIT B THRZ A SO EORG YT S E
Chapter II Measures to Restraint on the Use of Living Modified Organisms in Japan
B BRSO S A
Section 1 Type 1 Use of Living Modified Organisms
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GEAZ TR A F O — A AF ISR D5 — R R DA
(Approval of Type 1 Use Regulations Concerning Type 1 Use of Living Modified Organisms)

V% B THRAEDEEERLTMALTE M HEELELIET HETDMDIER
THMZAMEDE —FHEHEELEIETEHIE. B FHRZEYEOEBTEIZZEDE
— MBI A8 (DIF [ —MAHBRRE] &0D. ) ZE®H. ChITOEEHKRE
DAEREZITETNIFGESEN. 1220, ZTOMIRENSH TH —FE{E HFICKDEY 2 Mkt
HENELRWIEANYoNEEMELTEHB KENMEE T DB TR AW (LT [H
AR THBRZAEYE] £V ) OFEMHAEMNEELEIIETHLE . COHEITELKE
—IHDF B ITHEIETEHRKEQRREZ T — AR CGEERE—IE GRS
JHIZBWTHERT 56550 . ) OFEICEDIETEHREICKYASE SN — M
FRIZDONTIE, ZEOEFEDED) ITEDHIE - HAHEELELSIET DL EEDMERHE L
TREDDIGEIE. SORYTEL,

Article 4 A person who wishes to create or import and make Type 1 Use of living modified
organisms or other persons who wish to make Type 1 Use of living modified organisms must
stipulate regulations for said Type 1 Use for each type of living modified organism (hereinafter
referred to as "Type 1 Use Regulations"), and must obtain the approval of the competent minister
for the same, provided, however, that this shall not apply when wishing to make Type 1 Use of
living modified organisms which, by virtue of their properties or other features, are designated by
the competent minister as organisms that clearly cause no Adverse Effect on Biological Diversity
due to Type 1 Use (hereinafter referred to as "Specified Living Modified Organisms"), or when
wishing to make Type 1 Use as stipulated in Type 1 Use Regulations for which the approval of the
competent minister has been obtained under the provisions of this paragraph or Article 9 paragraph
1 [or, in the case of Type 1 Use Regulations that have been altered by the competent minister under
the provisions of Article 7 paragraph 1 (including cases where it is applied mutatis mutandis
pursuant to Article 9 paragraph 4), said Type 1 Use Regulations after alteration], or in other cases
stipulated in the ordinance of the competent ministries.

2 WIIHOAREZITEIETEHHEIE. Bz TR EYSEOEBT LICZ0H M HEICEL
BEMEZIRELBIIDONDTEHRKENEDHESAICKYFHIEIEITLY . ZD4EFELHEH LN
F (LT [ EimE] &5, ) TOMEBELTEDHDEHELLIZ. kD
HIAZGC L HHEEE EHREISRHBLET RIS,

(2) A person who wishes to obtain the approval in the preceding paragraph must assess the Adverse
Effect on Biological Diversity caused by the Type 1 Use of each type of living modified organism
as stipulated by the competent minister, and must submit to the competent minister an application
form detailing the following matters, together with a document detailing the results of this
assessment (hereinafter referred to as "Biological Diversity Risk Assessment Report") and other
documents stipulated in the ordinance of the competent ministries.

— RAEKCER QEANZH-TIH. TDLK. REXEDO RS LELE=5F DR
H =R IR — S KO R AR MUIHEE — S IZE L THLC. D
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(i) Name and address (or, in the case of a corporation, its name, the name of its representative and
the address of its main office; the same shall also apply in Article 13 paragraph 2 item 1 and
Article 18 paragraph 4 item 2)

N MEUEp N

(i) The Type 1 Use Regulations

3 H—FAABREE. FHBELTEOHDESAIZEY . IROFIHIZTDODWTEDDILDET S,

(3) Type 1 Use Regulations shall stipulate the following matters, as stipulated in the ordinance of the
competent ministries.

— B THIRZ YIS OO LK

(i) Names of types of living modified organisms

= B THIRZ AW O E A S DN A K UTTE

(i) Content and method of Type 1 Use of living modified organisms

4 FEBREE. B—HOEROHELHGEICIE. EHEELTEDHDIESAIZEY. 4
FZHEH IR D MR DOWT, AR BT L R M Ot iE i 4 5%

(LUF T3adas | &WvD. ) OERAZEMNETIEESR.

(4) The competent minister must, on receiving an application for approval in paragraph 1, consult
persons with specialized knowledge and experience concerning Adverse Effect on Biological
Diversity (hereinafter referred to as "Experts") with regard to the Type 1 Use Regulations pertaining
to the said application, as stipulated in the ordinance of the competent ministries.

5 EFHKREIX. ATIHOHE SLY Flit 5 Mo L= 2 O WA K OEARHIAIZHS
L. % —THOKR O P EHIFREHE A RIS TR — 52 555 1B 8
VIDFE ST DRI R E KX T EENIHHH BT DMDEMZ MR ENES S
BENNGNEROHEEF. L AR ORZELE TN

(5) The competent minister must, when recognizing that no adverse effect that could pose an
unacceptable risk of impairment to the preservation of species or populations of wild fauna or flora
or any other Adverse Effect on Biological Diversity could arise when making Type 1 Use in
accordance with the Type 1 Use Regulations pertaining to an application for approval in paragraph

1, give approval for said Type 1 Use Regulations, taking account of the content of consultation with
Experts under the provisions of the preceding paragraph and the Basic Matters.

6 ZHEIIHOHEICKY B RZERO NI Flad i (&, 5 —ITHD AR O HEFITR L8 — Al
B RUVZEDEY Z M ERHEE I L TMYS % ZiRo L. IFEHLTEGS%
LY,

(6) Experts who have been consulted under the provisions of paragraph 4 may not divulge or
appropriate secrets gleaned concerning Type 1 Use Regulations pertaining to an application for
approval in paragraph 1 or the Biological Diversity Risk Assessment Report thereof.

7 WHEHICHETHLODEN, B -IHOARICHLTLEGHIHAE., FHEELTEDS.
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(7) Besides those provided for in the preceding paragraphs, necessary matters concerning the

approval in paragraph 1 shall be stipulated in the ordinance of the competent ministries.

(M REDOBIES)
(Amendment of Type 1 Use Regulations)

Bk AR IHD AR D H GRS E — M RIS > TE I EE T 25524
MEFMELENET BTN HIERHDLEITIE. FHREK. BEEITHL. EHE
LTEDHDECAHICKY., L%t I HBEEB ETREZLEERLETNIEESE. =
=L, 406 — A R ICRSEE TR AW ED N — M HEE T 52 &ML TH
WERHBHEZF. CDRYTALY.

Article 5 When the competent minister recognizes that Adverse Effect on Biological Diversity could
arise from Type 1 Use made in accordance with the Type 1 Use Regulations pertaining to an
application for approval in paragraph 1 of the preceding Article, the competent minister must
instruct the applicant, as stipulated in the ordinance of the competent ministries, to amend said Type
1 Use Regulations, provided, however, that this shall not apply when the Type 1 Use of living
modified organisms pertaining to said Type 1 Use Regulations is acknowledged as inappropriate.

2 HIHDKEICKSIEREZITI=EA. EHRENEDDIHHNIZEDIRITIEDIES
RO EBIEZLGNEEE. EHREE. EDEDEKRDHHEEN T .

(2) Ifaperson who has received instructions under the provisions of the preceding paragraph does
not amended Type 1 Use Regulations based on said instructions within the time limit stipulated by
the competent minister, the competent minister shall reject that person's application for approval.

3 H—IHEELEFICHETAEEICELNTIE. FHREKR. TORREHEELETNAIE R4
LY,

(3) In the case provided for in the proviso to paragraph 1, the competent minister must refuse said

approval.

GRRBIATH DEFE)
(Obligations of Approval Recipient)

BoNgk BIUSREE —THDARERZ =% (JUAISEWT [KRHSE | £V ) [X. %R
TR SITEFARIATICETEELFEEE. EHELTEDDHECAIZLY. ZDHH
ZMNLTED EEEHREICEFHATNIEESREN.

Article 6 A person who has obtained the approval in Article 4 paragraph 1 (referred to as "Approval
Recipient" in the following paragraph) must, when a change has occurred in the matters listed in

paragraph 2 item 1 of the same Article, notify the competent minister to that effect with the reason

in writing, as stipulated in the ordinance of the competent ministries.

2 EBREIE KFE IO TR AN REO L E TR IEERH LESET
BEET DM ELRZN A BRICE LR RENEST DL ENHDHEEE. Lz MM
RRITRDARIGEITHL . DEGHERDIRUAERDHDIENTES.
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(2) The competent minister may, when wishing to study changes to or the abolition of Type 1 Use
Regulations under the provisions of paragraph 1 of the following Article or when otherwise
necessary to gather information concerning said Type 1 Use Regulations, seek the provisions of

necessary information from the Approval Recipient pertaining to said Type 1 Use Regulations.

RFEUT=25— M Rl IR D AZ B 4%
(Changes to Approved Type 1 Use Regulations)

BE% EBAREE. FBNUKE -IHOKRDORIZIE TR HIENTEEMN BT DEM N
(X FEITAD AL D H LABEIZE 1H D FHA IR R0 78 F IS K Y FIHD A ZE 32 (T 1= 55— R A AL
(Ao T TAIRZ D — A HENGENSELGEIEWN TR E M L it
HENETDEENNHHERONBIZE S E(F. EME IR EEY LT 5= L2
BIREIZENT, Bz A HHEEZEEL. IBELELETRIEESE.

Article 7 The competent minister must, when it has come to be recognized that, due to
environmental changes that could not have been foreseen at the time of the approval in Article 4
paragraph 1 or the progress of scientific knowledge after the date of said approval, there exists a risk
that an Adverse Effect on Biological Diversity could arise even when Type 1 Use of living modified
organisms is made in accordance with the Type 1 Use Regulations for which the approval has been

obtained, change or abolish said Type 1 Use Regulations to the extent necessary to prevent such
Adverse Effect on Biological Diversity.

2 EHREX. BIHOBEICESZEE NIFEIEIZONTIE., FHELTEDHDEIAIZELY.
HoMLe. FHEHE DEREHLDET S,

(2) The competent minister shall consult Experts in advance, as stipulated in the ordinance of the
competent ministries, concerning changes or abolition under the provisions of the preceding
paragraph.

3 HIHMHEICLYRE RERDONI= B (L. B —THO R E TR DA T T FEIEIZF

— AR L DAY Z R R HE S B L TRY A =M Elwo L. XIFHEHL
TN

(3) Experts who have been consulted under the provisions of the preceding paragraph may not

divulge or appropriate secrets gleaned concerning Type 1 Use Regulations pertaining to changes or

abolition under the provisions of paragraph 1 or the Biological Diversity Risk Assessment Report
thereof.

4 HI=IEICSHET DHDDIEM . H—HDOHE IS KDHEH LIFFE ISR TUBEZHIAIK,
THELTEDS.

(4) Besides those provided for in the preceding three paragraphs, necessary matters concerning

changes or abolition under the provisions of paragraph 1 shall be stipulated in the ordinance of the
competent ministries.

GRRBLTE — M S D 24D
(Announcement of Approved Type 1 Use Regulations)
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BINFK EBREE. XDFFITH/ITFRGEDXPITEL. EHELTEDDHECAIZKY, #E
M, BEETITEHDIFIHEARLETNIEESEN.
Article 8 The competent minister must make public announcement of the matters stipulated in each

of the following items in accordance with the categories listed in said items, as stipulated in the

ordinance of the competent ministries, without delay.

— R THODARELIZEE 05 KUKRSN SRR

(i) When giving the approval in Article 4 paragraph 1: Announcement to that effect and the
approved Type 1 Use Regulations

=OHIRE - THOBEICKYE ML ELEE D5 AV ERDE
e

(i) When changing Type 1 Use Regulations under the provisions of paragraph 1 of the preceding
Article: Announcement to that effect and the Type 1 Use Regulations after the change

= HIFHTHORUEICKYE M HREEREIELIZEE ZDE

(iii) When abolishing Type 1 Use Regulations under the provisions of paragraph 1 of the preceding
Article: Announcement to that effect

2 WIHOHEICESAEIF. EHRICKYITIDDET D,

(2) Announcement under the provisions of the preceding paragraph shall be made by public notice.

(R IR~ D TF AR DH A RFZIZ DN T DA
(Approval of Type 1 Use Regulations Pertaining to Exporters to Japan)

Bk BETHBRZEYEEARILITE L L TROFZH M EES B ROET HHET DA
DB THBZEWFEDE A HEEMDHITSERIETHEF. EHHLTEDSDES
BlzkY . BAZ TR EYFEOMT LI —MAHHEZED . CNIZOETEHRED
KRE X THEMTES,

Article 9 A person who wishes to export living modified organisms to Japan and cause other persons
to make Type 1 Use thereof, or other persons who wish to cause other persons to make Type 1 Use
of living modified organisms may, as stipulated in the ordinance of the competent ministries,
determine Type 1 Use Regulations for each type of living modified organism and obtain the

approval of the competent minister thereto.

2 FIHOARZEXZITEIETDEDNAHNITEN GENTH-TIE. TOFEHFHGH. LK
COIHLVENIHIZBWTHL. ) 2T HEUIDETHSLEIZTIE. TDHIF. AFHH
[CBWTEZ TR EYEQEIEAFHSEOROICL BRI EE RO ED-HDEE. K
HNIENEETHEZDMEFELTEDHDIEDIEMND. MiZEARD HiEDRIET LA
(T IERBE,

(2) A person who wishes to obtain the approval in the preceding paragraph must, when that person
does not have an address (or, in the case of a corporation, its main office; hereinafter the same shall
apply in this paragraph and in paragraph 4) in Japan, appoint, from among persons who have an

address in Japan or other persons stipulated in the ordinance of the competent ministries, a person to
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whom necessary measures shall be entrusted to ensure the proper use of living modified organisms

in Japan, when applying for said approval.

3 HIHDHEICEYBEREZRAT o (L. FIHOHEICKYVIEELF (LI [ENEEAN] &
LS. ) EEELREERE. EDOHBZEMNLTED EZEHREICE T HA TR

(3) A person who has made an appointment under the provisions of the preceding paragraph must,
when changing the person appointed under the provisions of the said paragraph (hereinafter referred

to as "Domestic Administrator"), notify the competent minister to that effect with the reason.

4 EIYSEE “IAMLH-LIAET, H LK LUHIKORE LB —THDARIZDONT, HANK
DIEILFIAD KR ZE 2T (ZDEDAANITETEATHEUIDETHLHLEI
HoTIE. TDEHEITFEDENEBAD IZD0VT, F-LFOFHE X FEIHDOHE ZKY KR EZ
(Fr=28 —HAE RIS OWTHEM T 4. SOEEISENT, HBNES IHE —SF [REK
WMERT ] £EHBDIF [EHILFH —THDARERZITEIET DH LUVEDE AN AL
GENZHLTIE. T ERZEHI) AT HEUNDETH DG EIZHo>TIXFFKE —
THDOHEIZRYBELI=FE DR LOART] & HB-LRE A UKL —TH] LHHD
(& THNKEIH] EmAHBRADIDET S

(4) The provisions of Article 4 paragraph 2 to paragraph 7, Article 5 and the preceding Article shall
apply mutatis mutandis to the approval in paragraph 1, the provisions of Article 6 to a person who
has obtained the approval in the said paragraph (or, when that person does not have an address in
Japan, the Domestic Administrator pertaining to that person), and the provisions of Article 7 to
Type 1 Use Regulations approved under the provisions of the said paragraph. In these cases, the
term "Name and address" in Article 4 paragraph 2 item 1 shall be deemed to be replaced with
"Name and address of the person who wishes to obtain the approval in Article 9 paragraph 1 and,
when that person does not have an address (or, in the case of a corporation, its main office) in Japan,
of a person appointed under the provisions of paragraph 2 of the same Article", and the term
"Article 4 paragraph 1" in Article 7 paragraph 1 shall be deemed to be replaced with "Article 9
paragraph 1".

M HEICET S Em L)
(Orders for Measures Concerning Type 1 Use)

Bk FBREIE. BIURHE —THOREIZIE R L TEE TR A EDH — M EZL
TWBEIELE=HITHL . EMZ ML EEN LT OB ERREZISENT, BT
BRZAENZFEDRIREMDZEEZDMDLEGTEEEHINEEEMT HIENTES.

Article 10 The competent minister may order a person is making or has made Type 1 Use of living
modified organisms in violation of the provisions of Article 4 paragraph 1 to take steps to recall
living modified organisms or to take other necessary measures, within the limits necessary to
prevent Adverse Effect on Biological Diversity.

2 FEBHARER. BLFE-IH GIAENHIIBOWTERNT 565250, ) ITHETSE
ZDME I DFENECT-LEICENT, AR EEN LT OB D LELHD
ERHBEE (PKHEHITHET AL EERS ) (& AWM EZD LT = b 2
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BIRFEZIZEWNT, B THARZEYEDE A HSEELTOSEH LIILIZE LFSE
T (FRIZBRZORLENHDEROHDLEICENTIE. BENEHEAZSE. O 1Tl 4558
— RSP IE T A EEDMD UEGTEEEZRINELEMT D ENTES.

(2) The competent minister may, when recognizing urgency to be necessary in order to prevent
Adverse Effect on Biological Diversity (except as provided for in paragraph 1 of the following
Article) in the cases provided for in Article 7 paragraph 1 (including the cases where it is applied
mutatis mutandis pursuant to paragraph 4 of the preceding Article) or when other exceptional
circumstances have arisen, order a person who is making, has made, or has caused another person to
make Type 1 Use of living modified organisms (and, in cases recognized to require particular
urgency, including the Domestic Administrator) to suspend said Type 1 Use or take other necessary
measures, within the limits necessary to prevent Adverse Effect on Biological Diversity.

3 BBREIX. SBVUFE—IHOMEITIE R LTEIZ TR Z A WE OB — A SN EEh
TWBLHITEWNT, LEE - MAHEFICLYETHHETHOT. EWDL M BB
ZHRIEDRER ERHICEERZIDELTRES S TEO DM FHIRIZFRDEDIZRS. LIS
DIFIZENTFHLC. ) ZHREILDNFREIESETNADELVBONLELCFERDDHEEE. 24
R EZELTOSHE NIL= AT L. HRZEEICR DN D L RRIEIZRHIEFH D
HEMNB=OLEGITBEEHINELEMT HIENTESD.

(3) The Minister of the Environment may, when recognizing that violation of regulations in Article 4
paragraph 1, may order to take necessary measures in order to restore damages concerning the
Biological Diversity by the said effects to a person who is making or has made in a case the Type 1
Use Regulations of living modified organisms, effects caused by the said the Type 1 uses,
Biological Diversity (Limited to species and regions specified by ordinance of the Ministry of the
Environment as especially important in securing Biological Diversity. The same hereinafter in this

item) of when there is a danger of destroying or marked danger of such.

M SIS 2 F I D BD
(Measures in the Event of Accidents Concerning Type 1 Use)

Bt BETHRZAEVEOE -MHAEHEELTOSE X, FHOFAEICKY HZE T
HIRZ AW F DWW TRB SN0 — M RIS SEMTERWNGFITB T, &M%
R ENETDIETNDHLHEEE. HBIT. EVEZ R EEY LT 5O DIE D
BEHHEEDIC, HONMIZEDHMDRI LV of=1E BEOMEZE L% KB T HE TR
Fe YRR

Article 11 A person who is making Type 1 Use of living modified organisms must, when no longer
able to comply with the approved Type 1 Use Regulations concerning said living modified
organisms due to the occurrence of an accident, and when an Adverse Effect on Biological
Diversity could arise, immediately take emergency measures to prevent Adverse Effect on
Biological Diversity, as well as promptly notifying the competent minister of the situation of said

accident and the outline of the measures taken.
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2 EBREE WTHISEET2ENFAHDIE DD EEZHOTLVENERHDESIE. £D
FITHL. FIAICHES DI DIEEERINELEMT D ENTES.
(2) The competent minister may, when recognizing that the person provided for in the preceding

paragraph has not taken the emergency measures listed in the said paragraph, order said person to

take emergency measures as provided for in the said paragraph.

B B TR OSE R
Section 2 Type 2 Use of Living Modified Organisms

(EHE L TEDDILHP LT E D FtD
(Implementation of Containment Measures Stipulated in Ordinance of the Competent Ministries)
BTk BETHBRZAEYEOR “MAMNEETHEF. He%E MAHEIC =2 THS
REPHP BN EHELICKYTHONTLSGEICIE. TOHHEETHMH. Uik
IRk = YAy E AT A
Article 12 A person who makes Type 2 Use of living modified organisms must, when containment

measures to be taken in connection with said Type 2 Use are stipulated in the ordinance of the

competent ministries, take said containment measures during the period of said use.

(MR 2 I F= sy 1k B o It
(Implementation of Confirmed Containment Measures)

Bt = BETHRZAEYEOSE “MAEHNEETSEE. MK TEHE ISR 525 M
ST o> THARZILHT I BN EHONTWVEWNG S CRrgiB iz FARZ Y5
DFE_HAHEZET GG EDMEFHELTEDRILTEHRS ) 2R ZEDHEMEET S
. HOMLEH T KE OMERESZ T FHEEl L5 B E SR ESTR0.

Article 13 A person who makes Type 2 Use of living modified organisms must, when containment
measures to be taken in connection with said Type 2 Use are not stipulated in the ordinance of the
competent ministries in the preceding Article (except when making Type 2 Use of Specified Living
Modified Organisms or when otherwise stipulated in the ordinance of the competent ministries),

take containment measures confirmed in advance by the competent minister during the period of
said use.

2 HITHOWMRDHEF. RKOFIHELHLHFEEEZRHELT. ThzelRThERsign.

(2) Application for the confirmation in the preceding paragraph must be made by submitting an
application form detailing the following matters.

— RENOHERT

(i) Name and address

= T O G ETRBEAL T AR A A DR

(i) Properties of living modified organisms to be subject to Type 2 Use
= B REEAHSFICEOTHAILE ERE
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(i) Containment measures to be taken in Type 2 Use

I Hi=5ICEF530DELN. EHELTEDLHHIA

(iv) In addition to what is listed in the preceding three items, matters stipulated in the ordinance of
the competent ministries

3 HIHAICKHET 2EDDIEA . F—IHOMHERICEHL TR EGHIAL, EHEELTEDD.

(3) Besides those provided for in the preceding two paragraphs, necessary matters concerning the

confirmation in paragraph 1 shall be stipulated in the ordinance of the competent ministries.

R MR EICET S E® L)
(Orders for Measures Concerning Type 2 Use)

D% EFREE BB+ 26 UERT 5 JHDRUEITE R L TEE TR A LS
THEHEEL TS E FL=HITHL. BT XD EHE L TED DM ILIEEERS
CEEDMDBEIGIEEZRDRELEMT D ENTES.

Article 14 The competent minister may order a person who is making or has made Type 2 Use of
living modified organisms in violation of the provisions of Article 12 or paragraph 1 of the
preceding Article to take containment measures stipulated in the ordinance of the competent

ministries in Article 12, or to take other necessary measures.

2 EBRERE. B+ k0B L OH T LA % 5H —HOMHEZR D H UEISE 1T 585 T
IR ZEWAFIZBI T BRHE R R D R RIS R YIS DI DIz T IR Z L5 DILEZE
Bilb g 5= R 2D BENHDHERDBIZEoFEEF. BT KD EHELICLYEDHDN
TWBILET I B2 T TR ALY EOH M MHEEL TS E L LIILIE
MAEHT 265 — THDMERE Z = H (T L bl i BZE 5T 00D EEHDHT
EEDMDLEGEEEHDHNELEMT HENTED.

(2) The competent minister may, when it has come to be recognized that, due to the progress of
scientific knowledge concerning living modified organisms after the date of establishment of the
ordinance of the competent ministries in Article 12 or the confirmation in paragraph 1 of the
preceding Article, urgency is necessary in order to prevent dispersal of living modified organisms
outside Facilities, order a person who is making or has made Type 2 Use of living modified
organisms with containment measures stipulated in the ordinance of the competent ministries in
Article 12, or a person who has received the confirmation in paragraph 1 of the preceding Article, to

take measures to improve said containment measures or to take other necessary measures.

3 BEREIEL. B+ 26 LRI 2650 — JHD I E ITHE e L CEAZ TR A £V S 0 5 —FfE
HEMNGEN TS & XFEEN 5 E52E 0T, A8 A HEICEY AT HHET
H2T. VDN (EVOZ IO R ERFICEEQEDELTREE L TED DM X
(FHILIZFRDEDIZRD. U TFIDIHIZEWTHL. ) ZHEIBOUTFLGIEENDELL
LOMECTERHDEEF. Lz —MEAEELTVSE NELIHITH L. A EIc
FBEVDEZFRIEIRDIRFEDRRE XSOV EGTEEEHDINELEMT HIENTE
%o
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(3) The Minister of the Environment may, when recognizing that violation of regulations in Article
12 or the previous Article paragraph 1, may order to take necessary measures in order to restore
damages concerning the Biological Diversity by the said effects to a person who is making or has
made in a case the Type 2 Use Regulations of living modified organisms, effects caused by the said
the Type 2 uses, Biological Diversity (Limited to species and regions specified by ordinance of the
Ministry of the Environment as especially important in securing Biological Diversity. The same

hereinafter in this item) when there is a danger of destroying or marked danger of such.

CHf M AR IS 9 2 F iR DI ED
(Measures in the Event of Accidents Concerning Type 2 Use)

Btk BETHARZAEVEOR “HMAEHEELTODE X, JEHET L B IR DS
BVWTHIRZTOMDFEHAFEL ., HZEETHRAEYEITONWTHE T+ (D EHHLT
SE 8 BILHLPT L4 B L+ =565 — THD MR E Z I =By \L IS B Z RS ZEMNTERLNE
E(F. HBIS, ZOHWIODVWTLUDIHEZHDELDIT, BONMIZDHEHRDRILD
ot B DM EZE LB KR HE T IEEsi.

Article 15 A person who is making Type 2 Use of living modified organisms must, when breakage
or other accident has occurred in Facilities pertaining to containment measures, and when no longer
able to take containment measures stipulated in the ordinance of the competent ministries in Article
12 or the containment measures subject to the confirmation in Article 13 paragraph 1 with respect to
said living modified organisms, immediately take emergency measures against said accident, as
well as promptly notifying the competent minister of the situation of said accident and the outline of

the measures taken.

2 EBRKEE ATHISEET2ENFAHDIE DD EEZHOTLVENERHDESIE. £D
FITHL. FIAICHES DI SR EERINELEMT D ENTES.

(2) The competent minister may, when recognizing that the person provided for in the preceding
paragraph has not taken the emergency measures listed in the said paragraph, order said person to

take emergency measures as provided for in the said paragraph.

B Ak

Section 3 Testing of Organisms

(H AN D i H)
(Notification of Import)

FrNgk EEHOFEEZOMDEENSAT. ZOMHEICKVEMZ MR EN LT EE
ZTNDENEFWRGEWVEL THBRZA Y EEINITEZUT HEMMBENTIATHE TN
HWGEEDMINITHT 56 THOTEHRENEET DL EITZATHEEX. EDiE
EITRBMAZLEIET HE(E. EHELTEDDEIAIZLY., TOHEEDEEEHKE
(ZJa 1+ AR R EEnELN.
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Article 16 When there is a high likelihood that living modified organisms that could not be
considered not to give rise to Adverse Effect on Biological Diversity are imported without
knowledge of that fact, in view of the situation of the producing area or other circumstances, or
when corresponding to other similar cases, that have been designated by the competent minister, a
person who wishes to make imports pertaining to the designation must notify the competent

minister to that effect on each occasion, as stipulated in the ordinance of the competent ministries.

(ke an 2D
(Order for Testing of Organisms)

FHE% EFBRERE. EHBELSTEDHDEIAIZKY. MFZDOHEICKDmbELEITH
L. ZOFEM/MTIMANIRDEY) CE=THAVCERLIAIZE T [BRENRAED] VD, D
[2D&E. EFHRENFEHBREDEFEZIF=EH (LT [EFAEEE ] &5, ) b,
A2 D15 E DH R IR THHIRAEYETHIMEIMIDNTDMAE (BIF T4EY
A EWNVD. ) BRITEIRNEILEMT HIENTESD,

Article 17 The competent minister may order a person who has made notification under the
provisions of the preceding Article to undergo testing of organisms pertaining to import by that
person (referred to in paragraph 3 and paragraph 5 as "Organisms Subject to Testing"), by the
competent minister or a person registered by the competent minister (hereinafter referred to as
"Registered Inspection Body"), to identify whether they are the living modified organisms that were
subject to the designation in the same Article (hereinafter referred to as "Testing of Organisms"), as
stipulated in the ordinance of the competent ministries.

2 EBREE AITHOBEICESm2(E. FOHREICESmBEZ TR ELIZLETH
Fe VAR

(2) When the competent minister issues an order under the provisions of the preceding paragraph,

the minister must do so immediately after receiving notification under the provisions of the

preceding Article.

3 HIHDFEICKDMLEXTIHIEX. EMREERZIT. EDLHAERICOVTOEZERZIT
BFETOMIF. HREEHNSIEETDMD EFHKEDIRE T HHFAATEDINTRA S R4
VIDEHEZLRT NGRS Fo MEdRAMEREL . SUTRML TGRSR,

(3) Until undergoing Testing of Organisms and receiving notification of the results thereof, a person
who has received an order under the provisions of paragraph 1 must use the Organisms Subject to
Testing based on the conditions designated by the competent minister including the use of Facilities,

and shall not transfer or supply Organisms Subject to Testing.
4 HIIHDERH THOTERMEMENTHEDIE. EHRKEEZHLTTDIDET S
(4) When the notification in the preceding paragraph is made by a Registered Inspection Body, it

shall be made via the competent minister.
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5 FHAKEIF. BETAICHET HEMNFEIHDOHEISERILTNSERDEHEEIL, TDHIC
WU FIHDFAHTEDINTHAEN RAED D HEET 5T DD L LR EEHHNE
CEEMYT HENTES.

(5) The competent minister may, when recognizing that a person as provided for in paragraph 3 has
violated the provisions of the said paragraph, order that person to use Organisms Subject to Testing

based on the conditions in the said paragraph or take other necessary measures.

CaaRR AR

(Registered Inspection Body)

FHk RIS THDOER (LFIOEIZENT [EiR] &V, ) [ AVRETiTE L
T HEDHEFHIZKYITS,

Article 18 The registration in paragraph 1 of the preceding Article (hereinafter in this Section
referred to as "Registration") shall be carried out following an application from a person who wishes
to undertake Testing of Organisms.

2 KDETFOVWTNMNTEZLTEEIX. FREZITHEIENTERL.

(2) A person who falls under any of the following items may not receive Registration.

— COFERICHRET HFEZLLTHICAUE DN, EOPITEEDY. LFZEDHITERITE

CENGELIE-HABRFEL T FEZBLENE THLI L.

(i) A person who has committed an offense and received a sentence for punishment as provided for
in this Act, when less than 2 years have passed since the date of completion or rescission of that
sentence.

=BT HENIENIEE TIHOHE [CKY ERERYE SN . ZORHLO HAbiFL
ToHEEZBLENETHD L.

(i) A person whose Registration has been cancelled under the provisions of Article 21 paragraph 4
or paragraph 5, when less than 2 years have passed since the date of that cancellation.

= FEATHOT. TOEBEITIWEDIBICH Z5OVTANIZZ LT EELHEH L.
(iii) A corporation whose officers engaged in the business thereof fall under any of the preceding

two items.

3 EBKHEIK. EHEOHFEELEZE (UFIOIEIZEWNT [BiEFEE ] EU0VS. ) KD
FTOVTNICDEE LTS EEL. EOERELLETNIELESE. COGEIZENT,
FiRICHLTREGTHIX. THALTEDD.

(3) The competent minister must grant Registration when the person who has applied for said
Registration (hereinafter in this paragraph referred to as "Applicant") satisfies all of the following
items. In such cases, the procedures needed for Registration shall be stipulated in the ordinance of
the competent ministries.

— IRANECERES . BrREEE. RUAL IO B, O IRIEIES K UV KK ED 3

BEATAHIES
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(i) That the Applicant possesses a freeze-drying device, pulverizer, weighing scales, centrifugal
separation device, spectrophotometer, nucleic acid amplifier and electrophoretic apparatus.

= ROWTIDEZETBENEDREEEGL . EDANBENEDREEATIFEITEIC
—HU ETHBIE.

(i) That Testing of Organisms is implemented by persons who fall under any of the following
clauses, of whom there are 2 or more per place of business undertaking Testing of Organisms.

A4 FRBEE R RS NS ([THEDORY GEREERS D . H
KREA CRIEBFEFHLFE =1/ /)\F) [TEDCRFEUTIHEM RS (B =175
WA HEANT—5) ([TEDCEMTERICEWTESY:, i, 3%, BREY. SEY. KE
oo EE L S LAY OFE IFINLITH AT DRI B O THEEL
=18 —FEU LD TR E ORI FL-EREAITHE THDH L.

(a) Persons who have graduated from a university (excluding junior colleges) based on the
School Education Act (Act No. 26 of 1947), a university based on the former Universities Edict
(Edict No. 388 of 1918) or a vocational college based on the former Vocational Colleges Edict
(Edict No. 61 of 1903) by completing a course in medicine, dentistry, pharmacology,
veterinarian medicine, animal science, fisheries science, agricultural chemistry, applied
chemistry or biology, or a course equivalent to these, and have experience of engaging in the
work of molecular biological testing for one year or more.

B PRBEEICIE DR LS H M RIS B WO T2 LT A - DR
MIFENLITH AT DREEBOTHIELIE . =F LN B TAY IR E O SEF 21
FLEZERZEAITHDETHD L.

(b) Persons who have graduated from a junior college or vocational high school based on the
School Education Act by completing a course in industrial chemistry or biology, or a course
equivalent to these, and have experience of engaging in the work of molecular biological testing
for three years or more.

N AKUBIZIEITEH EFRFL FOAMEHE T EETHA L.

(c) Persons who have knowledge and experience equal to or greater than the persons defined in
(a) and (b).

= BERHEEED. REL TR THBRZAEMFEOMLEHEZL. B Z THRZEYSEE
BHEL. HLAFREL TS H (LLFIOSITENT [E TR A HESRS] &
WVDe ) TSN TVBEDELTROVWTNAITEZE T HIDTHEN &

(iii) That the Applicant does not fall under any of the following clauses as being controlled by a
person who, as a business, makes use of living modified organisms or transfers or supplies living
modified organisms (hereinafter in this item referred to as "Living Modified Organism Using
Business").

A4 BERPHEEIRASHTHIGEITHHTIE. B THBRZEMEHEESENZDH
BN (S CPECH-EFERE N\ ANS) BINE-EHILRE - HITHRET FIEAN
ZUL\DS. ) THAHIE.
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(a) When the Applicant is a business corporation, that a Living Modified Organism Using
Business is its parent company [referring to parent companies under Article 879 paragraph 1 of
the Company Act (Act No. 86 of 2005)].

0 ERFEEOKRE Foatt (SHEBLEA L HI&E IR ET S 2tEND
5. ) 1ZHoTIE. ¥EBEIITITIHE) ([THOBZE L TR AV EESDORE
MIFHA GEE ZAERIZEOEE TAHIRA YIRS E SR B XNITHATH>-H%
FE. ) DEEN D —THATNSIE.

(b) That more than half of the officers of the Applicant [or, in the case of a partnership or joint
stock limited partnership (referring to a partnership or joint stock limited partnership under
Article 575 paragraph 1 of the Company Act), managing member] are officers or staff of a
Living Modified Organism Using Business (including persons who were officers or staff of that
Living Modified Organism Using Business within the last two years).

N BREFE QGENCHHTE. TONEREEFIDHNE) A Bz THIRZ Y
EHSEDOREUTME Gi%E EMICF OB TR A EY 2SSO B IEH
BTHOHZET. ) THAHE.

(¢) That the Applicant (or, in the case of a corporation, an officer with representation power) is
an officer or staff member of a Living Modified Organism Using Business (including persons
who were officers or staff of that Living Modified Organism Using Business within the last two
years).

4 BEIE. BRMEKEEREICRICEIFAHIAZILEHLTISEDET 5.
(4) Registration shall be implemented by detailing the matters listed below in a Registry of

Registered Inspection Bodies.

— EROFEAHLVOET

(i) Date and number of Registration

= BRERIEORE KO

(ii)) Name and address of the person who received Registration

= HIZSITETAL0DEFEN. EHELTEDSFIH

(iii)) In addition to what is listed in the preceding two items, matters stipulated in the ordinance of

the competent ministries

CREST IR
(Observance, etc.)
Bk BERMEREE. EMMEZEET S EEROLNTI-EEE. ELRENNH DY
HERE. BTG EMREEZEELRTNIEESE.
Article 19 A Registered Inspection Body must, when requested to implement Testing of Organisms,

implement said Testing of Organisms without delay, except when there are justifiable reasons for

not doing so.
2 BEMEHREE. AEIC. HhD. EHELTEDSINECIYEYHEEEELE K
TEBIELN,
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(2) A Registered Inspection Body must implement Testing of Organisms fairly, and using a method

stipulated in the ordinance of the competent ministries.

3 TEMARMIE. EMMEEERTDIFENOMEMELTLEIIETHESE. BHELEL
SETHHDOBEHATETIZ. EFKEITHE T HAEFRIEESEL.

(3) A Registered Inspection Body must, when wishing to change the address of the place of business
implementing Testing of Organisms, notify the competent minister no less than 2 weeks before the
scheduled date of the change.

4 BEEHEEIX. EOEMREDREBORGHIIZ. THELTEDDHEIAIZKY. £D
EVREDEFOEGIZETEHEEEESH . FHREDOREZTETNIEGESEN. Ch
EEFLEIETHEEDL. FARET S

(4) A Registered Inspection Body must, before starting the work of Testing of Organisms, determine
regulations concerning the implementation of said work of Testing of Organisms, as stipulated in
the ordinance of the competent ministries, and obtain the approval of the competent minister
thereto. The same shall apply when wishing to change these.

5 ERMRAEMEIE. BHEHEFREBR=AUNIC. EOHEFEOMEHHix. BEE
LR R & IPOEHEF RIS HERE H (ZOERITRATEMRTE (R 1
TR AR T R EDMMD NDFNRIZES>TIERHT S EMNTELRWN S N TIELNSALIRT
HoT. BTAMEMICEAHERUHEDHIZHEEINEEDZEND . LNIDIHLVIIAIZENT
FLC. ) DERMNSNTVDIGEICHEITHLZEHNEEREST. UT [WH#EEE] &
3. ) EFERL. TEMFEEFNITHZ TEMNMZITNIEEDRE.

(5) A Registered Inspection Body must, no more than 3 months after the end of each business year,
prepare an inventory of property, balance sheet, and profit and loss statement or statement of
income and expenditure for the business year in question, as well as a business report [including
electromagnetic records when these are prepared in place of the above (referring to records that are
prepared using an electronic method, a magnetic method, or another method that cannot be
recognized by human perception, and which are provided for data processing by a computer;
hereinafter the same shall apply in this paragraph and the following paragraph); hereinafter referred
to as "Financial Statements"], which must be filed for 5 years at the place of business.

6 EMMEEZITEIETHEZDMDOAFERFANE. FERMAERB O SEHIEH NI, LD
TH. KITHEITR5EKRETAIENTES. =L, F S5 NEHNW S DERETHICE. &
FRAR AL R D E O T= B I Z SO NITEBELN

(6) A person who wishes to undergo Testing of Organisms or other interested persons may request
the matters listed in the following, at any time within the working hours of the Registered
Inspection Body, provided, however, that when requesting the matters in item 2 or item 4, a fee
determined by the Registered Inspection Body must be paid.

— MB#RENEFIZEL>TERSINTOAEEIE. MO E ITES DK
(i) When Financial Statements have been prepared in the form of documents, a request for

inspection or copies of said documents
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= S OEMOER IR DR

(i) A request for transcripts of or extracts from the documents in the preceding item

= MHRERENEHRREEL > TERSN TS EE(E, 4i%E %mﬁﬁkﬁﬁéhﬁ$
HZE THE 2 TEDHANEICKYRRLE=L D DR T TES D

(iii) When Financial Statements have been prepared in the form of electromagnetic records, a
request for inspection or copy of the matters recorded in said electromagnetic records displayed
using a method stipulated in the ordinance of the competent ministries

v T%@%%m%ﬁtﬁﬁéhﬁ$ﬁ§%%mﬁ&fﬁofiﬁﬁéf%bé£®t$%%
I DIEDFER LT HZFIAELH L E T DA D5

(iv) A request for provisions of the matters recorded in the electromagnetic records in the
preceding item using a electromagnetic method that is stipulated in the ordinance of the competent

ministries, or a request for the issue of a document detailing said matters

T OERMAMMEIE. EHELTEDSEIAICKY. IREEHA. EVRECELERELT
SEDBDRIAZELHL . ChERFELGETRIEESRLN.

(7) A Registered Inspection Body must, as stipulated in the ordinance of the competent ministries,
prepare books and filing matters stipulated in the ordinance of the competent ministries in
connection with Testing of Organisms.

8 BEMAEMKMEIE. FBREOHAEZTEINIE. ZOEYREDIEF O T—H
ZRIEL. XIFBEIELTEGRDAL.
(8) A Registered Inspection Body may not, without permission from the competent minister,

suspend or discontinue all or part of its work of Testing of Organisms.

ORI DR FF 21555

(Obligation to Maintain Confidentiality)

Btk BEMAEMEOREELIIMEA XEIhoDBICH>-# 1. DAL
MY - EZRDLTIXELAEL.

Article 20 The present or former officers or staff of a Registered Inspection Body shall not divulge
secrets gleaned concerning the Testing of Organisms.

2 RV E T BB AR AR O B XA (. Tk (IR YR Y+ T
5 ZOMDERDEHIZDONTIE. ELITEYAFHFITHFET DA LALET .

(2) The officers or staff of a Registered Inspection Body engaged in Testing of Organisms shall be
regarded as staff engaged in public service by act, with respect to the application of the Penal Code
(Code No. 45 of 1907) or other penal provisions.

G &2 55)

(Orders for Compliance)
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B EBHRERE. SEMERENE I\ ZBEIHE SOV TANICE G LG
ERDBDEEL. EDEFMERKMITIL. OB EITHEET 5OV ELGTHEEZNDHN
ELEMT HIENTED.

Article 21 The competent minister may, when recognizing that a Registered Inspection Body is no
longer in compliance with any of the items of Article 18 paragraph 3, order said Registered
Inspection Body to take necessary measures to comply with the provisions thereof.

2 EBREIE. BEREREAE T LAE A LIXE “THO R EITIER LTS ER
%)&% NAFEFFR A AT I+ LKL ZTHDE M D FLE T Y TRV ERDH D EE(E
DEFRERBITT L. EVREZE R T RS TEUIEMRED TEZE DD EHEDT;
‘220) BEICH UL EGIR BERDIRNECLEMT 5 EMNTES.

(2) The competent minister may, when recognizing that a Registered Inspection Body is in violation
of the provisions of Article 19 paragraph 1 or paragraph 2, or when recognizing that the details
entered in the notification in Article 17 paragraph 3 made by a Registered Inspection Body are not
appropriate, order said Registered Inspection Body to implement Testing of Organisms or take

necessary measures to improve the method of Testing of Organisms or other work methods.

3 ?‘ﬁﬁli Eﬁﬂ—h%”lﬂlﬁ@%ﬁﬁﬁﬁz%*ﬁ* DA IR T EARE K EEof- LB E

(3) The competent minister may, when recognizing that the regulations in Article 19 paragraph 4 are
no longer appropriate in terms of the fair implementation of Testing of Organisms, order those
regulations to be changed.

4 Ii‘%kﬁli\ FERRA BB AV T\ I — S NFE =TI T DI B of=EE

FERE Y ST NITTRSAEN.

(4) The competent minister must cancel Registration when a Registered Inspection Body falls under
Article 18 paragraph 2 item 1 or item 3.

5 FBKEF. BREEMENRDETONTNNIGE YT EHEEE. TDOERENYH
L. XTI ZEED TEDRED EH DA LT DT ILEGT H2ENTES.

(5) The competent minister may, when a Registered Inspection Body falls under any of the following
items, cancel its Registration, or stipulate a period of time and order the work of Testing of
Organisms to be suspended in part or in whole.

— BT NKEZIEMNLE LIAE T, B-LIHENIEE/NHOHEICERLIZEE.

(i) When it has violated the provisions of Article 19 paragraph 3 to paragraph 5, paragraph 7 or
paragraph 8.

= BT NEAENIHOHRRICESHWTEMEEELI-EE.

(i1)) When it has implemented Testing of Organisms not in accordance with the regulations in

Article 19 paragraph 4.
= IENREAAEOOISE AR AT S OREISEBAREHALIEE,

(iii) When it has, without justifiable reason, refused a request under the provisions of the items of

Article 19 paragraph 6.
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W I ZIHETOMEIC LD L ITE R LIEE.
(iv)  When it has violated an order under the provisions of paragraph 1 to paragraph 3.
T ALEOTFRIZKYGFREZITIEE.

(v) When it has received Registration through wrongful means.

CIR & B SRR
(Report Collection and On-Site Inspections)
=% EHREIE. COHOKEORATICLEGIREICENT, i A Izl
ZOEVREDZEFITELREERSD . T LA IS, B AREOFEHITITIBA
Y. SERAKEOIRE. FHEOMLEGYMERAESE. HLIFEREICEMSE S
EMNTES,

Article 22 The competent minister may, within the limits necessary to enforce the provisions of this
Section, require a Registered Inspection Body to submit reports on its work for Testing of
Organisms, or may the concerned personnel staff members to enter the office of a Registered
Inspection Body, inspect the books, documents or other necessary properties of the Registered

Inspection Body, or question relevant persons.

2 HIHDHEICEDIINBEZT HUZMAIL. TOHpERTAENEEHEFL. BURHIC
N A i (P SV A A

(2) The said personnel staff members conducting on-site inspections under the provisions of the
preceding paragraph must carry means of certificate of their status and present the same to relevant

persons.

3 IO EIZEDIANREDIHERIE. LR EDOHITEOHONT=EDEMMRLTIELES
(AW

(3) The authority to conduct on-site inspections under the provisions of paragraph 1 shall not be

construed as being permitted for the purpose of criminal investigation.

(A7)

(Public Notice)
B =% EBRER. RICEIFRGEICE. TOBEZERICARLUEFNIFGESMEL.
Article 23 The competent minister must, in any of the cases listed below, make public notice to that

effect in the Official Gazette.

— FirELREE.

(i) When a Registration has been made.

= BT NAESIHOREICEBE A HoT-EE.

(1) When there has been a notification under the provisions of Article 19 paragraph 3.

= HHEKEINHDFZELIZEE.

(iii) When it has granted the permission in Article 19 paragraph 8.
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W2 = 2B I LS TUIHDHE ISR Y E5a IYHL . XIEFIHO R EICLY A
Y DO 2HE L — DT EEmCEE.

(iv) When it has cancelled Registration under the provisions of Article 21 paragraph 4 or paragraph
5, or ordered the work of Testing of Organisms to be suspended in part or in whole under the
provisions of the said paragraph.

(FHckb
(Fees)

Z% AEVREERZITESIETEEIEL. HAZMRLTELS TED LMD FHLEE (&
&%*ﬁﬁ’l‘;&%@@fJ“éE%*ﬁE’&ﬁ'Bi%ﬁl:&o’Cli\ IR [SHORITRITRDIE0N,

Article 24 A person who receives Testing of Organisms must pay a fee to the government (or, when
a Registered Inspection Body undertakes Testing of Organisms, the Registered Inspection Body) to
the amount stipulated by Cabinet Order, which takes account of the actual cost incurred.

2 HIHDBEICEYE R AR D oN=THRHE ., SERBEREDIANET S,

(2) Fees paid to a Registered Inspection Body under the provisions of the preceding paragraph shall
comprise the revenue of the Registered Inspection Body.

IR RO

Section 4 Provision of Information

o 1 S RO

(Information on Proper Use)

Btk EFHKEIK. HPUKSE TSI LK S IHOAREZ T =5 AR
RAPE TR AENFICONT, EFOHE M HENZDERIH - THEIEICIT O DK
2B BEIGC, B TR EWEEREL . ALAFRML. A LIFERT
LTEDH A HEESELIETHENE DL LIFIRMEEZ T5H 5 LR TEER
(FTEDH MMEMNEETHEITRMET RE/HR (LT THIEMEHER] 05 ) &8
. XFIhELFETHELDET D,

Article 25 The competent minister shall, whenever necessary to ensure that Type 1 Use of living
modified organisms pertaining to Type 1 Use Regulations that have obtained the approval in Article
4 paragraph 1 or Article 9 paragraph 1 is made properly in accordance with this Act, stipulate
information to be provided by a person who wishes to transfer, or supply, or entrust the Type 1 Use
of said living modified organisms to a person receiving said transfer or supply or receiving

entrustment to make said Type 1 Use (hereinafter referred to as "Information on Proper Use"), or
shall change the same.

2 EBHRERE. AITHOSEICKYEIEHEHBHREESH . IIhELELEEEL. EHA
L TEDHDECHIZEY. BIfE. EDOHNEEARLGTNIEESEELN.
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(2) The competent minister shall, when stipulating Information on Proper Use under the provisions
of the preceding paragraph, or changing the same, make announcement of the content thereof, as

stipulated in the ordinance of the competent ministries, without delay.
3 FIHDEEIZKAAKRIE. HRICEVITIBDET S,

(3) Announcement under the provisions of the preceding paragraph shall be made by public notice.

CTERDFHD)
(Provision of Information)

BN BETHBRZAAEYEEREL. HLIEREL. NFEFELTHHSZSE L5ET
BF(E. EHALTEDDECHIZEY .. EDREA IR MEZITEHH NFEFAERITTE
DfEEZET H (WL EIEEAFREDMDEFHE L TEDHLHFIHICHT SIFHRELEH
DA EDALD FH5E 2 TEDDINEIZRYRMELRFNITAESEELN

Article 26 A person who wishes to transfer or supply, or entrust living modified organisms shall, as
stipulated in the ordinance of the competent ministries, provide Information on Proper Use and
other information on matters stipulated in the ordinance of the competent ministries to a person
receiving said transfer or supply, or receiving entrustment to make said Use, in the form of the issue
of documents or by other methods stipulated in the ordinance of the competent ministries.

2 EFHKEIE ATIHOREITIE R UTEAE T AR AV SE OIS LI EERFEIC &
BEHENGEINTYGICENT. AV ENET EEENNHHERHHEEF. &
M2 e B LT BV BRI EICEWNT, UiZilz FHMmA EMEERIEL. £LL
(FIRAL. NIFZFELTHASZSEH IS L. BETHARZEDEDRNEXNSIEZD
MDLEGIEEEHINEZLEMT HIENTES,

(2) The competent minister may, when living modified organisms have been transferred or supplied,
or entrusted for Use in violation of the provisions of the preceding paragraph, and when recognizing
that Adverse Effect on Biological Diversity could arise, order the person who has transferred or
supplied, or entrusted for Use of said living modified organisms to recall said living modified
organisms or take other necessary measures, within the limits necessary to prevent Adverse Effect
on Biological Diversity.

3 BEEKEIX. WiHEICHE T 25 ECE0T. Bz TR ADEOERAEFITEYET S
HBTHL>T. EVDEZRIE VD ZHRIEOMHER BRI HEEGEDELTREE L TEDS
M (FHIRIZRDBDIZRS . U T ZDIHIZTEWTHL. ) ZEE310 XIFHELGIEEND
HLOWEDAELCFERODEEIR. Bz THIRZEMSEZREL . LR MEL. XX
ZAELTHEMSEZESEBHITHL . B2 EICREYD MRS IREDREZEN S5
DEGIEEENDREILEMT HIENTES.

(3) The Minister of the Environment, in the provisions of the preceding paragraph, when recognizing
that use of effected living modified organisms causes, to the Biological Diversity (Limited to
species and regions specified by ordinance of the Ministry of the Environment as especially

important in securing Biological Diversity. The same hereinafter in this item) when there is a danger
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of destroying or marked danger of such, may order the person who has transferred or supplied, or
entrusted for Use of said effected living modified organisms to restore the damages concerning the

Biological Diversity to take necessary measures.

BEE MHBICEHTAEE
Chapter III Measures Concerning Export

i HH DI 5
(Notification of Export)

ok BZTHRZAEYEEMHLEIETHEIE. EHELTEDDHEIAIZKY.
ANEITHL. B LESET DB THRA D EDH D LIREDM EHE L TEDDH
THEmEG LRI nIEEsiu. =20, %6@]%@7‘—&5(‘@?@ SNBHTENHINESN TSR
g GEHEE (M= REEREal+hs) H24E - HOERERZEWD. LRI
FITBWTHC. ) LSIOERERZEEL T 555D EHELSTEDDLEIE. CDIRY
TELY,

Article 27 A person who wishes to export living modified organisms shall, as stipulated in the
ordinance of the competent ministries, notify the importing country of the names of the types of
living modified organisms to be exported, and other matters stipulated in the ordinance of the
competent ministries, provided, however, that this shall not apply when exporting pharmaceuticals
(referring to pharmaceuticals under Article 2 paragraph 1 of the Pharmaceutical Affairs Act (Act
No. 145 of 1960); hereinafter the same shall apply in this Article) other than those whose purpose
is solely to be used for animals, and when otherwise stipulated in the ordinance of the competent

ministries.

it DFR D7)
(Indication for Export)

—H)k B THIRAEYSER. EHEELCTEDSESAICKY., HZEETHRZEY)
£Xli%0)@ . wEA LXBEWIRIC 28R T AR Z L) 55 A 55 D RERRE D 7%
BATEDDHIEELRRLIZBDOTRITNIEL., BHELTIEESEL. COHEITENT. fik
EELEDREIX. RFEOHEICRDELICDONTERNT S,

Article 28 Living modified organisms shall not be exported unless the format of use of said living
modified organisms and other matters stipulated in the ordinance of the competent ministries are
indicated on said living modified organisms or their packaging, container or consignment invoice,
as stipulated in the ordinance of the competent ministries. In such cases, the provisions of the
proviso to the preceding Article shall apply mutatis mutandis to export under the provisions of this
Article.

(IR % m4)
(Orders Concerning Export)
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Bouk EFRREE. BT FOREITIERLUTEZ FHBRAEYEOm N ThhT=
FITBWT. VM HMEENET EETNIHHERDAHEEL. EVMZ I EED 1L
FRHLEGREZICENT, Lzl THRAEMSEEE N L (L. Lz T
BRZEDEDRINEXNSEETDMDLEGTHEEEHDIRNELEMT HENTES.

Article 29 The competent minister may, when living modified organisms have been exported in
violation of the provisions of the preceding two Articles, and when recognizing that Adverse Effect
on Biological Diversity could arise, order the person who exported said living modified organisms
to recall said living modified organisms or take other necessary measures, within the limits

necessary to prevent Adverse Effect on Biological Diversity.

R MR

Chapter IV Miscellaneous Provisions

CHR 5 H0PO
(Collection of Reports)

=% EHRER. COFRRORATICBEGREZIZEWNT., B THRZAEYSE GBz
THBZEVETHHIEDFHWNDHEEMESL . UNIDK. RFBE - THAVDHE =1
FEHITBWTHC. ) OEHSEELTNGE XIILIE . Ba TAIRZ L ST
L. MEfRfELEzE. BREEAN B TARzEYEEmi LS EDthoBFREMrE
DAT KD FEFIRIE DL ZEHIHDREZERDEH_ENTE D,

Article 30 The competent minister may, within the limits necessary to enforce this Act, require a
person who is using or has used living modified organisms (including organisms suspected of
being living modified organisms; hereinafter the same shall apply in this Article, in paragraph 1 of
the following Article and in Article 32 paragraph 1), a person who has transferred or supplied
living modified organisms, a Domestic Administrator, a person who has exported living modified
organisms, and other relevant persons to submit reports on the state of implementation of said acts

and other necessary matters.

(LAMEASE)

(On-Site Inspections)

FEt—% EHRERE. SOFEROMATICUEGIREZEICENT, YEaIc, Bz TR
ZEVMEOEHFEELTOSE I B FHRR A EERIEL . XIEREELT
T EWEBN B THIRZEY S0 L,T:%%O)ﬁﬁ@Eéﬁf?%b“%@ﬁ%”éﬁﬁ%ﬁﬁ%
DABDIGIISIB AN BEFICEMSE . B2 THRZEYSE. HREZ 0ot
ERASE. NIFMEICLEGRDIRED S FICRYBEZ FHRZ A SEE RE TR ESE
HIENTES.

Article 31 The competent minister may, within the limits necessary to enforce this Act, the said
personnel staff members to enter premises where a person who is using or has used living modified

organisms, a person who has transferred or supplied living modified organisms, a Domestic
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Administrator, a person who has exported living modified organisms, and other relevant persons
carry out such acts, and other places, to question relevant persons, inspect living modified
organisms, Facilities, and other properties, or collect living modified organisms, at no cost, limited
to the minimum amount necessary for inspection.

2 GHZBAE. FIHOREIZKSIAY. . MEXIERE (IR [SLARESE ] &
. ) ZYALAICE. ERHDERTAENEEETL. BEREITIRRLETNIEESE.

(2) Said staff members must, when entering, questioning, inspecting or removing under the
provisions of the preceding paragraph (hereinafter referred to as "On-Site Inspections") carry a
certificate for identification and produce it to the people concerned.

3 BIHOBEICKAIAMELEDHERIE. LREEEDORDONF-LDEMPRLTIFTE
BIELY,

(3) The authority to conduct On-Site Inspections under the provisions of paragraph 1 shall not be

construed as being permitted for the purpose of criminal investigation.

(LU R—5FIT &R B NEESE)
(On-Site Inspections by Centers)

Bt BMOKERE. &5 EEREXIREAEIIREE. B8 TG EIZHE T
DLENHHERDDEEE WTATEIENRMOKEE & 2Bt 28—, MIATBUE N
HEHE S— MUATBUEAXERRE 23— MATBUENKER G RES—.
SEAT BN B AN $5 007 3 HE AR S IR SZ AT Bk N B3 R e s s (LUT [
A= EVD. D) 1T L. RITHIIFHEVZ—EDX TS, Bz TR AV EDLH]
LFELTWSE FL=# . B TR AEYSEZEREL. SJUIRMLFE . ENERA.
BAZ TARA A E I L= E Z OO RIRE NEDITHEITIGTEDMDIZITICAE
At BFRFICEHSE., Bz THARZEYSE. REZTOMOYERESE. L
WA DB /D IRED 7 EICRYIBRZ FARZ A S E ME TR ESELIENTES.

Article 32 The Minister of Agriculture, Forestry and Fisheries, the Minister of Economy, Trade and
Industry or the Minister of Health, Labour and Welfare may, when recognizing it necessary in
cases listed in paragraph 1 of the preceding Article, Food and Agricultural Materials Inspection
Center (Incorporated Administrative Agency), the National Center for Seeds and Seedlings
(Incorporated Administrative Agency), the National Livestock Breeding Center (Incorporated
Administrative Agency), the Fisheries Research Agency (Incorporated Administrative Agency),
the National Institute of Technology and Evaluation (Incorporated Administrative Agency) or the
Pharmaceuticals and Medical Device Agency (Incorporated Administrative Agency) (hereinafter
referred to as "Centers"), in accordance with the categories of Centers listed below, to enter
premises where a person who is using or has used living modified organisms, a person who has
transferred or supplied living modified organisms, a Domestic Administrator, a person who has
exported living modified organisms, or other relevant persons carry out such acts, or other places,

and there to question relevant persons, inspect living modified organisms, Facilities, and other
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properties, or remove living modified organisms, at no cost, limited to the minimum amount

necessary for inspection.

—  MSATBUE NEMOKEE B R A— MOATEBOE N E e B— BAAT
BUEAF B REVE—. LUHSATEIE NKER SR S— RMOKERE

(1) Food and Agricultural Materials Inspection Center, National Center for Seeds and Seedlings,
National Livestock Breeding Center, and Fisheries Research Agency: Minister of Agriculture,
Forestry and Fisheries

T MSIATBUE NS ET R R ARRRE SE R

(i) National Institute of Technology and Evaluation: ~Minister of Economy, Trade and Industry

= MOLATBUR NEEEGERE SR S RS ERE

(iii) Pharmaceuticals and Medical Device Agency: Minister of Health, Labour and Welfare

2 JRMOKEEREL. WP KNESUIBEAII AR, AITHEDMEICKY o 2—5FIZILA
MEEETHEDGEICE. FIHSE SIZEIF 2 2—50 X 2ITG0. 32— 1T 0.
SMNREEEATOIMH . G EOMBEGHIAZRLTINE LT RELEETRTHLD
ET %o

(2) The Minister of Agriculture, Forestry and Fisheries, the Minister of Economy, Trade and
Industry or the Minister of Health, Labour and Welfare shall, when authorizing Centers to conduct
On-Site Inspections under the provisions of the preceding paragraph, in accordance with the
categories of Centers listed in the items of the said paragraph, specify the date, place and other
necessary matters for conducting On-Site Inspections and instruct Centers to conduct the same.

3 B, IHDHEICRDIRRITHOTH HDIEICRD IR EEFZEZT D5 E
[SIE. B THBRZAEYEITHLNBESZEATOMATH- T, AHESIZHTEIEY
A—EDXPIECHEZBTITEDDIRENFHET B L TEDSKMHITHETDLDIZTH
BRFNIEGESE.

(3) Centers must, when conducting On-Site Inspections under the provisions of paragraph 1 in
accordance with instructions under the provisions of the preceding paragraph, entrust the same to
staff members with knowledge and experience concerning living modified organisms, who satisfy
the conditions stipulated in orders issued by the Minister stipulated in each item of the said
paragraph, in accordance with the categories of Centers listed in the items of the said paragraph.

4 wUREERE. EIADREICEDIERITHE THE THD R E IR DI NREHFEET o2&
ElE. BRMKEEL . BFERALSLIELEHELTEDHDHECAHIZEY. FIADKEIZ
SV RE D REFIEE ST 22 2—FDX TG RMKE KRR, &85
KESUFEA G BREIZHRkE LT IEEsi.

(4) Centers must, when they have conducted On-Site Inspections under the provisions of paragraph
1 in accordance with instructions under the provisions of paragraph 2, report the results of
inspection obtained under the provisions of the said paragraph to the Minister of Agriculture,
Forestry and Fisheries, the Minister of Economy, Trade and Industry or the Minister of Health,

Labor and Welfare, in accordance with the categories of Centers listed in the items of the said
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paragraph, as stipulated in the ordinance of the Ministry of Agriculture, Forestry and Fisheries, the
ordinance of the Ministry of Economy, Trade and Industry or the Minister of Health, Labour and
Welfare.

5 —IHDHEIZK D LA EFEITDNTIE., FI&E HAVE =THOBEETENT S,
(5) The provisions of paragraph 2 and paragraph 3 of the preceding Article shall apply mutatis

mutandis to On-Site Inspections under the provisions of paragraph 1.

(o A—2EI20 T Hm2)
(Orders to Centers)

BT BMOKERE. Q&% EERE UTEAEITEREE. Ai&E —THOBEIZ&SL
,N@E%@%ﬁ@ﬁE@%ME%%?%EM%%#%%tmwétﬁi FIE& (215
TUA—EDXFITIEL AT HEEBITHLLERHLETHIENTE
Zage

Article 33 The Minister of Agriculture, Forestry and Fisheries, the Minister of Economy, Trade and
Industry or the Minister of Health, Labor and Welfare may, when recognizing it necessary in order
to ensure the proper implementation of the work of On-Site Inspections under the provisions of
paragraph 1 of the preceding Article, issue necessary orders to Centers concerning said work, in

accordance with the categories of Centers listed in the items of the said paragraph.

(B2 RDTEEDF=HDFEED
(Measures for Progress of Scientific Knowledge)

B HIE B THARZEYSEROEDOMEEICRYET EM LR EICET
SRR D R EEN D=0 TNLITHT HIERDUNEE. B O i UIZHT FT D HE
HEZ DAL ERIEEEHT DIOIBFORTNITESE.

Article 34 The government must endeavor to collect, arrange and analyze information on living
modified organisms and promote research and devise other necessary measures concerning living
modified organisms and the Adverse Effect on Biological Diversity arising from use thereof, in

order to amplify scientific knowledge concerning the same.

(HROEROEDRO
(Public Consultation)

=tH% BEIFE. SOERICEIGERICEHROERZ XL, BEEHEROWERELVE
ﬁ@xTwﬁkiléﬁb TEVZ RN B ORISR DT AR DRUEIZRYIEEL .
BHLLURHILERREDOMOEHRELARL. LKEROERERDDELDET .

Article 35 The government shall publicly announce information pertaining to the assessment of
Adverse Effect on Biological Diversity, information that has been collected, arranged and analyzed
under the provisions of the preceding Article, and other information, and broadly consult the
public, in order to reflect public opinion in measures based on this Act and encourage mutual

exchanges of information and opinions between the parties concerned.
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(EFREA~DHE
(Consultation with the competent minister)
=ThFOT BEREE. RITHITFHZEICE. EHREISHRLETNIEESE.
Article 35-2 The Minister of the Environment must, in any of the cases listed below, consult with
the competent minister .
— NS BEHAEEIAL BTSSR TN AR = THD IR S &
EL. XIFBHELEIET HEE.
(1) When wishing to issue, amend or abolish ordinance of the Ministry of the Environment under

Article 3 paragraph 4, Article 10 paragraph 3, Article 14 paragraph 3, or Article 26 paragraph 3.

=BT ASEIL BB EIUEE AR OB R & B S ELESET HE
=,

(i) When wishing to issue orders under the provisions of Article 10 paragraph 3, Article 14
paragraph 3 or Article 26 paragraph 3.

(EBREED
(Competent Minister)
BNk CORRISBITAEHRER. BATEDSHETAHITRY. B AR, R
Kb BAEGEIRE . RMKERE . ZFERREIEREREET S,
Article 36 The competent minister in this Act, as stipulated by Cabinet Order, shall be the Minister

of Finance, the Minister of Education, Culture, Sports, Science and Technology, the Minister of
Health, Labor and Welfare, the Minister of Agriculture, Forestry and Fisheries, the Minister of

Economy, Trade and Industry, or the Minister of the Environment.
2 ZOFERBIZBTAEBELEF. EFHREDHETImLET S
(2) The ordinance of the competent ministries in this Act shall be orders issued by the competent

minister.

(MEBRDZAT)
(Delegation)

F=FNEKD COFRERICHETDEBRRKEDOHERIE. FTHEELSTEDDEZAIZKY. i
ﬁfzﬁﬁw%o)%l_éﬁa“é_ah\f%éo

Article 36-2 The authority of the competent minister provided for in this Act may, as stipulated in

the ordinance of the competent ministries delegate to a head of a local branch or department.

(BEFEED
(Transitional measure)

Btk COFEBOMBEICEDEMLEREL. NTHEET DL EITENTIE. £Dde
T. %ODFEJ MIFHRIZHWNEHRI B EEH SN DHPHNICEWNT. PrEnstinif g
RACBT ARBIEEE ST ) EEHDHIENTES.
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Article 37 When orders are issued, amended or abolished under the provisions of this Act, requisite
transitional measures (including transitional measures concerning penal provisions) may be
stipulated to the degree judged reasonably necessary.

ShE R

Chapter V Penal Provisions

pul LI'H

M~+Am +m —IEMBHE ZIAE T, 55 ZIH, B UES HELIES

FTR%E FHLFELIE B2 ‘I‘/\mkk#mtb(liéﬁ THMIEE =Lk

@ﬁmk&émvkL&L#%@ —EULT OB LIEATHU T O &AL, XiE
CNZEHRTS.

Article 38 A person who violates orders under the provisions of from Article 10 paragraph 1 to
paragraph 3, Article 11 paragraph 2, Article 14 paragraph 1 or paragraph 2, Article 15 paragraph 2,
Article 17 paragraph 5, Article 26 paragraph 2 or paragraph 3, or Article 29 shall be punished by
imprisonment with work of not more than 1 year or a fine of not more than one million yen, or a

combination of these two.

=TI ROESOVNWTAMNIEZUTEHHEE. ANHUTFOEEELIEA AL TFD
el XFShEiifle 5.
Article 39 A person who falls under any of the following items shall be punished by imprisonment

with work of not more than 6 months or a fine of not more than 500,000 yen, or a combination of

these two.

— FNKE IO EITE R LTH Al EE L=

(1) A person who makes Type 1 Use in violation of the provisions of Article 4 paragraph 1

= ARYZ DA LD FBUZ &Y UL —THX SRR THD KR EZ T =%

(i) A person who obtains the approval in Article 4 paragraph 1 or Article 9 paragraph 1 through

deception or other wrongful means

FIT% KDETOVTNADEEZETEHEIX. ASHUNOBBOUT I HHU T 0SS
WD
Article 40 A person who falls under any of the following items shall be punished by imprisonment

with work of not more than 6 months or a fine of not more than 500,000 yen.

— BRI NIEB LR B I (ChoDBEEHIAHNIRIZEWTENT 56
FE. ) DREITERLIZFE

(i) A person who violates the provisions of Article 4 paragraph 6 or Article 7 paragraph 3
(including cases in which the provisions of these are applied mutatis mutandis pursuant to Article

9 paragraph 4)
=BT AETHOREICIE R UIZH

(i) A person who violates the provisions of Article 20 paragraph 1
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F+—2% Fo KB NIHDREICKDEMREDEHDF LD ICIE R LI-EEF.
ZDIERAT R LIS i E B OB XM A X, SNH U NOBRXIE L+ TN D
e N U o

Article 41 When an officer or staff member of a Registered Inspection Body violates an order to
suspend the work of Testing of Organisms under the provisions of Article 21 paragraph 5, said
person shall be punished by imprisonment with work of not more than 6 months or a fine of not
more than 500,000 yen.

B+ RKOFETOVWTAMNIZETEHEF. AU TSI TS.
Article 42 A person who falls under any of the following items shall be punished by a fine of not
more than 500,000 yen.
— FTERE - THOBEITIE R LTHERE R RN TH M EEL =
(i) A person who makes Type 2 Use without receiving confirmation, in violation of the provisions
of Article 13 paragraph 1
= RYZDAAILED TEICKYE =565 — THD MR E 2 T =%
(i) A person who receives the confirmation in Article 13 paragraph 1 through deception or other

wrongful means
= BPANFKOREICEDmEEET . NIEERDmEELTIMALI=H

(iii)) A person who undertakes import without making notification under the provisions of Article

16, or making false notification for imports

WIS A NS THOREICE DB MORMEE S TR BOHEHRERMLTEE M
Bz2AEMFEREL. HLTRML, EFLRFLTHHEZSE =

(iv) A person who fails to provide information under the provisions of Article 26 paragraph 1, or

provides false information to transfer or supply or entrust the use of living modified organisms
o BT LFOHEICEIELEEET . NTEHOESEELTEHL-H

(v) A person who undertakes export without making notification under the provisions of Article

27, or making false notification for exports
NI GROREIZESERREET . FERDFE RELTRIELE

(vi) A person who undertakes export without making indication under the provisions of Article
28, or making false indication for exports
BT =% RKOFTOVTANMIGZETEEF. = MU TOEEIZLTS.

Article 43 A person who falls under any of the following items shall be punished by a fine of not
more than 300,000 yen.

— BEPRITRETAMEERY. NFEROHREELE

(i) A person who fails to make reports as provided for in Article 30, or makes false reports
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OB = TR THDIE ISR DAY R LR L E R
ﬂ\%ﬁ\ﬁtﬂiﬁﬁ - XIFERITSLTHIRZE T HLIXER DR EL=#

(i) A person who refuses, hinders or evades site entry, inspection or removal under the provisions
of Article 31 paragraph 1 or Article 32 paragraph 1, or fails to answer questions, or makes false

statements

FITI% KOS TOVTAMNIGEET HEEE. TOIETRHELI-EFMAEKME DA
MIFBEIE. =+AMHUNOFEEITLT 5.

Article 44 The officers or staff of a Registered Inspection Body who fall under any of the violations
in the following items shall be punished by a fine of not more than 300,000 yen.

— BB LHOBRZEICERLT, AHAICHETSHHADLHEZES . #LIZERD
FLEEL. IFREZRAELGDoT=EE,

(1) When, in violation of the provisions of Article 19 paragraph 7, they fail to record matters as

provided for in the said paragraph, or record false matters, or fail to file books.
= BT FENHOT W EZTENTEYRED EH O 2T R IELIzEE.
(i) When they discontinue the work of Testing of Organisms in entirety without obtaining the

permission in Article 19 paragraph 8.

= BB THICRETAMEERY . HLIXEBOHREEL. UXFRIHDIES
FAVANYELLFREZEEA. Uil HLF2#L. HLIAFEMISSLTHRZEE T,
HLLIZERDRIRELIZEE.

(iii) When they fail to make reports as provided for in Article 22 paragraph 1, or make false
reports, or refuse, hinder or evade site entry or inspection under the provisions of the said

paragraph, or fail to answer questions, or make a false statements.

BTk EADREE XFIENELIFADABN . EHANETDMDIEEEM, TDiE
ANXIEADFEFIBEL. =1 )\5%. B="1Ju5k. BN+ % UFHE N+ =K DIE AT 5
ELIEEE. TRAEAZEETAHEDN. TOEANLFIANITHLTE, FAXDEEMHERT S,

Article 45 When the representative of a corporation or a corporation, or the agent, employee and
other operative of a corporation or a person, commits the violations in Article 38, Article 39,
Article 42 or Article 43 with regard to the business of said juridical person or individual, not only
the offender shall be punished but also said juridical person or individual shall be punished by the
fine prescribed in the Articles.

WU AN% HAKE I CENFBNIHICBVWTHERT AL GE ST . ) OREICKS
HEEY. WEEREHRELZEIE. ZHHUTO@EIZNT S,

Article 46 A person who fails to make notification under the provisions of Article 6 paragraph 1
(including the cases where it is applied mutatis mutandis pursuant to Article 9 paragraph 4), or

makes false notification shall be punished by a fine of not more than 200,000 yen.
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il

FTL% ROETOVNTAMNIGELTDEEE. Z0IESTRHELEFRRARE D1
NIFWAIX. —H7AMHUTOEEHILT 5.
Article 47 The officers or staff of a Registered Inspection Body who fall under any of the violations
in the following items shall be punished by a fine of not more than 200,000 yen.
— BB LEOHREICER LT HEESFEMATENT . MHHEREISLEHT~E
HIAZGCHE T TR BDILEHELI=EE.
(i) When they fail to prepare Financial Statements in violation of the provisions of Article 19

paragraph 5, fail to record matters that should be recorded in Financial Statements, or record false

matters.

\

~

© RSB EABVOISE AR AT S ORI RS REALEE.

(i)) When, without justifiable reason, they refuse a request under the provisions of the items of
Article 19 paragraph 6.

BN\ B =ROHEICRSMmAITE RIS EICE. EOEMMTHELEZES—
FOREIX. A AMUTOEEHZRT S,

Article 48  When a Center violates an order under the provisions of Article 33, the officers of said
Center shall be punished by a fine of not more than 200,000 yen.

b R

Supplementary Provisions

AT 3 H D
(Effective Date)
W% COEMEE. HEESAARCONTHIEETBANSETT S, FEL. KDE
FITH|IFAREIX. BEETITEDDHANLIITT S
Article 1 This Act shall come into force as from the date on which the Protocol takes effect in

Japan, provided, however, that the provisions listed in the following items shall come into force as
from the date stipulated in the respective item.

—  REDDIAEANFETROMAE +TROHE RTIEITFAMESREERS ) &
D H
(i) The provisions of the following Article to Article 6 of the Supplementary Provisions and

Article 15 of the Supplementary Provisions (excluding the provisions for amendment stipulated
in the following item): The date of promulgation

= MR TR OBE OMALATBEE N B 5 A A ST CP R DY SRR 2R
BAT%) BHA%E THOSIEREITHRDHNICRS. ) COFEEDIEITOH
(AR THifTH ] WS ) T AT RN B3 5 E R AR AR S E O T D H D
WFhENH
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(i) The provisions of Article 15 of the Supplementary Provisions [limited only to those
pertaining to the provisions for amendment of Article 15 paragraph 2 of the Act on
Pharmaceuticals and Medical Device Agency (Act No. 192 of 2002)]: The effective date of
this Act (hereinafter referred to as "Effective Date") or the effective date of the Act on

Pharmaceutical and Medical Device Agency, whichever is later

LTS ED
(Transitional Measures)

?ﬁi% VUL IR THDRRERITEIET HEE. HifTHETIZEWLTH,
VU2 LB IR DRUEDHIZEY . EDARDHFHET HENTED,

Article 2 A person who wishes to obtain the approval in Article 4 paragraph 1 or Article 9

paragraph 1 may, even before the Effective Date, apply for said approval under the example of the
provisions of Article 4 or Article 9.

2 EBREIE ATTHOKEIZEYARDHENH =5 E2IE AT HETIZHEN T,
V2% AL LR DIE DHIZKY %@E{a FTTHENTED. COGEIZENT, J’Lb
DIEDHNZKYEBEZ FI=ES & T HISEWTHEINESE —THXILB LK E —THD
MEIZKYKREZIT-bDERET .

(2) The competent minister may, when an application has been made under the provisions of the
preceding paragraph, grant such approval under the example of the provisions of Article 4 or
Article 9, even before the Effective Date. In such cases, when approval has been obtained under
the example of these provisions, the approval shall be regarded as having been obtained on the
Effective Date under the provisions of Article 4 paragraph 1 or Article 9 paragraph 1.

3 COIEROTAT DEBRISEAZ THIRZ EYEDE M HEZLTV0SHETH>T. 4
2 A IS DWW TE VIR —TH L LA —THO AR EEN TULENL DI,
TAT Ao N A&, 28— A F IR ARG SNbDEHETT . EDHIHH
il 1 I HFTITHZH MM HEFIRDHE A FED KR DHFHEAGSNLEIZE
WT. ZDYIHZZEBLI=EEX. TOHGEITRD AR ITAL D HEHEDH T4 LLITARR
DIEGDUDHLHHET. FkET 5.

(3) A person who is actually making Type 1 Use of living modified organisms upon enforcement
of this Act and who has not obtained the approval for said Type 1 Use in Article 4 paragraph 1 or
Article 9 paragraph 1 shall, for 6 months from the Effective Date, be regarded as having obtained
approval pertaining to said Type 1 Use. If an application for approval of Type 1 Use Regulations
pertaining to said Type 1 Use is made before the end of said period, the same shall apply when
said period has lapsed, until the date of the approval pertaining to said application, or decision to

reject the application for approval or refuse the approval.

””E%% FHEKETHOMRE T EOETHHEE. HATHAIZEWNTE. FXDHEDH
&Y. ZEDMHERDHEHEESTHIENTES.
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Article 3 A person who wishes to receive the confirmation in Article 13 paragraph 1 may, even

before the Effective Date, apply for said confirmation under the example of the provisions of the

same Article.

2 EHREIX. ATHOHEICEVIERZDHFEN D=5 E1ZIE. T HETIzE0TE, 5
T=XDOHEDHIZKY . ZOWHERETHENTES. COYLEITEBLNT. FZOHED
Bl kYR EZIT=EEF. AT HIZEWTHEZEE ~HOK EICKYEREZ Tt D EH
Y

(2) The competent minister may, when an application for confirmation has been made under the
provisions of the preceding paragraph, make such confirmation even before the Effective Date,
under the example of the provisions of Article 13. In such cases, when confirmation has been
received under the example of the provisions of the same Article, the confirmation shall be
regarded as having been received on the Effective Date under the provisions of paragraph 1 of the

same Article.

3 COIEROMATDEFRIE =858 RIS E T 558 M H%5ZL TS ETHO T,
[FTH D% 2 (T = PEdby 1B BZE O TUOEWLE D&, T H oSN A&, ezl
ERFEIHP LT BEHOTVDEDEALT . TDENED YAV T I HFETIZHZ
MERRDHGHEELIZGEIZENT. TOMHEFBLIZEE X, 0 HEE IR ST
RDERDLITNHHHET. FAKETS.

(3) A person who is actually making Type 2 Use as provided for in Article 13 paragraph 1 upon
enforcement of this Act and who has not taken containment measures for which the confirmation
in the said paragraph has been received, shall, for 6 months from the Effective Date, be regarded
as having taken containment measures for which the said confirmation has been received. If said
person makes an application for confirmation before the end of said period, the same shall apply

when said period has lapsed, until the date of the confirmation based on said application or

decision to refuse confirmation.

B HBH)\FHEHOEREZITEIETHEL. HATHIWIZEWLTEH, TOHEETD
CEMNTES.

Article 4 A person who wishes to receive the Registration in Article 18 paragraph 1 may apply for
the same even before the Effective Date.

2 EFREIX. ATHOHEICEYHHENH GG T HATIZHSLTH, /5%
DHFEDHIZELY . BiFETHIENTED. COGHITEWLT. FZFKDHEDHIZKYE T
ZRZIF=EE &, HATHIZBWTRES —THOHEIZKY EDEFREZ T3 DEMHET .

(2) The competent minister may, when an application has been made under the provisions of the
preceding paragraph, make such Registration even before the Effective Date, under the example
of the provisions of Article 18. In such cases, when Registration has been received under the
example of the provisions of the same Article, the Registration shall be regarded as having been

received on the Effective Date under the provisions of paragraph 1 of the same Article.
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Bhk FTIFBNIHOBREDORAEZITEIETHFHE. HITHITISENTE, EDHGE
ETOSENTES.

Article 5 A person who wishes to receive the approval of regulations in Article 19 paragraph 4
may apply for the same even before the Effective Date.

2 FHBREK. WIHOBEIZEYHENHo=HEICE. T HATCHENTE, Bk
FIHDHEDHIZLY ., RAjETEHIENTESD. COGEITEWNT. FIHOKEDHIZ
FYURBA 2 F=EE X, T HICEWTHIHDHEICLYEDR A ZEZITHDERTT .

(2) The competent minister may, when an application has been made under the provisions of the
preceding paragraph, grant approval even before the Effective Date, under the example of the
provisions of Article 19 paragraph 4. In such cases, when approval has been received under the
example of the provisions of the said paragraph, the approval shall be regarded as having been

received on the Effective Date under the provisions of the said paragraph.

(B2 ~DEAE)
(Delegation to Cabinet Order)

Nk BEAMDHIKIZEOHDZEDDIESN . COIEHEDMATICEL TR ERFIEHE L.
WA TEDD.

Article 6 Besides those stipulated in Article 2 to the preceding Article, necessary transitional

measures concerning the enforcement of this Act shall be stipulated by Cabinet Order.

S Eip)
(Review)

FL% BUNIE. COBEEOMATE LFEZBLIZGEIZENT, COEROIET ORI
DVWTHEEMA . LENHLIEROHDIEEF. ZTOHERITEOVWTHEDIHEEEHT 51
DET S,

Article 7 The government shall, after 5 years have lapsed from the enforcement of this Act,
conduct a review concerning the state of enforcement of this Act and, when recognizing it

necessary, shall devise requisite measures based on the results thereof.
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