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Nagoya University Rules on Recombinant DNA Experimentation

(PRl 644 A 1 HEREES 25)

(Rule No. 82 of April 1, 2004)
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Rule No. 29 of October 17, 2014
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Rule No. 35 of November 18, 2014
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Rule No. 76 of September 9, 2015
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(Purpose)
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SCEBMFA SRS 7)) (LR NEESE) LWnw)H, ) IKEESE, NERFHAEDD Z &
ZHBET D,
Article 1 The purpose of these Rules shall be to provide for necessary matters in order
to plan recombinant DNA experimentation ("Experimentation") at Nagoya University
("the University") and to ensure safety in their implementation based on the Act on
the Conservation and Sustainable Use of Biological Diversity through Rules on the
Use of Living Modified Organisms (Act No. 97 of June 18, 2003), the Ministerial
Ordinance to Prescribe Dispersal Prevention Measures, etc. to Be Taken in Type 2
Usage, etc. of Living Modified Organisms, etc. in Research and Development, etc.
(Ministry of Education, Culture, Sports, Science and Technology / Ministry of
Education, Ministry of the Environment Ordinance No. 1 of January 29, 2004), and
Items Prescribing Authorized Host Vector Systems Based on the Provisions of the
Ministerial Ordinance to Prescribe Dispersal Prevention Measures, etc. to Be Taken in
Type 2 Usage, etc. of Living Modified Organisms, etc. in Research and Development,
etc. (Ministry of Education, Culture, Sports, Science and Technology Public Notice No.
7 of January 29, 2004) ("laws, etc.").

(REDOE®)
(Duties of the President)
F25% REIX, RFECBT2FERICER D ZOMERICE LRIEEHT 5,
Article 2 The President shall be responsible for overall management of the assurance
of safety in experimentation at the University.

(ZeEER)

(Safety Committee)

H34% AT, AEHBRFHMBMZDNAERZAZES CIT ZeFBE) v
D, ) TEL,

Article 3 A Nagoya University Recombinant DNA Experimentation Safety Committee
("Safety Committee") shall be established in the University.

2 WEEZFERT, HEOHKMIISL, RICHBITLFHHICOWTHF#HL, K HIZHE
L TREICHEXIFET LD L T2,

2 The Safety Committee, in consultation with the President, shall deliberate on and
provide advice and recommendations to the President on the matters described below.
— FEBCET D BREDONRICET L HEIH
(i) The drafting of regulations, etc. concerning experimentation
T OEARITT 2 RGO A I B3 D SRR HIE
(i1) Basic points related to ensuring experiment plans are in compliance with laws, etc.
= FEBRITLR D EE R L O BRIZ B3 2 SR FIH
(iii) Basic points regarding education, training, and health management related to
experimentation
MU S A OBRO BT ALE K ORI B 2 AR IR
(iv) Basic necessary measures and improvements in dealing with accidents

T 2 OMMSERRO L EHERIZBE 5 HE I



(v) Other important matters concerning the assurance of safety in experimentation
(ZH)
(Committee Members)
FaAgk HREERT, RIHBITLEEEZ S > THHET 2,
Article 4 The Safety Committee shall consist of the following Committee members.
—  RFBESCFMITER, RFFBEAE R ERFITER,  RFEFEE IR QR T ek 05 o7
WFFERF OB AT D 5 B 6 14
(i) One Professor or Associate Professor from each of the following: Graduate School of
Letters, Graduate School of Education and Human Development, Graduate School of
Law, and Graduate School of Economics
T RTFEBRESAER, KRFBREFRUTER, KPR LFTER, RFBeAdn R P se
RFBEBREE AR, RPPeE WE P 7est, KFBAIFERFIERE, BREEEFHFZET,
TAY h=TEt 2 —, Bl TEBMRR, EOERERERINNIEE 2 — R OEE
B o S — OFR TR 1 4
(i1) One Professor or Associate Professor from the each of the following: Graduate
School of Science, Graduate School of Medicine, Graduate School of Engineering,
Graduate School of Bioagricultural Sciences, Graduate School of Environmental
Studies, Graduate School of Information Sciences, Graduate School of Pharmaceutical
Sciences, Research Institute of Environmental Medicine, Radioisotope Research
Center, Center for Gene Research, Bioscience and Biotechnology Center, and Center
for Animal Research and Education
= EEFAE
(iii) Safety Supervisors
A REEER 2 7 —REFHER
(iv) Director of the Health Management Office, Research Center of Health, Physical
Fitness and Sports
o WEFER TR
(v) Director of the Research Promotion Department
N XOMELETRERIEY LRI
(vi) Other persons deemed as appropriate by the Safety Committee
2 HEE 15, H2h, HI3ITKOEH6 TOEAIT, BEMEMT D,
2 The President shall appoint the Committee members prescribed in Item (i), Item
(i1), Item (iii), and Item (vi) of the preceding paragraph.
(1F:340)
(Term of Office)
FH5E HISE2HOEEOMHNL, 2H8& L, FLEHTRu,
Article 5 The term of office for Committee members prescribed in Paragraph 2 of the
preceding article shall be two years and renewable.
2 FHEOZRICRBEZAULE &L, TORMEMAET 2. ZO5LEICBIT 5ZE DT
I, AR OBRESM LT 5,

2 Any vacancies in the Committee in the preceding paragraph shall be filled. In such



cases, the term of office of a new Committee member shall be the remaining term of
the predecessor.
(ZEER)
(Chairperson)
F6R HeEEARIC, ZARAEZEL,
Article 6 A Chairperson shall be established in the Safety Committee.
2 ZERIF, ZEOHRZRIZLS,

2 The Chairperson shall be chosen by vote of the Committee members.

3 ZERIE, KEZEREWHEL, TOMELRD, HEL, ZERICFMDHD L&
X, ®ONCOEERMNEA LILZENHRR LD,

3 The Chairperson shall convene the Safety Committee and serve as its chairperson.
However, in the event that an accident, etc. prevents the Chairperson from attending,
Committee meetings shall be chaired by a member appointed in advance by the
Chairperson.

(E R H M ONRIR)

(Quorum and resolutions)

BT mimlE, ZEOB¥EOLFIZE > THRIIT 5,

Article 7 A majority of the members of the Safety Committee shall constitute a quorum.
2 EmEX, HEEOWEYEREL S THRL, AIGERBOE XL, BREORTHEZAICK
Do

2 Questions of procedure shall be decided by a majority of members present and
voting. When the voting is tied, the chairperson shall have the casting vote.

(B L OBEHE)

(Hearing of Opinions)

H8& WREBRVPMELRDD L XX, ZEUSOEOHELZ KD, ZOEREZHL
ZEMWTED,

Article 8 When deemed necessary by the Safety Committee, the attendance and
opinions of persons other than Committee members may be sought.

Viiv? )

(General Affairs)

FISR LWEREBROMBIL, W IIEIESHERICIS VTR T 5,

Article 9 The general affairs of the Safety Committee shall be handled by the Research
Promotion Division of the Research Promotion Department.

CHIEIRRY
(Directors of departments)

F10% HRORIE HEHREICET2EROLZ MR LLERFEEZ LT 5,
Article 10 Directors of departments (“Department Directors”) shall handle necessary
matters related to safety assurance in experimentation in their departments.

(HRmZEAER)

(Department Committees)
115 EBRETOMRIC, WEMAEZDNAERZEZES UIF MREEES) &



Wo, ) EHESL,

Article 11 A Department Recombinant DNA Experimentation Safety Committee
("Department Committee") shall be established in departments conducting
experiments.

2 WRZEESIL, MWREOEOFEEIIST, EEER O OB 5 EEREHE O5HE
PEIZOW TR T H1T0y, RIZHIT 2 FHEIZOWTIHE - FiET 5.

2 Department Committees, in consultation with department directors, shall examine
the compliance of experiment plans with laws etc. and with these Rules, and shall
conduct investigations and deliberate on the matters related to the following.

—  FEBRSESUTEBRXE (AT THEER=ETE] Lo, ) ROFEEGEHICET 2 FH

(i) Laboratories or experiment zones ("laboratories, etc.") and experiment facilities

= EBECE O B DB 5

(i1) The handling of experimental specimens, test items, etc.

= EBROFLESL N OLRAFIZET 5 FHIH

(ii1) Records of experiments and their storage

PO SEBRITAR 2 20E AT M QM s BRI B - 5 A

(iv) Education, training, and health management related to experiments

T FEEEEOERDO LI ILE N OUEERIZB S 5 HIH

(v) Necessary measures and improvements in capability to deal with accidents

N OMEBROL 2RI T 2 FHIH

(vi) Other matters pertaining to safety assurance in experimentation

125 HREESOMMKLONEE 2 LLERFHICOW T, HRORNED D,
Article 12 Necessary procedures in organizing and operating Department Committees
shall be prescribed by the department directors.

2 #HWRORE, BEOFHAZTED, IEFE L LEEE, BEICERE LRTTRS2
AN

2 Department directors shall report to the President when prescribing procedures,
etc. or when changing matters described in the preceding paragraph.

(ZRTATH)

(Safety Supervisors)
135 FERETOMBORIL TOMEMKEE L TR THEL 1 4L LERITH
ECACRANAR
Article 13 The department directors (including Deans of Schools and Graduate
schools) in charge of units engaged in experiments must appoint one or more Safety
Supervisors as assistant directors for safety measures.
2 EEFEET, WIETLEEEZITI,

2 Safety Supervisors shall perform the work described below.

EERDERE L N ORI > THEIEICZ TSN TWD Z & OfERR

(i) Confirmation that experiments are being performed properly in compliance with
laws, etc. and with these Regulations.

T EREER AT O8E



(i1) Provision of advice to persons responsible for experiments
= ZOMEBROLZEMRICET 5 LEREHOLH
(ii1) Supervision of other matters related to safety assurance in experimentation
(EBRE(EA)
(Experiment Supervisors)
F145% FEREFERLLD &35 L &1L, FEREIE I LI, YEERICEET 2809
LB ERBAE ZEORTIUTR B0,
Article 14 When a department, etc. intends to conduct an experiment, each experiment
plan shall include designation of a person responsible for the experiment (Experiment
Supervisor) from among the persons to be involved in the experiment.
2 FEREMEX, ZETTEELOEED TIZ, RICHEITLEEZITO,
2 Experiment Supervisors shall perform the following work, while maintaining
contact with Safety Supervisors.
—  EEBREIE OIS
(i) Drafting of experimentation plans
= EROERE KL O
(i1) Appropriate management and supervision of experiments
= EBEEE ISR S HE IR
(iii) Education and training of persons engaging in experiments
PO SEBRICAR D ek DO VER K OMRAT
(iv) Creation and preservation of records pertaining to experiments
T OMEBRO MR T 59
(v) Other matters related to ensuring safety in experimentation
(A FHiE)
(Examination procedures, etc.)
155 EREMLEL ERETOHAE FRX1ILAORKX10 208D L E 2 AICE
D, HOPLOHRBOEIZHFE LR TLR R, EREITEEAERE L LD L7558
ke 35, 2770, ERWEFEOELOLDOYLAIE, X103 ZmHT5ZLI1Lb,
FERFIBOEHIIRADHZ ENTE D,
Article 15 When performing experiments, Experiment Supervisors shall apply to
department directors in advance, following the procedures prescribed in Form 1 and
Form 1-2. The same shall apply when making changes to experiment plans. However,
when changes are made only in the persons engaged in experimentation, the
submission of Form 1-3 may be substituted for making changes to experiment plans.
F16% HRORIE, RIROBEIZLYHEND - EREIE CRBREHBOZEE 23T,
REFIZBWTRI L, ) MNERFCBOTHLBBI IR ESED S TWVRWER  ORE MRS
EH) OLEITE, HREZEESOFRELZRT, UEERGHEIZOWT, BELREE LT,
SCEREH KRB DRl 2 RO 2 T e H e,
Article 16 In the case of an experiment not covered by dispersal prevention measures
prescribed by law in the experiment plans for which application was made under the
provisions of the preceding article, following examination by the Department



Committees, department directors shall seek the confirmation of the Minister of
Education, Culture, Sports, Science and Technology through the President. (This
pertains to experiments subject to Ministry confirmation and includes changes to
experiment plans; the same applies in the following article.)
Bl 78R HWRORE, H155K0OMEICE Y BFERD - - ERFE A EAS IO TR
BB IEHENED DTV D FEER (BEAFEER) THLILEITIE, HMREZESOFEELKT,
ML FEBFTE 2GR T D52 LN TE D,
Article 17 In the case of experimentation for which dispersal prevention measures are
prescribed under law in the experiment plans for which application was made under
the provisions of Article 15 (institutional experimentation), department directors, may
approve the experiment plans following an examination by the Department
Committee.
2 ERORIE, ATEOBEIC LV EREIE AR L2HEE1E, EONIREICERE Lk
T 670,

2 When approving experiment plans under the provisions of the preceding
paragraph, department directors shall promptly report this to the President.

(FEBR O T T k)
(Termination or suspension of experimentation)
#1854 FEREMAL FEBSKTL, IFEBRZTILLSLAIE, K2 icewd &
TAILEY, HONTHRORICHE LT b2,
Article 18 When terminating or suspending experimentation, Experiment Supervisors
shall promptly report this to the department directors involved, as stipulated in Form
2.

(A HLuE)
(Examination criteria)
F1 9% HWREBRIIRT2ERFHEOFEIL, RITHT HFHICOWT, ERFICK
TOWMEMEICELMA - ETT 02 L1k viTo,
Article 19 Examination of experiment plans by Department Committees shall include
investigation into and careful consideration of compliance with laws, etc. pertaining to
the following items:
— B TADFIE
(i) Containment methods
= SRR MOVERER
(ii) Laboratories, etc. and experiment facilities
= FEBGEAEE M OVERIE S O R M OBl
(iii)) Knowledge and skills of Experiment Supervisors and persons engaged in the
experimentation
I ZOMERZE SN LR 5 FIH
(iv) Other matters deemed as necessary by the department directors

(TR =55 M VTR M D P & UM 42)
(Management and maintenance of laboratories, etc. and experiment facilities)



F205% HRORE, FEEESNKOERBRN 2 EREOED 2WHE CiADO L1
WZHE-> TRRE L, ZOEBLUREIZE D TR 57,
Article 20 Department directors shall install laboratories, etc. and experiment
facilities in accordance with physical containment levels prescribed by laws, etc., and
shall strive to ensure their proper management and maintenance.

(FEBREEL O B\ 5)
(Handling of specimens, test materials in experiments, etc.)
F2 15 EREEEIT, EBRREOBER R X AKORE K ONERE &Te, ) O
FBROFEREIZ G 7o > T, EHRFEL I OBREZEST L, EROLEMEEIIEE D RT T
AR AN
Article 21 Persons engaged in experimentation shall observe related laws, etc. and
these Rules in the handling of experiment specimens, etc. (including storage and
transportation of recombinants) and performance of other experiments, and shall
strive to ensure safety in experimentation.

(T ORI
(Provision of information)
2 2% FEEEMEEIL BB EEZREEL, F LML, UIEFEL T
HEZ I LI L T2561%, KA ICKVHFLHCERERIET L LB, BREO
BHTITHE LTI sin, £, BIn M AEMELZEY T, A LR
a2 ), XUFZFE L CERZIT I &A1, FEREHE & IR IC LV ERHOERH TIC
RH LTI B0,
Article 22 When transferring, providing, or consigning living modified organisms to a
party for use, etc., using Form 3, Experiment Supervisors shall provide information to
the party and shall report this to their department director. In addition, when
receiving a transfer, provision, or consignment of living modified organisms to perform
experiments, an Experiment Supervisors shall submit Form 3 to their department
director along with the experiment plans.

(BCE R
(Education and training)
F2 3% HWRORIL, FEEBEANIEREER I L, EREAOZOHBRZAMmSE
HE &b, FERICHLBERBEIMAITORITIE R 220,
Article 23 Prior to the start of experimentation, department directors shall provide
persons engaged in experimentation with the education and training necessary for the
experimentation, and shall familiarize them with pertinent laws, etc. and with these
Rules.

(e R 38 H5)
(Confidentiality)
2 4% FEBNEE, HMREBRZR, XeZAEREES, M DNAZERICERT
HFNL, ERUIFETHOBIRELZRDO LTUIR LR,
Article 24 Persons engaged in experimentation, Department Committee members,
Safety Committee members, etc., and persons involved in recombinant DNA



experimentation shall not leak confidential information gained through experiments
or examinations.

2 WRZEESZBRUOLEEZBRZEIT, FENRIERDEH O LD TR
HRH Y, FHAC LY LW S5 E1E, FEELZFRT LI LN TE D,

2 A Department Committee member or Safety Committee member may withdraw
from an examination when an experiment subject to examination is very closely
related to the members' own research and when such withdrawal is objectively deemed
to be appropriate.

(R 2H)

(Health management)

2 5% MREX FEREFEEOBEZHZITI,

Article 25 The President shall ensure that medical examinations are provided for
persons engaged in experimentation.

2 AHEICHET DERZENIL, BEIC W T4 TR RKFLESH/EE AR LK1 6
FERBEFE 8 0R) DEDDEIAIZLY, FAICOVWTITRENED L FARFEZ M=
JEFHEIC L VITH) b D ET D,

2 The medical examinations described in the previous paragraph shall be conducted
as prescribed in the Nagoya University Occupational Health and Safety Rules (Rule
No. 80 of 2004) for employees and in accordance with student medical examination
implementation plans prescribed by the President for students.

(BRI OHEE)
(Measures in the event of emergencies)
H265% WMRORIT, FEREFITBWT, FHCE L ITHIE, kKZOMoKEDZD
EMKENRFEEL, IBETLIBENDH L56121E, EHICHURHEL#E LRI
ECACRANAR
Article 26 Department directors shall promptly take appropriate measures in the
event that a living organism disaster occurs or may occur in a laboratory, etc. due to
an accident or due to earthquake, fire, or other natural disasters.
2 HRORE, AEEOPEICHET 25018, OB, #UCEESEZHONIHRE
IZHAE L2 TR 7220,

2 When the provisions of the preceding paragraph apply, department directors shall

promptly report the measures taken, etc. to the President.
(HEA])
(Miscellaneous Provisions)
H2 75 ZOBRBROFEMIE LLEREIIT, BENED D,
Article 27 Matters required for the implementation of these Rules shall be prescribed
by the President.
a1l
Supplementary Provisions
ZOBFRE, PRkl 64E4H 1 ANSHIITT D,
These rules shall come into effect from April 1, 2004.



Bt R CER1 74R6 H2 7 BBIEE 1 15)
Supplementary Provisions (Rule No. 11 of June 27, 2005)
ZOMRRE, AL THEE6 A2 7T ABHITT 5,

These Rules shall come into effect from June 27, 2005.

bt Al CERk1 93 A 2 8 HBIRREEE 1 0 6 5)
Supplementary Provisions (Rule No. 106 of March 28, 2007)
ZOFRIE, Pkl 94 H 1 BB HETTT 5,

These Rules shall come into effect from April 1, 2007.

A CER2 OE3 A3 1 HHRHEL175)
Supplementary Provisions (Rule No. 117 of March 31, 2008)
ZOFRIE, FEk2 04 H 1 B BHETT %,

These Rules shall come into effect from April 1, 2008

bt Al CERK2 493 A 2 9 HBIESE 1 0 55)
Supplementary Provisions (Rule No. 105 of March 29, 2012)
CORFRIE, FRR2 484 1 A6 RTT %,

These Rules shall come into effect from April 1, 2012.

Bt HI CERi2 5423 H 1 8 BHIRE 7 55)
Supplementary Provisions (Rule No. 75 of March 18, 2013)
ZOHBIE, FEK2 543 A 1 8 HBHITT %,

These Rules shall come into effect from March 18, 2013.

BRI CE2 54E6 A1 8 HHRHE 1 15)
Supplementary Provisions (Rule No. 11 of June 18, 2013)
COHRIE, HR2 5T H 1 AbRIATY %,

These Rules shall come into effect from July 1, 2013.

Bt Bl CER2 5427 H 2 9 BEIRERE 2 05)
Supplementary Provisions (Rule No. 20 of July 29, 2013)
ZOHRRIE, ERK2 5T H 2 9 H LTI b,

These Regulations shall come into effect from July 29, 2013.
Bt Rl CER2 6451 0H 1 7 BERESE 2 95)
Supplementary Provisions (Rule No. 29 of October 17, 2014)
ZOHRIE, P2 641 0H 1 7 B LH{TT 5,

These Rules shall come into effect from October 17, 2014.

i HI CER2 6451 1 H1 8 RS 3 55)
Supplementary Provisions (Rule No. 35 of November 18, 2014)
ZOHRIE, P2 641 1 H 1 8 HbHifT9 5,

These Rules shall come into effect from November 18, 2014.
BRI CER2 749 H 9 ARIRRE 7 6 75)

Supplementary Provisions (Rule No. 76 of September 9, 2015)
COMRRE, P2 7TH1 0H 1 B SfTd 5,

These Rules shall come into effect from October 1, 2015.
=
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2 Location and general situations of laboratory
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