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Veterinary drugs are used to diagnose, pre-
vent, and treat animal diseases. They help to
maintain and improve the productivity and
safety of animal products, as well as maintain-
ing the health of companion animals such as
cats and dogs. By preventing zoonosis such
as rabies and salmonellosis, they also play a
vital role in improving public health.

The National Veterinary Assay Laboratory
(NVAL) is responsible for assuring the quality,
efficacy, and safety of veterinary drugs, quasi-
drugs, and medical devices. Therefore, we
perform technical examination tests and in-
vestigations, and provide guidance and ad-
vice at all stages, from development to sale
and use.
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The NVAL: a national center for regulatory science

Organization

O tEFAER @ Planning and Organization Section
OEEREF @ Evaluation and Organization Section
OHIMIEEF @ Technical Guidance Section
:? /.IEE‘ %5 O EREREFRIR o Quality Assurance Section
' *g = natailgr? Division OHMAEEREEE @ Senior Officer for Veterinary Drug Investigation
l\ S CEMBAEEREME @ Senior Officer for Veterinary Drugs
|3
7
< -
OEER @ Administration Division
LR - &S558 055 ® Accounts Division
Administration and
N ts Division
-§l‘ OHEHAIRERE ® Bacterial Diseases Section |
g h OEFEREE @ Bacterial Diseases Section I
= Pl OHHEEREE @ Biosecurity testing Section
%‘ [ General OICBEMEMRER ® Applied Microbiology Section
5 OABERAIRERE @ Fish Diseases Section
OV A IV AHEIERESE @ Viral Diseases Section
OERBFIRERE @ Poultry Diseases Section
5} —IR ®>—FOov FEEE @ Chief Officer for Seed Lot Inspection
ivision | OFYEEBREEMEE © Senior Officer for Animal Experiment
O EEARE @ Senior Researcher
OMEMERAIRES @ Antibiotics Section

O—ERER

® General Medicament Section

y OEFERARER @ Pharmacology Section
mﬁ :E F ORBILFRERE @ Residue Chemical Analysis Section
ivision |1 O EEHARE 9@ Senior Researcher
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Planning and Coordination Division

@ Plans and coordinates inspections
and tests.

@ Examination for approval application.

@ Deals with accidents involving vete-
rinary drugs, collects and distributes
information on side effects, and pro-
vides technical training.

@ Provides technical advice on veteri-
nary drugs, inspection of laboratories
(GLP,GCP, etc.), and performs
equivalence tests.

@ Quality Assurance of assays, tests
and standard products.

Assay Division |

@ Tests veterinary biological products,
and conducts studies and research
relating to such testing.

@ Stores and distributes viral and bac-
terial strains and standard products
Ejelatlng to veterinary biological pro-

ucts.

Assay Division Il

@ Performs studies and research rela-
ting to veterinary drugs (excluding
biological products), veterinary qua-
si-drugs, and medical devices.

@ Stores and distributes bacterial
strains and standard products rela-
ting to veterinary drugs.
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Ensuring the quality of veterinary drugs

O SRIBZEDER KR UIRERAIDEHEF

Preparation of standards for veterinary drugs and distribution of standard products

O EMFREF DERIRE

National assays on veterinary biological products

O NEMBERFHIFOREGTICLEZmERE

Quality testing on antibiotic products by ministerial order

O TEERPEICH B EXMDPNERBERUVRERTREFNDIARE

Sampling tests at the distribution stage, and on-site inspections

O KFEIC K BEERIRE

Tests upon request
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The NVAL is conducting assays and testing on
veterinary drugs in order to ensure their quality,
efficacy, and safety.

Veterinary drugs require a high level of produc-
tion technology and quality control. Vaccines
and other biological products must pass na-
tional government assays; antibiotic products
must pass the tests by ministerial order. Other
veterinary drugs are subject to sampling tests
at the distribution stage.

In addition, the NVAL prepares a wide range of
standards and distributes standard products
used for quality inspections. The NVAL also
conducts tests on strains used in the manufac-
ture of vaccines under the seed lot system.
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Examination and consultation for approval applications

O HERFTEARFFFORMNER

Technical examination for approval applications

O EARHFENFOEEEEEES AT

Technical examination and inspection of laboratories (GLP, GCP, etc.)

O HEEBRUREERICET 5B4EE

Evaluation of conformity to GMP

O ARRFFOMHKEO
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Consultation services on the approval process

O EFNEH OEFEFEER

Equivalence tests on biological products

O BIHEFICHETFRONE - BERURM

Collection and distribution of information for the reevaluation of veterinary drugs etc.
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To manufacture and sell veterinary drugs, mar-
keting approval for each drug and licence for
marketing approval holders for classification of
drug are required. The NVAL conducts techni-
cal examination and evaluates the conformity to
reliability criteria of the data attached to ap-
proval applications.

Developing a veterinary drug takes a great
deal of time and cost. The NVAL provides ap-
propriate guidance and advice from the devel-
opment stage; collects, distributes, and eval-
uates a wide range of information; and also
verifies and reassesses the efficacy and safety
of approved drugs.
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Emergency management and ensuring food safety

O BARMGRRKEICHT 2RBEERSNE

Emergency management in response to virulent diseases from abroad
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Studies to establish the standards of use for veterinary drugs

O RAIMEEXR (EHERME ORI ZEEHRE)

Monitor and control drug-resistant bacteria derived from animals

O FMAERRORRIINT 2RENRK RIFELETHS)

Environmental impact assessment of veterinary drugs
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There is a constant danger that a virulent di-
sease could enter Japan from abroad. In the
face of threats such as foot-and-mouth disease
and highly pathogenic avian influenza, the
NVAL tests vaccines stockpiled by the govern-
ment.

In addition, the NVAL performs studies to help
establish standards of proper use for veterinary
drugs, to ensure that livestock and fishery
products never exceed MRL. We sample and
evaluate antimicrobial-resistance bacteria from
livestock production sites to prevent the im-
proper use of antimicrobial products. The NVAL
also studies and evaluates the impact of veter-
inary drugs on the environment.
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Technology; international cooperation
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Scientific research (regular research activities, research projects, joint research, etc.)

O AREEEROEMEMEEM (VICH)

International cooperation on harmonisation of technical requirements for registration of

veterinary products (VICH)
O EiirhHE

Technical training
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International technical cooperation
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As a comprehensive research institute in the
field of veterinary drugs, the NVAL conducts a
wide range of research studies. These studies
are conducted to support the provision of gui-
dance and improve the performance of assays
and tests. The results of research are also used
to update product and assay standards.

The NVAL plays an important part in the confe-
rences on International Cooperation on Har-
monisation of Technical Requirements for Reg-
istration of Veterinary Products (VICH).

The NVAL provides technical training to prefec-
tural pharmaceutical inspectors and marketing
approval holders. In the area of international
technical cooperation, the NVAL sends staff as
technical experts on missions abroad and re-
ceives overseas trainees.

—

3
=
)
Q
=
Q
b))
)
S
=,
N
~
Q
=i,
=
Q
s
0
0
17
)
o
h
Q
Sy
Q
]
=
)
i
~
<




" E
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History of the NVAL

@ 1948 July The Assay Division is established as part of the National Institute of Animal
Health; government assays of veterinary biological products commence.
@ 1950 May The Veterinary Drug Administration Division (VDAD) is established within the

Livestock Industry Bureau, Ministry of Agriculture and Forestry; the Assay
Division becomes a branch office of the VDAD and continues to perform
government assays as such.
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@ 1956 March The VDAD is abolished and the Assay Division is temporarily attached to

the Animal Health Division.

June The Assay Division is reorganized into the National Veterinary Assay Labo-
ratory (NVAL).
@ 1959 April The NVAL moves to a new building in Kokubuniji, its present location.

@ 1960 August  The present Pharmaceutical Affairs Law is passed, and takes force the next
year; the NVAL assumes responsibility for testing and other functions as

prescribed by the law.

@ 1968 April The Assay Division and the Investigation Division are reorganized into As-
say Division | and Assay Division .

@ 1989 May The Planning and Coordination Division is established.

@ 2002 April The Planning and Organization Section and the Technical Guidance Section
are established and the Administration Division is split into two Division.

© 2007 April The Examination and Coordination Section is established within the Plan-
ning and Coordination Division.

@ 2008 April The Quarity Assurance Section is established within the Planning and Coor-

dination Division.

©



ey NI Facilities

T IIIIIIII/’I»‘ \\§
Qy / §

\§

=

—

iy

3 7

i e 9 MRREE

Main building Earthquake-proof storage building
2 SPEFR 0 F¥&

Security Sheep shed

3 BERER

Negative pressure testing wing

4 BIRT U FURER 12 KHPEE

Poultry vaccine testing wing Enclosure for large and medium-sized
5 ETSFURER anmals

Live vaccine testing wing 13 {EEEER
b EoFe Chemical analysis building

=

Main building annex 14 SHEEREE
; EEEMS High-performance tests building

= =1 =

Air-conditioned animal enclosure 15 JKERT U F U 1EER
5 uNES Fish vaccine test building

=

Enclosure for medium- and 16 ZEEREhYn SRR
small-sized animals Air-conditioned test building

11 KIKET I F URER

Freshwater fish vaccine test building

17 BEREER

Incinerator

18 BKALEERER
Sewage disposal plant

19 8E - 5KEER
Breeding and sewage control
building

20 BE

Storehouse

21 HeEREH

General testing building
22 8 1 EKEEERMEER
Marine fish testing facility |

23 58 2 K AREERTERR

Marine fish testing facility Il
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T185-8511 RRAESFHAE1-15-1
TEL 042-321-1841 FAX 042-321-1769

National Veterinary Assay Laboratory

Ministry of Agriculture Forestry and Fisheries

1-15-1 TOKURA, KOKUBUNJI, TOKYO 185-8511,JAPAN
TEL +81-42-321-1841 FAX +81-42-321-1769
E-mail nval@nval.go.jp  HOME PAGE http://www.maff.go.jp/nval/
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