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To secure animal health and food safety
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Veterinary medicinal products (VMPs) are used
to diagnose, prevent, and treat animal diseases.
They help to maintain and improve the productivity
and safety of animal products, as well as
maintaining the health of companion animals
such as cats and dogs. Under the “One Health”
concept, 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 VMPs, quasi-drugs, medical devices and
regenerative, medical products for animal use
(incl. Cell-based products and Gene therapy
products). Therefore, we perform technical
examination tests and investigations, and provide
guidance and advice at all stages, from development
to sale and use.
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The NVAL: the national center for regulatory science

Al Organization

OTRERFZEES @ Planning and Organization Section

OBEERAER ®Evaluation and Organization Section

OFIiIEEE @ Technical Guidance Section

EERERE O ERBERERIR @ Quality Assurance Section
n%’?cr)]r? Division OEYHAEERERE @ Examiner for Veterinary Medicinal Products

CEYHEEERERTBES @ Examiner for Veterinary Medical Device
CHYHEEREREME ¥ Senior Officer for Veterinary Drugs
OREMEMEIESFIE ¥ Senior Officer for Bio safety

OFFFER ®Administration Division
RETER @Accounts Division

ODAVAZHIRESE 1 18E

@Viral Assay Section |

OIA)VAZHNRESE 2 7818  ©Viral Assay Section ||
OHEFAIRERS @ Bacterial Assay Section
% —&B O - RIEZFHIREESE @Immunology and Pathological Assay Section
ivision | OIE FETEE @ Exective Research Officer
OLBEFEHRAE ¥ Senior Research Officer
OEEHARE ¥ Chief Researcher
OEEREE < Chief Inspector
OmEREREE ®AQuality Assay Section
‘ O MRES 1 18l @Safety Assay Section |
% - OZEMRESE 2 fRlg @ sSafety Assay Section ||
ivision I OHELREHAE @ Exective research officer
OLRBEERRE @ Senior research officer
OEERAE @ Chief Researcher

CEEREE

@ Chief Inspector
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Planning and Coordination Division

@ Planning and coordination of inspections
and tests.

@ Examination for application for marketing
authorization and reexamination of
veterinary medicinal products (VMPs).

@ Responds to accidents involving VMPs,
collects and distributes information on
side effects of VMPs, and provides
technical training.

@ Provides technical advice on application for
marketing authorization of VMPs, inspection
of laboratories veterinary clinics, etc.(GLP,
GCP  etc.), and performs equivalence tests.

@ Quality Assurance of assays, tests
and standard products.

Assay Division |

@ Tests veterinary biological products as
well as Regenerative, medical products
for animal use, conducts studies and
research relating to such testing, and
makes the draft of the veterinary
biological product standards.

@ Stores and distributes viral and bacterial
strains, standard products relating to
veterinary biological products, and
Regenerative, medical products for
animal use.

Assay Division Il

@ Performs quality tests, studies and research
relating to VMPs (excluding biological
products), veterinary quasi-drugs, and
veterinary medical devices.

@ Performs antimicrobial resistance
surveillance and research in animals.

@ Performs studies and research relating to
VMPs residues in animal tissues after
administration of VMPs.
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Ensuring the quality of veterinary medicinal products
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Preparation of standards for veterinary medicinal products (VMPs) and distribution of

standard products

O EMZFHNRAIOERRE

National assays on veterinary biological products

VRENRGICIImERE

Quality testing by ministerial order

O MEREICHDIEEMODNERENURERTEFEFNDIARE

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

O KRBICLDEBERE

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

VMPs require a high level of production technology
and quality control. Vaccines and other biological
products (except seed lot products) generally have
to pass national assays. Other VMPs 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 tests. The NVAL also conducts
tests on strains used in the manufacture of
vaccines under the seed lot system.

To ensure the reliability of the tests, the NVAL
was received the evaluation of the third party
about ability to provide accurate test results and
granted accreditation ISO/IEC 17025: 2005 in
sterility test (Bacteria and fungi) of veterinary
biological products in Mach, 2017.
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Examination and consultation for approval applications

O REREARRFEEFDER

Technical examination for approval applications

O AR HFENFOERMREESURE

Technlcal examination and inspection of laboratories(GLP,GCP,etc.)
O HREBENURBEEICRHITI2EEESHRAE

Evaluation of conformity to GMP

O AR HFEFORKRUBEFEOF

Consultation services on the approval process and Equivalence tests

O BFHEFICOBELBROINE - BENUREM

Collection and distribution of information for the reevaluation of veterinary medicinal products

(VMPs) etc.
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To manufacture and sell VMPs, marketing
approval for each VMPs and license for marketing
approval holders for classification of VMPs are
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cost. The NVAL provides appropriate guidance
and advice from the development stage; collects,
distributes, and evaluates a wide range of
information; and also verifies and reassesses the
efficacy and safety of approved VMPs.
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Emergency management and ensuring food safety

O BABECRRKRICHITIEHEERENR

Emergency management in response to virulent diseases from abroad

O BIMAEEROERAREZRE T DcHDRE

Studies to establish the standards of use for veterinary medicinal products (VMPs)
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Surveillance and monitoring of antimicrobial-resistant organisms in animals
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There is always risks that a virulent disease could enter
Japan from abroad. In the face of threats such as
Foot-and-Mouth disease, Rinderpest and Classical swine
fever, the NVAL tests vaccines stockpiled by the government,
and investigates diagnoistics for these diseases.

In addition, the NVAL has selected vaccine strains for
veterinary influenza vaccines based on research in
overseas outbreak. The NVAL performs studies to help
establish standards of proper use for VMPs, to ensure
that livestock and fishery products never exceed
Maximum Residue Limits (MRLs) of these VMPs.

The NVAL is designated as the core laboratory for
Antimicrobial Resistance (AMR) countermeasures in
livestock production and aquaculture in the National
Action Plan on AMR, and plays a key role in the
collaboration with the corresponding institutions for AMR
in human health. In order to prevent the improper use of
antimicrobial products, the NVAL has been conducting
surveillance and monitoring of antimicrobial-resistant
organisms in livestock in partnership with prefectures
and other organizations. AMR monitoring from companion
animals has been conducting from 2017.
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Research and international cooperation

O AEMR (TOVIIMMAR. HERRE)

Scientific research (research projects, joint research, etc.)

O AREFENOEEKRHFEM (VICH)

The International Cooperation on Harmonisation of Technical Requirements for Registration of

Veterinary Medicinal Products(VICH)
W OIEOSRU—FaVT - BVH—

The OIE Collaborating Centers for Diagnosis and Control of Animal Diseases and Related

Veterinary Product Assessment in Asia

O ETFHER OB i 7 71

Technical training and International technical cooperation
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As a comprehensive research institute in the field of
veterinary medicinal products (VMPs), the NVAL
conducts a wide range of research studies. These
studies are conducted to support the provision of
guidance and improve the performance of assays and
tests. The results of researches are reported to related
societies and academic jourmnals, and also used to
update standards for VIMPs and standard products.
The NVAL plays an important part in the conferences
on Interational Cooperation on Harmonisation of
Technical Requirements for Registration of Veterinary
MedicinalProducts (VICH).
The NVAL provides technical training to prefectural
inspectors and marketing approval holders of
VMPs. In the area of international technical
cooperation, the NVAL receives overseas trainees.
The NVAL and the National Institute of Animal Health
(NIAH) were jointly recognized as Collaborating
Centers in May, 2010. International contributions are
accomplished in respect of the diagnosis of the
domestic animal disease, prevention of epidemics in
an Asian region, and the veterinary product evaluation.
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@ 1948 October

@ 1950 May

@ 1956 March

June
@ 1959 April
@ 1960 August

@ 1968 April

@ 1989 May
@ 2002 April

@ 2007 April
@ 2008 April

@ 2010 April
May

@ 2017 March

ISO/IEC17025:2005 ZES

History of the NVAL

The Assay Division was established as part of the N | A H ; national assays of
veterinary biological products commence.

The Veterinary Drug Administration Division (VDAD) was established within the
Livestock Industry Bureau, Ministry of Agriculture and Forestry; the Assay Division
became a branch office of the VDAD and continued to perform government
assays as such.

The VDAD was abolished and the Assay Division was temporarily attached to the
Animal Health Division.

The Assay Division was reorganized into the National Veterinary Assay Laboratory (NVAL)
The NVAL moved to a new building in Kokubuniji, its present location.

The Pharmaceutical Affairs Law is enacted, and enforced in the next year; the NVAL
assumed responsibility for testing and other functions as prescribed by the law.

The Assay Division and the Investigation Division were reorganized into Assay
Division | and Assay Division II.

The Planning and Coordination Division was established.

The Planning and Organization Section and the Technical Guidance Section were
established and the Administration Division was split into two Divisions.

The Examination and Coordination Section was established within the Planning
and Coordination Division.

The Quality Assurance Section was established within the Planning and
Coordination Division.

The Assay Division | and Il is reorganized into the division included 7 Assay Sections.

The NVAL and the National Institute of Animal Health (NIAH) were jointly
recognized as Collaborating Centers of which cooperation field is “Diagnosis and
Control of Animal Diseases and Related Veterinary Product Assessment in Asia”.

NVAL was grated accreditation ISO/IEC 17025:2005 in sterility test (Bacteria and
fungi) of veterinary biological products.
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Facilities

T&

Main building

BEEXRER

Negative pressure testing building
BRDOFUIBRER

Poultry vaccine testing building

EDOFURER

Live vaccine testing building

E2F5E

Main building annex
RIS

Air-conditioned animal enclosure
I \EYE

Enclosure for medium-and
small-sized animals
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MEREE

Earthquake-proof storage building

2 MEREE

Earthquake-proof storage building I
SRKBDOF UIRER

Freshwater fish vaccine testing building

KPENYE

Enclosure for large and medium-sized
animals

{ESZBRER

Chemical testing building
SRR AR

High-performance testing building

KERADOFUIRER
Fish vaccine testing building
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Air-conditioned animal enclosure
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Incinerator

SERANIB RS

Sewage disposal plant

BT - JEKEIER

Breeding and sewage control
buiding

BE

Storehouse

Bio-safety level 3 testing Laboratory
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T185-8511 REEEDFHFE1-15-1
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@maff.go.jp
HOME PAGE http://www.maff.go.jp/nval/index.html
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