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Veterinary drugs 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 veterinary
drugs,quasi-drugs, and medical
devices.Therefore,we perform technical
examination tests and investigations,and
provide guidance and advice at all stages,from
development to sale and use.

To secure animal health and food safety I
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The NVAL: a national center for regulatory science

WAl Organization

OTEAEEER @Planning and Organization Section

OBEERAER @Evaluation and Organization Section

OFIEER @ Technical Guidance Section

EERERE O ERBERERIFR @ Quality Assurance Section
n%ﬁg: Division OHYBAEERBERE 9 Senior Officer for Veterinary Drug Investigation

CEYAEEKSRERE 4 Senior Officer for Veterinary Medical Device Investigation
CEWMHAEEREME 4 Senior Officer for Veterinary Drugs
OREHMEMEIESFIE ¥ Senior Officer for Biosafety

OFR5R ®Administraion Division
RETER ®Accounts Division

General
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@Viral Assay Section
@ Bactrial Assay Section
@Immunology and Pathological Assay Section
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¢ Section Leader

< Senior Researcher
@ Chief Researcher
< Chief Inspector

@ Quality Assay Section
@ Safety Assay Section
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ivision Il

© Section Leader

© Senior Researcher
@ Chief Researcher
@ Chief Inspector
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Planning and Coordination Division

@ Plans and coordinates inspections
and tests.

@ Examination for approval application.

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

@ Provides technical advice on veter-
inary 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 as
well as Regenerative, Cellular therapy
and Gene therapy products, conducts
studies and research relating to such
testing, and makes the draft of the
veterinary biological product standards.

@ Stores distributes viral and bacterial
strains, standard products relating to
veterinary biological produsts, and
Regenerative, Cellular therapy and
Gene therapy products.

Assay Division ||

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

@ Stores and distributes and standard
products relating to veterinary drugs.
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Ensuring the quality of veterinary drugs

O RPN EEDIER M OIRERF DR TE

Preparation of standards for veterinary drugs and distribution of standard products

O EMZFHNRAIOERRE

National assays on veterinary biological products

VO RENRBICIImERE

Quality testing by ministerial order

O BREICODIERRDNERERUVRERTEESFNDIAKRE

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

O KFEICKDABRIRE

Test 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
production technology and quality control.
Vaccines and other biological products
generally have to pass national government
assays. 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
manufacture of vaccines under the seed lot
system.
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Examination and consultation for approval applications

O RERTEADHFEEDEER
Technical examination for approval applications
O ARHFFENFOERMREEESURE
Technical examination and inspection of laboratories(GLP,GCP,etc.)
VREEENURBEEEICHI2EEEGHRAR
Evaluation of conformity to GMP
O ARHRBEFOEKREO
Consultation services on the approval process
O EYFNRAIDBF R
Equivalence tests on biological products

O BFHIEFICOELIBROINE - BERUREH

Collection and distribution of information for the reevaluation of veterinary drugs etc.

FYAEEMZRERTIDCHICIE. B To manufacture and sell veterinary drugs,
MKEREORECEDEREZDERERD  marketing approval for each drug and licence for
RIEBICINUICRERTEDIAFANMETT.  marketing approval holders for classification of
S RGRTARFREDOEE WY, S drug are required. The NVAL conducts
ReREERER BRESFICHIOER. T oxamination, consult with Expert Council

DRMIEHNTFOEREEEESMEREZITO  setted up by the Minister before granting the
CLEY, approval and evaluates the conformity to

&/c. BRERmRE, FFED SHERCES reliability criteria of the data.
FTIRLBHCSADRAZELET. XS Developing a veterinary durg takes a great deal
FTEEEDBIBOEFZNSICH. FHFEERME
hoBEUIEHE - BEZTOELEBIC KRS
TBEDINE - RREPFHEZITU. EERER OB
HEPL2MOMESE - BEULZITOCLE T,

of time and 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
drugs.
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Emergency management and ensuring food safety

O BHNABMEER

RICHTDIEHEERZEXR

Emergency management in response to virulent diseases from abroad

Q IVAERmOEREEZEET DICHDRE

Studies to establish the standards of use for veterinary drugs

O RAIMMEENR (BYHRMAREOEARRIEHERS)

Monitor and control drug-resistant bacteria derived from animals
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There is a constant danger 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. In
addition, the NVAL has selected vaccine strain for
veterinary influenza vaccines based on research
in overseas outbreak. 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
improper use of antimicrobial produts.
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Technology; international cooperation

O BEMRE (JOVIINAR. HERRSE)

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

O AREFENOEKRHHEM (VICH)

International cooperation on harmonisation of technical requirements for registration of

veterinary products(VICH)
O EfThHE Q BT

Technical training

ES T DR ZF R CIN U EREDE N E
& MEBEDEEERTE REZITDCHIC,
HYAEERICETDMENITEE - iz s
btﬁcmﬁn%irbt W&, :nam%

[FRFNEE REEECRRSIEDED Z
P FICFRELUCVE T,

Fle. [IYAEEROAGREEEROFEFIC
B9 DEEHA(VICH)] DEZEADEE. BN
N EREDLE PR — (L FZEDHTNET T,

EHIC. BYARERERORERITOSATFEEL
DIz, B REDFEEERS, RERTTHEES
N RCIATHMEZ1T O CWVE T, ERRB i/
D—REUVCHBEZSZPFIREUVCEREITKRE U
D, BAIHEEICH T I T O CL\E I,

2010%5A. HFEMIATHRIAAN B Bm
EEITHRE MR BS Y EEN RN HETT
OSMU—T420 - BF—EUTCERESNEL
2o SBRBT7ITICHBITDRBHERDEZKNOTS
BLEYAEERTMOOE CEESMZRIC
LED

International technical cooperation

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 guidance
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
conferences on International Cooperation on
Harmonisation of Technical Requirements for
Registration of Veterinary Products (VICH).

The NVAL provides technical training to
prefectural inspectors and marketing approval
holders. The NVAL sends staff as technical
experts on missions abroad and receives
overseas trainees.

The NVAL and the National Institute of Animal
Health (NIAH) were  jointly  recognized as
Collaborating Centres 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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History of the NVAL

@ 1948 October

@ 1950 May

@ 1956 March

June
@ 1959 April
@ 1960 August

@ 1968 April

@ 1989 May
@ 2002 April

@ 2007 April

@ 2008 April

@ 2010 April
May

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

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.

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

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

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.

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

The Planning and Coordination Division is established.

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

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

The Quarity Assurance Section is established within the Planning and
Coordination Division.

The Assay Division | and Il is reorganized into the division included 5 Assay Sections.

National Veterinary Assay Laboratory (NVAL) and National Institute of Animal
Health (NIAH)  were jointly recognized as Collaborating Centres of which
cooperation field diagnosis, prevention of epidemics of domestic animal disease
in Asia, and is veterinary product evaluation.
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Facilities

T&

Main building

PREXBRER

Negative pressure testing wing
BROOFUIRER

Poultry vaccine testing wing

£ DOFURER

Live vaccine testing wing

E2F5E

Main building annex
RIS

Air-conditioned animal enclosure
I \EYE

Enclosure for medium-and
small-sized animals

8 MEREE
Earthquake-proof storage building
9 E2MEBREE
Earthquake-proof storage building I
SWKBDOFUBRER
Freshwater fish vaccine test building

KPENYE

Enclosure for large and medium-sized
animals

{ESZBRER

Chemical analysis building
SRR AR
High-performance tests building
KERDOFUIRER

Fish vaccine test building

ZeEEN A FR IR
Air-cinditioned test building

16

17

18

SN

Incinerator

SERANIB RS

Sewage disposal plant

BT - JEKEIER

Breeding and sewage control
buiding

BE

Storehouse

High Containment Biological Laboratory
8 1 BKEREH R

Marine fish testing facility |
88 2 KRR

Marine fish testing facility |l

10
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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/
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