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National Veterinary Assay Laboratory
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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

Organization

O {EEFEEE PFlanning and Organization Section

OETRESR 0 Evaluation and Organization Section

O EiiTfgiE:R @ Technical Guidance Section

it 8= OREREMERELH ® Quality Assurance Section
s tEilgr? Division CEYMEEESETE & Examiner for Veterinary Medicinal Products

CEYEERESEDE 4 Examiner for Veterinary Medical Device
CHYMAEREREME 4 Senior Officer for Veterinary Drugs
ORFERMEMEESME 4 Senior Officer for Bio safety

QR @ Administration Division

i3 BER ot ® Accounts Division
ration and
ts Division
Fh
General

[ Il JLR?E"?&E% 1888  @Viral Assay Section |

0o J,LR?E’H&E% 2 fEEE O Viral Assay Section ||

.ﬂﬁﬁﬁﬁ EItRlE @ Bacterial Assay Section

O R - FRIERENR AR ®Immunclogy and Pathological Assay Section
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4 Exective Research Officer
4 Senior Research Officer
4+ Chief Researcher

4 Chief Inspector

@ Quality Assay Section
i Veterinary AMR Center
@ Safety Assay Section
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4 Exective research officer
4 Senior research officer
& Chief Researcher

& Chief Inspector
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| FHEEAS - & Main Activities | "
<{EEHBHBE> Planning and Coordination Division
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@ FIPEICRDEMN. EFHTM. HEE
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FES AT (GLP. GCPH)
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@ BYHAFFMEEOBEHRTERURR

@ BYRERSTIESEOMEEROE
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@ 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 autharization 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 wveterinary
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 ||

@ 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

@ RFIBEEOERMUIRERFI QR[S

Preparation of standards for veterinary medicinal products (VMPs) and distribution of

standard products
W EPFHRFOEFRIRE

Mational assays on veterinary biological products

VEREGSICEINERE
Quality testing by ministerial order

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

W XBEICEHARIRE
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 techrology
and quality control. Vaccines and other biclogical
products (except seed lot products) generally have
to pass national assays. Cther VIMPs 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,
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Fxamination and consultation for approval applications

O RSIRTHRGERESFDER
Technical examination for approval applications

VERRRERSOERMEEESHAR

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

OREBERUGREEEICHTAEEESHRAR

Evaluation of conformity to GMP
@ RERHBEDOEH R URS O

Consultation services on the approval process and Equivalence tests
@ BIHEFCLRFBRONE - BEERUREH

Collection and distribution of information for the reevaluation of veterinary medicinal products
(VMPs) etc.
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BYAEEREEREWRFTTALHICIE. To manufacture and sell VMPs, marketing
R KEXEORECEOEKRELTODERER  approval for each VMPs and license for marketing
DORBICHUCREETXDIADNMUET  approval holders for classification of VMPs are '
9, S, BSRTEGTHREDFEER. #  required. The NVAL conducts examination of the
BFAn. ARBSFICDITOHEMA. TDR approval application documents, consult with
HERFOERIIREESEABTZTOTY  Eypert Council setteld up by the Minister before
& .o granting the approval and evaluates the

&I, BYMERLTIE. HRED SHEEICE conformity to reliability criteria of the studies
AHFETICREVEREESTFORREELFHT, M
SHRFTEEODABOEREEHSICHD. MR
BHSELEE - ER8ETOEEBIC, Y
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attached to approval applications

Denveloping a VMPs takes a great deal 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 VYMPs

IFIAFROIN SR - IR IEPFHZETL. KERODR
AR EMORSE RELZ{T2TUVET,
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Fkmergency management and ensuring food safety

@ BABMLARICHITIBEHEETENR

Emergency management in response to virulent diseases from abroad

O IVBAEEZEROERBEZRET HHDHEE
Studies to establish the standards of use for veterinary medicinal products (VMPs)

@ BYHERFIMEBRORE - WK

Surveillance and monitoring of antimicrobial-resistant organisms in animals

BEER{EOHEEICHEV. BADSEHERE
FEATHUAIHEZ F0 A OFE. 4
BERU CSFE ICDWT. BMEE T DI F
VDRI EORESFE{TO>TVED.

e, BPBROA LI Y OIF /0D
WTIE. BATORITRRZBEL. BEED
DFBDEFEET>XCTVLET,. ZKEERD
ICERDREBLEVWS OBMAEZERODOER
BERRTIILOORABETOTVET,

WETid. BFOERMENHRF I TS
NCBT, EFT N BOERMKESSICD
[THEHFBEREELTHEI SN, AOH
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ET>TLET. 201 7EH SHEHHDODAMB
TSV IREBLUTVET.

There is always risks that a virulent disease could enter
Japan from abroad. In the face of threals such as
Foot-and-Mouth disease, Rinderpest and Classical swine
fever the NVAL tests vaccines stockpiled by the government.,
and investigeles diagnaistics lor hese 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
esfablish 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 aguaculture 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
survelllance and monitoring of anfimicrobial-resistant
organisms in livestock in parinership with prefectures
and other organizations. AMR monitoring from companion
animals has been conducting from 2017
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| Research and international cooperation l

@ AEHE (TOJoMNR. HEARSE)
Scientific research (research projects, joint research, etc.)

@ EREFTEHOEEREMGED (VICH)

The International Cooperation on Harmonisation of Technical Requirements for Registration of

Veterinary Medicinal Products(VICH)
@ WOAHOS KL —F1v ot 5—

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

Veterinary Product Assessment in Asia

@ BiffHE R UB A RTR A

Technical training and International technical cooperation
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As a comprehensive research institute in the Tield of
velernary medicinal products (VIMPs), the NVAL
conducts a wide range o research sludies. These
sludies are conducted to suppor the provsion of
guidance and improve the performance of assays and
tesls. The results of researches are reported o relaled
sociefies and academic joumals, and also used to
update standards for VMPs and standard products
The NVAL plays an important part in the conferences
on Intemational Cooperation on Harmonisation of
Technical Requirernents for Registration of Vieterinary
MedicinalProducts (VICH),
The NVAL provides technical training to prefectural
inspectors and marketing approval holders o
VMPs. In the area of international technical
cooperation, the NVAL receives overseas tfrainees
The MVAL and the Mational 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
dormeslic animal disease, prevention of epidemics in
an Asian region, and the veterinary product evaluation.

fterie s o anfon
‘I' N S Ik o

b
i
=
1
oy




o atory

eterinary AS

£
-

N f

@ 1948 (lB¥M23) 108 REHLLEE (B EUMREBRL). BYE- eE3R s maig By

WHEMARSEPT) [CHRESN BTN, WYREDFANADERREZHE

@ 1950 (BB7025) & 5F BRESER (B BRKELALERSES) CRBESEEEN. BEES

ZEUTERBERBEERR

@ 1956 (BH31) &F 38 JEWHPEILZN. —H GERIELND.

6A WBYERSRBARIELUTHI (5FHE. FBRNUMAR)

@ 1959 (Bf034) £ 48 B (BEa5m) IOTSHE B
@ 1960 (BBf135) & 8F BITRRE (ZWHB1458) HRIE. EF2RICETTN. EECBRTIERAHE

HEERRE

@ 1968 (lBf043) & 48 EBEELRUARRZEER-ERURERTIHICHEEN
@ 1980 (i) € 5 TEESEELE
@200z (Fr14) F 487 ﬁ%iﬁ%?itﬁﬁﬁﬂﬁﬂf&ﬁﬁi‘fﬂﬁﬁﬂ’ﬁﬁﬁa FHAZESARU I

92007 (FRL19) & 48 (EEREFICEEHERETHE
@ 2008 (¥m20) F 48 fEEERICRTERMRARIENZRE
@2010 (Fri22) &£ 48 #HRESEIREEDS/HE~BEEMR

5 WYEREBREMERITTEIEARSE BoiRifES T AmmeEnE Emsm

(R BURTEHERZA BE BREXENMESHZEN B EHRREEr)

BHET [PV PICHIIDFERROEMBUMELS DWRAE RETE] =i
FIFETH0IEMR WOAH) ISR —T « 24 - /9—ICHBE

@ 2017 (Fr29) F A BHYRENFNEFICHT SREHR (HMEMTRBOEE) CBVT.

"8 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

@ 2017 March

ISO/IECT7025:2005 ZHIF

The Assay Division was eslablished as part of the N | A H ; national assays of
veterinary biclogical 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 Labaoratory (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 |l

The Planming 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 Coordinalion Division.

The Quality Assurance Seclion was eslablished within the Planning and
Coordination Division

The Assay Division | and || 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 Asla”,

NVAL was grated accreditation ISO/IEC 17025:2005 in sterility test (Bacteria and
fungi} of velerinary biological products.
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T305-8535 ZWMEOLK IFHEHREE2THL-22
TEL 029-811-6380

National Veterinary Assay Laboratory

Ministry of Agriculture Forestry and Fisheries

2-1-22 KANNONDAI, TSUKUBA, IBARAKI 305-8535, JAPAN
TEL +81-029-811-6380

Email nval_kikakuchouseika@maff.go.jp

HP https://www.maff.go.jp/nval/
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