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The NIHS emblem appearing on the cover was designed by Yutaka Eda, a member of the Dokuritsu-Bijutsu-
Kyokai. It symbolizes the endless pathways in research on evaluation of quality, safety, and efficacy, which is
the mission of the National Institute of Health Sciences.
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The National Institute of Health Sciences (NIHS), which will celebrate the 150th anniversary in 2024, is the longest-
running national research institute in Japan. When the NIHS was founded in the beginning of Meiji era at late 19th
century, it was mainly responsible for quality inspection of pharmaceuticals imported from overseas. Today, the NIHS
covers not only pharmaceuticals, but also numerous chemicals present in our living environments, such as medical
equipment, regenerative medicine products, daily commodities including cosmetics and detergents, food, food
additives, pesticide residues, and plastics used in food containers and packaging. Furthermore, microorganisms in
food are also targeted. Our mission is to conduct test, survey, and research on these chemicals and foods to accurately
evaluate their quality, efficacy, and safety, and to reflect in the health, labor and welfare administration and other national
policies, thereby maintaining and improving the public health and living environment.

With the progressive advancements in scientific technology, health and environmental issues associated with chemicals
and food keep changing. The NIHS is responsible for harmonizing science and technology with “human and society”
and coordinating them to serve the interest of the citizens. This kind of research is referred to as “regulatory science.”
We are conducting our daily operations with the aim to actively promote the regulatory science.

The NIHS was relocated to the KING SKYFRONT area in Kawasaki in 2017. Our new mission is to collaborate with
research institutions, companies, and universities in this area, supporting the development of cutting-edge medical
products such as innovative pharmaceuticals, medical devices, and regenerative medicine. We aim to provide the
highest level of healthcare to each individual, contributing to the realization for a society of healthy longevity.

Marking a significant milestone in our 150-year history, we take pride in being a pivotal research hub for regulatory
science in Japan in the 21st century. We are committed to ensuring the safety of pharmaceuticals, food, chemicals, and
other products, safeguarding the health and well-being of the nation, and contributing to both individuals and society.
With this sense of pride, we look forward to passing on this legacy to the next generation.

Masamitsu HONMA, Director General



-

EUEERBREENTEAE. Ba7F (18744) (C
EERAREELE U COBEEDRRAREIGZE UTCHE
Ulz. b ETRDEVEILRRITFAKE T, Z0%.,
BRIG206F (18874) ([CRREEHBRAMEMSNE
Uize

KIE3FE (1914%) ([ClE. FE—RREDTEICK,
EEROMANRIER /D, EEERERORIES
FIEL. Z<LDOEEROEEICKIILE UIZ. €D
&R, ZTNETHEAICKT U TV O EOREEZED
IERALDEBHO I SNE LT,

KIETTE (1922%F) ([ClF. EHSBICEABEYHNIS
MERSNER(TON. ABHRENFEIBINE LI,

B34 (1938%F) ICEEEDHEEICHV. BEE
DFEERIFE Ulc, BBR1214 (1946%) (CIF. #H
MREODOTENSABICEE L. BH244F (1949%F)
(Cld. BENIEAFERAT SO S N, KRERETAGFBRAT (S
KIRZFrER ) E Uco

BBAIS34 (1978%F) [CIIE M. HIRE. WIELL.
ZRFEME IRT/ LARERZEE) homdLeME
YRBRIAR Y I —HRESN. RN EERE
FBEEBIC, DPEICSTEL2MABRTFEROTLHN
JEZERICTEBNREOND L LRI F U,

BBAIS58 (1980%) [C(d. BEEHLOEBEYHIE
MBRIZDFUR(CEERIN, FRERBYREHRE
By, ABEO#bEEBIC, dbiBE. FE. MW
B RUBTFEDSH G & DRTBEIEZ (FH D AHHIA
AVAVES W) el

BBA60F (1985%) L&, FAIEEERVELTT
HIRAEERDOENL., EAME. HHEERBR. XA
IR EFTC (CFHAD A E RN RYENEFTNTER
UTco &BIC, ZEMFHEDIZHDF LWVUR T 7R
AV M REBERDFE U,

BIEIGAIT MK JIEB42FF T (1874~1909) #HFIRET
Previous NIHS facilities (1874-1909)

FRIF7A. EERFOAREEEERTHEMD
EBEULMMTON, BIHEABRANOCEIEERERD
BEWMEMICHM TS EEDIC. EEREFOERE
BEEZTOEEREERSEE IR ULELR,

TH14F4H. BREERMZHRET D REEL
MBIAREEDOBEEZITV., FIERBYHIEHR
HEFELE U, FICICECTFHIREREE. RRBESIEE.
ERZERZEDIL=HRE L E U,

TR16F48. ¥/ LARZEZINA UICBEHRNRE
HORARZEDORBREBRDIMEZITOCH. KBRZAD
R ZCm L. KRR AMICEBERLE U,

Fle. EEREERSEE VI . EEREZD
ARBAZFDEBZ—TTIL T Bcd. MIITEIEA
EEREBEESROEEICREINE U,

TR17F48. EEREMS K UEBKESSFRIMTD
B LOEHDEBREMZERSD CEE LT, MIITH
ENEEERFFRFANERESN. M/ I8, KR
XPBXUERBYHEHRS (UEs. FUR. IR,
BFE) "BEINF U

ER26FENTBBROUFR27EL4B(C. FEEEADMIE
BRURE - EEHBHEEZEBEIA. BLE - i
EEHBID X BELFERERR S VICRE M TRIFHE
BEIRERELF LT,

TH29F(IC. BAEFEH SEEDRITF I 2A AT
Oy MIXICEELE LT,

SH6E4R. EZYEICKDETEIERGEDREE
FEPRES ) LARZOENSHRT DI, T/ A
ZEMFREIRBRELF Ul

INBIC&Y, HRWGREFCII>1EENH DR -
MR=ZTOIEEHIC. BEDFICHITZIEERRNZ
TABHEELUTOERAZRICLTVET,

B84 2F KXWIBFI20FEF T (1909~1945) HHFIRET
Previous NIHS facilities (1909-1945)




HISTORY

The National Institute of Health Sciences (NIHS), which was
established in Tokyo in 1874 as the Tokyo Drug Control Laboratory
(later renamed the Tokyo Institute of Hygienic Sciences), is now
a major organization within the Ministry of Health, Labour and
Welfare (MHLW). It is the oldest national research institute in
Japan and currently consists of 21 divisions, 5 of which belong to
the Center for Biological Safety and Research (CBSR).

Initially, the NIHS was principally engaged in the analysis and
quality inspection of imported drugs and in the analysis of
chemicals in foodstuffs and drinking water as well as hot spring
water. After the outbreak of World War | in 1914, research on the
manufacturing of essential drugs became of major significance
due to difficulties and in some cases the cessation of their
importation. This paved the way for Japan to establish a modern
pharmaceutical industry.

In 1922, the first Experimental Station for Medicinal Plants, which
was established at Kasukabe, began research involving trial
planting and other activities.

In 1938, the Institute was placed under the control of the newly
launched Ministry of Health and Welfare. In 1946, the Institute
has been relocated to Yoga from Kanda Izumi-cho. In 1949, its
name was changed to the National Institute of Hygienic Health
Sciences. In the same year, the Osaka Institute of Hygienic Health
Sciences became the Institute’s Osaka Branch.

In 1978, the Center for Biological Safety and Research was
established in the NIHS together with a new building and animal
facilities. The Center serves as Japan's leading safety testing and
research organization.

In 1980, the main Experimental Station for Medicinal Plants was
moved from Kasukabe to Tsukuba, where it became the Tsukuba
Experimental Station for Medicinal Plants. While strengthening its
operations, the Station also established a system for researchers
to communicate with other laboratories in Hokkaido, Izu,
Wakayama, and Tanegashima.

Since 1985, various new substances (or materials)/products
requiring the evaluation of quality, safety or efficacy have
emerged. These include not only newly developed drug dosage
forms and recombinants DNA (medicinal) products, but also
medical devices and their materials, newly developed food
products, and natural food additives. New research activities to
evaluate their quality and safety have become necessary.

In 1997, with the reorganization of the regulatory system
for pharmaceuticals and medical devices in Japan, the
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Previous NIHS facilities (1946-2017)

Pharmaceuticals and Medical Devices Evaluation Center was
established in the NIHS. This Center is responsible for pre-
marketing evaluation of pharmaceuticals and medical devices.

In 2002, consolidation of food-related fields and other evolving
fields resulted in the reorganization of national research institutes.
This led to the closing of the Experimental Station for Medicinal
Plants in Izu and the establishment of the Division of Cellular
and Gene Therapy Products, the Division of Biomedical Food
Research, and the Division of Medicinal Safety Science in the
NIHS.

In 2004, the Osaka Branch was reorganized to conduct research
that will provide the basis for developing epoch-making
medicinal products through the application of genome science,
protein science and other evolving sciences. As part of this
reorganization, the Branch was relocated to Ibaraki City in Osaka
Prefecture.

Meanwhile, unification of the approval and examination system
of pharmaceuticals resulted in the Pharmaceuticals and Medical
Devices Evaluation Center merging with the Pharmaceuticals and
Medical Devices Agency.

In 2005, the National Institute of Biomedical Innovation was
established to conduct research on converting the fruits of basic
research into pharmaceutical and medical device development
as well as supply research resources for supporting such
development in Japan. Jurisdiction over the Cell Bank Division,
Osaka Branch, and Experimental Stations for Medicinal Plants
(Hokkaido, Tsukuba, Wakayama, and Tanegashima) was
transferred to this Institute.

In 2014 and 2015, Division of Cell-based Therapeutic
Products,Division of Molecular Target and Gene Therapy
Products, and Division of Risk Assessment were established with
organizational reform according to revision of Pharmaceutical Affairs
Law as well as enactment of the Law on Promotion of Healthcare
Industries and Advancement of Healthcare Technologies.

In 2017, the NIHS has been relocated to King Sky Front area,
Tonomachi, Kawasaki-ku, Kawasaki City from Kamiyoga, Setagaya-
ku, Tokyo.

In April 2024, Division of Genome Safety Science was established
to research on health disorders such as lifestyle diseases caused
by chemicals.

NIHS is a key organization engaged in testing and research from
an international perspective, and also provides international
cooperation in relevant fields.
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The NIHS is engaged in developing and standardizing the evaluation methods for the quality, safety, and efficacy of

pharmaceuticals derived from chemical synthesis, biotechnology-based pharmaceuticals,” oligonucleotide therapeutics,

diagnostic agents, gene therapy products,” cell-based therapeutic products,® crude drugs, and medical devices,
and conducting related studies and research. It is also engaged in testing and research on controlled substances and
plants and on the detection of biomarkers™ related to serious adverse drug reactions and various factors that affect the
occurrences of adverse drug reactions for promoting the proper use of medicines and ensuring their safety.
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The NIHS is engaged in testing and research to establish standard methods for analyzing contaminants in foods (such as pesticide
residues, ® veterinary drugs, environmental pollutants, heavy metals, and radioactive materials). It also conducts testing and research
to establish the standards and ensure the safety of food additives, food utensils, packages, and other items, while also conducting
testing and studies to prevent health hazards caused by food-poisoning bacteria, microbial toxins, etc. It is also engaged in testing

and research to evaluate the effects of the substances contained in household products, drinking water, indoor air, etc. on the human
body, and in testing and research to establish the standards and ensure the safety of cosmetics and quasi drugs.
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CBSR conducts testing and research on safety evaluation of various compounds such as chemicals, pharmaceuticals,

foods, and food additives, using living creature (the entire body and certain organs or tissues as well as genes). It is also
engaged in research to establish safety assessment methods including computerized information analysis.
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The NIHS is engaged in testing and research on the synthesis methods, molecular structures, and natures of various
organic compounds including pharmaceuticals and in biochemical testing and research on biological effects and
reactions such as allergy to substances in drugs and foods. It also collects, assesses, and disseminates information
pertaining to the safety of drugs and foods both in Japan and abroad.
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*1 The drugs whose active ingredients are the peptides and proteins produced by applying biotechnology such gene-recombination technology and cell culture technique

*2 Drugs with oligonucleotides (in which nucleic acids or modified nucleic acids bind linearly) as the therapeutic entity, which directly affect the body without the expression of proteins and
are produced by chemical synthesis

*3 Gene- or cell-based products. by which the genes or transduced cells are administered into the body to treat diseases with the physiological actions of the proteins produced by the genes

*4 The cell-based products that are implanted to the affected site for the regeneration of tissues and organs with normal functions, or the cell-based products aimed at treatment of diseases
by the administration of cells

*5 Substances in the body., such as proteins and genes in the body fluids and tissues, that correlate with changes in disease conditions or responses to treatment and are used as their indicators

*6 The pesticides that remain in foods after being sprayed on the soil and agricultural products
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DIVISION OF DRUGS
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In order to ensure the quality, efficacy and safety of synthetic drugs, research activities of the division are focused
on the following areas: 1) characterization of physicochemical properties and stability of active pharmaceutical
ingredients (APIs), 2) quality management system in the product development, production, and distribution, 3)
analysis of formulation composition, 4) bioequivalence tests and alternative methods, 5) pharmaceutical properties
and performance of formulations including novel administration route and/or drug delivery system (DDS) products.
The results are applied to the revision of general tests and monographs in Japanese Pharmacopoeia and setting new
quality-related guidelines. Official tests and precise quality evaluation of pharmaceutical products on the market are

also performed to ascertain and improve their quality.
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Dissolution of drug from a tablet is measured in a simulated
digestive fluid in a beaker to investigate the relation with
drug absorption.
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Evaluation of stability and performance of pharmaceuticals
using X-ray CT with spatial resolution of hundreds of
nanometers
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Pharmaceutical active ingredients, excipients or water

content of products are characterized using rapid and non
destructive near infrared spectroscopy.
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The relationship between the physicochemical properties of

nano-sized drug formulations and product performance is
studied using state-of-the-art technology.
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DIVISION OF BIOLOGICAL CHEMISTRY AND BIOLOGICALS
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This division is responsible for the biopharmaceuticals including biotechnological products such as monoclonal
antibodies, biosimilars, biological products, and polysaccharides, and exosome products that will be developed in
the near future. In order to ensure the quality, safety and efficacy of these products, we engage in their experimental
preparations, the development of methods for their characterization (in terms of their structure, physicochemical
properties, immunochemical properties and biological activity, etc.), as well as in the standardization of analytical
procedures for quality control, the establishment of test methods in Japanese Pharmacopoeia, and the official testing
as an Official Medicine Control Laboratory. Advanced basic and applied studies related to this research are also being
conducted.
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Characteristics of manufacturing process and structure of FIEDFREFHE

biopharmaceuticals Studies on evaluation methods for protein aggregates and
subvisible particles in biopharmaceuticals
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Studies on evaluation of structural characteristics of Studies on Cell-based assays for evaluating biological
therapeutic antibodies by Multi-attribute method activity of mAbs
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DIVISION OF PHARMACOGNOSY, PHYTOCHEMISTRY AND NARCOTICS

AR AR - ZHRFOREEREAWEICET DHER - R, EERERICET DR, RAERIELEGYD
BEEEYBMRICETIMRLT(C, FE, AFHRERUBR NS v IEOERHEYROEYICET 25 -
MRZITO>TVET, Ffle. LELOEBEEVEICOVT. BAERAZFUHET2RTEEERRIEDRTEIC

BIDEEDHIC, BEXDICEHATZHRE - IRLUIC. RAEYOREICET 253NE & DERANZET
LTWET, COICEEFHBEOHENAUKSDEE - BEDEWXEHZETOTVET,

The division engaged in research and testing works for ensuring quality, efficacy and safety of herbal medicines
and herbal medicine products, studies on herbal medicine resources, structures and biological activities of natural
products, and research and testing works on narcotics, stimulants, and illegal drug substances. The division performs
further regulatory scientific works on those natural products and help formulation of the official specifications such as
the Japanese Pharmacopoeia for herbal medicines and pharmaceuticals derived from natural products. Studies on
boundaries for foods and drugs, contribution to the consultation for international harmonization of standards for herbal
medicines and herbal products, and maintain and run a shared analytical equipment in MHLW are other division’s
assignments.
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Standardization and international harmonization of herbal Narcotics, cannabis, new psychoactive substances and
medicines other illegal products
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Comprehensive component analysis of herbal medicines Visualization of internal morphology of crude drugs using
(crude drugs and Kampo medicine) X-ray computed tomography (XCT)
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DIVISION OF CELL-BASED THERAPEUTIC PRODUCTS
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Recent progresses in regenerative medicine and stem cell science provide new approaches to innovative therapeutics
such as cell-based therapeutic products derived from iPS cells, ES cells or somatic (stem) cells. We are engaged in
the studies on the evaluation of the quality, safety and efficacy of cell-based therapeutic products. Biochemical and
molecular biological studies related with this field are also conducted at the division.
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Study on assessment of genomic instability during the cell- Studies on quality and safety evaluation of tissue engineered
based therapeutic products manufacturing process products using human mesenchymal stem cells
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Studies on viral safety of biological products

Studies on sensitive testing methods for detecting
undifferentiated ES/iPS cells and transformed cells in
products
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DIVISION OF MOLECULAR TARGET AND GENE THERAPY PRODUCTS
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Recent progress in life sciences, especially in genome research and biotechnology, provide new approaches to
innovative therapeutics such as gene therapy products, oligonucleotide therapeutics and molecular target drugs, and
gene diagnostics. In this division, we are engaged in the studies on the evaluation of the quality, safety and efficacy of
the innovative therapeutics. Biochemical and molecular biological studies related to those products are also conducted.
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Various gene therapy products and transduced or Evaluation research to ensure the reliability of diversified
genetically modified cells used for gene therapy diagnostic methods
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Various oligonucleotide therapeutics Research for the safety assessment of small-molecule drugs
with novel mechanisms of action
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DIVISION OF MEDICAL DEVICES

EEfEEIE. XX DER—ZAA—H XRCTEE. VI D I7RELELHTHY . EMRDEHRID
SERRROERIDBZELSIRICOIEVFTRT, EBF. COXRDIBEEKS - ERMTEOREE P 2O
EDRRICE I FONTEHRPHARZERERGEDEAREERERNFCEDENULTVET ., FEEFE
EOT. BAROEREREESZEIE UIIEHICHRIFITVLET,

There are so many kinds of medical devices used clinically used, such as scalpels, cardiac pacemakers, X-ray CT,
software and so on. And they are made of different kinds of various materials. The division conducts researches on
evaluation mainly for characteristics and safety of various medical devices and their materials for ensuring safety of
patients and users. The results and knowledge obtained in the activities are utilized in the drafting of the standards for
marketing approval of medical devices. In addition, the division intends to international standardization of evaluation
methods/systems for medical devices developed in Japan through industry-government-academia collaboration.

AR ZSOCEMNTERMR ORI, #EE. EFEE M
Sl S F S F RIS K
Safety, function and compatibility of innovative medical

materials, including biomaterials, are evaluated by various
analyses.

EEESEAICAESHREITIEEREDHFEHEERTE
TBIeD. FARBRFEEAVCN\T —RRHERTUR 5 HEZ
ESjiii]

Hazard identification and risk analysis utilizing various

methods are performed based on clinical failures caused in
medical devices.

Efes - ERVHOEYZNR2MFHIRORE. 5%
{tZzB18 LIz =i
Researches for development and standardization of

biological safety evaluation systems for medical devices and
materials are conducted.

e B EERE S BR C L D IBAEA RIEE D SR A 14 STE .
a2 —9—YZab—yavaEirROERES MM S A
I B DRSS

Mechanical properties of implantable materials for medical
devices are evaluated. The pilot in silico study on their
biocompatibility is also evaluated.
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DIVISION OF MEDICINAL SAFETY SCIENCE

EEROEEFERADHESLREUZRRT BIcHDUF 15 M) —UA TV RRARZETO>TVE T EFMICIE.
EIC1) EBRACHITDEIERPEET 2RHIFOBHROINE - FHIPEE. SRaExSFOEFERBERZAVC
EWER DRI WEHEED, EERBERENUERIZZNMR. 2) 73 v IRAFEZRVICEEIMERFOREY
EEECEET 2/N\A A X —H—DHREK - R, DFEVZNFEZRVCRERFORE. ROTNSDBERIC
TEBRENEZSOCERENERFRETAICE T SMENRIRE. 3) NAFX—A—FDDMIMREDEICEET 2
THBREY. Z{T>CVWET, Ffeo FINEHRR Y hD—J DR - EEBHIT>TVET,

This division is in charge of regulatory sciences on drug safety. Current major activities are 1) collection, evaluation and
release of a variety of drug safety and related regulatory information, and pharmacoepidemiological analysis using real
world data, 2) Exploration and validation of safety biomarkers using omics techniques, characterization of molecular
mechanisms underlying development of severe adverse drug reactions, and identification of patients’ risk factors on
severe adverse drug reactions, 3) Regulatory evaluation on biomarker assay validation. This division also maintains and
controls the intra-network of the institute and its security.

2EOEFREEA» S EE BADNA *
BlEABE L 8% . ] S
E @ 12 BERR ADNA 1
e o8 b % W
gfl BEBHAORGEF SR ERR
FAl - FHRZe g
7 wE~oR®R | -
% Chromosome
f . N
X Tui'J/il Bﬁﬁ?%ﬂ?‘
£ o DHEERRAT X
g% ~—_ A 9 AT

BEOEERZEMBERONE. HIRURHFOZEMER
DEHFET

BEENERADOREZ AT DY/ LINAF I —H—DERER
NXEANDRIR

Collection and evaluation of drug safety and related
regulatory information, and its release to public

SRR RV CBWERFAIRCEE T AN FNA T~ —
N—EER

Identification of endogenous macromolecules associated
with incidence of adverse drug reaction

Exploration of genomic biomarkers predicting severe
adverse reactions and their inclusion in the package insert.

AV B EFRRRRUEEECEET 3GHED T
INAF =N~

Identification of endogenous small metabolites associated
with incidence/severity of adverse drug reaction
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DIVISION OF ENVIRONMENTAL CHEMISTRY

FNZER. GBI OEHERRE. EXBIUKERR. RERREFICSETNYEDRLZNHBRD KLU
BREBSUICINSICETRMAZITOTVERT . BAENICE. EAEIPEEYEDFAEREPTNSDELRIR
DFE. bt - EEENGDDUD XIFAEDDDNTEDRFEPREBEEICE T 2R, KERKPKEE
A ICHR T 2KEBKPOIEZMEDREEDEIL. RS UITRKNIBERETER T BLFZYWEICET A,
BROREARICSETNSESYEDOEERTEDICHDEETMICE T 2ARICNIUBATLE T, Fle. RE
ARFICRIBREEPKESROREFHDHIT > TVET,

In order to ensure the quality and safety of indoor air, cosmetics and quasi drugs, tap water and water supply, and
household products, the division is engaged in the determination of the chemical substances present in indoor air and
the sources of their contamination, research on standards and the development of analytical methods for ingredients
or impurities in cosmetics and quasi drugs, the establishment of test methods for the chemical substances in tap water
derived from raw water and water supply equipment, research on the chemical substances that are produced during
water treatment process, and research on exposure assessment for the standardization of the harmful substances
contained in household products. The division also investigates the health damage due to household products and
cosmetics, and water pollution.

BRODIENEDT Y PV TERATOF v\~ BV HEER KEKPOBEIEEYBED—F D
Active sampling of gaseous air pollutants and determination Simultaneous analysis of the organic pollutants in tap water

of the emission of volatile organic compounds

OHI R DM EED DO FREARICESINZESYEDDH

Analysis of the trace impurities in lip sticks Analysis of the harmful chemicals in
household products
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DIVISION OF FOODS

RMTF. EBREOBOREICEMT 5/ch. BRIPOEKEBEE, RBIYAEER. REEYWE. 9174+
VU, RREEE. BRBREFONIEDORER. RUOZTNICEELCRREOREUEICETDHRZT>TVET,
FRESNEDIMEERERREE UTERDGDVIEBHS N, &P, tABERFRA P omESE CRIRTNT
AESC*

Ffe, MHBITMBLTVEBRZEEBAUER U b= LI Ty bEEN S, MAMYECETRE. RIE
SEEDENEREICRET MR L. BePOERYESEDREREICEHIT DMFRDITO>CVET, BH1MNIC
ERIIEEFHBE PNENRREZEZERFOBELZEEARDEROERE UTERINTVET,

For ensuring the safety of foods in Japan, development of analytical methods for residual pesticides, veterinary drugs,
radioactive materials, dioxins, natural toxins, heavy metals and so on, are studied, and other research related to the
safety of foods are also conducted. The developed analytical methods are utilized as the Japanese official method in
the quarantine inspection center, the local government research institute and the private inspection institute and so on.
In addition, the estimation of dietary intake of pollutants such as radioactive materials, heavy metals, dioxins and PCB,
and investigational survey of pollutant level in foods are studied. The data obtained in these studies are utilized for the
policy ensuring food safety in Ministry of Health, Labour and Welfare and Food Safety Commission of Japan.

WERMEYEZERIAND OHRIHE. BR. BiE
TR EZEHRFETD
The methods to efficiently extract, cleanup, and concentrate

trace amounts of chemical substances from foods are
developed.

WEBENERBNDYEARLETS

Foods consumed daily are tested as a sample.

BYPOWMERMEENEE LC-MS/MS ETERKE - B HAE
[CAIES S

Trace amounts of chemical substances in foods are
analyzed with high sensitivity using LC-MS/MS etc.

BYDORSMEY DA, AMOYF DA 90 BikEL TAIEL
QL)

Radioactive cesium and strontium 90 in foods are continuously
monitored.
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DIVISION OF FOOD ADDITIVES

BMIPBIUBRRARE - BHRVEFORELLZEMZRRT B/cH(C, HER - TR - BEETOTVET,
FREFASTE LT, DIMEADRFE. WO DA, EREHICRHTIMRZITV. ONT—IZE(C
MBBEDREICTFSULTCVET, Flo. BRMIPOEEFICHD2EBFREZMEN DRRICITS &%
BRWE UABREBZT > CTLE T, INSOEFZBL. BEEFBEVCPRRIXEZEREEELRN S, BOD
ZE([CEMULTVET,

We perform the testing, research, and examinations to ensure the quality and safety of food additives and food
contact materials. Our main research themes are development of analytical methods, identification of constituents,
and estimation of daily intake. These results are used to draft and revise the Japan’s Specifications and Standards for
Food Additives. We also provide consultation to industry regarding applications for new food additives. Through these
activities, we are contributing to the food safety in cooperation with the Ministry of Health, Labor and Welfare (MHLW)
and the Food Safety Commission of Japan (FSCJ).

LTEMERDICDDERAIREUHH

Our activities for food safety

AP DIHTEDFFE FIASEAESRTE DI H DR

Development of analytical methods for food additives Consideration for specifications and standards
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DIVISION OF BIOMEDICAL FOOD RESEARCH

BROZ2MEFRZENE LT, BREEIRECHITIMEYROILZYEDHE. RISEEZDMOBRED
BEERICEIZABRBRBLVCINS ICABBRIARZIT>TVNET . Ffc. BRPDKEMEDCKDERD

BZ, URJFHE, BPEICEETSHMEROIAILAD

ABBRELCICINSICHERARZITO>TVET,

I5(C. BESORERURBIAICEY $38E - iRZTD L EBICREEDBEEEZ{T>TWE T,

The division is in charge of food safety issues relating to the control of microbiological and chemical hazards in foods

contaminated through food chain. The division consists of four sections. The section one deals with the pathogenic

microorganisms in foods. The section two deals with development and accreditation of the detection methods for

marine toxins. The section three deals with epidemiology and microbiological risk assessment of foodborne diseases.
The section four deals with studies for control methods of viruses in foods.

BRICSFEN2EEMEYORFEMEFHE PERBEEEETFE
DOEMEFHEEFZRELTND

Studies on the pathogenicity and control of foodborne
pathogens by microbiological methods including next-
generation sequencing (NGS) technology and the related
methodologies

BaPOREHE - BEEREOFREABRAICET M.
BRRETECHII2FHEEECHITIMEZITOTVD

Studies on the microbiological examination of foods and
hygiene management in food manufacturing process

PESORIAICET AR, BNEKEYDHRESED
B, WL TPV RASREBRZTO>TND

Studies on the development of detection method of marine
toxins, their prevalence in domestic foods, and national
reference laboratory for accreditation of the detection
methods for marine toxins

BoZNTUCREL. BEREEDRRERERD DAV ADIREA.
FIESEICDOVWTIHRZT>TWLD

Research on methods for detecting and controlling
foodborne viruses in food production process
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DIVISION OF MICROBIOLOGY

EEm - B - RIEZSRTME. BE. VAIVA FEREV>ICHENB LU ZOEESRIC KD ERE
EORAIECABREEMEYFNRR - IRZTO>TVET . MEYDOEEDSRIRAPEEAREZ, BEHM
HRGEPYIILERSBREDRISHELCHFERD LU ZNSOERDBESRFIEERRPEFZSITHRILET,
Flo. BE (OE - BH) FRRIFEERSE. AESICL>TENAPERISFZRITIENSNTVET, N
SOREWEZMLLT BcDIC. MEMDIUZDEESHRICH T DRRIREES KUFRE - fHlEZERIT D&
EHIC, BPESHRGNSORAYPEDTEH - BEICEHT MR ZITO>TVET, Fle. EER - BmMEY
BLRUZDHFRICN IO D EDKREICHET DRZHRAZIRELTVET,

The division consists of four sections. We engage in microbiological testing and examination for the control of
contamination in drugs, foods and environments caused by bacteria, fungi and parasites, and development of analytical
methods for their toxins. The developed analytical methods are practically used for detection of food contaminants. In

addition, the division conducts research into the biology, chemistry, and genetics of bacteria, fungi, viruses, parasites
and microbial toxins.

TAVU—I—NTITOEREEROEELER BRICSFNDHESDBFRAEDICHDIITEDRF
Sterility test for sterile pharmaceutical products held within Development of analytical methods for the determination of
an isolator. mycotoxins in foods.
BhSEORHZNAUCIERNRE EDRFEDS KU BROZECHESICERT 2EEDR

Development and evaluation of effective detection methods Fungi associated with food spoilage and mycotoxins.

for foodborne pathogens using their characteristics.
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DIVISION OF ORGANIC CHEMISTRY

BRLZE TR ERERBEDEFEECZWEDENMSLULTEMZRHSNICTZENT. SEEEYS
DAFEELZRIVECET MRS LUESEHEEICET 2 RFOERILZNMAZRELTVE T,
Ffe, PIBEENFESICIVE 2 —I5EZFAL. £IBEMZEIFRUEEMEDOEM ERINE. £5F
DFEDOHBEMERICET 2ERNMRZITOCVET ., TOM, BAMEERORED LULLMFHEHICET 2
WRZERELTNET,

The division consists of two sections engaged in organic chemistry research on chemical substances with regard to
molecular structure, reactivity and structure-reactivity relationships to clarify the efficacy and safety of pharmaceutical
substances and other chemicals. It is also involved in synthesis of physiologically active new chemicals, determination
of their reactivity, and investigation of interactions between chemicals and biomolecules through physico-chemical
methods and computational calculation. Additionally, we perform research related to the quality and safety evaluation of
radiopharmaceuticals.

IVEI—9ETUVTICLBENIVINTBELZYE L OB EERBTEEEZ
BI2EYEZEREITBICHDEERERESAD

Computer modeling of interaction between chemical and target protein.

The modeling provides important information for design of highly active new chemicals

(RRL S DOE SRR )

RHEEY
E2RNEZRERIT B, —EODEERBEEGHDEHZE F—IN—REMNAU L ZYEDEBIEIRR. ORRERE L.
EiELTWLD YIS Z1To TS
Series of pharmaceutical substances are synthesized to Retrieval of chemical structures, optimization of synthetic
allow investigation of their reactivities. routes of chemicals and their physical properties using a

variety of database are evaluated.
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DIVISION OF BIOCHEMISTRY

HEZE TR, ERERPNAZTI/0J—BGEFEOSHE - 7UILT VHRREDE bDOREHICEH R Z.
DHTER. REZ. DFEYZ. BEHEZNRILEN ST o> TVWET. INSHRICKY. £ERICSADFEP
EREBZIHESNICT DI ENTE. EERVYPRBEOREMICET 2 FACTHENTREEIRDET, TOM. K
SHIRAADOZE2EECRADAIMROREL TCVET, FFINHOREZEN LT, BEEFHBEPRELZERER
FEBEE UTES R EE Z1T 2> CLET,

The Division is dedicated to research including analytical chemistry, allergy & immunology, molecular cell biology, and
radiochemistry to understand complex biological systems. Substances in medical and biotechnology products can
unexpectedly cause allergic and toxic reactions.

Our mission is to predict and evaluate the substances that may show allergenicity and toxicity based on solid scientific
evidence to contribute risk assessment. Members participate in scientific committees such as the Food Safety

Commission.

B REREES SCREPOBAEWEDDITEICET
DR

Radiation management and the development of analytical
methods for radioactive materials in environments.

BY7 VIS Y DREEPH UVWRIER B ZTTR

BT TFHBEXABREOFHERRICN TS, ELFEIIC
B OHIBONFEENR
Development of new analytical methods for biotechnology

products such as genetically modified organism (GMO)
based on genomic sequences.

Investigating analytical methods for detecting allergenic
substances in processed foods and novel pathways of
sensitization to food allergens.

EER - REHFICSTINDYWEDHEEEERX N X LDER
DOMRL TENZEFHIICIRII TS,

Decipher biological function/mechanism of compounds in
medical products and biotechnology foods to understand
how compounds affect human.
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DIVISION OF FOOD SAFETY INFORMATION

BmOLZ2M(ICET 2IEMOINECENT. FHEIZFDMRZT o> TVET ., EFEE BN - SHEEEN 5D
Z2EHREZ [BRTE2BEHR] CUTEBRNICETIZDZELEBICR—AR—ITREHLTVLE T, BISHSE
DIBERCIEE. ERICHT2BROISELERTE PEZIMRIOEIS - BEROERNIESDHEICET IR
Z{T2CTVET, Ffe. Codex(CKR2DERBmARBRESICHHRNICERMUCVWE T, TDIEN. SHFEADON
EEDEE - FERIEHY —ERZT>TVE T,

The mission of the division is to search, collect, analyze and evaluate safety information on food. We publish biweekly
bulletins to the public on the web page, regarding the latest safety information on food obtained mainly from international
organizations, foreign governments and regulatory bodies. We study the trend of food poisonings and prevention
methods, and the way for acquiring and building of the scientific evidence leading to the promotion of the international

harmonization of the food safety measures. We also sustainably contribute to establish Codex standards and related
texts. The division also provides operation and information services of the library of the Institute.

BROMEY. (tFYEICEHTIREBEREZER/NICHT Codex [CHBITDBEEDERRBRENDEH
TBELEBCM-—LAR—ITRHELTVD

Contribution to establish Codex standards and related texts.

Web pages providing safety information on food. Bulletins
are published biweekly.

BEECRESNTV B LYKILLZEAEBHEROFRA

The library houses the Pharmacopoeia handwritten draft prepared by
Dr. Geerts.
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CENTER FOR BIOLOGICAL SAFETY AND RESEARCH (CBSR)

ZEMEYHBRAR TV I —E. DURYA RP, ER AFILKIR. PCBIREDLEBRIRPDIEZNEICLD
E MM OEREZENKERHBRBE R OB ZRHE(IC, (EZPBEOLREMICDONT, FICTOERTEZEPIIN
YN OIRET T HEERITTUEEIE U T BEAIS3EICRIISNE Ulc, ZDfEanld. EMERZRVICEZYE. B,
EEGEODFFEEYBOLLM(CE T DMARUFER. LUIC, RENRLCEDI<SETAFTEZSTHEN
BEEMFHEZTORICHI KT, IRFE. SIRES (SMEL. FIPE. HRELEL. 7/ LRERZEE. Z2MFRET
{fEs). EERERER. NOHABYERRAE LT Y — JaCVAM) TERENTWLE T, EMPEALD3Rs D
BRICEDBELEREBYRBROS ) 7722 ERNBEEICHNT 2N ERI7FICRES NI JaCVAM T,
EANDREREE EBEI L. BRBRABOICDDFHIRLE ML U X TFHEF EDRFEZHEL TVLE T,

Center for Biological Safety and Research (CBSR) was founded in 1978 as a research institute to evaluate the chemical
safety, especially their biological effects in response to the major social problems of the health effects on humans caused
by the thalidomide or by chemical in the living environment, such as arsenic, methyl mercury and PCB. The mission is
to conduct research and studies on the safety evaluation of various substances such as chemicals, foods, medicines
using living creatures (laboratory animals, cells etc.), and on comprehensive safety assessment methods including
toxicity prediction based on scientific weight of evidence. Currently, CBSR consists of five divisions, the experimental
animal facility, and the Japanese Center for Validation of Alternative Methods (JaCVAM). Established in 2005 to respond
to international trends in appropriate animal testing based on the spirit of 3Rs of animal welfare, JaCVAM promotes the
development of new safety and risk assessment methods for alternatives to animal testing in collaboration with related
domestic and foreign organizations.

#fX (Organizations)

Division of Genome Safety Science

E$§}J%;5ﬁf€§iﬁ§¥'ﬁtyg— (JaCVAM) JAPANESE CENTER FOR THE VALIDATION OF ALTERNATIVE METHODS
JaCVAM (F, ENI#ZEL Y Y —DEBREICRS NI EEYEZEDOZ2MTHED 35, THEREAS UTRATRER. B118HICEIT $3Rs DIBE(IC
B9 2MRPERREEZORRECEMIT DI LEBNELTVD. TNICKY . BN EOEEREDEEHRTARBAERDERMUEE. bHEREEDHN
EFNVEFYE. BEOBEERRHICEHEST 5. JaCVAMIZ. RBHODZOHIC, (EZMEEDRLMEICHRDABEDBRAME ZTORFNOITHEBRE
EUTOZHEICOVTOFHEE. ZNICHBRNU T~ 3V EERIT HEEDIC, BENTFICHF2EANUOEB RN ICEENIGICED > TV,
The purpose of JaCVAM is to contribute to the development of new alternative methods for animal testing that are acceptable as administrative test methods and
that contribute to the promotion of the 3Rs regarding animal welfare, among the safety evaluation of chemicals and other materials, as specified in the organizational
regulations of the NIHS. JaCVAM activities are also beneficial to application and approval for the manufacture and sale of pharmaceutical and other products as well
as to revisions to standards for cosmetic products. For this purpose, JaCVAM evaluates the usefulness and limitations of test methods related to the safety of chemical

substances and their validity as administrative test methods, and conducts the necessary validation, and is involved in domestic and international cooperation and
international correspondence in related fields.
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DIVISION OF CELLULAR AND MOLECULAR TOXICOLOGY

BHR(E, EBOH0OYIICHD. £ hORRPRIBICEZRFIIYENSEZTY . REBREFZHIHLT
B5UCKLKEDICHBIBRTREZEZADHZDRGE CTT, BHWTIF. COTEZRIREITDCHITHRAITTYED
Z2M(ICREY DB FRICPONRREIZRIZLTET Ul

BODERREE LT, INSOYEEEREDHEMFRICE>TOTRIINDE MIHT 2 ZTATS
FEZERFE T DROMENRECFHRRFTP, IFZME U CIRSN DO DB /YT UPIILOEFEEZIELL
T T 2 RDFHBREDRFE. CNOZEXADEBMARECIIHATHET,

Toxicology is an area of science that considers to protect ourselves from substances around us harmful to human health
and the environment, and to maintain our safe life. To put this into execution, the division has played a central role to
evaluate their biological safety.

Our recent study includes comprehensive gene-expression analyses to develop a method for predicting toxicity to
humans, testing method development to correctly evaluate biological effects of nanomaterials that are becoming widely
used as new materials, and basic research that supports them.

b5 20 RGOSR EICTAIF SRR

Development of a new safety evaluation method for human
based on the toxicogenomic data (Percellome project)

A. Direct-Injection Whole Body Inhalation System B. Outline flowchart of

the “Taquann method”

C. Macroscopic view of
dispersed nanomaterials

D. Morphology of aerosol

M OZEMEEHE | /< T U7 )LD A SRR

Development of system for safety evaluation of advanced
materials; nanomaterials-inhalation toxicity

ERNZEEE (Vv INDR) MERICET B

Study on sick-house syndrome: very low-dose inhalation
system & behavior analysis as biological endpoint

A. Digital PCR system

B. Exosome detection system C. Next generation sequencer

RITim At R PR Z B AN TR S sl BUE DR

Development of a novel toxicity test method by state-of-the-
art life-science technology




% 2

DIVISION OF PHARMACOLOGY

EER. tZPEZ0OPRMRR. DMER. FABECKHITITECRHL TEEZNGEHER - IRZTo
TVET, T, b MNPSHIIEMBREDA /R—Y 3V ZBEC. £ MOTRMESSICBH 2T MEIBHIE
ORFLFELCCWRIBATOERT, o, EBBLOFEBICEELICIn vitro REMRBREDRFE S FHHZ1TU.
HARSAVDERBECEHSTHEEDIC, BEIIRE U CHENBHICHIT2E8BENEZER CERREICES
LTWLWET,

The division have investigated the effects of chemicals including medicines on central nervous system, cardiovascular
system and metabolism pharmacologically. In particular, innovation such as human iPS cell technology are used
to make more predictive testing methods in human. The division has engaged in development and evaluation of
safety testing methods, in establishment of various guidelines related to safety and efficacy, and in committees and

conferences for regulation of chemicals as experts.

PIRRRICHITD. EEREEUDHETHILFYEDTET
fii. BIENUBIHERDEDOSDEEBEZNARZT T, 1T
BB T>CTVETD,

Study for preventing the adverse effects of drugs and

chemicals on the central nervous system. Cooperation with
the government based on these studies.

ERERPEPYEFORIEERAZHIRRER TR T2 LT,
ZOBEWEPLZEE,. REZEFHILET .

KOS - #i2CH T IERE P EFYEDTETD. &
EBKOBHEROE DO DEBELMIARZEITOCVE T,

Evaluating the efficacy, safety, and quality of drugs and
chemicals through pharmacological approaches using cell-
based assay

Study for preventing the adverse effects of drugs and
chemicals on the peripheral organs/cells.

el ZERL. EEREFPEDER RN, 5.
U BPt) ZRFEACEYN - ZE2MFHIZITVE T,

Evaluation of drugs and chemicals on efficacy and safety
using human cells, based on absorption, distribution,
metabolism, and excretion analyses.
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DIVISION OF PATHOLOGY

EEm, BE. B, REEEVEZFOLZEMUZEERT DCHIC. EREYICCNSIEZYEZERS L.
B4 DS - #HlCN T 2BSERZRIEEMZN. MERFN. MREECFHFEZANT. BENICFHHLT
WE T, Ffc. SBIEEPEBICKIELEUREDOREREZ. 11— —BEIRET. REEHIEZ0T
EBILRERYAMI09480Y 3y 4707 VA EFZRAVDFERZNEMCIIARL. EMTHIT S
NBEHEDIRF ZIT o CVE T, THIC. SBECTFUESYZRVICEN. BHREPENAREDD FANZ
AT, FEDADIBE - HIZER DS, FHULVEBEORAGREDMRZITV. £ NORRZEMITT BcHD
BiRNT— 9 DRHZETO>TVET,

The division conducts a variety of in vivo bioassays on drugs, pesticides, food additives and environmental chemicals
to assess their safety to humans by analyzing histopathology and other toxicological endpoint markers. We also
investigate the molecular mechanisms underlying chemically-induced toxicological/neoplastic lesions, the modifying
factors on carcinogenesis, and the new bioassay systems, consequently providing basic data closely-linked to human
health.

REMEEEZHIC DLW TDOAY TP YR BEO HE £2EEA (L) DOED. RIEZHZXIHEERNIC
T BDeHIATO R L AIRA

HE staining (upper left) and immunohistochemical

Conference aimed at discussing hitopathological diagnosis

demonstrations
BREBMICBIZECTFREBTOILHOYA7O 1D HBERMERICBIDZI0MLZRAVE/INZ TR D
2aVEIC R B R B BBAIDEREY &)
Collection of specific regions by microdissection for gene Preparation of tissue slides from the block embedded in
expression analysis paraffin
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DIVISION OF GENOME SAFETY SCIENCE

DNACIBEBEZSITRIIRRI [ErnsEt] SFEEN. ZOXSBRUBZERIEEVER NECHEEYE] LT
FNET. F/ARERZETIE. EEREDICHFETIDECSHEYEZREITDELDIC, ZTOEMINITDHED
AIRDZFHIHL. AERGEICFTHNGRHZ T UCURIZERIEL DD, TEYIXT v (DNABRRIBIE)
BZSUY/ LMALERBRDIMRITHET. (EFYEICLPEFE BRI ERRESEMOINILZERICHZ
TR OCVE T, &5IC. BAEBYRBRABE LMY Y— (JaCVAM) BHBEEUCEMIERNE AR E 251
U, RE(EERERIIFFEERE (OECD) BRERET HEBRKEEDEEICEMUTCVE T,

The mission of Division of Genome Safety Science is to identify genotoxic chemicals causing cancer, i.e., hazard
identification, and evaluate the risk to humans, i.e., risk assessment, and remove or reduce them from our environment
through administrative regulations, if necessary, thereby assuring the integrity of human genome. In addition, we
have tried to provide an understanding for genomic instability associated with epigenetic changes in order to reduce
the risk of health disorders such as lifestyle diseases caused by chemicals. Furthermore, the division supports the
establishment of the new test guidelines for alternative toxicity methods as a secretariat of the Japanese Center for the
Validation of Alternative Methods (JaCVAM) which contributes the international activities such as the OECD chemicals

assessment programs.

[QSAR (EE#) BiSE MR IC LD AmesERF T

ErEEMREZAVCETCTFERAR. SL0vvUT/ MEMREZRAWVALZ B DB LS EERATERER DD
QSAR [CKDEGEHEMEDTA FRIGDEAT

Gene mutation test and prediction of genotoxicity by in Analyses on chemical-induced genotoxicity and molecular
silico / QSAR mechanism of mutagenesis using microorganisms, etc.
EBMEGFZRVCECSHRER - TR JaCVAM (LR BHRHEREDRTEL

Genotoxicity test and research using animals Establishment of new test guideline by the JaCVAM
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DIVISION OF RISK ASSESSMENT

EEZPEDOLZEMZHRRIT DICHCRETNDHRCBRLZEMARGRPERBERZD LI, EEREP CTRE
SNZHOBEFYE (B ERER - bR - KEK- RERRFORICSENDEFYE) Ot MERF
(T 2REMIHBIARZTL. COMRERHZEBELC. T2MHHCTHEREOZ L MARET. SHERT —
INR—RARBREDEFEREBEBEOBREBREDITHIIEZITO>CVET, o, EENESEMHHEEE (QSAR) RED A~/
YUIFAY AT LOREZITOCVET ., CNSOMAFEFHIE. BAERBIFEFEEE (OECD) PEREZEYE
Z2MEE (IPCS) DEEEBE(ICEEZEDCEICIKIEREMZERICLTVET,

This division is in charge of affairs in human health risk assessment associated with the potential effects by various
chemicals (chemicals in foods, drinking water, drugs, cosmetics and personal care products) exposure and
conducts related researches which include development of toxicity databases and methods for risk assessment
and management. Also, the division develops in silico prediction system such as the Quantitative Structure Activity
Relationship (QSAR). The division also contributes to the international activities under the OECD chemicals assessment
programs and International Programme on Chemical Safety (IPCS).

ETECHTDEYER2MTMEY T L IPCS DFHIEPEZEMN—NZERL - FEfH

The chemical safety assessment support system IPCS documents and Japanese translations

QSAR Y—)UIC KBTI
Analysis by QSAR tools
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NMREB(F. BIZDP TRFZNFEE DEREDBWE R 7 RN -
RIS HBIRRZFA U T, EM5ERtEYPEE LS.
SOICEBRFIEEYMREDDTZEITOBDTY ., (ELEVDEEIERE
FIFETH D ETEIMNHERADFHTH Y. NVR(F. EERP
BENUEEEEYETOLEYDEERTE®. BHNEDAE. LE
MDFRAEFCHREEINTVET,

EIEERBREEMRFICE. BEEFBEOHEFBEEES L
T. NMRRRIZ2BDDIL hZ 7 =)L FO—T15/K800 MHzZEB KU

BOE®R600 MHZEZBN SREBEINTL 21, B - HRERIC2680
YIL NS T=)LFO-TFER600 MHZEE. 180DX—/\—J—)U
FO—J173#%600 MHZEBHSRBINTVE T,

NMR % (E. EER. BRBKIUEETEEYEDZ S MEERDIZH
[CEEREFREZEB->TVETD,

Nuclear Magnetic resonance (NMR) apparatus is used for obtaining structural information about organic, inorganic and
polymer compounds from analysis of the absorbing and emitting specific electromagnetic waves performed by atomic
nuclei located in a magnetic field. The most unique point of analysis using NMR is that the method is non-destructive. The
apparatus is used for determination of chemical structures of pharmaceutics, foods, and environmental substances, as well
as measurements of absolute quantity of compounds, and prediction for chemical stability of compounds. Our institute
is equipped with two 800 MHz NMR apparatuses with highly sensitive ultracool-probes and a 600 MHz solid-state NMR
apparatus in the NMR-Building, and they are offered as sharable devices of the Ministry of Health, Labour and Welfare.
Three other NMR apparatuses of 600 MHz, namely two with highly sensitive ultracool-probes and one with highly sensitive
supercool-probe, are located in the Main Research Building. The NMR facility in our institute plays an important role for
assuring safety of pharmaceuticals, food stuffs and environmental substances in our daily life.

 E =E

EXEG. B RR. M FYES. SOFHICE T 2BSZREM45,000E L CWET . D3 BHES
(DWW, BF I v —F 2SO 1058, FETHO0ZFZHMBENCBALTVET, Ffeo IR Y D —
N UIENEEBEY AT LADFAPA VY —2 v MIKDNEMRERNTRET I .

ERECTH. BSHOERAZHLMATEY . BY TCOHERNNERAZHES 2BDO4 SV IANT—ILYE
SDFEEICLDERIMNEEAL UTRESNTVET,

Cfth, BE. KMARATIT D CMAEHFRS PHRNFZBH U [ENERRBRBELEMFRS] ZiRE - F#17T
LTW&ET,

The library houses 45,000 books and subscribes to over 70 periodicals including electronic journals from both domestic
and overseas sources. These books or publications cover various fields including medical drugs, food, environment, toxicity,
and chemical substances. Various computerized services such as commercial on-line databases, the Internet, and an in-
house library system are available. The library also houses various pharmacopoeias from different countries. Four volumes of
handwritten drafts prepared by Dr. Geerts, a Dutch consultant, for the Pharmacopoeia which the Meiji government established
are held as rare books. The library staffs compile annually the “Bulletin of the National Institute of Health Sciences”.
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SRS EUERnRBBEENFTOMAFESICEAEU
YRR ZERMT 5 LZBNICRESNF Ulc, @BZERN
U7 VAT LAELTN— FELEDICY 7 SEOEED, S#E)IC
BEINTBY., FIAIWE—TT 4. NMFE—TT 110
([CORABREESSRR IO UTEEiB DA L TWLWET . RERENYDE
BEIEE. HtRNGEYRBUOEEERTH D [3RsDRE!]
ZEEACENOREYS 2EENROIEH ICAIVRES N [E
VEREGRREEMAAEYRBEDBEEREEICET D5
2] (CEDTERASNTVET, 2 TOEYERRIFLEFIRTE(C
RVRBESIN TV EFOEREEERZRD S OEYRR
BR0BEE - AREZRITTVET ., Flo, BEHOEBETRRICOVTIE. —RHMEEABAREREFR Y Y —DEYER
SEREREER AN ERREE - SR RIC LD ZRITTNE T,

BT —UnasE  (Tunnel washer for housing cages)

The laboratory animal facility was established for animal studies related to jurisdiction affairs of the NIHS. The animal rooms
are appropriately managed as a barrier system in terms of both hardware and software, and are equipped with facilities
for chemical safety, biosafety, and inhalation exposure experiments. The management of laboratory animals is regulated
by the "National Institute of Health Sciences Regulations Concerning Appropriate Animal Experiments" based on relevant
Japanese laws and guidelines in accordance with the "3R principle," the global standard philosophy of animal welfare. All the
animal experiments are reviewed and approved by the Committee for Proper Experimental Animal Use and Welfare, a peer
review panel established at the NIHS in accordance with these regulations. The status of compliance with the guidelines has
been certified by the Japan Pharmaceutical Information Center under its external verification and certification program for
institutions where animal experiments are performed.

B Y) #1515

AERFE SN TV ESEYDMEZRILET D1cHICE. ZDEYZIEL <RI DTTEPZDEYDZSEZRHET D
MBENMECTT, Ffe, EAEDFERBDEEALRIBEYICHERLUEITDT, EAEZZEN DEMICFIATZHICE,
IEULWVEHEYDSEREPIESSEER. RO\ ROt EIDREANZRE T 2MERBRINETY, INSDFBRTEE
I BIcHICIF. PTRMNRDBPZEEESCRRETREIT DUENHIE T, EICTOBNDIHIC. BIIEERBRD
BEMERTIE. DITESEDECHS NICRBRECHNS0TADEEN OSBRI N2 EABYRIERZRELTCVLET,

In order to prevent the distribution of illegal psychotropic plants, it is necessary to properly differentiate the plant and to detect
the content of the plant. In addition, since most of raw materials of Kampo medicines originate from plants, safe and effective
use of Kampo medicines requires the differentiation methods and identification tests to discriminate correct plant materials
and purity tests to detect adulteration of incorrect plant materials. It is necessary to keep the plant for the study in a live state
to establish these test methods. Mainly for this purpose, NIHS has the Medicinal Plant Cultivation Facility consisting of a
laboratory with analytical instruments and a greenhouse of about 50 square meters.
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LFDEEREFD—DOELT, BLADNBH TCOERTEH PRGN ZERBNEIEN SV E T, HIABRE .
ERUMRICEMTHEONICRABRMERRZRRT DI EP, BADZ OMAREEHLBNRZITSIETT,
EERHADHIE LTE. IPCSTDIEEMEDZ M. IARC TOILZEMBEDFEN M. FAO /WHO B:&E
TlF. I—FvIRZEER (CAC) THOREME. JECFATOREAMIMEDZE A, JMPRTORRI DK
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(CRET 2EE). B/ K /EU/ A4V FEOESHERFEN. AT F I TOERCEHITHERAN (FHH) FH(C
SELTVET., I5(C, FilEBEESETE, JICAPWPROZBU CEELDEFIRODBERETOT S A
ZRETDHELBIC, BEDODHRBORIFANEMEZREL TVLET,

One of the most important tasks of the NIHS is the pursuit of energetic and continuous international activities and cooperation
in diverse areas. Good examples include the publication of our research results in international academic journals and
collaboration with foreign institutions. International cooperation encompasses safety evaluation of chemicals in the IPCS,
evaluation of the carcinogenic properties of chemicals in the IARC, establishment of food product standards in the CAC,
safety evaluation of food additives in the JECFA, safety evaluation of pesticide residues in food products in the JMPR, and
microbiological risk management in the JEMRA, which are part of WHO and FAO activities. Other examples include safety
evaluation of irradiated food products at FAO/WHO/IAEA; establishment of methods for assessing the safety of medical
devices and their materials and cell-based therapeutic products, the detection methods of genetically modified foods,
and microbiological standard methods in foods at the ISO; establishment of WHO guidelines for drinking-water quality;
and discussion of cosmetics safety and regulation in the ICCR. OECD-related examples of cooperation include projects
for evaluating the safety of existing chemicals, newly developed food products and nanomaterials, and for developing
or amending toxicity test guidelines. Furthermore, the NIHS takes part in projects related to the International Council for
Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH), harmonization among the Japanese,
United States and European pharmacopoeia as well as to the Western Pacific Regional Forum for the Harmonization of Herbal
Medicines (FHH) in the Western Pacific region.

In the area of technical assistance-related activities, the NIHS accepts trainees from other countries to provide them with
training, while also implementing an expert exchange program through JICA and the WPRO.

CAC: Joint FAO/WHO Codex Alimentarius Commission

FAO: Food and Agriculture Organization of the United Nations

FHH: Western Pacific Regional Forum for the Harmonization of Herbal Medicines

IAEA: International Atomic Energy Agency

IARC: International Agency for Research on Cancer ICCR: International Cooperation on Cosmetics Regulation

ICH: International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use

IPCS: International Program on Chemical Safety

ISO: International Organization for Standardization

JECFA: Joint FAO/WHO Expert Committee on Food Additives

JEMRA: Joint FAO/WHO Expert Meeting on Microbiological Risk Assessment

JICA: Japan International Cooperation Agency

JMPR: Joint FAO/WHO Meeting on Pesticide Residues

OECD: Organization for Economic Co-operation and Development

PDG: Pharmacopoeial Discussion Group

WHO: World Health Organization

WPRO: Western Pacific Regional Office of WHO
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oy DIVISION OF DRUGS
FY)ELY DIVISION OF BIOLOGICAL CHEMISTRY AND BIOLOGICALS
Gy DIVISION OF PHARMACOGNOSY, PHYTOCHEMISTRY AND NARCOTICS
Bt Es T DIVISION OF MEDICAL DEVICES
B4 - fiREEERY DIVISION OF CELL-BASED THERAPEUTIC PRODUCTS
EERLZ LRSI DIVISION OF MEDICINAL SAFETY SCIENCE
BHEFEB DIVISION OF ORGANIC CHEMISTRY
BLTEES DIVISION OF MOLECULAR TARGET AND GENE THERAPY PRODUCTS
EEREEFY DIVISION OF ENVIRONMENTAL CHEMISTRY
BB DIVISION OF FOODS
By DIVISION OF FOOD ADDITIVES
BREEEEL DIVISION OF BIOMEDICAL FOOD RESEARCH
BEMEDED DIVISION OF MICROBIOLOGY
H1EFEB DIVISION OF BIOCHEMISTRY
k= DIRECTOR GENERAL
glfR= DEPUTY DIRECTOR GENERAL
T MEYEERIZS > 9 —KZE HEAD OF CENTER FOR BIOLOGICAL SAFETY AND RESEARCH
ioticaga DIVISION OF GENERAL AFFAIRS
EEFEEEFF PLANNING AND COORDINATION
el DIVISION OF CELLULAR AND MOLECULAR TOXICOLOGY
FIPER DIVISION OF PHARMACOLOGY
JRIEED DIVISION OF PATHOLOGY
N Sk DIVISION OF GENOME SAFETY SCIENCE
2T HIFHMDER DIVISION OF RISK ASSESSMENT
L IEHREB DIVISION OF FOOD SAFETY INFORMATION
ME= LIBRARY

b Yicte] DIVISION OF GENERAL AFFAIRS
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Take the Keikyu Daishi line from Keikyu Kawasaki station. The institute is about 15-minute walk from the "Kojimashinden"
Station.
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