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® 55 6 IRIREARGTE (BH6FSH21HEERE) TR,

WTC. MRAFEDHEE - BES - FIECHITDBEULERARZIRTTDELTND,
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FERX(ITDRERREZTET

[RCR THFNEDFHIZAFHMEFE (NAMs) | (ED

"any technology, methodology, approach, or combination that can
provide information on chemical hazard and risk assessment to
avoid the use of animal testing” ({R:R : EMWIEEROFIFZLLEE T DzHD. 16
EFMEOBEUS LUV TFHEICET DIERZIRMH TETD2H 50D R, HAiEim. 77
JO—F. £rEEZ0EFEDE) CREEPAD New Approach Methods Work Plan
£ (2021) )

“alternatives to traditional toxicity methods that typically involve
animal testing. These alternatives are useful for predicting and
assessing chemical risks and hazards, by providing mechanistic
information for biologically complex endpoints. They include, e.g. in
vitro, in chemico methods and in silico computational models, which
may be used alone or in combination with other methods and have the
potential to be quicker, cheaper and use less animals.” ({&:R : —f#%89(CED
MERRZ DR OB IR EDRBFER., EMFN(CEMRT > RIR1> hDOAHZX
LFHRZRMHIDZET. EEMEDIURYD - BIRIEZ TR - FHE I DDICHIID. in

vitro. in chemicoF% | in silico STEEFTILREND D, CNS(FEMTHERI DI EE.

DFFEEMMAENE TERIT DI EETE. KDMURTEM. KDRWEWETEMRET
E30J8EMNHDB. ) (ECHAD New Approach Methodologies Workshop $REE LD
(2023) )

'New Approach Methodologies (NAMs)

In silico, in vitro, ex vivo and in chemico approaches

Computational, modeling
and read-across methods
Quantitative structure-
activity relationships
(QSAR)
Physiologically based
kinetic (PBK) models
Absorption,
distribution,
metabolism and
excretion (ADME)
In vitro to in vivo
extrapolation (IVIVE)
Machine learning and
artificial intelligence (Al)
Read-across

High-throughput screening
(HTS) and imaging (HTI)
bioassays

Advanced imaging/scanning
techniques
Magnetic resonance
imaging (MRI)
Functional magnetic
resonance imaging (fMRI)
Computerized axial
tomography (CAT) with
three-dimensional
reconstruction
Positron emission
tomography (PET)

Omics applications
Genomics
Transcriptomics
Proteomics
Lipidomics
Metabolomics
Interactomics
Nutrigenomics
Epigenomics

Exposomics

/Cell cultures h
2D/3D Cell lines
Induced pluripotent stem
cells (iPSCs)
Multicompartmental fluid
- blorgactors .
( Tissuelorgan engineering |
Organoids
Microphysiological
systems (MPS)
Organ-on-a-chip,
& human-on-a-chip J

—RNICNAMSDRTFICEFENS

FiE. B, Y—Ib. PTVI—

23RS ATLDYAR

(Sebastian Schmeissers, New approach methodologies in human
regulatory toxicology - Not if, but how and when! Environment
International Volume 178, August 2023, 108082)

10



	スライド 1: 厚生科学審議会 医薬品医療機器制度部会 化学物質審査等検討小委員会とりまとめについて
	スライド 2: 化学物質の審査及び製造等の規制に関する法律（化審法）の目的と規制概要
	スライド 3: （参考）化審法の対象となる化学物質
	スライド 4: 化審法による化学物質の分類
	スライド 5: 化審法における特例申出制度
	スライド 6: スクリーニング・リスク評価
	スライド 7: 議論の背景
	スライド 8: H29年化審法改正の概要
	スライド 9: 化学物質審査等検討小委員会とりまとめ報告書のポイント
	スライド 10: （参考）NAMsについて

