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Alternative (test) method: f$& (GE%) %,

Non-animal approaches: $i1-HRBIYRABRZERELEZWLNV7 TO—F,

New approach methodologies (NAMs): f€EFEICXTL. FREH<H
[+ 5FIFAREERD A+ 732 LLFE,

In vitro, In chemico, HTS, HCS, Omics, In silico, (Q)SAR,
Grouping, Category approach, Analogue approach, Trend-
analysis, Read-across, Defined approach, ITS, STS, Battery
approach, Weight of evidence etc.
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B E#x(“FH T+ 5BNon- anlmal approaches&ldk. EIZ/n vitro. QSAR.
Read-acrossZ#§9',

1 ECHA. Non-animal Approaches: Current Status of Regulatory Applicability Under the REACH, CLP and Biocidal Products
Regulations. (2017).

2 |CCVAM, A Strategic Roadmap for Establishing New Approaches to Evaluate the Safety of Chemicals and Medical
nlte Products in the United States. (2018). 4




Adverse Outcome Pathway (AOP)?!
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[360FE£ELL L, AOP-KB (https://aopkb.oecd.org/) TLARA-HH1t., BE
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1 OECD Series on Testing and Assessment No. 184: Guidance Document on Developing and Assessing Adverse Outcome
Pathways. (2013).

2 http://www.oecd.org/chemicalsafety/testing/projects-adverse-outcome-pathways.htm

3 REACH Annex XIl, “Standard Information Requirements for Substances Manufactured or Imported in Quantities of One Tonne
or More”
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1 OECD Series on Testing and Assessment No. 260: Guidance Document on the Use of Adverse Outcome Pathways
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Nnite in Developing Integrated Approaches to Testing and Assessment. (2016).
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L http://www.oecd.org/chemicalsafety/risk-assessment/iata-integrated-approaches-to-testing-and-assessment.htm
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OECD IATA Case Studies Project!
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~_CZhFETICIATA Case Studies ProjectT
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Read-across!
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n,te 1 OECD Series on Testing and Assessment, No.194: Guidance on Grouping of Chemicals, Second edition. (2014). 10
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1 OECD Series on Testing and Assessment No.254: Case Study on the Use of an Integrated Approach to Testing and Assessment of
the Bioaccumulation Potential of Degradation Products of 4,4'-Bis(Chloromethyl)-1,1-Biphenyl. (2016).
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http://www.meti.go.jp/policy/chemical management/kasinhou/files/todoke/shinki/130927 seibutsuchikuseki.pdf
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1 OECD Series on Testing and Assessment No.250: Report on Considerations from Case Studies on Integrated Approaches for
Testing and Assessment (IATA) First Review Cycle (2015), Case Studies on Grouping Methods as a Part of IATA (2016).
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vo)ov 0.10 (Read-across)
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Hepatotoxicity of Allyl Esters. (2016).
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1 OECD Series on Testing and Assessment No.253: Case Study on the Use of an Integrated Approach to Testing and Assessment for
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http://www.meti.go.jp/policy/chemical management/kasinhou/files/todoke/shinki/130927 seibutsuchikuseki.pdf
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1 OECD Series on Testing and Assessment No.250: Report on Considerations from Case Studies on Integrated Approaches for

Testing and Assessment (IATA) First Review Cycle (2015), Case Studies on Grouping Methods as a Part of IATA (2016).
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1 OECD Series on Testing and Assessment No.275: Chemical Safety Assessment Workflow Based on Exposure Considerations and
Non-Animal Methods. (2017).
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— (FEEEMLIX) All types of limitations in available knowledge that affect the range and
probability of possible answers to an assessment question.

— Assessments must say what sources of uncertainty have been identified and characterise
their overall impact on the assessment conclusion.

IATA Case Studies PN —R R 2T os—I&. BFEHMICBBLGH TEL, ]
FIFIBIZBTEEENLGHERTIEEZERLELDT, T—420YY—ZAD
FIRRZICERT 3. B2 OFEEEARNIELTLNS,

APITIE, FUIL—MEHERIL. FRREOBITBROBEEr—XZ45
FA—DEEIEELL, RSN RRREORITER . 7 B3t
T AFRRIEDHEL AL EHRT SBA R TH oI

1 EFSA Scientific Committee. The principles and methods behind EFSA’ s Guidance on Uncertainty Analysis in Scientific Assessment,
EFSA Journal 16 (2018) 5122.

2 EIfSA Scientific Committee. Guidance on Uncertainty Analysis in Scientific Assessments, EFSA Journal 16 (2018) 5123.
nite 17
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http: //www.oecd.org/chemicalsafety/risk-assessment/iata-integrated-
approaches-to-testing-and-assessment.htm
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1 OECD Series on Testing and Assessment No.250: Report on Considerations from Case Studies on Integrated Approaches for Testing
and Assessment, First Review Cycle (2015), Case Studies on Grouping Methods as a Part of IATA. (2016).

2 OECD Series on Testing and Assessment No.270: Report on Considerations from Case Studies on Integrated Approaches for Testing
and Assessment, Second Review Cycle (2016). (2017).
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OECD QSAR Toolbox
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http://www.oecd.org/chemicalsafety/risk-assessment/oecd-gsar-
toolbox.htm
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[ZABAFE (http://www.nite.go.jp/chem/qsar/qgsartop.html)
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T. Luechtefeld, A. Maertens, D. P. Russo, C. Rovida, H. Zhu and T. Hartung, Global Analysis of Publicly Available
Safety Data for 9,801 Substances Registered under REACH from 2008-2014, ALTEX 33 (2016) 135-148.

T. Rabesandratana, A Crystal Ball for Chemical Safety, Science 351 (2016) 651.

+ CATALOGIC: TILHAKFFEDES#EFRQASARS AT L,
HILHDBADT. BHEREODKEZRF T, (LEEZHHIEL
FWMEDOELRT—2(11,000EB)ZEALAR,

http://oasis-Imc.org/products/models/environmental-fate-and-ecotoxicity/catalogic-301c.aspx
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TRREES BERMHEBAFEICKIEENHEF AR
http://www.meti.go.jp/policy/chemical management/other/kenkyu kaihatsu/kouzou.html

2 Hayashi, M. and Sakuratani, Hemolytic Anemia Induced by Anilines and Nephrotoxicity Induced by 4-Aminophenols. In: OECD
Environment, Health and Safety Publications Series on Testing and Assessment No. 138 , Report of the Workshop on Using
Mechanistic Information in Forming Chemical Categories. (2011) Annex 8, 140-167.
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1]). Palmer, A. Smith, R. Burrier, E. Donley, F. Kirchner, D. Kroese, R. Stéber, N. Kleinstreuer, EU-ToxRisk Case Study:
Developmental Toxicity Potency of Valproate Analogues in a Human Pluripotent Stem Cell-Based Assay, 10th Congress
Q%Alternatives and Animal Use in the Life Sciences (20-24 August 2017, Seattle, Washington, USA). 23
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