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ICATM
(International Cooperation of Alternative Test Methods)

ICATM is a voluntary international cooperation of national organizations: Canada, the European Union, Japan,
South Korea, and the United States.
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JaCVAMM R IIZESEL-BAED
OECD TGZ%1=1£GD(2018)

~ Skin sensitization assay, LLNA : DA, TG 442A (2010)
v Skin sensitization assay, LLNA : BrdU-ELISA , TG 442B (2010)

In vivo comet assay TG 489 (2014)

v' Skin irritation assay with LabCyte EPI-MODEL 24, TG 439 (2013)
v Performance-based Test Guideline for stably transfected transactivation in

ANANE NN

v
v

vitro assays to detect estrogen receptor agonists and antagonist, Revised
TG 455 (2015)

Short time exposure (STE) assay for eye irritation testing, TG490 (2015)
Bhas 42 cell transformation assay (February, 2016) Guidance document
h-CLAT assay for skin sensitization testing, TG442E (September, 2016)
Stable transfected transcriptional activation (STTA) assay for androgen
disruptor screening (AR-Ecoscreen), TG458 (September, 2016)

IL-8 Luc assay for skin sensitization testing, TG442E (September, 2017)
LabCyte Cornea-model for eye irritation testing, TG492 (June, 2018)
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[ OECD Test Guideline%X (2017) 1

1 Physical-Chemical properties

2 Effects on Biotic Systems 44
3 Degradation and Accumulation 20
5 Other Test Guidelines 10

Total 165

B EERARERICET 5T6IE31 ((946%)
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Non-animal alternative test methods in the OECD TG(2017)

Class Test methods
In vitro Skin Corrosion: Transcutaneous Electrical Resistance Test Method (TER) :TG430
Corrosion In vitro Skin Corrosion: Reconstructed Human Epidermis (RHE) test method :TG431

CORROSITEX Skin Corrosivity Test :TG435

Skin irritation

In vitro Reconstructed Human Epidermis (RhE) Test methods, EpiDerm, EPISKIN, SkinEthic, LabCyte
EPI-Model: TG439

Phototoxicity

3T3 NRU Phototoxicity Test :TG432

Eye irritation

Bovine Corneal Opacity and Permeability Test Method for Identifying i) Chemicals Inducing Serious Eye
Damage and ii) Chemicals Not Requiring Classification for Eye Irritation or Serious Eye Damage:TG437

Isolated Chicken Eye Test Method for Identifying i) Chemicals Inducing Serious Eye Damage and ii)
Chemicals Not Requiring Classification for Eye Irritation or Serious Eye Damage:TG438

Fluorescein Leakage Test Method for Identifying Ocular Corrosives and Severe Irritants : TG460

Short Time Exposure In Vitro Test Method for Identifying i) Chemicals Inducing Serious Eye Damage
and ii) Chemicals Not Requiring Classification for Eye Irritation or Serious Eye Damage : TG491

Reconstructed human Cornea-like Epithelium (RhCE) test method for identifying chemicals not
requiring classification and labelling for eye irritation or serious eye damage : TG492

Skin sensitisation

In Chemico Skin Sensitisation, Direct Peptide Reactivity Assay (DPRA) :TG442C

In Vitro Skin Sensitisation, ARE-Nrf2 Luciferase Test Method :TG442D

In Vitro Skin Sensitisation assays addressing the Key Event on activation of dendritic cells on the Adverse
Outcome Pathway for Skin Sensitisation: TG442E

Endocrine disrupter
screening

Performance-Based Test Guideline for Stably Transfected Transactivation In Vitro Assays to Detect
Estrogen Receptor Agonists and Antagonists : TG455

H295R Steroidogenesis Assay :TG456

Stably Transfected Human Androgen Receptor Transcriptional Activation Assay for Detection of
Androgenic Agonist and Antagonist Activity of Chemicals: TG458

Performance-Based Test Guideline for Human Recombinant Estrogen Receptor (hrER) In Vitro Assays to
Detect Chemicals with ER Binding Affinity : TG493

Genotoxicity

Bacterial Reverse Mutation Test : TG471

In vitro Mammalian Chromosome Aberration Test : TG473

In Vitro Mammalian Cell Gene Mutation Tests using the Hprt and xprt genes : TG476

In vitro Micronucleus Test : TG487

In Vitro Mammalian Cell Gene Mutation Tests Using the Thymidine Kinase Gene : TG490

Skin absorption

Skin Absorption: In vitro Method :TG428
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JAQVAMA EE HEIB I AN ZIRE L /-3 E

1 FIEE B HRER R E % Vitrolife-Skin, EpiDerm, Episkin, SkinEthics, EpiCS

2 B8 3 R ER X & 5% Episkin, EpiDerm, SkinEthics, LabCyte EPI-MODEL

3 RFHMEHBRKEE FREHARORAS L UVERMERER(BCOP)

4 ARRIEMERAEBRAEE =7 ) OHEEBREKEER(CE)

5 BRREMEREBRAEE I LA U (FL) RHAEE

6 BERI S S ER R EE In vitrod 2 BF SRR B 5K (STER)

7 BRI MESERR S E BHEEE MR LR T 7ILE(RICEX) EpiOcular, SkinEthics

8 ETOECD TG 405: 74 ¥ % AL SRR 14 S 5%

9 HEEHRERE EEHBRRTEROS) T vEA

10  EEREMHBRKEE LLNA: DA

11 REREEAHEBRREEZ LLNA : BrdU-ELISA

12 REREMRERAEZE rLLNA

13 RERMEMHRKEBEE XTF FEEHEER(DPRA)

14  EEREHARKEZ AltHiELR—432—7vtEA

15  RERMEMHBRAEE £ MEREMEEEER(h-CLAT)

16  Invitro R E&E:EMEAER

17  HERSEUHABRREE
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(Reconstructed Human Cornea-like Epithelium Test Method: RhCEEE)
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ZOEEF X, Organisation for Economic Co-operation and Development (OECD) Test Guideline (TG)
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JaCVAM statement on
the Reconstructed human Comea-like Epithelium Eye Irritation Test Method

At 3 mesting held on 5 July 2016 at the National Institute of Health Sciences (NIHS) in Tokyo,
Japan, the Japanese Center for the Vahdation of Alternative Methods (JaCVAM) Fegulatory
Acceptance Board unammeonsly endorsed the following statement:

Propozal: The Reconstructed human Comea-hke Epithelmim (BhCE) test method 15 2 suitable
method for assessing ocular mmitanon potential in a regulatory context as part of a
bottom-up approach for idemtifving chemicals not requinng classificaton and
labellmg for eve imtatton or senous eve damage (Mo Category) under the United
Mations Globally Harmonized System of Classification and Labeling of Chemicals
(UM GHS).

Thas statement was prepared following a review of the Orgamsation for Economic Co-operation
and Development (OECD) Test Guidelme 492 “Feconstructed human Comnea-like Epitheliom
test method for identifying chemicals not requinng classification and labelling for eve imitatton
or serious eye damage” as well as a validation report on the Eh(CE test method prepared by the
Ocular Imtation Testing JaCVAM Editonal Commutiee to acknowledge that the resuliz of a
review and study by the JaCVAM FRegulatory Acceptance Board have confirmed the usefulness
of this assay.

Based on the above, we propose the FhCE test method as a useful means for safety assessment
by regulatory agencies.

r ; o Eh
o g i N A -

Tazuo Ohno i Akryosh Nishikawa

Chanperson Chanperson

JaCVAM Fegulatory Acceptance Board JaCVAM Steermg Committes

& Jaouary 2017
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(ICE #: : Isolated Chicken Eve Test) DiMixiE#HisE
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Invitro BRFREE L
(The Short Time Exposure In Vitro Test Method: STE %)
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Japanese Center for the Validation of Alternative Methods
Office . New Testing Method Assessment, Divigion of Pharmacology,
Mational Biological Safety Research Center (NBSRC),
Mational Institute of Health Sciences (MIHS)

B&xE  English {_';ngfi:_" Search | www @ jacvam jp
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Abaut JaCyAaM Update an JaCyAlM ﬂu::ademlc EII:’[I'-.-'I'[IES Submission of Alternative  International Cooperation
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Policy and Mission: JaCVAM's policy and mission is to promote the 3Rs in animal experiments for the
evaluation of chemical substance safety in Japan and establish guidelines for new alternative experimental

methods through international collaboration.

the 3Rs in animal experiments—Reduction (of animal use)
Refinement (to lessen pain or distress and to enhance animal well-being)
Replacement (of an animal test with one that uses non-animal systems or phylo-genetically

lower species)
(OECD GD324)
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