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(2015)
~7 World *Memorandum with KSAAE:
Congress (2008-)

*Chinese society of
Toxicological Alternative and
Translational Toxicology
(TATT) (2016, 2017-)

2018 (The 4th) International Conference on Toxicity Testing

-
Alternatives & Translational Toxicology
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e OECD Test Guidelines developed by Japan
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Skin sensitization assay, LLNA:DA, TG 442A (2010)

Skin sensitization assay, LLNA:BrdU-ELISA , TG 442B (2010)
Skin irritation assay with LabCyte EPI-MODEL 24, TG 439 (2013)
In vivo comet assay TG 489 (2014)

Performance-based Test Guideline for stably transfected
transactivation in vitro assays to detect estrogen receptor agonists
and antagonist, Revised TG 455 (2015)

Short time exposure (STE) assay for eye irritation testing TG491 (2015)
Bhas 42 cell transformation assay (2016) Guidance document
h-CLAT assay for skin sensitisation testing TG442E (2016)

Stable transfected transcriptional activation (STTA) assay for
androgen disruptor screening (AR-Ecoscreen) TG455 (2016)
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15']) . Integrated Approaches to Testing and Assessment

TOXICOLOGICAL EFFECTS KINETICS
Acute toxicity Biological effects Repeated dose toxicity
BOX 1a (local) BOX 2 (in vitro tests) BOX 3 (in vivo tests) BOX 4 (in vitro tests)
« Cytotoxicity tests 1. Short Term Inl.lamlun Study (STIS)
« Skin corrosion (TG 430, 431, « Oxidative stress i‘;v"::"e“z' 6 days S weeks ansport across portals of e
y, BAL 5
435) . |nﬂa‘nmat°fy response 2. Repeated dose oral toxicity (TG « Demal abSOl’pthn (TG428)
« Skin irtation (TG 439) « Fibrogenic effects 407 or 408) * Lung
* Phototoxicity (TG 432) « Genotoxicity/mutagenicity 2.1?)"”.!06 dose dermal toxicity (TG *» Gastrointestinal tract
* Eye imritation (TG 437, 438.) « Effects on blood (??) Add onsto 1200
In vivo local toxicity tests*; + MNT peripheral blood Transport across other
= Skin sensitization + organ histopathology and uptake physiological barriers
* Respiratory sensitization distribution * Neuronal transport
+ address (in the in vivo tests) « Placenta

BOX 1b (systemic in

vivo tests)*

Select appropriate route
according to exposure:
* Oral: TG 423, 425

* Inhalation: TG 439

* Dermal: TG 402

parameters as in boxes 2 and 4
+ AD(ME) toxicokinetics TG 417
(Combine with repeated dose
studies).

May trigger systemic
toxicity effects,
to be investigated in Tier 2

tests become available

L »yes

*to be updated once validated in vitro

—N0

* Blood-testis barrier
* Blood-brain barrer

Transport to respective
target tissue possible, to
be investigated in Tier 2

no <
yes «

+

TIER 2 testing

Klein et al.,
Arch. Toxicol.
(2012).

B _EPE

Fig. 4 Design of Tier | of the integrated testing approach for human health hazard according to OECD WPMN: core element is the STIS

3 of Tier 1
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