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EU bans sale of all animal-tested cosmetics

A complete ban on the sale of cosmetics
developed through animal testing has taken
effect in the EU.

The ban applies to all new cosmetics and their
ingredients sold in the EU, regardless of where in
the world testing on animals was carried out

The 27 EU countries have had a ban on such
tests in place since 2009. But the EU
Commission is now asking the EU's trading
partners to do the same.

The search for alternatives to animal testing goes on

Related Stories
Animal rights lobbyists said EU officials had "listened to the people”.

UK retains strict

animal teet law

The anti-vivisection group BUAV and the European Coalition to End



Functioning of the Programme

Work plan includes projects lead by member
countries, updated and declassified annually.

SPSF template for project proposal, available to NCs,
concerns projects on:

New Test Guideline Guidance document

Revised Test Guideline Detailed Review Paper
Deletion of an existing Test Guideline Other, specify:

Regulatory need
Animal welfare __main motivations

Cost effectiveness for projects
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Lead International
Country acceptance

In vivo Mammalian Alkaline Comet Assay Japan TG489(2014)
/n vitro Micronucleus Test Canada Updated TG487
(2014)
Mammalian Bone Marrow Chromosomal Aberration Canada Updated TG475
Test (2014)
Mammalian Erythrocyte Micronucleus Test Canada Updated TG474
(2014)
/n vitro Mammalian Chromosome Aberration Test Canada Updated TG473
(2014)
/n vitro Skin Corrosion: Reconstructed Human German Updated TG431
Epidermis (RHE) Test Method : epiCS (2014)
In vifro Skin Sensitisation: ARE-Nrf2 Luciferase EU TG442D(2014)
Test Method
/In Chemico Skin Sensitisation: Direct Peptide EU TG442C(2014)

Reactivity Assay (DPRA)
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TG 491: Short-Time Exposure for the detection of chemicals causing Serious
Eye Damage and chemicals Not Requiring Classification for Serious
Eye Damage or Eye Irritation

TG 492: Reconstructed Human Corneal Epidermis for the Detection of
Chemicals Not Requiring Classification and Labelling for Eye Irritation
or Serious Eye Damage

TG 491: /n vifro Thymidine Kinase mutation Test

TG 493: Estrogen Receptor Binding Assay

GD :/n vitro Carcinogenicity: Cell Transformation Assay Bhas 42 Assay

GD:/n vitro Carcinogenicity: Syrian Hamster Embryo (SHE) Cell
Transformation Assay
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Updated TG 404: Acute Dermal Irritation/Corrosion

Updated TG 421: Reproduction/Development Toxicity Screening Test

Updated TG 422: Combined Repeated Dose Toxicity Study with the
Reproduction/Developmental Toxicity Screening Test

Updated TG 430: /n vitro Skin Corrosion: Transcutaneous Electrical
Resistance Test Method (TER)

Updated TG 431: /n vifro skin corrosion (Human Skin Model Test)

Updated TG 435: |n vitro Membrane Barrier Test Method for Skin Corrosion

Updated TG 439: /n vitro Skin Irritation - Reconstructed Human Epidermis

Test Method

Updated TG 455: The Stably Transfected Human Estrogen Receptor-alpha
Transcriptional Activation Assay for Detection of Estrogenic
Agonist-Activity of Chemicals

Updated TG 476: /n vitro Mammalian Cell Gene Mutation Test

Updated TG 478: Rodent Dominant Lethal Test

Updated TG 483: Mammalian Spermatogonial Chromosome Aberration Test
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o Cell Transformation Assay Bhas 42 Assay

* Evye Irritation Test: Short Time Exposure (STE)
Assay

* Endocrine Disruptor Screening: Stable
Transfected Transcriptional Activation (STTA)
Antagonist Assay

10
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United States
France

Italy
Netherlands
Netherlands
France
Japan

United States
European
Commission
United Kingdom
Denmark

United Kingdom

Korea

United
Kingdom/Netherl
ands

United States

United Kingdom

Sweden

GD IATA on Eye uritation/corrosion
RhCE test method using SkinEthic for Eye
In vitro Macromolecular Test Method for identifying

Chemicals inducing serious eye damage

Extension of the ICE (TG 438)

Revision of GD 160 on BCOP and ICE: collection of
tissue for histological evaluation

MUSST for in vitro skin sensitisation

IL-8 Luc assay for in vitro skin sensitisation
Pig-A genetox TG
New GD on genotoxicity testing of nanomaterials

IATA document on non-genotoxic carcinogens
Feasibility study for minor enhancements of TG414
Development of a reference/characterising chemical set
for testing in vifro metabolism systems in EAS assays
Androgen Receptor Transactivation Assay

Cross-species concordance and difference for in vitro
extrapolation

GD on AOPs for E. A. T pathways

Case studies on Integrated Risk Assessment for
illustrating cross-species linkages in the Conceptual
Framework

DRP on retinoic acid

E[ZEESEICE =R ERE

Approved
Approved

Approved
Approved
Approved
Approved

Conditionally

approved
Approved

Approved

Approved
Approved

Approved
Approved

Approved
Approved

Approved

Approved
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e Skin sensitization assay h-CLAT assay

o |L-8 reporter gene assay for skin sensitization
testing (S EEIZFTEIELTHERESNT)

* Androgen disruptor screening Stable transfected
transcriptional activation (STTA) assay (AR-
Ecoscreen)

12
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Arch Toxicol. 2011 May;85(5):367-485. doi: 10.1007/s00204-011-0693-22011

Alternative (non-animal) methods for cosmetics testing: current status and
future prospects-2010. Adler S, et al.,

In summary, the experts confirmed that it will take at least
another 7-9 years for the replacement of the current in vivo
animal tests used for the safety assessment of cosmetic
ingredients for skin sensitisation(Z & B E%).

For toxicokinetics (k< aFRT v A ), the timeframe
was 5-7 years to develop the models still lacking to predict
lung absorption and renal/biliary excretion, and even longer
to integrate the methods to fully replace the animal
toxicokinetic models.

For the systemic toxicological endpoints of repeated
dose toxicity(R1E# 5 %&=1%), carcinogenicity(FFZTE) and
reproductive toxicity (£ 5EE %), the time horizon for full
replacement could not be estimated.
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AQOP and alternative animals in human health assessment

Toxicant Molecular Cellular Organ Individual Population
Initiating event Responses Responses Responses Responses
Computational Receptor screening assays, Whole animal, Population
chemistry, Cell line assays, genomics, In vitro models, Whole modeling,
QSAR proteomics, metabolomics, rﬁgg"ﬁﬁ‘;‘“gf‘ﬁi’g ?”'f_"ﬂ'l field
i i , . OxXicology monitonng
l biochem istry l s Ilumics l l
Impalred
Aeducad £2, vitellogenesis Reduced fecundity
¥ig aynthesis qT
i Aromatase , e -
"5 & ..L..-: h‘lhlhlhﬂn 5 :__-'n'.'-';. =
i l . el oA .I-J 3 X ,-’f,tlf'

l . W S eoio L=
: W, il . ‘
' J:éi o D, ] X
LB i A - S ' 5 TR |\ SR
-‘-“W--—-- . .'.‘:_'.I’_L‘.h “‘, 'Tm'-hll' _- _—. -‘+-._ I -'i,,.m-—- " .:', Al ]
il - ROt e N oo RS aTe —— m o |
Screening for 2 ] ;
I %f : g Pathway and Mechanistic Predicted Population
oxicological effects an : ) :
5 3 network impacts modeling effect impact
chemicals



GUIDANCE DOCUMENT ON THE EVALUATION AND
APPLICATION OF INTEGRATED APPROACHES TO TESTING
AND ASSESSMENT (IATA) FOR SKIN SENSITISATION

Computational Toxicology

i silico saeening

Pradict,
classify,

prioritize,
assass

i Wiro Saeening

Hazard p,
identification EEEEEEERN N
in wtro testing
Qbtain
T >
in wivo testing }
Targeted b vivo studies
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Japanese Center for the Validation of Alternative Methods

Office : New Testing Method Aszezsment, Division of Pharmacology,

CV"&LM Mational Biological Safety Research Center (NBSRC),
Mational Institute of Health Sciences (MIHS)

BEE - ~English. GOL Jg[i.f_ www @ jacvam.jp

.ﬂ.bnutJaC‘-mh} pdate on JaCVAM Ac@demic a;:tivities N Supmission of Alternative  International Cooperation
HER DY ES S IVEL T
1 ﬁ ITARY j — @ ~—
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)
Fefinement (to lessen pain or distress and to enhance animal well-being)

Feplacement (of an animal test with one that uses non-animal systems ar phylo-genetically

lower species)
(OECD GD34)
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