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Overview of the AXLR8-2 Workshop 2011
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TOXICITY TESTING IN THE Z215T

CENTURY: A VISION AND STRATEGY
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(‘ AATJEI'.HS Hopkins Univarsity Center for Alternatives to Animal Testing

The Transatlantic Divide

Top-down development
of new toxicological tools

Tox-21¢c [

3Rs

Bottom-up support to
alternative methods and

legislative pressure

& 2000, Iahns Hopens Unimestiy All Rights Reseread



Cosmetics Industry and the 7 ™ Amendment
of the EU Cosmetics Directive
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EU: 2.000 companies, 60 billion €
turnover

EU: 5.000 new products per year,
25% turnover with products
released within last 6 months

Marketing ban since 2003 for
testing finished products in
animals or not using ECVAM -
validated methods

Phasing out testing in animals and
stepwise marketing ban in 2009
and 2013



The Chemical Industry and REACH
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EU: 27.000 companies (96% SME),
590 billion € market = 33% of the world
market, 1,7 million workers/employees

REACH: 30.000 chemicals marketed at
>1 ton/year will have to be evaluated

86% of toxicological data are missing
for existing/‘old’ chemicals

180.000 pre-registrations expected by
2009

70% of testing must be conducted by
2011-2017



EU and US approaches to advanced toxicity testing 2 010

EU FP6 & FP7 US Tox21
BOTTOM-UP approach TOP-DOWN approach

iIndividual methods SCIENCE DRIVEN
EU & OECD TGs L<oxicity pathways*
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POLICY DRIVEN

New molecular endpoints

EU cosmetics directive &
EU chemicals directive REACH

& toxicity patterns
new testing strategies
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Specifically, the AXLR8 project strategy foresees:

1. Creation of a Scientific Panel to independently monitor the progress reports
of EU-funded 3Rs projects as a basis for planning annual scientific workshops.

2. Pro-active outreach to EU regulators and other en  d users of 3Rs methods to
ensure they are kept informed of R&D-level activities, and that their needs and
considerations are communicated to and understood by method developers.

3. Hosting of annual workshops to bring together FP6 /[FP7 project coordinators
and international scientists , as well as regulatory and corporate end-users of
3Rs methods, to discuss the progress of ongoing activities, identify
knowledge gaps and opportunities for synergies, and recommend priorities
for future EU research and funding calls.

4. Preparation of annual AXLR8 reports  to highlight for the public, policy
makers and other stakeholders the achievements and benefits of the EU’s
iInvestment in science to advance the 3Rs.

5. Dissemination of project results  via a dedicated project website AXLR8.eu,
periodic e-newsletters, and other means.

The five project work packages (WP) have been designed in accordance
with this overarching strategy.
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The AXLR8 Scientific Panel

The AXLRE Scientific Panel (5F) is compnsed of twelve independent members (nine European
and three international scientists) and of seven representatives of FPB/FP7 projects on
“Alterative Testing Strategies” funded by the DG RTD Health program.

Independent Members of the AXLRS Scientific Panel

| Name | e-mail Affiliation | Country
European Experts
1 | Mathalie Alepée nalepee(@rd.loreal.com L'Oreal, cosmetic industry | FR
2 Patric Amcoff ratricamcoffiilrofmail.com QECD, Envirenment, SWE &
Health and Safety Division | QECD
3 | Jurgen Borlak borlak@item_fraunhofer.de Fraunhofer Institute, DE
research institute
4 | Steffen W. Emst steffen.emstiipfizer.com Pfizer, drug industry UK
5 | Julia Fentem Jjulia fentem@unilever.com Unilever, consumer UK
products industry
6 | Ellen Fritsche ellen_fritsche@uni- 1J. Duesseldorf, DE
duesseldo.de neurctoxicology
T | Joanna Jaworska Jaworska. j@pg.com Procter & Gamble, BE
consumer product industry
8 | Robert Landsiedel rabert landsiedelfbasf com | BASF, toxicology chemical | DE
industry
9 | Maunce Whelan maurice.whelan@ec.europa. | IHCP, JRC, EU research IRL & EU
eu agency
International Experts
10 | Harvey Clewell hclewelli@thehamner.org Hamner Institutes, Usa
resgearch institute
11 | Robert Kaviock kavlock.roberfi@epa.gov EPA, US federal agency uUsa
12 | Hajime Kojima h-kajfima@nihs_go.jp JaCWVAM, national JAP
validation centre
Representatives of FP6/FPT 3R Projects on the AXLR8 Scientific Panel
Name e-mail Affiliation Country
1 | Manuel Carrondo mjtc@itgb.uni.pt IBET, FT
VITROCELLOMICS
2 | Barry Hardy barry_hardy@douglasconnect | OpenTox CH
_com
3 | Juergen Hescheler j-hescheleri@uni-koeln.ds ESNATS DE
4 | Jos Kleinjans J kleinjansi@grat unimaas.n! | carcinoGENOMICS NL
5 | Carl-Frednk cfm@ifm. hu_se INVITROHEART, SE
Mandenius VITROCELLOMICS
6 | Michael Schwarz michael schwarz@uni- ReProTect DE
fuebingen.des
7 | Flavia Zucco flavia. zucco@inmm.cor.it LIINTOP IT
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NEWS & EVENTS

"™ AXLRS8-2 Innovative Methods Satellite Meeting

Frior to the Znd annual &xLRE workshop, a public satellite
meeting will be held on 22 May in Berlin to explore the link
between 21st century toxicology and hurman disease,
together with innovative tools and technologies ranging from
microfluidic chips to wirtwal argans. Read more =

Genotox Research Conference

This 10-15 July congress in Lucca, Italy will bring together a
broad spectrum of scientists to examine the interplay
between genetic damage and cellular function, and to
stimulate debate to address future developments in the
genotoxicity area, FRead more =

Alternative Testing Strategies: 2010 Report

Achievements of 3Rs research funded by the European Union
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Accelerating the transition to a toxicity
pathway-based paradigm for chemical
safety assessment through
internationally co-ordinated research
and technology development

AXLR8-1

Workshop 2010
31 May — 2 June
Potsdam Griebnitzsee
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Results compiled by Ovanes Mekenyan Burgos/Bulgaria




The CONSORTIUM

Horst Spielmann - Scientific Coordinator
Monika Schéafer-Korting

Freie Universitat Berlin

Faculty o Biology, Chemistry, Pharmacy
Berlin, Germany

Troy Seidle

Emily Mclvor

HSI — Humane Society International
London, UK

Greet Schoeters

CARDAM (Centre for Advanced R&D

on Alternative Methods)

@ VITO (Flemish Inst. Technol. Research)
Mol, Belgium

SECRETARIAT
Vivian Kral
Freie Universitat Berlin

Scientific Officer
Jirgen Bising
DG R&l, Brussels
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