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Introductions and Overview

* Genesis of the HESI project on animal alternatives in
environmental risk assessment

o But first, a word from our sponsors!

eceloc
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* Goals and objectives for the next 2.5 — 3 days



What i1s HESI?

HESI| = Health and Environmental Sciences Institute

MISSION STATEMENT: To stimulate and
support scientific research and educational
programs that contribute to the identification
and resolution of health and environmental
Issues of concern to the public, scientific
community, government agencies, and
Industry.
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What i1s HESI?

‘Membership-based non-profit: Companies pay annual fees
to be members. (Some project funding also comes from
government and other sources)

H E 5 I.

*Transparent: All work is published and publicly available

*Global scientific organization: High quality scientific papers,
meetings, and research

*Diverse: Academic advisors and government scientists are
critical participants in projects and have significant input.
(Tripartite approach is key: industry + academic + government
scientists).

Responsive to a Broad Constituency: New research
program ideas solicited from industry, academic and
government scientists internationally.




48\ What HESI is not

H E 5 I.

* Not an industry trade association — no lobbying or advocacy
purposes.

* Not designed to directly change regulatory policy — HESI
works on scientific issues.

* Not designed to address business- or product-related
Issues — HESI works on scientific issues.

* Not a professional society — individual scientists cannot
“loin”; but are engaged in activities.

* Not (necessarily) a short-term fix — HESI project objectives
tend to address mid- to long-term scientific issues.



2008 HESI
Scientific
Portfolio

Technical Committees

eApplication of genomics to
mechanism-based risk assessment.

<Development and application of
biomarkers of toxicity.

<Developmental and reproductive
toxicology.

e|mmunotoxicology.

e|ntegration of biomonitoring exposure
data into the risk assessment process.

<Nonclinical / clinical safety
correlations.

<Protein allergenicity.
<Risk assessment methodology.

Project Committees

=Biological significance of DNA
adducts.

eCancer hazard identification
strategies.

«CV safety — Proarrhythmia models.

<Development of methods for a tiered
approach to assess bioaccumulation.

eImpact of positive results from in vitro
genotoxicity assays.

<Nanomaterials environmental, health
and safety.

<PPAR agonist tumorigenicity.

Emerging Issues Subcommittees

<Risk assessment for sensitive
populations.

<Emergence of animal alternative
needs in environmental risk assessment.

«State of the Science: Evaluating
epigenetic changes.




cceloc

Vision and Mission
e Vision
— To be the leading European health and environmental
science organisation addressing the safe

manufacture, supply and use of chemicals,
biomaterials and pharmaceuticals.

e Mission
— To use scientific evidence and expert judgement to
ensure robust human and environmental risk

assessment of chemicals, biomaterials and
pharmaceuticals.
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Founding principles

e That sound science provides for
responsible regulation of chemicals

« That ECETOC Is:
— Scientific
— Non-profit
— Non-commercial
— Non-political
— Independent



Broad themes of the Science
Strategy

1.
Presence of
chemicals
in man



Strategic Science Areas

Sensitive

sub-populations

Reproductive
health

—
v

e

Exposure Biodiversity
and

pasieys ecosystems

Testing strategies

Role of chemicals
(ITS) in the causality of disease

® ®

Risk, hazard and

‘Omics’ and related
precaution

technologies

Science in
of innovation society

Risk assessment
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ECETOC TF Activities

2003 ECETOC fish alternatives TF initiated
July 2004 Workshop on Alternative testing
December 2005 Alternatives report issued (Tec Rep 97)

2006 Eco 8 CELLsens project initiated:-
3 year project at UFZ/ EAWAG
60 chemicals will be assesed
Cell lines for cytotoxicity assays RTgill-W1, RTL-W1
48 h embryo toxicity assay using Zebrafish, medaka and fhm
Verhaar approach for prediction of toxicity
In 2007 - Project expanded to include GeneDart (Eco 8.2)
Further collaboration with other researchers anticipated in 2008
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Project Beginnings

Initiated via the HESI Emerging Issues process
In 2006

Initial overview to HESI in Jan, 2007
Added to HESI ElI portfolio in March, 2007

This Workshop was to fulfill some high needs
— Technical discussions around the state of the science

— ldeas for the future
— Initiate a forum for sharing ideas with a global outlook




International Workshop on the Application of the Fish
Embryo Test as an Animal Alternative Method in Hazard
and Risk Assessment and Scientific Research

Workshop Objectives:

 Develop the sound technical basis for embryonic fish tests as an
alternative to standard fish toxicity test procedures around the globe.

* Provide a forum to coordinate the debates and best emerging practices
of the fish alternatives and animal model development sciences to
meet existing hazard assessment, effluent assessment, risk
assessment, classification and labeling and regulatory needs

> -




Workshop Steering Team

Scott Belanger, Procter & Gamble (Chair)

Required Reading Beyond

Th Braunbeck, University of Heidelber :
omas y J that on the Website for the

Michelle Embry, HESI Steering Team

Marlies Halder, ECVAM

Malyka Galay-Burgos, ECETOC 'ByDn SEUSS i ]
s s

David Hinton, Duke University

> :;h:* One fish

Marc Leonard, L'Oréal

Adam Lillicrap, AstraZeneca

Roland Nagel, University of Dresden ; .

| d red fish
Teresa Norberg-King, US EPA
Jane Rawlings, Procter & Gamble ’? blue fish

Graham Whale, Shell




Workshop Structure

Introductory talks to set the stage to a topic area
Break-outs or panels to provide input and

broaden the discussion
Summarize and review of input | ?

Develop a plan to move forward via
— the HESI El Sub-committee on Fish Alternatives

— SETAC Science Advisory Group on Animal
Alternatives in Environmental Science

— relevant ECETOC and CEFIC initiatives
— dissemination of Workshop findings




General Workshop Overview

Day One
Overviews of animal alternatives in
environmental science

« Panel discussion on fish developmental
biology and stress

« State of the science pertaining to fish
embryo and eleutheroembryo tests

Day Two

 New science and applicability of embryonic
fish tests

 Use of alternatives tests in environmental
hazard and risk assessment

Day Three

« Assimilation of breakout group discussions

« Formation of additional groups/venues for
progress

Break out groups
with Session
Chairs and
Rapporteurs




e Some interesting evening events
— Museée de Vin
— Dinner on the River Seine
« Good discussions around the topics

* Display of some newly emerging technologies being used
In fish embryo testing (last afternoon)

e A thank you to our additional sponsors:

LOREAL



http://brandsoftheworld.com/download/brand/2125.html
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