The Review of EU Directive 2010/63:

What is our strategy?




EARA Membership

Commercial Organisations Non-for-Profit Organisations
. . Association for Assessment and Accreditation of Laboratory Animal Care
*  Abbvie (AALAC)
O AZ
o Bayer . Basle Declaration - Switzerland

*  Boehringer Ingelheim

. Covance

o Ellegard Mini Pigs . Groupe Interprofessionnel de Réflexion et de Communication sur la
. . Recherche (GIRCOR) — France
*  Farmindustria

. Federation of European Neurological Societies (FENS)

. GSK . International Council for Laboratory Animal Science (ICLAS)
* Harlan -
. Harteleust . Luxembourg University - Luxembourg
* Jn] . Mario Negri Institute - Italy
e LPT
. Merck . Max Plank Society - Germany
: MarSh?” Bio . Max Delbriick Center for Molecular Medicine — Germany
s Novartis
o Noveprim o Research4llfe- Italy
. RTC ) :
. O Sociedade Portuguesa de Ciéncias em Animais de Laboratério - Portugal
*  Sanofi Pasteur
. Sanofi Aventis . Stichting Informatie Dierproeven (SID) — Holland
. SNBL
. Understanding Animal Research (UAR) — UK
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The Changing face of Animal Rights activism:
Opportunities and Challenges

European Animal
Research Association
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Activists have changed tactics

-> Lobbying on Regulation:
-> Communications/Reputational
-> Scientific Challenges

* The Scientific Communities previous approach of avoiding communicating to the
public about animal research makes no sense today

 Those opposed are talking, if we don’t it looks as through we have something to hide

* Silence gives those opposed to animal research an easy public relations victory
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.'- STOP VIVISECTION

e | The initiative | Citizens' Committee | Supporters | Testimonials BLOG!

STOP VIVISECTION!

STOP VIVISECTION is a European Citizens" Initiative (ECI) that has collected more
than 1.150.000 certified signatures asking people to support a paradigm shift in the way
biomedical and toxicological research are being conducted. This is the text of our
request which advocates the replacement of animal testing with more accurate, reliable,
human-relevant methods:

We urge the European Commission to abrogate directive 2010/63/EU on
the protection of animals used for scientific purposes and to present a
new proposal that does away with animal exmerimentation and instead
makes compulsory the use - in biomedical and toxicological research - of
data directly relevant for the human species.

Being an ECI (and not a simple petition), STOP VIVISECTION enters the political
arena with an entirely new tool for participatory democracy. In fact, the european citizens
have acquired, in 2011, the possibility to propose legisiation on matters where the EU
has competence to legislate. Seizing this opportunity, a group of scientists and lay
citizens from everywhere in Europe have submitted an invitation to the European
Commission urging the upgrading of the extremely important field of biomedical research,
for the benefit of human health, the environment and animal welfare.

The initiative in progress:

Learn more:

Q/What is animal testing

+ Links to Scientific Reports

v Quotes by Experts

+ Quotes by Scientific Articles

+ Why we say No to Dir. 2010/63/EU
« Interviews

+ Regulation REACH

+ Health Titanic




1) Made a robust defence of the benefits of Animal Research

2) Greater Progress in the 3Rs through knowledge sharing

3) Speedier Development, validation, and implementation of new alternatives

4) Enforcement of compliance with 3Rs principle and the alighnment of relevant sector legislation

5) Greater dialogue with the scientific community

20.10.2010 [ Official Journal of the European Union L 276/33

DIRECTIVES

DIRECTIVE 2010/63/EU OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 22 September 2010
on the protection of animals used for scientific purposes
(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE and other scientific_purposes (‘). By becoming party to
EUROPEAN UNION, that Convention, the Community acknowledged the

importance of the protection and welfare of animals
Having regard to the Treaty on the Functioning of the European used for scientific purposes at international level.
Union, and in particular Article 114 thereof,

Having regard to the proposal from the European Commission,
‘The European Parliament in its resolution of 5 December
Having regard to the opinion of the European Economic and 2002 on Directive 86/609/EEC called for the
Social Commiteee (), Commission to come forward with a proposal for a
revision of that Directive with more stringent and trans-

After consulting the Committee of the Regions, parent measures in the area of animal experimentation.

Acting in accordance with the ordinary legislative procedure (3,

Whereas: On 15 June 2006, the Fourth Multilateral Consultation of
Parties to the European Convention for the protection of

vertebrate animals used for experimental and other
scientific purposes adopted a revised Appendix A to
inistrative provisions of the that Convention, which set out guld:lms for the accom-
modation and care of Commission

}::’:b”::::‘u‘;‘fn‘;d’;‘ig‘:‘gzz“m o:’;:“;:‘i:“ﬁi Recommendation zowf;zsfﬁc of 18 ]un: 2007 on
ontin of that Directive, further Mismarttics - guidelines for the accommodation and care of animals
oy T D e B T S e
have adopted national implementing measures that incorporated those guidelines.
ensure 2 high level of protection of animals used for
scientific purposes, while others only apply the

(1) On 24 November 1986 the Council adopted Directive
86/609/EEC (') in order to eliminate disparities between




(2) Communications activities of anti-
research organisations
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WHY ORGANIC

We certify:
@ Food

@ Cosmetics & Detergents

Cosmetics

* Natural Cosmetics
Certfication
Eco Organic Cosmetics
Certfication
Cosmos Natural
Certification
Cosmos Organic
Certification
LAV - Anti-Vivisection
Association Control

Detergents

« Eco Detergent
Certification

+ Eco Organic Detergent
Certication

® Textiles

@ Sustainable Tourism
@ Urban Landscapes
@ Buildings

@ Recycled Products
@ Social Accountability
@ Biofuels

PARTNERSHIP ¥

T 0N

aboutus contacts documents  reserved area B

snare | {$]03

£%.. Lav Control - Anti Vivisection League CERTIFY YOUR

AV /8 CERTIFED COMPANIES > | DOCUMENTATION » CCOMPANY m

LAV, Lega Anti Vivisezione - Anfi Vivisection League- (wwwlavit), together with others | Available brands:
‘european associations for animal rights, promotes the campaign *Stop ai test su animal” -stop
animal testing- to avoid the sale of cosmetics tested on animals. @

In order to make more aware of the theme and to involve the companies of this sector, a new
label Stop ai test su animali - "Stop Animal Testing" - has been created.
Itis granted in ltaly by LAV to the products conforming to the Human Cosmetics Standard.

The Standard sets the criteria to avoid the increase of animal experimentation for cosmetics,
and guarantees a “cruelty free™ oriented company policy.

It was finalized by the most important associations for Animal Rights of the world, guided by
the European Coalition against vivisection (ECEAE www.eceae.org). LAV is the Italian
‘member and is the unique subject qualified for using the logo that increases the value of the
products and the companies that meet requirements of the Standard itself.

Amost 150 companies all over the world have already agreed to the Standard. They commit
themselves in not practicing and in not making practice animal experimentation of final
products and ingredients.

From 2004 on, LAV approves the agreeing firms only after a positive result of the audits,
carried out by ICEA.

LAV authorizes the use in the label of the European logo of the coalition and/or the wording :
“Stop ai test animali — Controllato ICEA per LAV n°....” - "Stop animal testing — Controlled by
ICEAfor LAVR®..."

Objects:

+ Qualify and increase the value of the policy and of commercial, business and personal
choices oriented to a non recourse and a decrease of animal experimentation.

« Provide sutable guarantees regarding the respect of the valued requirements, to
consumers, to the general market and to the others interested parts.

Area Managers:
For ICEA: Dott. Alessandro Spadoni — cosmetici@icea.info

For LAV: Dott.ssa Michela Kuan - m kuan@lav.it

ISTITUTO CERTIFICAZIONE ETICA E AMBIENT

Contro Green Hill
is on Facebook.

ign up for Facebook today.

condotta.
La storia di un sogno diventato
realta.

b Per info scrivi a:

Contro Green Hill 1
Community

fermaregree
Timeline About Photos Likes More ~

5 March at 10:51 - @

> Contro Green Hill shared their photo.

53,681 likes

ABOUT >

COORDINAMENTO FERMARE GREEN HILL: dal 2008
contro il lager di Montichiari e la vivisezione.
www.fermaregreenhill.net

http:/ /www.fermaregreenhill.net/

Contro Green Hill

FERMARE GREEN HILL TOUR

Il tour del Coordinamento Fermare Green Hill continua!
In programma una serie di incontri, per presentare il libro da noi scritto e prod...

See More

See translation

" Like - Comment - Share - 587 [J 1
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Can be Intimidating
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Fact into Fiction

gy Amazing Pics
-

W Follow

Retweet if yvou say NO to animal testing. #Animalrights
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It is working:
Silence only makes this situation worse

| I > 50%: Spain, Bulgaria,
Lithuania, Portugal, Slovakia,
Turkey, Greece, Denmark,

Estonia, Cyprus

< 50%: Finland, Slovenia,
Luxemburg, France,

Switzerland.
“Only 44% citizens agreed
scientists should be allowed to
experiment on animals even if

- ‘,,.’.,‘f..,f’,*’ : "‘f,‘,.’:f,, ‘___‘ ’_“ "‘ ; .", fji" ,j'f“ this leads to obvious benefits for

human health”
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(3) New generation, activists are not
just outside anymore, but are inside

Science.....
| | - &5

o -
IS 1S JTTTTY
EXPERIMENTATION

it's not the

animals who s
! need their
heads examined. B8

| |
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Meet the Scientists.............
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PETA INTERNATIONAL .
SCIENCE CONSORTIUM, 1TD.

Guiding humane innovation toward validation, regulatory acceptance, and implementation of non-animal test methods

http://www.piscltd.org.uk/scipubs/

Weterawene Medawe, 57, 2002 (7r 323-237

awm B Epot ¥ More options. ¥

m Regulatory Toxicology and Pharmacology
¥

Avatote wiw 1) Mapat 2314

I Prews. Uncorecsed Fyoef — Neme 1 users

Current concepts in simulation and other alternatives
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Analysis of Animal Research Ethics Committee Membership at
American Institutions
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Original Article
The Use and Acceptance of Other Scientifically Relevant
Information (OSRI) in the US. Environmental Protection
Agency (EPA) Endocrine Disruptor Screening Program
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Humane Science
in the 21°* Century

24-28 August 2014
aigue, Czech Republic
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Traditional Response is Outdated

Most institutions have chosen to be silent in the hope that activist's will go away

This approach does not work, University of Milan and the Max Planck Society
were not open and they were challenged

Unwillingness to communicate perpetuates the myth that scientists have a
hidden agenda, turning scientific discovery into a dirty little secret
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We need a nhew approach

* The new situation demands a new approach, this must mean greater
openness on animal research

* This is new approach is about reaching the same audiences that those
opposed to research direct their communications to the public and political
decision makers

 Learn from where this approach has been tried and works

o European Animal
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Non-profit and
learned societies

Profit Sector

Universities

Patient Groups/
Medical Research
Charities




The Process for the Review of the Directive

Begins Next Year 2016 end November 2017

* Information gathering from members states begins
* Information gathering from stakeholders begins

But

* Transposition only completed in 2015

Consequently the review can only provide early indications of impact
Process will be messy, and open to public misinterpretation
We have to be pro-actively engaged in this process

0 European Animal
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European Life Science Alliance:
Joint Strategy

* Created an advocacy network to develop outreach
opportunities

* Created a communication network which will develop a
communication plan and resources for all to use to improve
understanding

e Collective aim is to seek opportunities for pro-active
communication to the public and decision makers

0 European Animal
. ® Research Association



Statement supporting European Directive 2010/63/EU (“Directive”™) on the
protection of animals used for scientific purposes

The use of animals in research has facilitated major breakthroughs in medicine which have
transformed human and animal health. We support research using animals where
alternative methods are not available, where the potential benefits to health are
compelling, and where acceptable ethical and welfare standards can be met.

The European Directive 2010/63/EU has enhanced animal welfare standards and introduced
the concepts of refinement, replacement and reduction (“3Rs”) across the EU, while ensuring
Europe remains a world leader in biomedical research. Under this Directive, animals may be
used Iin research where the potential medical, wveterinary and scientific benefits are
compelling and there is no viable alternative method.

For research using animals to be both ethical and scientifically rigorous and authorised
according to the Directive, it must meet high welfare standards and embed the 3Rs. The 3Rs
are:

- Replacement — methods which avoid or replace the use of animals;

- Reduction - methods which minimise the number of animals used per experiment;

- Refinement — methods which minimise any suffering and improve animal welfare.

Developments for alternative methods to the use of animals in research, such as the use of
human cell models and computer modelling, continue to progress and scientists must
continue to drive these forward. However, alternative methods are not able to fully replace
the use of animals at this time. For many diseases, including complex conditions such as
cancer, heart disease and diabetes, which affect multiple organs, we must understand how
the whole organism interacts, which means that research using whole animals continues to
be essential.

Research using animals has enabled major advances in the understanding of biclogy and has
contributed to the development of nearly every type of treatment used in medical and
wveterinary practice today. Currently, research on animals continues to be necessary to
understand human and animal health and disease, and to develop and improve treatments
for patient benefit across the world.
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Thank You

Any Questions

Kleech@eara.eu
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