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About Anses ...
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ANSES in brief

v 1350 staff

v" 800 external experts solicited (16 Expert Committees,
working groups)

v Annual budget: 130 million Euros
v More than 8000 Opinions issued since 1999

v 65 National Reference Laboratory mandates, 9 EURL
mandates, 19 international mandates

v" 250 scientific publications per year
v" More than 100 doctorate and post-doctorate students
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ANSES Missions
ANSES contributes to ensuring:
-human health and safety in the fields
of environment, work and food
as well as
-protecting animal health and welfare
-protecting plant health

Recommend public health

measures
Assess nutritional and

Provide laboratory

health risks and benefits ¢ reference missions
Provide training and
information and
contribute to public
d debate
Conduct, '
SR “ Authorise marketing of veterinary
R medicinal products
e EE———

Collaborate with European & international agencies anBes :}
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ANSES Core values

Independence, impartiality
A code of conduct and independent committees which stakeholders
can solicit, collegial and multidisciplinary scientific panels, prevention
of conflicts of interests, public funding, etc.

Access to
Assessment process, stakeholders
minority opinions,

publication of opinions, :

public declarations of ‘
interest, public calls for

experts and research —————

projects, etc.
Excellence/scientific expertise
selection of experts through open calls for
applications
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Risk analysis: who does what?

ANSES Ministries
. - .
= Define regulations
Risk assessment (RA)
Central-level
RA departments I I - Seivices
Review Implementation
Laboratories
Local-level
Reference 4===p Research services
Risk assessment Control and inspections

Consultation with
l stakeholders Risk management

Communication on risk Communication on risk

assessment management
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Digital tools

www.anses.fr (Fr & Eng)
Thematic articles
Alphabetical index

RSS feeds

Personal accounts, mail alerts
and library

= Monthly newsletter
French and English versions
The latest breaking news

19 000 subcribers
Subscription-based

Tweeter account
@Anses_fr

1700 followers &@J
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About Endocrine disruption ...
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A few words about endocrine disruption ...

”

v A “not so new” concept originally —
developed in the framework of the  sccreimmes.

“Wingspread Statement” in 1991 :

“Many compounds introduced into the environment ...  EEiSSSerormiiTTmLoD

. . o mwﬁ‘-":ﬂadmm.w——-

are capable of disrupting the endocrine system of EEmi—mcrmommiton
animals ...” Thapemons o e v

e e L S

“The consequence of such disruption can be profound 2 e
n

v" Weybridge meeting on EDs in 1996
between European and US authorities ;

v Since then, significant progress in
knowledge and consensus in many areas ;

v" But diverging views exist on specific points
within the scientific community and
regulators worldwide ;
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A few words about endocrine disruption ...

v There is a general consensus on the
WHO/IPCS (2002) definition of an
endocrine disruptor :

“An exogenous substance or mixture that alters
functions of the endocrine system and
consequently causes adverse health effects in an
intact organism, or its progeny, or
(sub)populations”

v “Adversity” has also been defined in

2009 :

“A change in morphology, physiology, growth,
reproduction, development, or lifespan of an
organism ...”

v" Disruption is defined not the disrupters
i)
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A few words about endocrine disruption ...

v Key issue : Does the ED dose make the
poison ? Or is Paracelse (1493-1541)
dead again ?

“ED compounds would elicit effects at doses much lower than
normally used in regulatory testing”

“Hormones and chemicals that act like them can have effects at
very low exposure levels”
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___Afew words about endocrine disruption ..
v Key concerns :

“High incidence and increasing trends of many endocrine related
disorders in humans”
“Observation of endocrine related effects in wildlife populations”

“More than 800 chemicals are known or suspected to be capable
of interfering with hormone receptors, only a small fraction having
been tested for their potential ED effects ”

v" A broad scope of human diseases
potentially concerned : reproductive

incidence per 100000

No. of female breast cancer
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Figure 8. Female breast
v Foetus and children are the most A
Jata from http://data.euro.
vulnerable humans : oo

“Exposure to EDCs could impair the health of our children
and their children”

v More and more reports about the
associated costs (billions of € for EU28).
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The European landscape...
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___European activities ...

v A “top of the agenda” topic broadly discussed by regulators
and stakeholders ;

v" First “Community strategy for Endocrine disruptors” adopted
in 1999 (COM1999/706) :

Short term action : priority list of substances (435), monitoring in food and
environment ;

Medium-term action : development of tests (consistent with same strategies in
USA and Japan), research, identification of alternative chemicals ;

Long-term : adoption of legislative instruments.
v" New strategy is currently on going ;

v" Supported by various strategic reports funded by the

Commission :
State of the art assessment of EDs (A. Kortenkamp-2011) ;
Scientific opinion on the hazard assessment of EDs (EFSA-2013) ;
Key issues relevant to the identification and characterisation of EDs (JRC-2013)
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___European activities ...

v" Specific provisions related to EDs are included in important
EU legislations regulating the marketing and use of chemical
substances :

Plant protection product regulation

Biocides product regulation

Reach (Registration, Evaluation, Authorisation and restriction of Chemicals) regulation
Cosmetics regulation

Medical devices directive

Water framework directive

v Other sectorial legislation regulate ED, on a case by case
basis, with no specific provision related to EDs

EU occupational safety and health
Pharmaceuticals
Food contact materials

v" Targeted regulation have been implemented
Ban of bisphenol A in baby bottles (EU directive 2011/8)

v The CLP regulation doesn’t explicitly consider EDs.
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European activities ...

v" Practically, the concept of EDs is
included in multiple regulations with
various wording and involving various  sweden to sue EU Commission over

approaches ; e i i

veet (o [ senen o«

v' The European commission had to
define precise criteria for identifying
EDs, in the framework of the PPP
regulation, before December 2013 ;

v' So far, these criteria have not been
issued ...

v In this context, EU commission has
published a road map and issued a
public consultation on the definition
criteria : risk versus hazard ... ?!
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The French landscape...
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French activities .

v In France, “Endocrine dlsruption” is a highly controversial
topic for the stakeholders and retains a strong political

attention ... == PLANETE |7
Bisphénol_A etcancer: les preuves s'accumulent

EERRE

SINIEANE DEREE

v" In this framework, a “National Strategy related to EDs” has
been issued in August 2014.

ELTET
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French activities ...

v" A huge activity dedicated to research and risk
assessment on EDs (bisphenols, alkyphenols,
phtalates, parabens, Br and F compounds, ...) ;

v" Anses delivered several opinions on BPa and other
bisphenols (2011-2013)

Showing risk situations for the foetus associated with maternal
exposure during pregnancy ;

Stating the necessity to reduce the exposure.
v" Permanent exchange with EFSA and ECHA on BPa;

New EFSA opinion on BPa expected for January
2015 leading to a lower TDI ;

ECHA work under progress fuelled by Anses
BPa classified 1B for reproductive effects
Potential restriction of use in the thermal paper
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___French activities ...

v" Several ad hoc regulations have

been issued on BPa anses L}
Ban of BPa in baby bottles (Law 2010-729) ; -
Ban of BPa in all food contact material from January Effots sanitaires

2015 (law 2012-1142)

Ban of phtalates in some medical devices (law 2012-
1142).

v In this framework, French
government has delivered

du bisphénol A

recently several reports Pa s 7
concluding on the technical |~ . /g / -
feasibility of the banning : A4 J 2
Report about endocrine disruption (June 2014) b ey
|

Report on alternatives to BPa in food contact material
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