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| How the EU works

Institutions

European Parliament AdViESl(J):gp%(;iieEsconomic and Social
8?#0'1:" of the European Committee

European Commission Committee of the Regions

Court of Justice of the
European Communities

European Court of Auditors Common Foreign and Security Policy

European Ombudsman Police and Judicial Cooperation in
European Data Protection criminal matters

Supervisor Executive agencies

Decentralized bodies (agencies)
Community agencies

Financial bodies
European Central Bank
European Investment Bank
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I Three key players

The European Parliament
- voice of the people

Jerzy Buzek, President of the European Parliament

The council of Ministers
- voice of the Member States

José Manuel Barroso, President of the European Commission
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How the EU laws are

made
_|_

Citizens, interests groups, experts: discuss, consult

v
Qmission: makes formal proD
v

Parliament and Council of Ministers: decide jointly

v

National or local authorities: implement

\4

@nd Court of Justice: monitor implementation
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The European Union

_|_
m 27 Member States

m (latest enlargement on the 1st January 2007 )

m (6 at the beginning, then 9, then, 10, then 12,
then 15, then 25, now 27)
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Lisbon treaty-1
_|_
m Article 168 .

A high level of human health protection
shall be ensured in the definition and
implementation of all Community
policies and activities.
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Lisbon Treaty-2

+
m Article 3

The Union shall establish an internal market. It shall
work for the sustainable development of

Europe based on balanced economic growth and
price stability, a highly competitive social market

economy, aiming at full employment and social
progress, and a high level of protection and

improvement of the quality of the environment. It
shall promote scientific and technological advance.
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Lisbon Treaty 3

_|_
= Union action, which shall complement

national policies, shall be directed
towards improving public health,
preventing physical and mental iliness
and diseases, and obviating sources of
danger to physical and mental health.
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European ST
Commission-1 Lo

m The Commission has been given a right of initiative,
proposing the legislation on which the European
Parliament and the Council decide.

m The Commission is also responsible for
Implementing common policies (like the common
agricultural policy); it administers the budget and
manages the Union's programmes.

m Most proposals are a response to legal obligations,
technical requirements or to a specific request for
action from another institution

_I_
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European
Commission -2

4
What exactly happens to a piece of legislation?

m A draft for a piece of legislation is normally
prepared by the leading service only after
external consultation of national authorities,
interested parties and stakeholders.

m The formal proposal, as adopted by the
College of the Commissioners, is examined by
the European Parliament and the Council,
who jointly have the role of EU legislator.
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European

| Commission-3

m The college of Commissioners is
composed by:

m 1 President
m 26 Commissioners

European Commission-SANCO Directorate 25

BMERE-3

L

BEEGEMOEAIE. LTOERY:

N

1
6%

i
0 o
Ny M

\
/

European Commission-SANCO Directorate 26




Food Safety
Main items

_|_

General Food Law
Animal Health (Avian flu, swine fever)
Animal Welfare
Veterinary Inspections
Phytosanitary measures
Pesticides
Feed
Contaminants
Labelling
Nutrition
BSE
Dioxins
Precautionary principle
Antibiotic resistance
Microbiological criteria
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DG HEALTH
AND CONSUMER
PROTECTION

+ (SANCO)

m Budget: 500 million euro

m Departments in Brussels, Luxemburg,
Ireland

m Staff: 700 officials

- ERERBER
(DG-SANCO)
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Role of

the European

Commission
+ (Summary)

m To take initiatives and propose
legislation

m To ensure the correct application of
the European legislation

m To represent the European union and
Its citizens
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The Council of the + e

*

European Union o x

m The Council is the main decision-making body
of the European Union

m The ministers of the member states meet within the
Council of the European Union. Depending on the
Issue on the agenda, each country will be
represented by the minister responsible for that
subject (foreign affairs, finance, social affairs,
transport, agriculture, etc.).

m The presidency of the Council is held for six months
by each member state on a rotational basis.

_I_

European Commission-SANCO Directorate 33

EXMEEE

_I_

* 4 Kk

s FUNEERE, BRMES O ELERRERKES

s MBEDOEEIIERMNEBEZRICHET 5.
ko TIX, TDEIRZEL I HEE SR,
BA75. = [iRE, REEH., RXLGE)HNEDE
RIS

s BEZOZEREIX. 61 A EITNMBENEFS
EYTHDHSD

European Commission-SANCO Directorate 34




European

| Parliament

m The European Parliament is made up of 736
Members elected in the 27 Member States
of the enlarged European Union. Since 1979
MEPs have been elected by direct universal
suffrage for a five-year period.

m Like the other EU institutions , it works in all
EU languages (23).

m It is organised in Political Groups and
Committees.
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Year 2000 (new policies
_|_

- Farm to fork

- Food Chain

- Hygiene

- Risk Assessment

- Risk Management

- Risk communication

European Commission-SANCO Directorate

20004F (FFiEz

AT
N’

- RENOREET

« J—FFz—2

- B4

o )R &L

- JROEIH

e YRR —23Y

European Commission-SANCO Directorate




Regulations (earth)




General Food Law
Regulation
1+ N°178/72002

m Traceability throughout
the food chain

m Feed and food
operators are
responsible for the
safety of their products

Rapid Alert system
Emergency measures
Precautionary principle

European food Safety
Authority (EFSA)
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Registration, Evaluation,
Authorisation and Restriction of
Chemicals (REACH)

m Under REACH, manufacturers, importers
and downstream users have to ensure that
the substances they manufacture, place on
the market or use, do not adversely affect
human health or the environment.

m Since REACH deals with substances, in
whatever size, shape or physical state,
substances at the nanoscale are also
covered by REACH and its provisions apply.
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EU Regulation on cosmetic products -
Regulation (EC) No 122372009
_|_

m At present, there is inadequate information
on the risks associated with nanomaterials.

m “Nanomaterial" means an insoluble or
biopersistant and intentionally manufactured
material with one or more external
dimensions, or an internal structure, on the
scale from 1 to 100 nm.

m Labelling of nanomaterials required
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State of Play for
Nanomaterials 1

m Current E.U. general food legislation does
cover nanomaterials

_|_

m No intention of proposing a specific
legislation on for “nanofoods” , but the on
going revision of EU food legislation
addresses specifically nanomaterials
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State of Play for

Nanomaterials 2
_|_

m Pre-market authorisation is based on a
safety assessment performed by the
EFSA for each individual food
Ingredient

m Need for a new authorisation when
existing EU authorisation covers only
conventional raw material
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EU Legislation on Novel Foods,
Additives, Flavourings and Food
Qrontact Materials

o List authorised

substances

UNovel foods

UFood additives Specifications

UFood contact and conditions for use
materials

UFlavourings
UFeed additives

QdVitamins and
minerals and
sources (food
su p p | ement S\J))pean Commission-SANCO Directorate 53
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Additives, Flavourings and Food
Contact Materials

EU authorised substances
Usually do not cover the particle size

m Substances covered by authorisation are those
which were subject to the risk assessment

m Significantly different substances are, for example,
changes in particle size

m New scientific or technical knowledge affecting
safety have to be communicated to the Commission

m No labelling requirement for nanomaterials
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in nano scale

New Substance

_|_

Evaluation by
EFSA

Additional data
Case-by case evaluation by EFSA

\ Favourable
Opinion?
es

No

Authorised substance

l

Change in manufacturing
process or in the raw
materials including
nanotechnology

l

New Evaluation by EFSA

| (or inconclusive opinion) Y ) Favourable
No Opinion?
Substa_lnce _ (or inconclusive opinion) Yes
Syt auth(_)r_lsegl with S (T
specifications : :
not (including particle authorised with
authorised . d partc Substance not fication
size) and conditions : Specincations
S authorised (including
particle size) and
conditions of use
European Commission-SANCO Directorate 57
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Food cont
_|_

Substances evaluated
by EFSA in nanoform

Silicon dioxide coating (SiOx) (max
thickness 100 nm)

on the inner surface of PET
articles.

m Titanium nitride
(TiN),nanoparticles, to be used
in polyethylene terephthalate
(PET) bottles(pending

Q)
(.

Substances authorised in
plastic FCM that could
occur in nanoform

Carbon black
Aluminium oxide
Bentonite

Calcium carbonate
Iron oxide

Silicon dioxide
Titanium dioxide

authorisation)
£ —| <xrr f,' 2l J
;'c;TEJ e 'J/f J{’J‘ FCM)
—I_ — ~ >
EFSADFHExREGSD  F/HIRTOEAN

T/ E
PET & R &R 3R H O — B&1E /7 1 & (SiOx)
A—T1>7 (BZ100nmZ&ET)

m PETARRILICERAINSZIEFE
(TiN) . F/HIF (FRKEBERES)
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Substances used in FCM for
which the nanoform is
| authorised

m Carbon black
a Silicon dioxide
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Novel Foods Regulation
(current status)
_|_

m Category (f):

« foods and food ingredients to which has been
applied a production process not currently (May
1997) used, where that production process
gives rise to significant changes in the
composition or structure of the foods of
food ingredients which affect their nutritional
value, metabolism or level of undesirable
substances ».
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Novel Foods Review
_|_

m Nanomaterials are Novel Foods- systematic need of
specific authorisation

m Draft definition of «engineered nanomaterials »

m Labelling of nanomaterials on a case by case basis
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Definition (Venus)
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Draft Definition of
Engineered Nanomaterials

Any intentionally produced material with...

m One or more dimensions of the order of 100
nm or less, ...

m Including structures, agglomerates or
aggregates which may have a size above the
order of 100 nm but retains properties that are
characteristic of the nanoscale
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Discussion

_|_
® ... “In the order of”

m “... “proprieties that are characteristic of the
nanoscale”

m “ dimensions of 100 nm or less”
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Scientific Committee on
Emerging and Newly ldentified
+Health Risks (SCENIHR)

m SCENIHR (2009) proposed the use of
a limit of specific surface area to
regard a particulate substance
‘nanomaterial’

ME-FRRESh-BE)RVIC
B9 58FERE (SCENIHR)

_|_

m SCENIHRIZ. 200942 /88 1 ELNSRDK
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European Medicines Agency
(EMEA)
_|_

m From the atomic level at around 0.2
nm up to around 100 nm.

XM EXRSHRIT (EMEA)

_|_
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European Food safety

Authority (EFSA)
_|_

m hanoscale refers to a dimension of the
order of 100 nm and below [...] but
there are size-related effects that can
appear at larger size.

B & G 2B (EFSA)
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UK Royal Society & Royal
+ Academy of Engineering

m Typically from 100 nm down to the
atomic level (approximately 0.2 nm).
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Organisation for Economic Co—
operation and Development (OECD)

and

International Organization for
Standardization (ISO)

m The size range typically between 1 nm
and 100 nm.
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Science (jupiter)
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“General Food Law”
Regulation No 178/2002
_|_

m Provides the respective responsibilities
risk assessment/ risk management

Si assessment

— EFSA In charge of risk a
— Risk management
m Commission

m Member States
m European Parliament

m Scientific opinions
— Requested by the risk managers (COM/MS/EP)

=y

— Possibility of self tasking for EFSA
m EFSA can cornrruniceate on risk
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EFSA’S role

-+Risk assessment
— Scientific opinions
— Technical or scientific assistance
— Technical guidelines

m Collection and study of information

m Network with scientific organizations or
assessment agencies in the Member States

m Participation in case of food safety crisis
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From RM to RA

REQUEST

BANCO

European Commission-SANCO Directorate

efsam

European Food Safety Authority
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_|_

Requests to EFSA

m Questions from the Commission
— Majority (Legislation): 95%
— Authorisation procedures (including
demands from MS)

m GMO, feed
m Additives, FCM...

— Emergency procedure
= Questions from EP, MS
m Questions from EFSA itself —

European Commission-SANCO Directorate
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1.2 Preparation

_|_
m Wording of the request

— Mandate

— Terms of reference
m Scheduling of the reply
m Potential consequences

— Communication
— Other implications
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From

RA to RM

OPINION
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Elaboration of an opinion

_|_

m Attribution to a Panel
— Nomination of a « rapporteur » e
— Discussion in Working Groups
— Preparation of a draft opinion

m Final version
— Discussion in plenary meeting (Panel)
— Adoption, editing of the opinion
— Publication (Website)
— Communication (if necessary)
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m Currently used risk assessment paradigm
(hazard identification, hazard
characterization, exposure assessment and
risk characterization) is considered
applicable.

m Current toxicity testing approaches used for
conventional materials are a suitable
starting point for case-by-case risk
assessment.
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m Toxicity-testing methods may need methodological
modifications.

m There may also be additional toxic effects caused
by ENM that are not readily detectable by current
standard protocols.

m For hazard characterization, several dose metrics
may need to be explored in addition to mass.

m The risk assessment of ENM has to be performed
on a case-by-case basis.
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EFSA 3

m Appropriate data for risk assessment should include
comprehensive identification and characterization
of the ENM, information on whether it is likely to be
Ingested in nanoform, and, if ingested, whether it
remains in nanoform at absorption.

m Characterisation: size, mass, surface area, shape
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m Current definitions are mainly based on size
parameter,

m Some materials only have a size fraction in
the nano-scale, or they contain
nanostructures in highly agglomerated or
aggregated forms.

m To overcome these shortcomings, some
scientists are proposing a complementary
definition based on volume specific surface
area (VSSA)
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Market (Saturn)
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% Daily Value

1200 meg 20000%

Servinﬁ Size 6 sprays (780mcL) Servings Per Container 34
* Percent Daily Values are based on a 2000 calorie diet.

Vitamin B-12 (Cyanocobalamin)
** Daily Value not established.

Supplement Facts
Amount Per Serving

To Use:
Shake well then press actuator down 3 or
more times to prime pump.

Suggested Use: _
As a dietary supplement, (3) sprays twice
daily. Spray into your mouth under your
tongue, hold for 20 seconds and then
swallow.

About B-12 Energy Booster:

Advanced NanoSynergy™ Delivery System

allows more energy enhancing vitamin B-12

to be absorbed into your circulatory system.

B-12 Ene r{gyr Booster is 100% natural and
ree.

stimulant
Maﬁuhﬂglﬁdﬂ)l: Made in USA
ercola.com
sperplacom, Patent # 6,861,066

Carol Stream, IL 60188
www.mercola.com

7% USPSTANDARDS

KEEP OUT OF REACH OF CHILDREN,
CAUTION: Do not spray in eyes.

* These statements have not been evaluated by
the Food and Drug Administration. This product
is not intended to diagnose, treat, cure or
prevent any disease.

Free of sugar, salt, com, wheat, yeast, milk denvatives,
artificial preservatives, artificial flavors and colors.

Other Ingredients: Purified Water, Vegetable Glycerin, Citric
Acid (natural preservative), Potassium Sorbate and Natural

Spearmint Flavor.
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% Daily Value

1200 mcg 20000%

Servinﬁ Size 6 sprays (780mcL) Servings Per Container 34
* Percent Daily Values are based on a 2000 calorie diet.

Vitamin B-12 (Cyanocobalamin)
** Daily Value not established.

Supplement Facts
Amount Per Serving

To Use:
Shake well then press actuator down 3 or
more times to prime pump.

Suggested Use: _
As a dietary supplement, (3) sprays twice
daily. Spray into gour mouth under your
tongue, hold for 20 seconds and then
swallow.

About B-12 Energy Booster:

Advanced NanoSynergy™ Delivery System

allows more energy enhancing vitamin B-12

to be absorbed into your circulatory system.

B-12 Ene r{gyr Booster is 100% natural and
ree.

stimulant
Maﬁu!anuledfol: Made in USA
ercola.com
sppicpacom, Patent # 6,861,066

Carol Stream, IL 60188
www.mercola.com

7% USPSTANDARDS

KEEP OUT OF REACH OF CHILDREN,
CAUTION: Do not spray in eyes.

* These statements have not been evaluated by
the Food and Drug Administration. This product
is not intended to diagnose, treat, cure or
prevent any disease.

Other Ingredients: Purified Water, Vegetable Glycerin, Citric
Acid (natural preservative), Potassium Sorbate and Natural

Spearmint Flavor.

Free of sugar, salt, com, wheat, yeast, milk denvatives,
artificial preservatives, artificial flavors and colors.
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Products (food supplements)

sold in the EU
_|_

m Nutri-Nano CoQ-10 is a patent-protected nanotechnology that
transforms fat-soluble nutrients into amphiphilic ones — substances
that are soluble in both fat and water. The use of nanotechnology
increases "bioavailability” in the human body.

m The nano -silicon, -magnesium and -calcium supplements claim to
strengthen and support bones regeneration and muscles functions,
support immune system and having antiageing properties.

m Nano-metals. These are natural mineral supplements in the form of
nanoparticle colloidal silver/gold/platinum. Claims are to support
immune system, healing processes, anti-inflammation processes and
skin conditioning.

m Nano vitamins C and B12 supplements using Liposomal
Encapsulation Technology (LET).
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M+uito Obrigado!!!!

Domo Arigato!!

M+uito Obrigado!!!!

Domo Arigato!!




Ruil Cavaleiro Azevedo

SANCO Directorate
Deputy Head of Unit
Innovation and Sustainability

m /ul.cavaleiro@ec.europa.eu
m phone: +32 2 2998667
m http://europa.eu.int/comm/dgs/health consumer/fo

odsafety.htm
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