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Sintesi

o |l processo decisionale legislativo in UE

e Gli attori principali e le fonti di informazione on
line

e Alcuni esempi di strumenti per I'aggiornamento

e Considerazioni conclusive
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Autorita nazionali degli Stati Membri

ITALIA;
Ministero della Salute

Direzione Generale della Valutazione dei Medicinali e della
Farmacovigilanza

Ufficio IX cosmetici

SPAGNA:
Subdireccidon de Productos Sanitarios

Agencia Espanola de Medicamentos y Productos Sanitarios
Ministerio de Sanidad y Consumo

http://pharmacos.eudra.org/F3/cosmetic/cosm_member_states contacts.htm
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e Industry facts &figures  Legal and regulatory aspects Scientific and technical Committees & working groups Mational authorities
- - -

EU Member States contacts

£ . Belgium Cyprus
Czech Republic Latwvia

Malta Denmark Lithuania
Germany Luxembourg
Estonia Malta
Greece Hungary
Spain Metherdands
France Austria
Ireland Poland
Italy Portugal

EFTA / EEA States contacts Norway
Iceland

Liechtenstein
Switzerdand

Communication tools for members (DG Enterpise and Industry)

Other inforrnation Fublic consultations
-

Slovenia
Slovakia
Finland
Sweden

United Kingdon

Cortacts it
-
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Autorita nazionali degli Stati Membri

FRANCIA:
Agence francaise de sécurité sanitaire des produits de
santé (AFSSAPS)

“Ensuring health safety standards remain optimum, while at the same time
promoting innovation when it is genuine and when it meets the
Important needs of patients”

http://afssaps.sante.fr/
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afssaps
_ Plan du site A propos du sike Contacks Liste de diffusion Archives Information in english

veautés | S&curité sanitaire & vigilances | Documentation & publications | Rile & missions | Infos pratiques | Experts & emplois

Iégende des icdnes des produits de santé

m medicament produit cosméticue médicament dérive du sang
dizpositif de diagnostic in witro produit thérapeutique annexes praduit de thérapie génigue
TN dispositif médical produit sanguin kabile produit cellulsire & finalité thérapeutioue

tizsu ou organe d'origing humaine ou animale autres produits de Santé

Cette rubrique regroupe les décigions de police sanitaire prises par I'Afssaps depuis le premier janvier 2004, i I'exception des retraits d"AMM qui seront
inclus dans cette rubrique courant 2005,

| année 2005 cliguez zur lrtitulé de la décizion- les décizions sont en format pof

Décision soumettant & des conditions particuligres et & des restrictions 1a fabrication, e conditionnerment,
l'mportation, 1a distribution en gros, la mise surle marché & titre gratuit ou onéreus, la détention en vue de la

Yy i . L . 2 i 2311105
2313 LOs vente ou de la distribution a titre gratuit ou onéreux et ['utilisation de produits cosmetiques contenant cerains
ethers de glycol fwersion corigee du 2547 1/2005)
2111103 COs AN i 13 décision du 2301 105 gui annule et remplace la décision du 1811505 181105
1410505 m IIEuspens"mn pour une duree d'un an de l'activite de fahrication de médicaments 3 usage humain de la societe AR
W2 MED
TG "MED] Su_spensiun ju_squ'a mise en conformite e_t pour une durée maximum d'un an de 'activite de fabrication de TV

a Internet




Richiesta di ulte:N
informazioni DG ENTR

Cambio
Stato membro dlrettl‘/

Richiesta di ulteriori
informazioni

Richiesta di ulteriori informazioni

Richiesta
DG SANCO richiesta
SCCP
opinione l opinione
Valutazione del rischio
DG ENTR | Gestione del Parere vincolante
rischio
l info
Consultazioni pubbliche Stati membri e
) . . parti interessate Discussione gruppi di lavoro
Consultazione Inter-servizi [ * gruppt di.
DG |1=_NTR Decisione e proposta
A4 .. .
Standing comm. Opinione e approvazione

v

Direttiva di adattamento al progresso tecnico

10 13.12.2005 Silvia Boracchi



Produttori di Cosmetici finiti

COLIPA, The European Cosmetic, Toiletry and Perfumery associat.
www. colipa.com

e le singole associazioni nazionali:
UNIPRO www.unipro.org
CTPA  www.ctpa.org.uk
IKW www.ikw.de
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CI\VPA

CTPA WHITE PAPERS

About the CTPA Q) \
Tosmetic market=0) | Kisk int Perspective

Cosmetic regulations )

Information centre (@I

The CTPA is pleased to launch its second White Paper "Risk in Perspective”. We all face the challenge
of putting risk into perspective in our everyday lives and in this new paper we set out to understand

About cosmetics rmare about how we do this,
Frequently Ashed Questions . . . . i
Fublished aticles Cwr industry faces the challenge to put risk into perspective and demonstrate the difference between

CTPA published research risl_< and haze_:rl:l. In this paper we argus that consumers deserve more credit fl:ur_ holding sensil:ule
i attitudes to risk, It challenges perceptions, often created by NGOs and the media, of a society
ETFAwhite papers frightened of the results of scientific developments and scared of evervday products, What is clear
Look Good... Feel Better from this research is that when given information in a balanced way, consumers understand the
Educational resources benefits of scientific progress and also appreciate that zero risk in life is impossible,

| Members intranet O}

This paper builds on our previous calls to action, including closer collaboration between NGOs,

| Useful links Q) | government, industry and the media, to create a climate in which people are able to make sense of
the right information. Wwe want recognition of the need to provide clear and accessible information
that relies on people’s ability to put risk into perspective, In shart, to trust in their own good sense.

Yi'e welcome comments on the content and conclusions of this CTRPA White Paper {info@ctpa.org.ul).

| Printable version O}

Uzernams If wvou wish to share it with others please make use of the link below, Hard copies are available on
| | request,
Password White Paper 'Risk in Perspective’

| |
Help

Quick Search this site ®

Quick Search for This is a discussion paper published in response to a growing recognition armongst industry,
| | politicians, NE0s, media and consumers that the debate around what has been called the "worry
society” is ane in which we all need to engage.

Making Sense of Risk

Advanced

Help

“ie imAnctey farae tha challamaas Fo mok vicls inbs rareractivae and darmancteatas tha Aiffarancae hatiuzan
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Produttori di Ingredienti: EFfCI

EFfCI, The European Federation for Cosmetic Ingredients

www.effcl.com

v' MANDATO: rappresentare gli interessi dell'Industria in ambito politico,
amministrazione UE, clienti e nel forum scientifici

v MEMBRI:
- ASSOCIAZIONI nazionali
- MEMBER COMPANIES (AUSTRIA,BELGIUM, FRANCE,
SWITZERLAND, THE NETHERLANDS)

13 13.12.2005 Silvia Boracchi



Produttori di Ingredienti: EFfCI

ASSOCIAZIONI nazionali affiliate ad EFfCI:

MAPIC, Italia: http://acfis.federchimica.it
KOSRO/TEGEWA, Germania: www.tegewa.de
COSRAM/BACS, UK: www.bacsnet.org

14 13.12.2005 Silvia Boracchi



General Assembly

Board

Direct Members
Councill

Annual Conference Secretariat
General

WG
WG _ WG
WG Regulatory Affairs WG Analytical

Trade Fairs lﬁgtrﬁglegtrsi ?I] and Product Safety Colorants
g (RAPS)

Methods

TF Claims
., Not tested on Animals*

TF REACH

TF Toxicology /

Alternative Methods

TF GMP

EFfCI Organisation
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Produttori di Ingredienti: EFfCI

www.effcl.com

v' parte PUBBLICA (testo consolidato della Dir Cosmetici,
iInventario INCI)

v  sezione RISERVATA Al SOCI: EFfCl database

- EFfCI NEWS
- position papers di EFfCI (claims, 26 allergens, GMP, etc)
- verbali del WG EFCI

- studi e rapporti (ECVAM report, studio di letteratura
sui 26 allergeni, etc)
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Members

+ EFfCI E¥ENTS
Cosmeatic Regulation

Links

EFFCI Database +J EFfCI NEWS:

=

Mewslettar

5 3

+u EFfCI Position Paper
-

s Publication
-

+ WORKING GROUPS
-

Minutes, Working documents

EFfCI Head Office: 56 rue de Colonies bofte 14, B-1000 Brussels Registered as EEIG, Mo 480 249 374/ daciamer
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The European Federation for Cosmetic Ingredients

Pleaze select Docurnents frorm this Folder, ¥ou can open and closze
the Menu with and B, (windows-like)

Private part
AR
AR =

Cosmetic Regulation
+  EFfCI Position Paper
L

----- W 2003.06 - EFfCI PP - Timetable Tox endpoint.pdf
M M 2005.05 - EFfCI PP - Legal Action ¥II Amendmentpd

----- W 2005.05 - EFfCI PP - EFfCI GMP for cosmetic ingred

LOGOUT . e W 2003.053 - EFfCI PP - Claim refering on animal tes

EI‘ + EFfCI PP - Allergens

W 2005.05 - EFfCI PP - Allergens.pdf
W 2004 - Allerges - Literature research.pdf
W Allergens - Category 2 - updated from WG INO.pdf

+ Monographies
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Produttori di Ingredienti: EFFA

www.effa.be

v  sezione RISERVATA Al SOCI
v parte PUBBLICA: 1"'-4’/-%@,
> SAFETY of food products (additives/flavourings,

hygiene); GMOs (DG SANCO, Food & Feed Safety)

> SCIENTIFIC ADVICE:
EFSA
Scientific Comm. on Food
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'y Welcome Events Legislation Our Members ContactUs Links Member Network J

Flavours play an important role in many final consumer products, not guantitatively, but certainly gualitatively. The
European legislators pay more and more attention to flavours used in consumer products and are showing a strong
interest in their health and environmental aspects.

EFFA monitors European developments in the key areas for the industry such as:

Single Market:
1. Safety of Food Products:
= Food additihves

« Flavourings
« Food Hygiene

2. Food Labelling
3 Genetically Modified Qroanisms (GRMOS)
4. Scientific Advice:

European Food Safety Authority
Scientific Committee
Fegulatory Committes
Ewaluation Programime:

o FGE.0

P e el )

tp: ) feurapa, eu.inkfcamm)food)fsfscfscf fouk159_en, pdf
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EU COM

25 COMMISSARI (e piu di 24.000 funzionari!)
36 DIPARTIMENTI (Direzioni Generali)

Www.europa.eu.int

DG ENTERPRISE and INDUSTRY

www.europa.eu.int/comm/enterprise/chemicals

22 13.12.2005 Silvia Boracchi



DG ENTR, Unit F3

Directorate-General ENTERPRISE and INDUSTRY, Unit F3
Cosmetics and Medical Devices

- competitiveness issues of the European industry
but also

- administering the Cosmetics Directive and
supervising its correct implementation

www.pharmacos.eudra.org
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Maodifica  Misualizza  Preferiti Strumenti 7

'Indietru:ul' e - Et] @ @ pCerca i?fpreferiti e‘ @v % - D >

220 http: //pharmacos. eudra.org)

Vai

Collegamer
.

European Commission

Enterprise and Industry DG
Directorate F - Consumer goods

Pharmaceuticals

GCosmetics ===

High Level Group on innﬂvatian
and the Provision of Medicines

tp: f ipharmacos, eudra, orgfF3fcosmetic/casm_intra_MEMY  hkm

| # Internet



Maodifica  Misualizza  Preferiti Strumenti 7

® — it —
) Indietra = @ - \iLI @ A K_JCer-:a ‘{'_‘\'.If’ Preferiti 'E‘E 47 A
" [} — 3

220 @ http: //pharmacos. eudra. org/F3 cosmeticfcosm_inkro_MEW'. htm w Yai Collegamer
=

- TS

Y ! =
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Directorate-General Enterprise and Industry, Unit F3 - Cosmetics and Medical Devices - - EESST

. . - TS

European Commission e

Entrance portal Introduction

Industry facts & figures

Legal and regulatory aspects , The European cosmetics industry is

Scientific and technical aspects k

. . - aworld leader, with a value of output of more than 35 billion £
Committees and working groups  F

Hational authorities - highly innowative: on average, major cosmetic companies replace or reformulate around 25%
other information , of their products every year.

Public consultations - a =zignificant employer. over 150.000 Eurapeans are employed directly; a further 350.000 jobs
Contacts N are created indirectly in retail, distribution and transport.

What's new 7
Cosmetic products are also impartant consumer products: apart from ‘traditional’ cosmetic praducts,
such as make-up and perfumes, it also includes products for persanal hygiene, for example toath-care
products, shampoos and soaps.

The main regulatory framewark which airms at ensuring the free circulation of cosmetic products in the
internal market and safequarding the safety of cosmetic products placed on the EU-market is the
Council Directive 76,768 of 27 July 1976 on the approximation of the laws of the Member States
relating to cosmetic products ["Cosmetics Directive").

The unit Cosmetics and Medical Devices, at the European Commission/ Directorate General
Enterprise and Industry i= in charge not only of competitiveness issues of the European industry but
also of administering the Cosmetics Directive and supemvising its carrect implementation.

enu ready for use # Internet
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DG ENTR, Unit F3
www.pharmacos.eudra.org

»“Comparative Study on Cosmetics Legislation in the EU and
Other Principal Markets with Special Attention to so-called
Borderline Products”

RPA, agosto 2004

 aspetti TECNICO-REGOLAMENTARI
] aspetti SCIENTIFICI e TECNICI

d COMITATI e WG

J CONSULTAZIONI PUBBLICHE

J What’s new?
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DG ENTR, Unit F3 CoE
/
TECNICO-REGOLAMENTARE _> OECD

c ECVAM — SIS
WWW. pharmacos eudra.org ‘
l What's new?

TECNICO-
SCIENTIFICA

COMITATI e WG

L SCCP

13.12.2005 Silvia Boracchi
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DG ENTR, Unit F3
www.pharmacos.eudra.org

d aspetti TECNICO-REGOLAMENTARI

vGuidelines: “Period-after opening-labelling”

“Borderline Products”: Guidance Documents
(Biocidal, Medicinal products)

vAnimal testing:

1. Timetables for phasing out
2. ECVAM report
3. Conference on Alternatives - Brussels, 7th November 2005

4. 3 Rs Declaration

28 13.12.2005 Silvia Boracchi



DG ENTR, Unit F3
www.pharmacos.eudra.org

d aspetti TECNICO-REGOLAMENTARI

vAnimal testing

e Council of Europe: www.coe.int
« OECD: www.oecd.org
« ECVAM: http:/lecvam.jrc.it/

v Altro: inventario INCI
altre leggi applicabili (aerosols, packaging, contenuto)

29 13.12.2005 Silvia Boracchi
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You are here : Home = Advanced search

Advanced search

Enter a query to search by using either part of the title, keyword, author, or ISBN,

Your query : |-:Dsmeti|:s Search now

Print this page E

Just out!

Limit the search to :

Cleoaks
DNEWS

Thematic Search :

Keyword Search :

A tour of the Europe Prize
towns (2005)

Mailing list [

To obtain regula
information on our new title
by e-mail, free of charge.

Type in vour e-mail :
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arliamentary + —
ssembl \ Tom .
Y S Books © Pages of the site = Unsubscribe
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ealth ... addiction blood transfusion medical professions medication O Rights and permissions

0z-871-4575-4 & pharmacopoeia doping medical search aids handicaps ]
ociety Praf. Robert Antan, Dr. Franee Patri, Prof. Vittario zocial zacurity health policy flavourings cosmetics genome O Useful links
" Silano transplantation cloning social issues employment minorities
nvironment migrants & refugees elderly racism & ... O Help
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ECVAM,
European Center for the Validation of Alternative Methods

http://fecvam.jrc.it/

vDescrizione struttura e attivita

vElenco metodi validati e pubblicazioni

vProcedure per la sottomissione di test methods

vEventi e meetings

vLinks: JRC; DG ENT, RES, SANCO, ENV...
—p Scientific Information Service (SIS):

@p /lecvam-sis.j rc)

31 13.12.2005 Silvia Boracchi
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SIS

Scientific Information Service on advanced alternative methods

http://ecvam-sis.jrc.it/

vDescrizione Metodi e Studi di Validazione
vBibliografia

vLaboratori tox e farmacologia (in preparazione)
vECVAM reports (workshops, task forces)

33 13.12.2005 Silvia Boracchi



DG ENTR, Unit F3
www.pharmacos.eudra.org

v aspetti TECNICO-REGOLAMENTARI
J aspetti SCIENTIFICI e TECNICI

J COMITATI e WG

J CONSULTAZIONI PUBBLICHE

J What's new?
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DG ENTR, Unit F3
www.pharmacos.eudra.org

J aspetti SCIENTIFICI e TECNICI

v'Testing guidance (SCCNFP’s Notes of Guidance for the testing of
cosmetic ingredient and their Safety Evaluation, 5th rev., October 2005)

vMetodi di analisi (verifica della composizione)

35 13.12.2005 Silvia Boracchi



DG ENTR, Unit F3
www.pharmacos.eudra.org

v aspetti TECNICO-REGOLAMENTARI
v aspetti SCIENTIFICI e TECNICI

J COMITATI e WG

J CONSULTAZIONI PUBBLICHE

J What's new?
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Direttiva di adattamento al progresso tecnico
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DG ENTR, Unit F3
www.pharmacos.eudra.org

d COMITATI e Working Groups
vSCCP, (SCCNFP):

mandato
composizione
agenda
opinioni

http://europa.eu.int/comm/health/ph_risk/committees/04 sccp/04_sccp_en.htm
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Public Health

PA>European Commission>~DG Health and Consumer Protection>Public Health

What's new? | Subscribe | Site map | Index
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k assessment » Scientific commitiees

. . s . Related
Scientific Committee on Consumer Products R?;Etzgzzgsment
fety of Nanomaterials
“osimetic Products Mandate v Speeches

» Press Release

Il for recent scientific
srrmation.

Questions concerning the safety of consurmer products (non-food products intended for the consumer), In
particular, the Committes will address questions in relation ta the safety and allergenic properties of
cosmetic products and ingredients with respect to their impact on consumer health, toys, textiles,
clothing, personal care products, domestic producks such as detergents and consumer services such as
tattooing.
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v Links
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DG ENTR, Unit F3 CoE
/
TECNICO-REGOLAMENTARE _> OECD

c ECVAM — SIS
WWW. pharmacos eudra.org ‘

l What's new?

TECNICO-
SCIENTIFICA

COMITATI e WG

L SCCP
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DG ENTR, Unit F3
www.pharmacos.eudra.org

d What's new?

v RAPEX: notifiche in corso
v DOCUMENTI ATTUALI

- press release
- consultazioni COM
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DG ENTR, Unit F3
www.pharmacos.eudra.org

J PUBLIC CONSULTATIONS

Sono richiesti commenti su

» impatto per la competitivita e il mercato

» costi diretti e indiretti per I'industria

» Impatto sullinnovazione e laricerca

» Impatto per settori e gruppi specifici di lavoratori
» conseguenze per i consumatori
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DG ENTR, Unit F3
www.pharmacos.eudra.org

d PUBLIC CONSULTATIONS

vMDBGN ——*> bando?
vLawsone —— bando?
v4-MBC —— dati peril 31.12.05

\

per la consultazione su MDBGN: entr-cosm-MDBGN@cec.eu.int entro
per la consultazione su 4-MBC: entr-cosm-4MBC@cec.eu.int ' 16.12.05
per la consultazione su lawsone: entr-cosm-lawsone@cec.eu.int

/
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DG ENTR, Unit F3
www.pharmacos.eudra.org

d PUBLIC CONSULTATIONS

vPRESERVANTI con asterisco:

- dati entro il 31.12.05
- consultazione entro 1l 31.10.05
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EU WG on COSMETICS (AHWP)

] Stati Membri
J Industria
(J COM-DG ENTR F3

J BEUC: www.beuc.org organizzazione europea consumatori
J EFTA: www.efta.int  European Free Trade Association

J ECEAE: www.eceae.org
European Coalition to End Animal Experiments

J ECOPA: http://ecopa.vub.ac.be

European Consensus-Platform for Alternatives
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draft AGENDA - 8 dicembre 2005

Skin allergens (cosmetovigilance, self-testing)
7th November 2005: follow up
Guidelines on restriction to professional use (sub-group)

Manual on demarcation line with the Medicinal
products Directive 2001/83/EC and the Medical devices
Directive 93/42/EEC (sub-group)

Perfumes: follow-up of SCCNFP/SCCP opinions
Follow-up of SCCP opinions (AHA, IPBC, ...)
Hair dyes, public consultations
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