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INTRODUCTION

• Registration, Evaluation, 

A th i ti d R t i ti fAuthorisation and Restriction of 

Chemicals

• In force since 01.06.07

• 850 Pages of EU Legislationg g

• Covers both Human Health and 

Environmental Issues

• Non Compliance can mean goods 

will be banned from EU marketwill be banned from EU market
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INTRODUCTION

• REACH is applicable to :• REACH is applicable to :

• Chemical Substances• Chemical Substances

• Chemical Preparations 

(Cocktails)(Cocktails)

• Chemical Substances in 

Articles
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INTRODUCTION

REACH requires :REACH requires :

(under certain given circumstances)

• A “registration process” 

(including Pre-registration

• A “notification” process

• A “communication” informationA communication   information 

sharing process
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INTRODUCTION

An importer based in the EU may :

• Have obligations to “Register” 

chemicals contained in products 

he/she imports

• Have obligations to “notify”about 

chemicals in products

• Have obligations to “provide” g p

accurate information to customers 

about chemicals in products
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INTRODUCTION

• European Chemicals Agency• European Chemicals Agency 

(ECHA) is responsible for all 

aspects of REACHp

• REACH is about products and 

international Supply Chaininternational Supply Chain 

Management

• A big “RSL” with added• A big RSL  with added 

complications
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INTRODUCTION

Main Objectives of REACH

• Create a single system to regulate 

chemicals in the EU

• Improve the protection of human 

health and the environment from 

i k th t b d brisks that can be posed by 

chemicals

• Importers are given the 

responsibility of knowing that 

chemicals in products are safechemicals in products are safe
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REQUIREMENTS

• REACH (substances in articles) C (substa ces a t c es)

requires three main actions :

• RegistrationRegistration

• Notification

• Information / communication
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REQUIREMENTS

• Substances in Articles

• If release of a substance “is 

intended under normal and 

bl f bl ditireasonable foreseeable conditions 

of use

“if more than 1000 kg per year per• “if more than 1000 kg per year per 

legal entity of the same substance 

is contained in the product rangeis contained in the product range

• The substance(s) must be registered 

with the European Chemical Agency p g y

(ECHA)
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REQUIREMENTS

• What is an article ?• What is an article ?

REACH Article 3.3 :

Article: means an object which during

production is given a special shape, 

f d i hi h d t isurface or design which determines 

its function to a greater degree than

does its chemical compositiondoes its chemical composition
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REQUIREMENTS
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REGISTRATION

(Pre-registration)(Pre registration)

Registration

(Pre-registration)( g )

of substances in Articles
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REGISTRATION

(Pre-registration)

Registration procedures will require 

(Pre registration)

the submission of a complete 

technical dossier with :

Y id tit d t t i f ti• Your identity and contact information

• The identity of the substance and its 

use

• Imported tonnage per year (indicating 

the registration deadline) and exposure 

informationinformation

• Classification and labeling of the 

substance
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REGISTRATION

(Pre-registration)

G id it f

(Pre registration)

• Guidance on its safe use

• Study summaries of the information on 

the intrinsic properties of the substancep p

• An indication as to whether the 

information has been reviewed by an 

assessorassessor

• Proposals for further testing if relevant

• A chemical safety report (for y p (

substances in volumes exceeding 10 

tons per year
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REGISTRATION

(Pre-registration)

• “Registration” of a chemical 

substance contained in an article

(Pre registration)

substance contained in an article 

is required :

When release of the substance• When release of the substance 

from the article or articles is 

intentionalintentional

• When more than 1000 kg per 

substance per year and per legalsubstance, per year and per legal 

entity is imported (the actual 

amount imported rather than p

released is the important issue)

15



REGISTRATION

(Pre-registration)

Intentional release 
(under normal or reasonable foreseeable

(Pre registration)

(under normal or reasonable foreseeable

conditions of use)

• Release related to a quality/function is 

intentional

• Release related to an accessory

quality/function is intentionalquality/function is intentional

• Release caused by wear and tear in 

general not considered intentionalgeneral not considered intentional 

release

• Release caused by accidents are 

generally not intended (even if they may 

be reasonably foreseeable)
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REGISTRATION

(Pre-registration)

• Registration deadlines :

(Pre registration)

• 01.12.2010 

- when 1000 tons are exceeded

- when 100 tons of chemicals that 

are very toxic to aquatic 

organisms are exceeded

- when 1 ton of chemicals that 

i i t iare carcinogenic, mutagenic, or 

toxic for reproduction is 

exceededexceeded 
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REGISTRATION

(Pre-registration)

• 06.06.2013 

(Pre registration)

- when 100 tons are exceeded

• 06.06.2018 

- when 1 ton is exceeded

However these deadlines only applyHowever these deadlines only apply 

if pre-registration has been correctly 

completed
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REGISTRATION

(Pre-registration)

• Pre registration requires importers

(Pre registration)

• Pre-registration requires importers 

to inform the ECHA of imports that 

will be subject to REACHj

• Pre-registration can be carried out 

between 01.06.08 and 01.12.08

• Ignoring pre-registration 

opportunities would mean that all 

substances imported and subject to 

REACH would have to be fully 

registered immediatelyregistered immediately
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REGISTRATION

(Pre-registration)

This would be very costly and time

(Pre registration)

This would be very costly and time 

consuming and would mean that 

articles could not be “placed on the p

market” until registration is complete
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REGISTRATION

(Pre-registration)

• Pre-registration requires that :

(Pre registration)

• Importer identity and contact 

information

• Name of substance

• Einecs and Cas numbers of the 

substance

• Importers tonnage and 

t d i t ti d dliexpected registration deadline

are submitted to the ECHA by

01 12 0801.12.08
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NOTIFICATION

Notification

The ECHA has to be notified by the 

EU importer if :

• A Substance of Very High 

Concern (SVHC) listed on the 

ECHA “ did t li t” iECHA “candidate list” is 

present in an article above a 

concentration of 1000 ppmconcentration of 1000 ppm

• More than 1 ton per year is 

imported in articles whereimported – in articles where 

1000 ppm is exceeded
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NOTIFICATION

Substances of Very High Concern :

• Category 1 or 2 carcinogens

• Category 1 or 2 mutagens

• Category 1 or 2 toxic for 

reproduction

P i t t Bi l ti• Persistent, Bio accumulative an 

Toxic (PBT)

• Very persistent very• Very persistent, very 

Bioaccumulative (vPvB)

• Substances pose serious effects to p

human health and/or environment
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NOTIFICATION

• Candidate list :• Candidate list :

• Prepared by ECHA and based• Prepared by ECHA and based 

on individual member states 

requirementsq

• Expected by end 2008 / early 

2009
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NOTIFICATION

SVHC LIST
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INFORMATION DUTY

Information duty :

Information on certain “Substances 

of Very High Concern” has to be 

passed down the supply chain frompassed down the supply chain from 

the importer to the retailer

If k d b d thIf asked by an end-consumer, the 

retailer must provide such 

information free of charge andinformation, free of charge, and 

within 45 days
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INFORMATION DUTY

This end-consumer right is most 

likely to be used by NGOS and 

consumer watchdog groups to raiseconsumer watchdog groups to raise 

public awareness of potential 

harmful chemicals in articlesharmful chemicals in articles
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INFORMATION DUTY
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INFORMATION DUTY

• “Information duty” applies to 

SVHC’s in articles not 

preparationspreparations

• All SVHC’s above a concentration 

f 0 1 % i i htof 0.1 % in weight

• Applies a soon as the first 

candidate list is published
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INFORMATION DUTY

• What actions have importers• What actions have importers 

taken :

• Inventory checks forInventory checks for 

preparations and articles

• Data gathering from the g g

supply chain

• Pre-registration if applicable

• Substituting SVHC’s for safer 

alternatives
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INFORMATION DUTY
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INFORMATION DUTY

• Where is full information available• Where is full information available

http://echa.europa.eu/

ECHA website - European Chemicals Agency.url
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Many thanks
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