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What is REACH

� Regulation (EC) No 1907/2006 concerning the Registration, Evaluation,
Authorisation and Restriction of CHemicals

� An improved legislative framework on chemicals of the EU

� Entered into force on 1st June 2007

� Enforcement by ECHA (European CHemicals Agency)

� “No data - No market!”

� Places greater responsibility on the industry to manage risks from the
use of chemicals

� Applies to all chemicals manufactured/imported in the EU:

· Chemicals used in industrial processes

· Also day-to-day use of chemicals such as cleaning products, paints, …

· And articles such as clothes, furniture,…
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Why REACH: the aim

� Ensure + improve a high level of protection of Human Health and
Environment including:
· Promotion of alternative methods  for assessment of hazards of

substances
· Improvement of knowledge  on substance properties and exposure (DU

info)
· Restrictions on testing  on animals
· Free circulation of substances on the internal market while enhancing

competitiveness and innovation
· Substitution of Substance of Very High Concern (SVH C)
· Replacement of about 40 different pieces of legisla tion  with a

streamlined and improved regulation

� Principle + objective: “Ensure that the substances manufactured or
placed on the market do not adversely affect HH and E”

��� �  “Precautionary principle”
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Why REACH: background
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EINECS: European Inventory of Existing  Commercial Chemical Substances

ELINCS: European List of Notified  Chemical Substances
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Core principles of REACH

NotificationNotification

Substances of Very High
Concern (SVHC) in articles
not intended to be released

= 1 ton/ yearEvaluationEvaluation

Of files

and Substances

Restriction

Of Unacceptable

Substances

AuthorizationAuthorization

Of SVHC

Information in theInformation in the
supply chainsupply chain

Regarding Chemicals,

Properties and Uses

Up & down the supply chain

Registration

Of Substances

= 1 ton/year
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Scope of REACH

REACH applies to (art1):

� the manufacture, the placing on the market or the use of
· substances on their own
· in preparations or
· in articles and

� the placing on the market of preparations

REACH applies to nearly all products and affects
nearly all industries located in the EEA !
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REACH Roles & Obligations

� Manufacturer (M):  

Any natural or legal person established within the Community
who manufactures a substance within the Community

� Importer (I):

Any natural or legal person established within the Community
who is responsible for import

� Obligations Manufacturers / Importers (M&I)
· (pre)Register substances
· Information up and down supply chain (uses, SDS, ...)
· Perform hazard assessment(s)
· Check for authorization
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REACH Roles & Obligations

� Downstream User (DU):
Any natural or legal person established within the Community other
than the manufacturer or the importer, who uses a substance either
on its own or in a preparation, in the course of his industrial or
professional activities

REMARK : 

- also re-importers are regarded DU
- distributors / consumers are NOT considered DU

� Obligations of DU:

· Information up and down supply chain
· Work accordingly to communicated information
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Types of products

Substance:

A chemical element
and its compounds,
in the natural state or
obtained by any
manufacturing
process

� includes any
additive necessary to
preserve  stability and
any impurity deriving
from the process used,

� but excluding any
solvent

E.g. : formaldhehyde,
phthalate DEHP
(plastic), terephtalic
acid , ….

Preparation:

A mixture or solution
composed of two or
more substances.

E.g. : paint, detergent,
glue, shampoo, PET
pellets , …

Article (“product”):

An object which
during production is
given a specific
shape, surface or
design, which
determines its function
to a greater degree
than does its chemical
composition.

E.g. : toy, furniture,
PET bottle , ….
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Overview obligations + process

� Assess role under REACH

� Assess category of article

� (Pre)register substances
intentionally released > 1 MT/year
�  same process as for
substances/preparations

� Identify possible candidate
substances  (SVHCs) contained in
article

� Communicate information on
SVHCs down supply chain

� Notification of SVHCs > 1 MT/year

� Follow up of candidate list published
by ECHA

� Check for restricted substances

� Assess role under REACH

� Identify substances in scope of REACH

� Preregister all phase-in substances
manufactured/imported > 1 MT/year

� SIEF (SFF, LR, data sharing...)

� Gather information down and up supply
chain (= supply chain analysis)

� Assess + notify C&L of substance(s)
(31/11/2010)

� Elaboration of registration dossier

� Register substance

� Provide SDS down supply chain for all
hazardous products (new CLP regulation!!)

� Authorization

ArticlesSubstances & Preparations
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When to register?

1 June
2007

1June - 1 Dec
2008

1 Dec
2010

1 June
2013

1 June
2018

PRE

1-100 Ton / year

100-1000 Ton / year

(1) = 1000 Ton / year
(2) CMR = 1 Ton / year
(3) Very toxic to aquatic organisms (R50/53) = 100 Ton / year  

Timing ~ hazard + volume

Non Phase-in substances = new substances ����  IMMEDIATE REGISTRATION

SDS for hazardous substances/preparations
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active distribution of eSDS

1 Dec 2010Ma 2008 1June 2008

PRE

IMPACT ANALYSIS

REGISTRATION

SIEF

Supply chain analysis

Lettres + Q + follow-up

Processing of data

Check use-Restrictions

Data gap / Public data

PBT / C&L Assessment
Q - check

Fill of data exchange form
Discussion on Subst ID

Agree on C&L

Inquire for relevant study

Provide info

Identify needs + arrange studies

Agree on cost & data sharing

Technical Dossier

CSR

Q: info on manufacture and use

Guidance on safe use

Writing robust summaries

Review experience assessor

Test-proposal

FILL IUCLID 5

Human Health HA

Human Health HA of Phys-chem

Environmental HA

PBT / vPvB Assessment

Exposure Assessment

Risk Characterisation

> 1000 T / yr: 68 endpoints

Insertion of 
e-scenario’s

Pre-SIEF1 Dec 2008
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Pre-SIEF1 Dec 2008

REACH detailed actions
Timeline
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Current Status

� At the end of the pre-registration period:
· > 65.000 companies from all 27 MS + EEA

· > 2.200.000 pre-registrations
· > 145.000 different pre-registrations (mono/multi/wrong)

·  >145.000 (pre)SIEFs
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Current status
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Number of submitted registration dossiers 2009

only 1.732 SIEFs out of
> 145.000 SIEFs appointed

the LR
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REACH & PET

Substance/
Preparation Articles
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Polymers themselves are exempted from registration BUT
Manufacturer & Importer must submit a registration for

· Monomer(s)
· Other substance(s) (additives, coloring agents, ...)

If not already registered by an actor up the supply chain

AND:
· Polymer consists of 2% (w/w) or more of such monomer

substance(s) or other substance(s)
· Total quantity of such substances makes up = 1 MT/year

Polymers and registration

Additives necessary to preserve stability & impurities do not have to be
registered
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Obligations M&I of polymers

� ECHA “Guidance for Monomers and Polymers”
· http://guidance.echa.europa.eu/docs/guidance_document/polymers

_en.htm?time=1254747001

� Polymer considered as a preparation
· (Pre)registration of monomers and other substances
· Supply SDS in case product is hazardous

· Notify C&L to ECHA in case product is hazardous

· Authorization (if applicable)

� Polymer considered as an article
· Determine presence of candidate substances

· Communication down supply chain on SVHCs

· Notification of SVHCs > 1 MT/year
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Recycled PET



20

Recycled PET

The REACH Regulation sets the following conditions which have to be
respected in order to benefit from the exemption from Registration:

� The recovered substance must have been registered initially

� The substance already registered must be identical / the same

� The recycling company must ensure that information on the registered
substance is appropriately available (i.e. SDS)
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Situation for PET by today

� All / various monomers are preregistered by different
companies

� Nearly all SIEFs of monomers have appointed the LR

� Polyester Monomers Consortium (PMC) working on
registration dossier

� Difficulties to (unique) identification of substances in
recycled PET

� Currently still a lot of discussion how to deal with recycled
products
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Where should you be now?

� In case you are a M&I of PET:
· Monomers + substances preregistered before 1 Dec 2008
· Active in SIEF for substances to be registered by 1 Dec 2010
· Working on registration strategy (joint submission,

consortia,...)
· Prepare and start supply chain analysis to gather uses and

necessary information
· Supply REACH compliant SDS to customers

� In case your are a M&I of PET articles:
· Check your products for candidate substances
· Communicate information on SVHC if applicable
· Notify SVHC IF M&I > 1 MT/year
· Check for restricted substances
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Ongoing tasks

� Keep tracking of volumes M&I

� Update registration dossier when necessary

� Provide and update SDS when necessary

� Candidate list is frequently updated �  requires continuous
follow up (http://echa.europa.eu/chem_data/authorisation_process/candidate_list_table_en.asp)

� Check on restricted substances

� Permanent supply chain communication

� Remark(s):
· Enforcement �  “local” by the individual member states
· Costs & cost sharing mechanism related to consortia membership,

dossier preparation & submission, etc.
· SVHC threshold value of 0,1 %W (homogenous product vs.

individual parts vs. “saleable unit”, …
· Extended SDS needs: + exposure scenarios + risk measures
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Find more information

� National Helpdesks
· http://echa.europa.eu/help/nationalhelp_en.asp

� ECHA Guidance Documents
· http://guidance.echa.europa.eu/guidance_en.htm

� Joint Research Centre – Institute for Health and Co nsumer Protection
· http://ecb.jrc.it

� SGS REACH contact information

Haven 407, Polderdijkweg 16
B-2030 Antwerpen
Phone: +32 (0)3 545 87 50
Fax: +32 (0)3 545 87 69
E-mail: be.reach@sgs.com

SDS: www.be.sgs.com/msds
REACH : www.reach.sgs.com
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Conclusions & questions …

Thank You!
paul.caers@sgs.com


