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Introduction to 
REACH & CLP

Outline:
REACH & CLP in brief

Arnold van der Wielen
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Development of EU legislation
Classification 1967

Cosmetics 1976
Restrictions 1979

Dangerous Substances 1979
Preparations / mixtures 1988

Detergents 1989
Pesticides 1991

Hazardous waste 1991
In- and export (PIC) 1992

Existing substances 1993
Principles risk assessment 1993

Biocides 1998
Ozone depleting substances 2000

WEEE and ROHS 2002
POPs 2004

REACH 2006
CLP 2008

(Plant Protection products 2009)
(Cosmetic Products 2009)

(ROHS 2011)
(Biocidal products 2012)

Time
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What has been changed in chemicals
management in the EU

Before 1 June 2007 After 1 June 2009

Dangerous Substances

directive

Preparation

directive

SDS

directive
M&U

directive

REACH

Existing

Substances

regulation

CLP regulation
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Why? The nature of the problem

• Amount of chemicals (60,000 -
70,000 EU market)

• Largely unknown effects (very 
limited / no data)

• Burden too heavy to authorities; 
(capacity limited)

• Procedures inadequate (no quick 
response possible)

• Responsibility unclear

• Public / political confidence low
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Why? The size of the problem

Total number on the market about 70.000 substances 

in EU?

Comprehensive RA

Base set RA

Hazard Assesment

EHS / SIDS

C&L Annex I DSD

C&L voluntary

Unknown
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Basic principles of REACH

• Sustainable development
– Industry is responsible for safe use of substances

– Authority controls compliance of industry

– NGO’s must accept marketing of sustainable substances; no phasing-
out across the board

• Priority for data collection
– Manufacturing / marketing according to quantity  

• Three categories of priority: 1000 – 100 - 1 tonnes/year

– Hazardous properties 

• CMR properties > 1 tonne/year (high priority) 

• PBT/vPvB properties > 100 tonnes/year (high priority)
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Scope: 

• manufacturers, importers, 

professional users

• substances, in preparations, in 

certain articles

• mandatory data tonnage 

dependent

• Chemical safety report

• Safety data sheet

Scope: 

•carcinogenic, mutagenic, reprotoxic 

substances (CMR-substances)

•Endocrine disruptors

•Persistent Organic Pollutants (POPs)

•Persistent bioaccumulating toxic 

substances (PBTs or vPvBs)

Scope:

• all other substances of high  

concern following risk assessment

Main elements of REACH

Registration of all substances 
> 1 t/yr

Evaluation by 
competent authorities

Restriction measures for
substances of concern

Authorization of certain 
hazardous substances

Scope: 

•evaluation required > 100 t/yr

•selective evaluation < 100 t/yr

•decisions for additional information

•proposal for authorisation

•Proposal for restriction measures
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Scope of REACH

• Manufactured / imported in Community’s territory
• Substances as such and in preparation within REACH

– For intermediates on site/transported separate provisions

• Cosmetics as end-products excluded from “info into supply chain”

• Substances / components of preparations / certain articles
• Excluded are substances in Annex IV (“no-concern”)

• Excluded are categories of substances in Annex V, e.g. substances in 
nature

– Minerals, natural gas, liquefied petroleum gas, natural gas condensate, 
process gases, crude oil:  in nature of not chemically modified

– Other substances in nature if not chemically modified, unless classified as 
dangerous
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Core issue is responsible risk management

Chemical industry

“Employees & Public”

Data

collection

Evaluation of 

hazardous 

properties 

Evaluation of 

exposure / 

emission

Risk 

assessment Risk reduction 

measures

Belongs to responsibility of industry
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Communication up- and down supply chain

"From Cradle to Grave"

Detailed information is required from 
suppliers, manufacturers, formulators, 
customers and end uses of substances

And core information for safety reasons needs 
to be communication to users
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Legal structure of REACH
Legal “body text” on scope, registration, data sharing, requirements, evaluation, 
authorisation, restrictions, Agency, etc. in XV titles, 
plus 17 annexes on technical details:

I. General provisions on chemical safety assessment
II. Guide to compiling safety data sheets
III. Criteria for registering substances between 1 – 10 tonnes per annum
IV. Exemptions from registration according to Article 2(7)a
V. Exemptions from registration according to Article 2(7)b
VI. Information requirements referred to in Article 10
VII. Standard information requirements for substances in 1 tonne or more
VIII. Standard information requirements for substances in 10 tonnes or more
IX. Standard information requirements for substances in 100 tonnes or more
X. Standard information requirements for substances in 1000 tonnes or more
XI. Rules for adaptation of standard testing regime in annexes VII to X
XII. General provisions for downstream users to assess substances and prepare chemical 

safety reports
XIII. Criteria for PBT and vPvB substances
XIV. List of substances subject to authorisation
XV. Dossiers
XVI. Socio-economic analysis
XVII. Restrictions on manufacturing, marketing and use of dangerous substances
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Helping hand from ECHA
Many guidance documents

http://echa.europa.eu

http://echa.europa.eu
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General aspects of GHS / CLP

• GHS – Global Harmonised System

– UN-driven worldwide classification system, not mandatory

– Covers substances and transport classification

– Merges three main systems: EU - USA – Canada

– Sets optional building blocks on hazard classes and/or categories from which 
countries can choose

– Basis is UN “Purple Book”; living documents, updated each 2 years

• CLP regulation

– EU method for implementing GHS

– Substances and mixtures classification, packaging, labelling

– New language of risk communication by symbols and signal words

– Symbols changed, some completely, others in minor way
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Critical CLP & REACH timelines within
the European Union

Sub-
stances

Mixtures

>1000 tpa
CMR, PBT > 1 tpa

1 June
2007

20 Jan
2009

1 Dec
2010

1 June
2013

1 June
2015

1 June
2018

CLP compulsory

>100 tpa >1 tpa

REACH: registration deadlines for substances

CLP Regulation

Pre-registration
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GHS/CLP pictograms
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Legal structure of CLP

• Legal „body text“ on general rules and principles

plus

• 7 annexes on technical details
– Annex I: Classification and labelling requirements for hazardous substances 

and mixtures

– Annex II: Special rules for labelling and packaging

– Annex III: List of Hazard Statements

– Annex IV: List of Precautionary Statements

– Annex V: Pictograms

– Annex VI: Harmonised List of Hazardous Substances

– Annex VII: Table of Equivalence
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Organisation of REACH & CLP

Commission

Agency (ECHA)
Management Board, 

Board of Appeal

Secretariat

MSC, RAC, SEAC, Forum 

Industry
Industries

Industries
Industry

EU Member State
EU Lodestar

EU Member State
EU Member State

EU Member StateEU 

Member States

Competent Authority

Inspection

Experts

Representatives

MSC = Member States Committee

RAC = Risk Assessment Committee

SEAC = Socio-Economic Analysis Committee
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EU chemicals management with REACH/CLP

Data collection

Classification & labellingPreparation/ Mixtures

Risk assessment & SEA

Marketing & Use
restrictions

Pesticides Dir.

Biocides  Dir.
Risk management

In- en Export Reg. (PIC)

POP Reg

Labour protection Dir.

Consumer protection 
Dir.

Environment, Air, 
Water, Soil

Drinking water

Waste

IED / IPPC

Products liability

WEEE & ROHS

Medical devices

Detergents

Cosmetics

REACH & CLP

Use authorisation

Risk management

18
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Conclusion on 
Risk management system 

• Risk assessment = integrated tool
– Harmonised methodology
– Resulting in risk characterisation
– Allows justified risk control measures

• Used by 
– Industry: in Chemical Safety Assessment
– Authorities: substance evaluation

• Translation towards specific scenarios
– Labour protection
– Consumer protection (articles, indirect exposure)
– Environmental standards
– Restrictions, authorisation
– Reporting and notifications
– Emission control
– Etcetera

SDS extended

Annex XV dossier

19
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Dynamic to the future…. 


