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European Union – Some Statistics

27 countries

Population: 490 million

Produces 31% of world’s chemicals

20% of all global imports and exports
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Why Should You Care?
How much of your business involves the 
European Union?

Consider: costs; potential liabilities; 
competition; and possible market exclusion 
for certain substances and products

Example: Sony PlayStation® and the 
“cadmium crisis”
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REACH Regulation
EU Regulation establishes integrated system 
for Registration, Evaluation and 
Authorization of Chemicals (effective 6/1/07)

Main objectives
to establish common EU standard
to better protect human health and the 
environment
to maintain EU competitiveness
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REACH Regulation
Main features

Collection and sharing of data throughout 
supply chains
Authorization by regulators of chemicals of 
higher concern 
Shift responsibility and costs to the 
industry
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Overview of REACH Process
Registration Evaluation Authorization

30,000 existing
substances 

+ intermediates

data on properties, 
hazards, and uses

quantities over 1 
ton per year

Chemical Safety 
Report above 10 
tons per year

dossier evaluation

substance 
evaluation

further tests

5,000

for CMR, PBT and 
vPvB substances

for endocrine 
disruptors

1,500

CMR = Carcinogenic, mutagenic or toxic to reproduction 
PBT = persistent, bio-accumulative and toxic 
vPvB = very persistent and very bio-accumulative
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REACH – Registration

Burden of proof is reversed – industry must show 
the chemicals they use are safe
Manufacturers and importers need to gather 
comprehensive information to demonstrate the 
properties of substances manufactured or imported 
in volumes of greater than 1 ton/year 
New testing required only when insufficient 
information; animal testing data must be shared
Producers and importers register with European 
Chemicals Agency; will establish a public database

Technical dossier
Chemical safety report for substances in 
quantities above  10 tons / year
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REACH – Registration (continued)
30,000 chemicals to be registered over first 11 years 

High-risk substances registered first

Chemical substances in articles (e.g., manufactured 
goods) must be registered if substance 

exceeds 1 ton / year per producer or importer and 
intended to be released from the article during 
normal and reasonably foreseeable conditions of 
use

Failure to register, then substance cannot be 
manufactured in or imported into EU market
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Pre-registration – Upcoming Obligation

Pre-register substances already marketed, 
made or imported into EU 

June 1, 2008 to November 30, 2008

Subsequent registration deadlines
November 2010
June 2013
June 2018
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REACH – Evaluation and Authorization
Evaluation

Regulators examine information and substances 
of concern

Authorization
Use-specific authorizations required for 
substances that cause cancer, mutations or 
reproductive problems or that accumulate in the 
environment
Authorizations only issued to companies that can 
show risks are adequately controlled or that social 
and economic benefits outweigh the risks and 
suitable alternatives do not exist
Regulators can decide to ban a substance or use
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Affected U.S. Companies 
U.S. companies producing chemical substances in 
the EU

Importers (e.g., producers, suppliers, and 
distributors) of chemical substances into the EU 

Downstream users of chemical substances, 
including producers and importers of articles 
containing chemical substances (e.g., manufactured 
goods)

U.S. companies using a chemical substance 
supplied by an EU company
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Some Implications for U.S. Chemicals 
Industry

Manufacturing in Europe
Use approved substances
Ensure use is consistent with manufacturers’
intended use for which tests have been 
concluded
Downstream users are responsible for assessing 
risks arising from uses not covered by safety data 
sheet received from their suppliers 

If use is not covered, consider:
changing supplier
testing and registering
moving operations
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Implications for U.S. Companies Importing 
Substances in Articles (e.g., Manufactured 
Goods)

Make sure customers have necessary 
information for safe use of articles.

Distributors must ensure safety information 
is provided with the substances they sell.

Determine whether article is subject to 
registration requirement.  If so, register it or 
ensure it complies.
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Potential Legal Issues for U.S. 
Chemical Companies

Intellectual property concerns

Product liability exposure

Supply chain issues

Administrative appeals

Effect of substance withdrawal, substitution 
or restriction
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Next Steps for U.S. Companies
Determine your legal requirements and 
exposure

Prepare an inventory of chemicals in use

Assess supply chain issues

Understand data-sharing obligations and 
how to protect CBI

Identify risks and opportunities
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EU’s WEEE Directive 
Directive on Waste Electrical and Electronic 
Equipment (WEEE)

Recycling and recovery program
Covers all EEE
Applicable EU-wide

Private sector manages and funds program
“Producer pays” principle
Cradle-to-grave approach
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Covered Products under WEEE 

Electrical and Electronic Equipment (EEE)
“Equipment which is dependent on electric 
currents or electromagnetic fields to work 
properly,  
Equipment for the generation, transfer and 
measurement of such currents and fields,
Under categories in Directive’s Annex IA, and
Designed for use with a voltage rating not 
exceeding 1000 volt for alternative current and 
1500 volt for direct current”
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Categories and Examples of Electrical and 
Electronic Equipment Regulated under WEEE

1. Large Household Appliances 2. Small Household Appliances 
Refrigerators 
Washing machines 
Microwaves 

Vacuum Cleaners 
Toasters 

3. IT and Telecommunications Equipment 
Centralized Data Processing Personal Computing 
Mainframes 
Minicomputers 
Printer Units 

Personal Computers  
(CPU, Mouse, Screen & Keyboard Included) 
Lap-top Computers  
(CPU, Mouse, Screen & Keyboard Included) 
Printers 
Copying Equipment 
Telephones 
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Categories and Examples of Electrical and 
Electronic Equipment Regulated under WEEE

4. Consumer Equipment 5. Lighting Equipment 
Radio Sets 
Television Sets 
Musical Instruments  

 

6. Electrical and Electronic Tools 7. Toys, Leisure and Sports Equipment 
Drills  
Saws 
Sewing machines 

Electric Trains or Car Racing Sets 
Hand-Held Video Game Consoles 
Video Games 

8. Medical Devices 9. Monitoring and Control Instruments 
 Smoke Detectors 

Heating Regulators 

  

 

Cardiology Equipment
Dialysis Equipment 

Electric Light Bulbs
Compact Fluorescent Lamps
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Covered Companies under WEEE

“Producers” are companies that 
manufacture and sell EEE under their own 
brand name
sell, under their brand, EEE manufactured 
by others (irrespective of selling 
technique, e.g., internet)
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Producer Obligations
Information Requirements

Design Requirements

Financial Guarantees

Collection of WEEE

Transportation of WEEE

Treatment, Recovery and Disposal of WEEE
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Questions?
Lou Naugle

Reed Smith LLP

tel: 412-288-8586

e-mail: lnaugle@reedsmith.com

www.reedsmith.com
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