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Let’s talk about ourselves,
penguins and
polar bears*

* Margot Wallstrom,
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Technical and Environmental Affairs

New EU Chemical legislation -
only of interest to the chemical industry?

REACH

Proposal for a Regulation of the European Parliament and of the Councill
concerning the Registration, Evaluation and Authorisation of Chemicals

The objectives

Well-defined rules of registration of chemicals

Every manufacturer/user of chemicals has to test, document and register his
chemicals/products especially for his application, if no one has done this before

Reversal of the burden of proof
The burden of proof is no longer on the side of the authorities. Now, every
manufacturer and every user must deliver data for their chemicals/products
(harmlessness, toxicity, biodegradability, dangers etc.)

No data ® No market

Until the manufacturer/user delivers all data about the chemicals/substances in
his products, he will not receive permission to sell his products
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Background

Better protection of human health
and the environment

REACH: Registration
Evaluation
Authorisation
Chemicals

Decrease consequential costs due to chemicals

E. g. costs for allergies in the healthcare systems with the help of
consequential identification of hazardous chemicals and their ban

Better framework for more innovation

In every sector of the economy with the development and use of
substitutes and/or alternative products to minimise upcoming risks
during the application of chemicals
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Background

Fortification of competitiveness

With the marketing of chemicals and products, which are harmless
to the environment and human health

Complete transparency

Public connection to information, for a decision considering
the use of chemicals in order to make their choice
“in knowledge of circumstances” possible
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Mechanical engineering -
Why do we use chemicals?
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Mechanical engineering -
what substances are used where and for what?

In the product (e. g.):

metals, plastics, glass,

leather, textiles, rubber,

but also oils, fats, glues, varnish,
corrosion-inhibitors, spumes
lubricants, absorbent-materials,
flame-retardants, wax
undercoats, fillers etc.

In the productions process (e. g.):

olls, fats, varnish, coloring, lubricants,
cooling lubricants, drilling oils,

hydraulic oils, glues, degreasers,
coating substances, cleaners, biocides,
flux material, Form release agents,

anti foaming agents, solvents and so on
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Future procedure

Upstream information Downstream information

D ——

s use of registered
producer/importer/supplier downstream user chemicals (substitution)

,| own notification for the
intended use own intended use

(registered/supported)~ intended use .

elimination of the

> affected
product/process
iIntended use unintended use Unchanged use
(not registered/supporte > but - BEWARE -
it's illegal !!!
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What are possible impacts for the
capital goods industry?? - in organisation

Considerable increase of costs

Increase of costs for chemicals
e. g. 0.50 Euro/kg = 25,000 Euro by 50 t/a

Significant innovation handicaps
“testing/using” of alternative chemicals (nail polish instead of

“Loctite glue”) is more complicated

Sizeable disadvantages in competitiveness
The non-EU-competitor can use all and cheaper chemicals
and can find alternative chemicals more quickly

loss of know-how
migration of internal know-how and intellectual property because of far-ranging
responsibilities in publication
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New EU chemical legislation -
NOT only of interest to the chemical industry!!!

|dentification of VDMA members’ key concerns
Impact on innovation & competitiveness

VDMA?

Largest industry sector, supplying machinery & technology to all other
industries and for a lot of social and environmental applications

A large client (downstream user) of the chemical industry
Concerns:

Loss of substances (low volume speciality chemicals)

Loss of know-how by communicating the identified use of chemicals

Time to market

Protecting the European Innovative Position: our competitive edge
Solution:

Clear, broad, simple and standardised use and exposure categories

MSDS as communication tools

no more bureaucratic burdens
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REACH concerns all of us ...

..., but let’s not suffer together ...

... Instead
let’s try to find
practical solutions
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REACH concerns all of us -VDMA intensive
Lobbying and support of implementation

... we went into action and “REACHed” our goals!
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New EU chemical legislation -
VDMA interested in REACH - why??

Why is the VDMA involved in the REACH legislation and implementation
process, and what are the chances for our members?

positive opportunities:
the impulse for further innovations, “clean production and products”
positioning of experience in innovative production techniques
safe use of chemicals in the capital goods industry
deregulation in combination with existing legislation
practical implementation of the concept of sustainability
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Respites

(abstract from the VDMA REACH-Brochure 1)
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Responsibility depending on the ,role* under REACH

producer and/or importer and/or distributor
pre-registration/registration of substances
support and implementation of use/use and exposure categories
preparation of information concerning risk management measure
transmission of information in the supplied chain

downstream user
conversion of the given risk management measure
communication of not supported uses (distributor /EChA)
transmission of information in in the supplied chain

European Chemical Agency
evaluation of substances
consultation of the commission

European Commission
decisions about authorization/restriction of substances
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REACH what is my concern?

(abstract from the VDMA REACH-Brochure 1)
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|dentification of the responsibilities

do | produce substances and/or formulations?

do | place substances and/or formulations on the market?

do | import substances and/or formulations from outside the EU?
| am only a user of substances and/or formulations ?

do | import articles, with an intended or a foreseeable release
(under normal conditions) of substances and/or formulations,

from outside the EU?
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First step of your internal inspection -
guestions around substances

what substances/formulations do | use?

where do | use these substances/formulations?

how do | use these substances/formulations)?

which quantities of substances/formulations do | use (t/a)?

what substances/formulations are critical in use and relevancy?

loss of substances/formulations - what kind of impacts are possible?
What about substitutes?

update of data (customers/suppliers)
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Creation of a substance inventory

(abstract from the VDMA REACH-Brochure 1)

Step 1:
Prepare a list of all chemical substances and preparations that are
produced, marketed, imported or used in the company.

Step 2:

Define the company status for each substance and each preparation subject
to REACH: Manufacturer/importer, dealer, retailer, downstream user, legal
entity.

Step 3:

Determine the category that each substance and preparation falls under:
manufactured by the company within the EU
Imported into the EU by the company, or
purchased by the company from a supplier based within the EU

Step 4:
Determine which monomers are contained in the manufactured

and/or imported polymers

Step 5:

Determine the respective annual volume for the manufactured and imported
substances and preparations. In the case of preparations, this includes their
composition, i. e. listing all substances contained in the preparation

Step 6:

Determine the CAS numbers of the manufactured or imported substances
and the EINECS or ELINCS numbers.

PLEASE NOTE: The CAS number does not always appropriately or
sufficient describe the Substance as required by REACH.

Step 7:
Identify the customers and suppliers and prepare a corresponding list
according to substance and preparation.

In case where you only the downstream user role app lies: please
go directly to Step 11

Step 8:
Determine whether the following information/documents are available
For the substances and preparations:
information about relevant intrinsic properties
data that could be used for waiving (see Column 2 Annex V to VIl and
Annex IX in the REACH-Directive)
relevant documents pertaining to cost for conducting studies and/or
payments for jointly used/owned studies
the company’s own data related to animal testing experiments
information on classification and labelling, and
safety data sheets in compliance with existing legislation
(see http://europa.eu.int/comm/enterprise/chemicals/legislation/sds_en.htm)

While the safety data sheet is not a component of registration dossier,
it represents a key communication tool along the entire supply chain

Step 9:
Ensure that data/information which is the property of the company
remains the property of he company

Step 10:
Determine which legal entity of the company group is concerned as the
manufacturer and/or importer of/for the substance/preparation

Step 11:

Compile all the information that is available in the company which regards
the uses and exposures of the substances and preparations being used
(see 7.5 Documenting information on exposure)

Important: the substance inventory should be update d continually
(best practice recommendations based closely on the VCI
recommendations)
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Obligations for downstream users

(abstract from the VDMA REACH-Brochure 1)
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The role of VDMA
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In your business interest -
don‘t sleep away your obligations
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Need help?
VDMA technical and Federation of
environmental affairs German Industries (BDI)
Lyoner Stral3e 18
60528 Frankfurt/Main http://reach.bdi.info
Germany F. R.

http://www.vdma.org

Dr. Darius Sol3dorf Federal Institute for Occupational
phone: +49 69 6603 1705 Safety and Health
fax: +49 69 6603 2705
darius.sossdorf@vdma.org http://www.baua.de
furthermore:
standardised questionnaires VDMA broshure 1 - basics
standardised written reply
standard phrase codes VDMA broshure 2 — methods of resolution

excel sheets (substance inventory)
REACH consulting for the capital goods industry (FGMA)
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Quotation of a German scientist (analogously)

Everything Is a toxin

and nothing Is without toxin.
Only the dose makes,

that it Is not a toxin

Theophrastus Bombast von Hohenheim,
named Paracelsus 1493 - 1541,
medico, alchemist, mystic, theologian and philosopher
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Thank you for your attention
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