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Special Notes

API publications necessarily address problems of a general nature. With respect to particular
circumstances, local, state, and federal laws and regulations should be reviewed.

Neither APl nor any of API's employees, subcontractors, consultants, committees, or other
assignees make any warranty or representation, either express or implied, with respect to the
accuracy, completeness, or usefulness of the information contained herein, or assume any liability
or responsibility for any use, or the results of such use, of any information or process disclosed in
this publication. Neither APl nor any of API's employees, subcontractors, consultants, or other
assignees represent that use of this publication would not infringe upon privately owned rights.

API publications may be used by anyone desiring to do so. Every effort has been made by the
Institute to assure the accuracy and reliability of the data contained in them; however, the Institute
makes no representation, warranty, or guarantee in connection with this publication and hereby
expressly disclaims any liability or responsibility for loss or damage resulting from its use or for the
violation of any authorities having jurisdiction with which this publication may conflict.

API publications are published to facilitate the broad availability of proven, sound engineering and
operating practices. These publications are not intended to obviate the need for applying sound
engineering judgment regarding when and where these publications should be utilized. The
formulation and publication of API publications is not intended in any way to inhibit anyone from
using any other practices.

Users of this document should not rely exclusively on the information contained in this document.
Sound business, scientific, engineering, and safety judgment should be used in employing the
information contained herein.

All rights reserved. No part of this work may be reproduced, stored in a retrieval system, or transmitted by any
means, electronic, mechanical, photocopying, recording, or otherwise, without prior written permission from
the publisher. Contact the Publisher, APl Publishing Services, 1220 L Street, N.W., Washington, D.C. 20005.

Copyright © 2008 American Petroleum Institute
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Foreword

Nothing contained in any API publication is to be construed as granting any right, by implication or
otherwise, for the manufacture, sale, or use of any method, apparatus, or product covered by letters
patent. Neither should anything contained in the publication be construed as insuring anyone

against liability for infringement of letters patent.

Documents

Document Sharing Hub

Full document details: Reach. Registration, Evaluation, Authorization (and Restriction) of Chemicals 2008


http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008
http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008

Contents

WHhat iS REACH?? ...ttt ettt et ettt e et e e e e ae e e e e st e e e e mte e e snaeeeanseeeanbeeeanneeeanneeas 3
What DOeS REACH TrY 10 DO? ...t 5
The Business Impact of REACH ..., 5
SPeCifics fOr U.S. EXPOMEIS ..o 6
Only Representative ... 6
Basic Overview 0f REACH PrOVISIONS ........cooiiiiiiiiiiiiiee oottt e e e 8
REGISITAtION ...t a e 8
EVAIUALION ..o 9
RESIICHON ...t e e e e e e 9
AULNOTIZATION ...t e e e e e e e e e e e e e aaaes 10

The First Step—Pre-registration in 2008 ..............uuiiiiiiiii e 10
Compulsory Sharing Of Data.............eeeiiiiiiiii e 11
INformation REQUIFEMENTS .......oooviiiiiiiiieiiieieee ettt e s e ebsesaaeesenessseeasssnnennnes 11
Chemical Safety ASSESSMENT .........uu e 11
Classification and Labeling ......cccoooeiiiiiiiiii e 12
DNELS @NA PNECS.....cciiiiiiiiiiiit ettt e e e e e 12
ENvironmental ASSESSIMENT .......ooo it 13
The Consequences of the Chemical Safety Assessment: The Chemical Safety Report............ 13
RST8] o] o] VA @1 g =11 o T 0] (=1 =T [ 1 13
The Extended Safety Data Sheet ......... . 14
Activities by European Trade Associations—CONCAWE Activity and Plans ............................ 14
Practical ASpects—A Way FOrWArd ............oooiiiiiiiiiieei e 16
Further INfOrmation ..........oooi e 17
REFEIENCE SECHON ...t e e e e eaeees 17
WWED LINKS ...ttt ettt ettt e e e et e et e e e e e e e e e e e e e e e ne e 18
Appendix 1—EU REACH Guidance DOCUMENES ..........cuuiiiiiiiiieiiiiieeeeee e 22
Appendix 2—Information Requirements ... 23

1 Documents

Document Sharing Hub

Full document details: Reach. Registration, Evaluation, Authorization (and Restriction) of Chemicals 2008


http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008
http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008

Documents

Document Sharing Hub

Full document details: Reach. Registration, Evaluation, Authorization (and Restriction) of Chemicals 2008


http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008
http://www.avadocuments.com/doc/reach-registration-evaluation-authorization-and-restriction-of-chemicals-2008

REACH—A Guide for APl Members

What is REACH?

REACH' is the new European Union (EU) legislation concerning the Registration, Evaluation,
Authorization (and Restriction) of Chemicals, which came into force on June 1, 2007. The
regulation sets out new requirements for chemicals and substances manufactured within or
imported into the EU to ensure that substances (including

refinery streams and substances used to produce them in

the EU) can continue to be used. Each substance, along

with every identified use, will need to be registered with the

newly formed European Chemicals Agency (ECHA). If a Begigtration
use is not registered, then the substance cannot be
employed in that application within the EU unless the user Evaluation

takes the responsibility for conducting a risk assessment
and ensuring safe use.

Authorization
The introduction of the legislation has a phased approach, Of
starting this year (2008), through to final submission in
2018. For those in commerce with substances in the higher C_Hemicals

tonnage bands, the effective first major deadline is 2010.

REACH is the most comprehensive chemicals legislation in
the world, and is also likely to become one of the most
complicated to comply with—at all levels from the technical
to managerial and business challenges. It will also have global implications. Even those not
immediately involved in the EU market are in the supply chain of others who are, and will be
asked for information and support by those formulators who do, or whose customers decide not
to, support substances that are currently exported to the EU.

The newly formed European Chemicals Agency (ECHA) will administer REACH. Because the
legislation is so complex, the EU Commission, through ECHA, has issued, or will be issuing,
guidance in various aspects of the legislation and its implementation. A list of this guidance and
a link to the source is given in Appendix 1.

This guide does not seek to replace the official EU guidance, but rather to provide an overview
and to highlight the main issues and places to go to for help.

! Regulation (EC) No. 1907/2006 of the European Parliament and of the Council concerning
Registration, Evaluation and Authorization of Chemicals.
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REACH—A Guide for APl Members

Is our Business Affected by REACH?

We export catalysts to the EU
through a series of business
partners and distributors. We have
no EU presence ourselves—it has
always been handled by our
distributors.

|
You will be affected.

Under REACH it is the
responsibility of your importers to
comply and register your
substances.

However, if they do not comply,
you will not be able to distribute
directly into the EU. By leaving
this activity to importers you have
diminished control of your future
business activites as the
importers will have the
registration.

Consider working though an “only
representative” or a company
with whom you have a firm long
lasting partnership agreement.

There will inevitably be a cost
associated with all the work that
is required

We sell product to a formulator
who then imports final product
into the EU—sometimes the
product goes through other
regions first.

|
You will be affected.

Unless someone does a
registration of your substance
and its use within the EU then it
cannot be supplied.

It is likely that the formulator will
want an assurance from you that
you will support the registration-
information, costs, and time.
However, you may not want to
give the confidential information
that this may require.

The rules on how to register in
this case are complex and still
being formally adopted. You may
need to obtain specialist advice
on the best way for you to
proceed, in order to protect your
business activities.

We do not sell to the EU, but we do
buy critical substances for our
manufacturing process and product
line.

—
You could be affected.

Registration will have a cost
implication for any company
manufacturing in the EU.

It is possible that because of
these costs the EU manufacturer
decides not to continue a
substance that is critical to your
business continuation.

You may want to contact your
supplier to ensure that the
substances you buy will be
supported by your supply chain.
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REACH—A Guide for APl Members

What Does REACH Try to Do?
REACH Timeline The stated goals of REACH are to improve
scientific knowledge about environmental and
health impacts of substances and to
REACH Came into encourage their safe use. REACH was
Force specifically designed to place the responsibility
with the industry to demonstrate safe use and
show why hazardous substances should
continue to be used. Through the provisions of

2008

1%t June to Pre-registration authorization and restrictions, REACH will also

1% December >1 tonne allow regulators to act to limit the use of
2008 hazardous substances. There has been some
criticism of the regulation because it is all-

encompassing, ambitious and complex.
Registration However, despite many attempts to change the
3.5 Years 1,000 tonnes/yr legislation, it is now on the European statute

and its progress is firmly under way.
30" November | + CMRs' (Category 1 &

2) 2 1 tonnelyr The Business Impact of REACH
+ very toxic® 2100 Because REACH may cause the withdrawal of
tonnes/yr a substance from the EU market, it has

immediately gained the attention of
management within companies. But, this is not
the only threat that makes REACH a major
business process issue requiring management
31° May 100 — <1,000 tonnes/yr attention. REACH easily translates into “No
registration—no global market” in today’s
economy, where materials are supplied on a
worldwide basis, rather than a regional one.

6 Years Registration

Registration

11 Years There is also the potential for the loss of
. 1 - <10 tonnes/yr production of certain chemicals if a supplier
30™ November d ¢ ister ; /
10 — <100 tonnes/yr oes not register for reasons of cost or
complexity.

Notwithstanding the potential loss of chemistry
or uses through restriction, authorization, or
costs, the registration process will also have
significant resource and  organizational
implications—both technical and managerial—
in almost all areas of the business.

1CMRS—Carcinogens Mutagens Reprotoxins
following current EU classification scheme

2EU Environmental classification
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