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� Introduction

REACH will be the single most important
piece of European legislation to hit the
chemical industry in nearly 40 years. Its
implications for any chemical manufac-
turer, importer of chemicals or down-
stream user are far reaching. So the
question that our industry needs to
ask is, »Are we ready for the practical
implementation of REACH?«.
In her role as Head of Regulatory Services
in Northern Europe for Ciba, Sue Ander-
son has 25 years experience working
with EU legislation and she can clearly
remember the panic of the early 1980s
when the first notification scheme for
new substances was introduced. How
would it affect the development of new
substances? Would it be the end of the
EU chemical industry? Panic was then
closely followed by a rush to notify sub-
stances under the 6th amendment to
avoid the extra testing requirements of
the 7th amendment.
And now with the implementation of
REACH looming there is again uncer-
tainty, fear and a sense of foreboding
among almost everyone in the industry.
Is this apprehension justified? It depends.
Like most things in life, the key lies in
preparation and here are my thoughts on
getting ready for its practical implemen-
tation. 
So where do you need to start? To define
a company’s role and its obligations un-
der REACH is the single most important
step to take as this legislation sets out
different obligations for manufacturers,
importers of substances and downstream
users.

Your role may be a combination of all
three types and defining your strategy
for each substance is going to be a very
time consuming process. Some of the
most obvious questions you need to ask
are:

• What are your obligations?

• Are your substances subject to
REACH?

• Do you need to pre-register?

• Do you need to prepare a partial/full
registration?

• Do you need to prepare a chemical
safety report?

Although you may not have answers to
all these, if you know which questions to
ask, it will be a positive step towards en-
suring your company moves forward
with REACH, and that you extract maxi-
mum competitive advantage from what
is seen by most as simply another cost
burden to the chemical industry.
Make no mistake - if you are not pre-
pared, REACH will take its toll. There is a
clear message. You have 12 months be-
fore REACH is implemented and a further
18 to pre-register. After that, no regis-
tration, no market.

� Moving forward

To start the process, take a look at Fig. 1.
It is »simply« the process to follow to de-
cide if you need to pre-register a sub-
stance under REACH. Prepared by CEFIC
with the intention of helping prospec-
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tive registrants through the workflow
processes, I have included it just to illus-
trate that the decision to register a
substance under REACH is complicated.
However there is a huge amount of in-
formation freely available to latecomers
- from CEFIC and other industry and
trade associations as well as from organ-
isations such as Ciba Expert Services.
There is also number of useful websites
worth searching.
When I talk to companies about REACH
there is one recurring question: »Is there
a simple one page summary?« There isn’t
and the legislation, in its current form
(last updated April 2006), is ca. 700 pages
long and too complex to do justice here.
Instead, we have developed a simple 8-
point plan aimed at helping companies
to formulate a strategy for REACH im-

plementation and to decide whether or
not they need to start preparations for
the registration of chemical substances.
The process is split into two separate
parts (Fig. 2). Part 1 determines which
substances need to be registered and
whether or not you need to prepare a
chemical safety assessment. Part 2 dic-
tates your strategy based on how much
data is available to you for a particular
substance.

� Part 1:
The starting point

There are four steps in part one and the
starting point is the compilation of an
inventory of substances manufactured,
used, or imported for your company, a

time consuming process because the
majority of chemicals supplied and used
in the industry are »products« and com-
plex »mixtures« or preparations. In prac-
tice there are relatively few »single« sub-
stances supplied down the value chain.
This step therefore requires you to con-
tact each supplier to find out the com-
positional ingredients of each chemical
preparation. For polymers, finding out
the starting monomer from suppliers
may be a closely guarded secret, never to
be disclosed. Similarly, finding out com-
positions, EINECS/ELINCS and CAS num-
bers may also be considered confidential
business information. So it is an absolute
necessity to open discussions and have
free dialogue with your suppliers. And it
is a step all companies should have al-
ready started.

Fig. 1 Demonstrates how complex REACH can be but there are 8 simpler steps that can be taken to start the process 
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For each substance it is essential to have
the EC number, CAS number and the
quantities used on an annual basis. This
is the minimum basic data you need be-
fore you take any strategic decisions on
REACH and its compilation may take
months depending on the number of
substances you need to register.
The next action is to decide which of
these substances are actually subject to
REACH. This will vary depending on the
use of the substance and where you are
as a company in the supply chain. There
are only three types of substances which
are totally exempt or outside the scope
of REACH. These are non-isolated inter-
mediates, substances under customs su-
pervision and radioactive substances. 
It is important to note that any sub-
stance which has a dual use needs to be

separately assessed to determine the ac-
tual quantity of substance to be regis-
tered. You may find that company sys-
tems are not sufficiently sophisticated to
separate out quantities of the same sub-
stance used for different purposes. As a
result, what may be deemed a simple
step can become very complex. 

� Exemptions

The list of substances exempt from reg-
istration includes medicines, food addi-
tives and animal feedstuffs, in exactly
the same way as the current new sub-
stances legislation exempts these sub-
stances. A further list of substances,
found in Annex II and Annex III of
REACH, is also excluded from registra-

tion requirements because there is al-
ready sufficient information on them.
This includes water, castor oil, starch,
fatty acids, substances occurring in na-
ture and basic elements such as hydro-
gen and oxygen. 
The key to whether a substance is truly
exempt from registration is tonnage. Any
substance supplied in quantities of less
than one tonne per annum is outside the
scope of registration. In addition notified
new substances are deemed as having
been registered. Whilst these are not
subject to registration, if they exceed
their notified tonnage threshold either
additional data will be needed and/or
»evaluation« under REACH will be re-
quired.
The final element in the decision process
on registration is the PPORD (Product

Fig. 2 Overview of the eight steps to establish whether or not there is a need for Registration and Preparation of
Chemical Safety Report
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and Process Orientated Research and De-
velopment) step, which can be applied
to any substance subject to process
or product development in quantities
greater than one tonne per annum. This
exemption is valid for a period of five
years which can be extended for a fur-
ther period of 5-10 years depending on
the substance use. 

� Full or partial registration?

If, at the end of this decision process,
your substance still requires registration,
the next step will be to decide whether
full or partial registration is required.  
On-site isolated intermediates and/or
transported isolated intermediates re-
quire only a partial registration. The da-
ta requirements are limited to identifi-
cation, classification and a summary of
available existing information relating
to the properties of the intermediate.
There is no requirement to undertake a
chemical safety assessment or to prepare
a chemical safety report.
If the substance is not considered to be
an intermediate, a full registration is re-
quired and if the quantity supplied is
greater than 10 tonnes per annum, a
chemical safety assessment is required.
This assessment is regarded as one of the
most significant aspects to the REACH
requirements. The resource requirements
associated with this work are significant
and should not be underestimated. Even
taking the simplest of supply scenarios
for a substance with well defined uses,
collating all the relevant exposure sce-
nario data from downstream users is ex-
pected to be a time consuming process.
It is worth noting that the chemical safe-
ty report does not need to include a hu-
man health assessment for cosmetic
products and food contact products.  

� Part 2:
Collection of in-house information

Part 2, also with four steps, defines the
need to collate all available in-house da-
ta and the results of this exercise define
individual company and substance strate-
gies. It is strongly recommended to in-
volve a diverse team from sales, market-

ing, business, regulatory, logistics and
senior management before taking any
decision regarding registration strategy.
Key items to discuss include current ton-
nage and future market requirements: 

• Is your product in a growing or de-
clining market?

• How much data can you call on and
how much will you have to data share
with others or generate at a later
stage in the registration process?

• What are the known intrinsic proper-
ties and uses of the substance? 

At the end of the assessment you should
have a clear understanding of whether
the substance will remain viable/sustain-
able after REACH. If not, do you really
want to invest time and money in a prod-
uct that may disappear after a few years?
The workflow defining the registration
strategy can be repetitive as you become
more aware of what you need to know.
This will influence your decision to be-
come, for example:

• a lead registrant

• to hide behind a third party by using
a representative in a consortium

• to be an active member of a
consortium

• to be represented by a trade
association. 

It is also possible that suppliers of a par-
ticular key raw material make commit-
ments to register a substance and, at the
eleventh hour, decide not to. This could
leave you and your customers exposed so
part of your strategy must be to obtain
firm commitments from suppliers on
which substances they intend to register
and for which uses.

� One year on – Pre-registration

Let us wind the clock forward 12 months
when REACH is expected to be imple-
mented. Manufacturers and Importers
will then have a minimum of 12 months
and a maximum of 18 months to prepare
and submit the required pre-registration

information to the new chemicals agency
in Finland. These pre-registrations are
done on an individual basis using the
IUCLID software, still under development
for REACH.
Although the amount of data required
for pre-registration is limited, do not un-
derestimate the preparation time need-
ed to prepare it. At the same time search
the database to find as many companies
as possible who are also interested in the
same substance. You need to know at
this stage whether you will be register-
ing the substance on your own, with
»friendly« consortia members or with di-
rect competitors. Even at this late stage
it may be necessary to change your
strategic plan to take into account oth-
er parties interested in a particular sub-
stance.
Whilst there may be some companies
who search the database for opportuni-
ties to extract competitor information,
the key purpose is to identify partici-
pants in a Substance Information Ex-
change Forum (SIEF). The aim of each
SIEF will be to share data and agree on
the classification and labelling informa-
tion for a phase-in substance.
The preparation of the registration dossier
is not an easy task and, depending on the
tonnage band of the substance, may be
required within 18 months of the pre-
registration. The main task is to collate
as much information as possible on the
exposure scenarios (ES) for each partic-
ular use of the substance and feed this
into the chemical safety assessment.
Some companies/consortia may also want
to ensure data is available for each end
point before the dossier is submitted.
Time may not allow additional tests to be
undertaken but your strategy should be
clear. Do you waive tests or make testing
proposals for future evaluation purpos-
es? 
Agreement on the best strategy may
give rise to some interesting discussions
among consortia members and your ear-
lier decision to be a lead or active mem-
ber of the consortia will play an impor-
tant part in this registration step.
Coming back to the issue of obtaining
sufficient ES data for your substance and
its identified uses, there are two basic
approaches to take. This is where your in-
ternal strategy comes into play and you




