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Abstract: The�developing�European�legislation�on�REACH�is�one�of�the�major�changes�to�chemical�control�legisla-
tion�seen�anywhere�in�the�world�for�over�two�decades.�Not�since�the�introduction�of�substance�inventories�and�
developments� for� the�notification�of�new�substances�have�there�been�such�significant�changes.�The�proposed�
changes�will�have�consequences�on�the�global�industry�and�not�least�on�the�Swiss�industry�due�to�its�clear�associa-
tion�and�proximity�to�the�European�Community.�Ciba�Specialty�Chemicals�has�been�associated�with�the�develop-
ment�of�the�REACH�requirements�over�many�years�as�we�have�an�invested�interest�in�ensuring�that�we�can�meet�
the�requirements�of�REACH�in�the�most�cost�effective�manner.�Swiss�companies�associated�with�products�being�
supplied�to�the�EC�will�need�to�understand�the�requirements�of�REACH,�especially�with�regard�to�the�registration�
of�the�chemical�substances�they�contain.�Failure�to�do�so�may�lead�to�significant�financial�consequences�not�least�
the�ability�to�market�their�product.
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significantly from those defined by the Eu
ropean Commission in October 2003 [3].

The main emphasis of REACH remains 
the requirement to register substances manu
factured, or imported into the European 
Community, the evaluation of substances 
to define if further information or control 
is required, authorisation of uses for certain 
substances and finally authorisation’s coun
terpart requirement, the restriction of some 
substances and their applications.

Clearly, the later requirements will not 
function as intended without the correct 
implementation of the sections related to 
registration. This also includes exclusions 
and exemptions as these play an important 
role in defining the total workload and the 
focus on concern chemicals. 

The registration requirements must be 
unambiguous and offer clear advice to those 
required to undertake this task. It must be 
ensured that best use is made of available 
data, especially those data derived from 
animal studies, and that those owning such 
data are compensated for their use, without 
the need for armies of accountants to make 
this function.

It is expected that with the Council’s 
common position being agreed, the second 

reading in the European Parliament can take 
place towards the end of 2006. If this is cor
rect, the legislation should be in statute be
fore the middle of 2007. Much though still 
needs to be undertaken to define the required 
guidance to interpret REACH. Whether this 
guidance can be completed before the start 
of the preregistration period, which begins 
twelve months after the implementation of 
REACH, is far from certain.

Ciba Specialty Chemicals’ geographi
cal situation in Europe, with its locations in 
Switzerland and a significant manufactur
ing base in the EC requires the company to 
be involved as both manufacturer and im
porter within the context of REACH. Being 
a specialities manufacturer means that most 
of our registration work could be conducted 
in the later stages of the phasein registra
tion period, due to the smaller quantities 
we utilise. It also means that we will have 
many substances to register owing to our 
large portfolio. In order to make best use 
of our resources we will need balance the 
workload as to when we register our sub
stances and not just undertake the work as 
defined by the regulation. As a company, we 
have been evaluating the best path forward 
when it comes to REACH for a number of 
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Introduction

The European Council’s proposal of the 
13th December 2005 [1], now superseded 
by the Councils Common Position 27.6.06 
[2], outlines in detail the aims, scope and 
application of the proposed regulation con
cerning the registration, evaluation, autho
risation and restriction of chemical, most 
commonly referred to as REACH. The basic 
requirements of REACH have not changed 
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years. It is still difficult however, to assess 
just how the supply chain will react once 
the regulation comes into force. It should 
be expected that peer pressure from within 
industry will play a significant role in defin
ing when registrations will be undertaken 
and not just defined by the legal require
ments.

REACH will affect the global econo
my due to the changes it introduces. This 
will happen not only within the chemical 
industry but also, anywhere chemicals are 
utilised. The consequences for the Swiss 
industry, due to Switzerland’s island posi
tion in the sea of the European Community, 
will be significant. Swiss companies who 
wish to make full use of their unique po
litical geography should evaluate the many 
advantages they have over their EUbased 
counterparts. If Swiss companies utilise the 
opportunities brought by REACH to their 
best advantage, the Swiss chemical indus
try will continue to be a strong player in the 
European chemical market.

REACH Registration Requirements

General Exemptions
Although, for the vast number of sub

stances in commerce within the EC, there 
will be a need for registration, there will be 
a number of substances or applications for 
which REACH will not or only partially ap
ply. The main areas related to total exclu
sion from REACH are somewhat limited 
and this is understandable if there needs to 
be consistency across the Member States. 
This ensures the functioning of the internal 
market and minimises the introduction of 
national requirements for those substances 
or their uses that are outside the scope of 
REACH. The REACH requirements do not 
apply to the following; radioactive substanc
es, substances under customs supervision, 
nonisolated intermediates, the carriage of 
dangerous substances and preparations by 
road, rail, inland waterways, sea, and air; 
wastes, and certain substances defined by 
EC Member States as being of interest for 
national defence. Significant for Switzer
land are the provisions for those substances 
under customs supervision, where they 
may be brought or stored in the EC, under 
defined conditions, without falling under 
the requirements of REACH. Clearly, the 
ability for transportation through the Com
munity’s Member States without having to 
register under REACH supports the free 
movement of Swiss raw materials or final 
products through the EC to its major ports.

Certain substances or their applications 
will also be exempt from the requirements 
of registration, namely; substances on their 
own or in preparations manufactured in the 
EC or, where any EC importer, imports a 
substance either on its own or in a prepa

ration below one tonne per year. This one 
tonne threshold is one of the most signifi
cant features of REACH when related to a 
need to register. For the first time in twenty
five years, a reasonable commercial evalu
ation can be undertaken on new substances 
within the EC without an expensive regis
tration being undertaken prior to the supply 
and where there is no surety of a positive 
commercial outcome.

Furthermore, polymers do not require 
registration under REACH. Their monomers 
or other substances chemically bound within 
the polymer matrix at levels above 2% by 
weight will require registration, should a 
monomer or substance per se exceed the 
one tonne per year threshold. As the subject 
of polymers has been a long and somewhat 
unfinished debate within the development of 
REACH, a separate section on polymer reg
istration is offered later in this text.

The one tonne threshold also has a re
lationship to articles, that is, substances 
or preparations that during production are 
given a shape, surface, or design that deter
mines its function to a greater degree than 
does its chemical composition. 

Any producer in the EC or any importer 
of articles will be required to register any 
substance contained in the said articles if 
the quantity totals are more than the one 
tonne per year and the articles are intended 
to release the substance under reasonably 
foreseeable conditions of use. How exact
ly these requirements will function is still 
open to interpretation. As a typical example 
of an article that intends to support release, 
let us consider the ballpoint pen. Clearly, 
the casing of the pen does not, in normal use 
release substances. The ink it contains how
ever, is an intended release. Therefore, any 
substance within the ink that, if imported, 
above one tonne should be registered. Tak
ing this position to be correct, an importer 
of ballpoint pens from Switzerland into the 
EC must know how many pens they import 
and calculate the quantity of every compo
nent of the ink to make sure they do not ex
ceed the one tonne threshold. If above one 
tonne, the registration of the substance in 
the ink must be registered by the importer 
for the correct tonnage level.

The importer must not forget that the 
substances in the ink may also be in other 
articles they import, for example in white
board markers. The substances from these 
articles must be added to the quantities of 
substance in the ballpens in order to define 
the total amount of the substance imported. 
If this is regarded as a simple example of 
a normal supply chain for articles enter
ing the Community I personally, see little 
chance of importers meeting the registra
tion requirements without a thorough and 
extremely expensive analysis of their value 
chain and the associated substances. What 
is not yet clear and may well take a legal 

determination is whether an importer who 
cannot guarantee they can be compliant 
with the requirements must cease import.

This complete area brings with it many 
deep routed problems for companies who 
wish to obey the requirements of REACH 
but cannot, either due to a lack of under
standing or the overwhelming financial 
considerations one must incur to ensure 
total compliance.

For articles not intended to release sub
stances but meeting the other conditions re
lated to articles with intended release, there 
are specific requirements that may include 
registration. For these articles where the 
contained substances in question meet the 
criteria for Annex XIV listing (candidate 
list for authorisation), together with them 
being present in the article above a 0.1% 
by weight threshold, a decision regarding 
the registration of these substances will be 
taken following an assessment undertaken 
by the Agency. These assessments will be 
conducted for substances possibly released 
from articles and follows the submission 
of a notification. The notification takes the 
form of a submission to the Agency of cer
tain core information on the producer or 
importer’s identity, the registration num
bers, if known, identity of the substance, a 
brief description of the use and the tonnage 
range. There are no requirements for such a 
notification when the producer or importer 
can exclude exposure to humans or the en
vironment during reasonably foreseeable 
use including disposal.

Other substances or applications exempt 
from registration are medicinal products for 
human or veterinary use, food and feeding 
stuffs including any additives or flavour
ings and animal nutrition products.

Further exemptions from registration 
under REACH are for those substances in
cluded in Annex IV. These are the substanc
es generally regarded as causing minimum 
risk due to their intrinsic properties. Annex 
V also exempts certain substances, as these 
are deemed inappropriate for registration, 
for example, the substance formed follow
ing a chemical reaction when an antioxi
dant acts as intended or the hydrated form 
of a substance.

Substances on their own or in prepara
tions, registered then exported from the EC 
and reimported by an actor in the same 
supply chain may be exempt from registra
tion, if it can be shown that the reimported 
substance is the same as that exported and 
they have met the provisions related to safe
ty data sheets or where a safety data is not 
required for the information that must be 
communicated down the supply chain. This 
exemption is especially useful to Swiss 
companies where their active components 
are manufactured in the EC and sent to 
Switzerland for formulation before being 
supplied to the EC market.
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Substances on their own, in preparations 
or articles, which have been registered and 
recovered in the EC and can be shown to be 
the same as the substance registered may be 
exempt from registration if, like exported 
and reimported substances, they also meet 
the requirements relating to communica
tion down the supply chain.

For plant protection and biocidal prod
ucts meeting the appropriate European 
Directives, these shall be regarded as regis
tered under REACH for those applications. 
Care must however be taken to ensure that 
these products do not have a dual use, as 
the alternative use would require registra
tion under REACH in accordance with the 
quantities manufactured or imported for 
that specific use.

For substances notified as new sub
stances, under Directive 67/548/EEC, the 
notification shall be regarded as a registra
tion under REACH and the substance will 
be assigned a registration number. How
ever, if a quantity threshold under REACH 
for the notified new substance is exceeded, 
the substance will require an update and the 
data requirements equivalent to the appro
priate threshold in REACH, together with 
data required in all the lower thresholds 
unless already submitted must be supplied. 
Basically, these substances would then 
fall completely under the requirements of 
REACH.

Substances manufactured or imported 
into the Community for the purpose of 
product and processorientated research 
and development by the manufacturer or 
importer or in cooperation with listed cus
tomers, do not require registration for a 
period of five years. The manufacturer or 
importer shall notify the Agency of certain 
information as detailed in Article 9.2 of the 
Council’s proposals. The Agency shall un
dertake a completeness check and assign 
a notification number and any conditions 
they perceive as being needed to ensure safe 
handling. The notifier may request, with 
good reason, an extension for a further five 
years for general substances or ten years for 
medicinal products.

The advantage a Swiss manufacturer 
has with regard to this situation is that EC 
manufacturers will, in future, have to re
quest a PPORD for substances new under 
the definition of REACH even within their 
own facility. This is due to the legal change 
brought about by the REACH regulation. 
‘Placed on the market’ was previously the 
point of initiation for such requirements. 
Under REACH, the rule will be ‘manufac
tured or imported’. Process development, 
where new substances above one tonne are 
formed could perhaps be more easily under
taken in Switzerland rather than the EC.

Finally, although onsite isolated inter
mediates or transported isolated intermedi
ates are not exempt from registration the 

requirements are limited. The latter type, 
transported intermediates, may hold sig
nificant benefits for Swiss manufacturers as 
long as the European Commission agrees 
that the definition, as stated in the text of 
the regulation, does allow for transported 
intermediates to be defined also for sub
stances supplied not only to the EC but also 
from the Community.

Pre-registration
For substances or their applications 

not exempt from REACH or the registra
tion requirements, per se, they will require 
registration. Those substances, including 
intermediates, meeting the provisions for 
phasein status, that is:
a)  substances that are listed in the Euro

pean Inventory of Existing Commer
cial Chemical Substances (EINECS);

b)  were manufactured in the EC, or the 
countries acceding to the EU at least 
once during the fifteen years prior to 
the entry into force of REACH and 
not placed on the market. (A typical 
example of this would be a substance 
manufactured in the EC then totally 
exported to Switzerland without re-
import);

c)  were placed on the market in the Com
munity, or in the countries acceding to 
the European Union before entry into 
force of this Regulation by the manu
facturer or importer and was consid
ered as having been notified in accor
dance with the first indent of Article 
8(1) of Directive 67/548/EEC but do 
not meet the definition of a polymer as 
set out in this Regulation. This refer-
ence relates to the no-longer-polymer 
substances.

In order to obtain phase-in status for 
such substances the potential registrant, or 
a person representing him must preregister 
the substances 12 to 18 months after entry 
into force of REACH by sending to the 
Agency the following information:

i)  The name of the substance
ii)  Name and address for the contact per

son
iii)  The proposed deadline for registra

tion/tonnage band
iv)  Potential readacross/grouping sub

stances or QSAR support information
Should this preregistration not be com

pleted within the required period, except in 
cases where the manufacture or import of 
a substance meeting the phasein criteria is 
done for the first time, the potential regis
trant would lose their phasein status and 
would need to register immediately.

For those substances meeting the phase
in criteria but manufactured or imported for 
the first time after the 12 to 18 month pe
riod has elapsed you will have up until six 
months after your first manufacture or im
port to preregister. This must though be no 
later than twelve months before the relevant 
registration deadline.

A consequence of submitting a pre
registration is that you shall be required to 
participate in a substance information ex-
change forum SIEF.

SIEF is designed to facilitate the ex
change of information between manufac
tures and importers and avoid duplication. 
It is also hoped to support the agreement on 
classification and labelling. 

The timeframes related to the SIEF 
are extremely onerous and companies will 
need to define early what required data 
they hold and what further information 
they need.

Registration Requirements
The registration requirements under 

REACH are based upon a mixture of spe
cific information related to quantity thresh
olds and timings based upon the same quan
tity thresholds or specific concerns such as 
carcinogenicity. The Table indicates the 
data requirements and the standard timing 
for registration. It further indicates when a 
chemical safety report should be included 
in the registration dossier.

Table.�Data�requirements�for�different�production�volume�ranges

Tonnes 1–10 10–100 100–1000 >1000
R50–53 >100 tonnes 
CMR >1 tonne

Data - Annex VII
non-phase-in�&
phase-in�Annex�1c�VII
physicochemical
phase-in
non-Annex�1c

VII�&�VIII VII–VIII
+�testing
proposal�IX

VII–VIII
+�testing
proposal�IX�&�X

CSR No Yes Yes Yes

Time after 
 Introduction 

11�years 11�years 6�years 3�years
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The actual quantities to be used are 
those defined at least once following entry 
into force of the regulation.

It should be noted that above 100 tonnes, 
the dossier should also include a proposal 
for further testing and that testing should 
not be conducted without the approval of 
the Agency. This is one of the initial tasks 
of Evaluation under REACH. 

The basic data requirements for the reg
istration in addition to the data needs are:
Registrant:
– Name, address, telephone number, fax 

number, and EMail address of the reg
istrant

– Contact person
– Location of the registrant’s production 

and own use site, as appropriate (not re-
quired for non-EC manufacture)

Substance identity:
– Name or other identifier of each sub

stance
– Name in IUPAC nomenclature or other 

international chemical name
– Other names (usual name, trade name, 

synonyms)
– EINECS or ELINCS number (if avail

able and appropriate)
– CAS name and CASRN (if available)
– Any other identity (if available)
– Information related to molecular and 

structural formula of each substance
– Molecular and structural formula (in

cluding Smiles notation, if available)
– Information on optical activity and typi

cal ratio of (stereo) isomers (when ap
propriate)

– Molecular weight or molecular weight 
range

Composition of each substance:
– Degree of purity (%)
– Nature of impurities, including isomers 

and byproducts
– Percentage of (significant) main impu

rities
– Nature and concentration any stabilis

ing additives
– Spectral data (ultraviolet, infrared, 

nuclear magnetic resonance or mass 
spectrum)

– Highpressure liquid chromatogram, 
gas chromatogram

– Description of the analytical data
Information on manufacture and use (in-
formation on non-EC manufacture is not 
required):
– Manufacture/imports in tonnes per  
 manufacturer or importer per year for:
– The calendar year of the registration 

(estimated quantity)
– In case of a manufacturer: Brief descrip

tion of the technological process used in 
manufacture

– An indication of the tonnage used for 
own use

– Form (substance, preparation or article) 
and/or physical state under which the 

substance is made available to down
stream users including approximate 
concentrations in preparations and 
quantities of the substance in articles.

– Brief general description of use
– Information on waste quantities and 

composition of waste resulting from 
production and uses in the EC

– Uses advised against
Hazard classification of the substance and 
resulting hazard label:
– Any specific concentration limits
Guidance on safe use consistent with that in 
the Safety Data Sheet including:
– Firstaid measures
– Firefighting measures
– Accidental release measures
– Handling and storage
– Transport information
Where a chemical safety report is not re-
quired, add the additional information on:
– Exposure controls/personal protection
– Stability and reactivity
– Disposal considerations
– Information on recycling and methods 

of disposal for industry
– Information on recycling and methods 

of disposal for the public
Information on exposure for substances 
registered at 1–10 tonnes
Main use category:
– a) Industrial use and/or b) professional 

use and/or c) consumer use
Specification for industrial and profes-
sional use:
– a) Closed system and/or b) inclusion in 

matrix and/or c) nondispersive use and/
or d) dispersive use

Significant route of exposure:
– Human exposure:
 – a) Oral and/or b) dermal and/or  

 c) inhalation
– Environmental exposure:
 – a) Water and/or b) air and/or c) solid  

 waste and/or d) soil
 –  Pattern of exposure:
 – a) accidental/infrequent and/or 

 b) occasional and/or c) continuous/ 
 frequent

A formal Chemical Safety Report will 
be required for substances registered above 
10 tonnes per year. Intermediates will not 
require a CSR.

Rules for Non-phase-in Substances 
or Substances Not Pre-registered

The potential registrants of nonphasein 
substances or substances meeting the crite
ria for phasein status but have not been pre
registered shall enquire from the Agency if 
a registration has already been submitted. 
Upon a positive response from the authori
ties, the name of companies involved in the 
registration or potential registration will be 
disclosed to each other. The data on verte
brate animal studies and in certain cases in

formation not involving vertebrate animals 
would be made available upon agreement 
of cost sharing where this is required. If the 
substance has not been previously regis
tered, the registrant must file a registration 
with the Agency in accordance with the ton
nage band requirements.

Use of an Only Representative
Rather like the present situation for new 

substances under 67/548/EEC with the sole 
representative, a manufacturer outside the 
Community who imports a substance on its 
own, in preparations or in articles may ap
point an only representative within the EC 
to fulfil the obligations on importers. That is 
to say, the only representative can undertake 
the responsibilities of all importers from the 
same manufacturer and thus alleviate multi
ple registrations by several importers of the 
same substance. The only representative 
must meet the requirements placed upon 
him for keeping uptodate information on 
quantities imported, customers, and safety 
data sheets. If these requirements are met, 
the importers within the same supply chain 
may be regarded as downstream users un
der REACH.

The use of such a system may support 
direct import of Swiss products into the EC 
and alleviate the number of registrations of 
the same substance. From experience with 
the sole representative scheme, this system 
is difficult to administer and does require 
the support of the importers to make the 
scheme function.

One worrying aspect of the scheme 
appears to be the omission of substances 
(monomers) in polymers thus not allow
ing importers of such substances in already 
synthesised polymers to participate. It is 
hoped that this issue can be rectified prior to 
the finalisation of the regulation or at least 
be allowed even though not clearly stated 
in the legal text.

Polymers and their Monomers
The draft text of the regulation clearly 

indicates that registration requirements do 
not apply to polymers. However it does, 
as already indicated, apply to monomers 
and substances chemically bound into the 
structure of the polymer if they are present 
above 2% by weight. For the importer of 
polymers the situation would appear al
most impossible should they not have clear 
knowledge on the composition of the poly
mers and in many cases the support of the 
monomer manufacturer. One of the major 
talking points amongst polymer users in the 
EC is the term “already registered by an ac
tor up the supply chain”. As this is a clear 
change from what was originally stated in 
the Commission’s text, it would appear to 
tie together those companies in a supply 
chain. What is not clear is what is defined 
as the supply chain and whether this means 
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that, it relates to a specific manufacturer of 
a monomer or to any such manufacturer of 
that monomer. 

Clearly, polymer manufacturers in Swit
zerland would be best advised to decide on a 
clear strategy as to what to do about the mon
omers meeting the REACH requirements. 
One clear fact is that companies would not 
wish to be the sponsor of such registration 
dossiers should it mean that any other im
porter could make use of the registration 
without any recompense for the use.

From a personal perspective, the posi
tion on polymers would appear unsatis
factory to all involved. The EC polymer 
manufactures clearly wish to have the same 
competitive position as their nonEC coun
terparts and therefore have the monomers 
and substances above 2% registered. How
ever, the ability for an importer of polymers 
to obtain the support required on the con
tained monomers and substances is unten
able in most cases.

Post-registration
A major facet of REACH is the fact 

that the system is dynamic and requires 
continuous monitoring by the registrant. 
Any change to the status of the registra
tion must be informed to the Agency. Such 
changes include variation in composition of 
the substance registered, change in the ton
nage band of the substance or cessation of 
its manufacture or import, new uses or uses 
newly advised against, new knowledge on 
risks leading to a change to the safety data 
sheet, any change to the classification and 
labelling, changes to the chemical safety 
report. Proposals for additional testing or 
any changes to the granting of access to in
formation in the registration must also be 
submitted to the Agency.

Determination as to Whether a 
Registration is Required

The most sensible manner for a com
pany to define if their substances’ require 
registration under REACH is to adopt a pro
cedure similar to the following:
1)  Define those substances they manu

facture in, or import into the European 
Community (take care to ensure ac
count is taken of raw materials directly 
imported by the company into the EC 
and the intermediates they synthe
sise).

2)  From this list, determine which sub
stances, either per se or due to their use, 
are exempt from REACH (care must 
be taken regarding substances of dual 
use).

3)  Evaluate which substances or their uses 
are exempt from registration or require 
only partial registration, for example, 
intermediates.

4)  Determine which substances they man
ufacture in, or import into the European 

Community at above the one tonne 
threshold (continuous evaluation).

5)  Determine if the substances require 
a chemical safety report as part of the 
registration.

6)  Determine the companies own strategy 
for the registration of the substances 
taking into account of such issues as po
tential problems with authorisation, the 
requirements of your customers – this 
may also require the early registration 
of substances to support a customer’s 
strategy. The ease of datasharing and 
consortia formation, the grouping of 
substances should also be taken account 
of in defining your registration strategy. 
Your commercial position in the market 
and your supported uses should also not 
be overlooked when defining the way 
forward. Not least, evaluate the advan
tages a nonEC company has, especially 
one with such close proximity to EC 
borders. These advantages should be 
exploited.

Conclusion

In conclusion, in order to continue 
and hopefully, develop the markets within 
the EC, a Swiss manufacturer supplying 
into any of the present 25 Member States 
should already have a reasonably good idea 
as to which substances they must register. 
They should know which raw materials 
their suppliers will register. They have or 
are developing a sound strategy for these 
registrations including, for example, who 
will act as registrant for their imports. For 
certain situations, a company may wish to 
keep the details of their supplychain con
fidential, including such things as the use 
of toll manufacturers. In these cases, con
sider using a thirdparty company to hand
ing the requirements to minimise informa
tion of relationships becoming apparent. 
Companies should evaluate whether they 
are making best use of their manufactur
ing units outside the EC (is it cost effective 
making a product in the EC when all the 
product is exported – can Swiss manufac
ture make things simpler)? Failure to at 
least develop such scenarios and deter
mine strategies to deal with them could 
be extremely expensive and will probably 
negate their advantageous geographical 
position in Europe.
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