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EXECUTIVE SUMMARY 
 
 
INTRODUCTION  
 
This report details the results of a Regulatory Impact Assessment (RIA) of proposed 
legislation to implement the European Commission’s REACH proposal in the Republic of 
Ireland.   
 
The report has been prepared by ERM Environmental Resources Management Ireland Ltd 
(ERM Ireland). The report was commissioned by Forfás, the Irish Policy and Advisory 
Board for Enterprise, Trade, Science, Technology and Innovation. 
 
The focus of this assessment is on the impact of REACH on Ireland’s upstream chemical 
industry (i.e. the manufacturers and importers), downstream chemical industry (i.e. 
chemical users), public sector and society.   Research, via electronic questionnaires and 
onsite interviews, was also conducted to ascertain the likely broad impact on a number of 
key industry sectors, namely pharmaceutical, chemical, ICT, medical devices, chemical 
importers, and SMEs.  The survey deliberately targeted companies judged to be vulnerable 
to the impacts of REACH.  It was not intended to, nor is it, a statistical survey of Irish 
industry. 
  
BACKGROUND TO THE REACH PROPOSAL 
 
REACH stands for the Registration, Evaluation and Authorisation of CHemicals.   
 
The REACH proposal is intended to improve knowledge about chemical substances 
through the regulation of both new and existing substances under a common and 
integrated system.  It will replace over 40 pieces of existing chemical orientated European 
regulation including the Existing Substances Regulation (793/73/EEC) and the Notification of 
New Chemical Substances Directive (67/548/EEC).  It will focus predominantly on chemicals 
that are manufactured or imported into the EU in quantities greater than one tonne per 
year, and aims to reduce the environmental and health risk of these substances.  Once in 
place, the requirements of the REACH proposal will apply to all new substances.  Full 
implementation of the proposal is expected to take 11 years as its requirements are 
gradually phased in. 
 
The stated objectives of REACH are to: 

• protect human health and the environment from the risks of chemicals; 

• maintain and enhance the competitiveness of the EU chemical industry; 

• prevent the fragmentation of the internal market; 

• increase transparency; 

• integrate within international efforts to ensure safe production and use of chemicals; 

• promote non-animal testing; and 

• conform with EU international obligations under the World Trade Organisation. 
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THE CHEMICAL INDUSTRY IN IRELAND 
 
Chemicals represent a largely new sector for Ireland, with most chemical facilities having 
been built since 1960.  The Irish chemical sector varies somewhat from that of other EU 
countries.  It has virtually no petrochemical industry and relatively limited production of 
bulk chemicals.  Rather, the sector is generally characterised by new state-of-the-art 
manufacturing facilities producing high-tech and high-value speciality chemical and 
pharmaceutical products for export.   
 
In particular, the Irish chemical sector has a relatively strong focus on low volume, high 
value, fine chemical and pharmaceutical operations that involve, for example, the 
manufacture of adhesives, coatings, printing and photographic chemicals, cleaning 
materials, additives for food and other industries, intermediates, and actives for the 
pharmaceuticals sector.  Although differences in the composition of the chemical industry 
between Ireland and other countries are apparent, the overall structure of the Irish 
chemical industry corresponds broadly to the European average.   
 
According to Eurostat data, Ireland represents 2.9% of the total EU chemical output.  
Furthermore, Ireland’s speciality chemicals sector contributes 4% of all notifications under 
the New Substances and Existing Substances Regulations.   For the purpose of the REACH cost 
model, it has been assumed that overall, Ireland accounts for 3.5% of the EU’s chemical 
output. 
 
IMPACT OF REACH ON IRISH INDUSTRY 
 
Overview 
 
The introduction of the REACH proposal in Ireland is expected to have a number of 
impacts on the Irish chemical industry, as detailed below.  
 
Overview of the Impact of REACH on Irish Industry 
• REACH will generate significant financial costs for chemical manufacturers (upstream 

industries) in Ireland, in the form of chemical testing and administrative costs.  Because of the 
gradual implementation of REACH, these costs will be spread over a period of 11 years. The 
total cost over this period for the upstream industry is estimated at €180 million (best estimate).  
The costs will differ for each industry sub-sector; however there is currently insufficient 
information to apportion these costs.   
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• The cost to downstream chemical users in Ireland will be significantly higher than that 

estimated for the upstream manufacturing industry.  Initial estimates based on European 
Commission research suggest it could be as much as €300 million.  However, these estimates 
should be viewed with considerable caution as it is difficult to estimate the extent of these costs 
until the requirements of REACH are implemented. 

• The impact of REACH on the pharmaceutical industry is lessened, because substances used only 
in human and veterinary medicinal products are exempt from most requirements, or will be 
subject to reduced registration requirements.  However, the precise treatment of 
pharmaceuticals remains unclear in the draft legislation.  

• The ICT hardware industry and SMEs, as predominantly downstream users, are likely to feel 
the greatest impact. 

 
Summary of Key Issues Raised by Industry 
• The REACH proposal is considered by industry to be too narrow in its use of chemical volumes 

to determine testing requirements.  A risk based approach that considers a chemical’s hazards, 
use and potential for exposure would provide more appropriate criteria for testing1.  This 
change of focus would be expected to reduce the financial and administrative burdens on 
industry.  

• The protection of intellectual property is not adequately addressed within the current proposal. 
The Irish chemical industry is predominately based on proprietary processes and significant 
concerns have been raised with regard to data sharing and consortia formation.    

• All of the upstream chemical and pharmaceutical industries surveyed, with the exception of the 
chemical importers, indicated a preference for voluntary rather than mandatory consortia 
formation for chemical testing.  This is in order to provide the opportunity to protect proprietary 
information. 

• In contrast all of the downstream chemical users surveyed, with the exception of the ICT 
industry, indicated a preference for mandatory consortia formation.  This was based on a 
perceived lack of resources, funds and expertise to undertake the required preparation of 
technical information and the subsequent management of chemical data (for example ensuring 
that chemicals are used in approved ways) on their own.  These industries indicated that 
significant costs would be incurred in contracting out, or employing additional staff, to 
undertake this work. 

• Due to the prevalence of speciality chemicals in Ireland’s chemical industry, the potential to 
form consortia and share registration costs is likely to be constrained.  This will place an 
additional economic burden on the producers of fine and speciality chemicals in implementing 
REACH (although it should be noted that this problem will be faced by all producers or sellers 
of similar products in the EU).  Survey respondents indicated that this may result in some 
chemicals being withdrawn from production in Ireland, or a significant increase in the cost of 
such chemicals.       

 

 
1) A hazard based approach is based on the potential to cause harm while a risk based approach is based on the likelihood of harm to actually 
occur. 
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Benefits of REACH to the Irish Chemical Sector 

There are a number of benefits that REACH is likely to bring to the Irish chemical sector.   
 
The key industry orientated advantages associated with REACH include: 

• Increased knowledge regarding chemical substances: the necessity for substitution in some 
instances, due to unacceptable risks to human health or the environment, and the search for 
alternatives is expected to stimulate innovation and R&D in the longer term.     

• REACH removes the existing cost disadvantage that is in place between regulations that apply 
with regard to ‘existing substances’ (i.e. pre 1981) versus those that apply to ‘new substances’ 
(post 1981).  

• REACH will provide one piece of consistent legislation to control the risks associated with new 
and existing substances, rather than the current position where about 40 Community Directives 
and Regulations attempt to do this. 

• Improved international reputation and associated competitive advantages. 

• An increase in the volume threshold from 10 kg to 1 tonne for the provision of detailed 
information on new chemicals and preparations. 

• The extension of the exemption from full registration requirements for research and 
development chemicals to five years to ensure that REACH does not hinder R&D.  This is 
anticipated to encourage the R&D of new products. 

• Substitution with less hazardous substances may reduce future potential liability and 
remediation works. 

• Substitution may reduce costs associated with pollution control equipment and practices. 

• Substitution may reduce the costs of hazardous waste management.  

 
 
Likely Cost Implications of Implementation of REACH to Industry 
 
The greatest cost in the implementation of REACH is associated with the registration and 
testing of chemical substances imported, produced or used in Ireland.  Cost savings will 
accrue where companies are willing and able to form consortia to share these costs.   
 
However, because Ireland’s chemical industry is focused on the pharmaceutical and 
speciality chemical sectors rather than the bulk chemical sector, the formation of consortia 
will not always be a viable option.  As such, Irish industry will not benefit as much as the 
rest of the European chemical industry from the formation of consortia to share the costs of 
testing and reporting.  Whilst for Europe as a whole it is estimated that 85% of chemicals 
will be reported via consortia, in Ireland we estimate a consortia participation rate of only 
50%.  
 
REACH cost implications 
 
REACH is expected to impose direct costs on the Irish upstream industry of between approximately 
€90 million (with 100% consortia formation) and €315 million (with 25% percent consortia 
formation) over a period of 11 years.  The cost will depend on many factors, including the degree to 
which consortia are formed to jointly test substances.  It is expected that about 50% of substances 
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produced or imported into Ireland will be tested through consortia, which would give a cost of 
approximately €180 million.  However, as noted above, if only 25% of chemicals were to be tested 
through consortia, the cost would increase to €315 million.    
 
The transfer of costs to the downstream industry will be an extremely complex and subjective process. 
It is likely that the cost to downstream industry will be significantly higher than that estimated for 
the upstream manufacturing industry. However, it is difficult to provide a reliable estimate of these 
costs until the impacts of REACH on upstream industries and the associated business decisions 
made by upstream industries become evident. Whilst some initial research has been undertaken on 
downstream costs, the available studies produced by industry associations and the European 
Commission give wildly different results, indicating the high level of uncertainty around key 
variables.   

 
A summary of the situation and likely impacts of REACH on the chemical sectors 
investigated during this study is provided below. These sectoral profiles are based on 
unpublished Forfás data, Enterprise Strategy Group data and other available sectoral 
information. 
 

Upstream Industry: 

1. Pharmaceuticals Sector 

Sector Background Details Further details 
No. Facilities: 103 
No. Jobs: 21,595 

The industry in Ireland is FDI dominated, with 13 of the 
world’s top 15 pharmaceutical companies having a 
manufacturing base in Ireland. 

Total Sales: €28.7 billion Accounts for 38% of total Irish exports 
Total R&D Investment: €120 million A number of large bio-manufacturing plants have recently 

been established in Ireland and existing pharmaceutical 
plants intend to continue to invest, to add capacity and 
upgrade facilities. 

Nature of Chemical 
Use/Generation 

The pharmaceutical industry is made up of two groups, those involved in making 
active pharmaceutical ingredients by chemical processing, and those involved in 
making finished products by formulation (e.g. tablets, capsules etc). They are 
considered both an upstream manufacturer and a downstream chemical user. 

Likely Impacts of REACH 
• Because of the nature of the industry, which is already highly regulated under legislation, the relative 

impact of REACH on this sector is likely to be reduced.  
• REACH outlines a reduced requirement for intermediates in certain circumstances. It requires that they 

be registered with available information being provided. This means that although registration is required 
and will involve increased administration, no additional testing is needed.  This administrative burden 
could be quite onerous, particularly where there are multiple intermediates generated during the 
manufacturing process.  This issue requires clarification to assess the implications of REACH on this 
sector. 

• Finally, the pharmaceutical sector is likely to experience some impacts as a downstream chemical user of 
bulk chemicals (e.g. cleaning agents). 
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2. Chemical Sector 

Sector Background Details Further details 
No. Facilities: 74 
No. Jobs: 4,000 
Total Sales: €7.23 billion  
Total R&D Investment: €17.3 million 

The industry in Ireland is primarily involved in the 
manufacture of finished products such as adhesives, sealants 
and paints; and the manufacture of bulk commodity chemicals 
such as industrial gases, resins, alumina and citric acid. 

Nature of Chemical 
Used/ Produced: 

The chemical sector will predominantly be impacted as an upstream manufacturer.  
It will also be impacted to a lesser extent as a downstream user of bulk raw 
ingredients. 

Likely Impacts of REACH 
The chemicals sector will be impacted by the requirements of REACH.   
• All of the products imported or manufactured in quantities >1 tonne by this sector will require 

registration.   
• As many of the operators in this sector are SMEs, they will typically face higher proportional costs with 

regards to environmental and human health and safety compliance.  Therefore, they will face a higher 
economic burden compared to larger firms. 

• Due to the prevalence of speciality chemicals in Ireland’s chemical industry, the potential to form 
consortia to share registration costs is likely to be constrained compared with other EU states.  This will 
place an additional economic burden on the producers of fine and speciality chemicals in implementing 
REACH.  Many survey respondents (interviewed by ERM) indicated that this may result in some 
chemicals being withdrawn from production in Ireland, or a significant increase in the cost of such 
chemicals.       

 

Downstream Industry: 

1. Medical Devices/Instruments Sector 

Sector Background Details Further details 
No. Facilities: 96  
No. Jobs: 20,683    
Total Sales: €5.2 billion  

13 of the world’s top medical device and diagnostics 
companies have manufacturing facilities in Ireland. 

Total R&D Investment: €103 million  This sector places a high importance on R&D with 56% 
of companies actively involved.  

Nature of Chemical 
Use/Generation: 

 The Medical Device sector is predominantly a downstream user of chemicals. 

Likely Impacts of REACH  
The Medical Devices sector should not be adversely affected by REACH to a significant extent.  The most 
common chemicals used by this sector (sterilants) are exempt under REACH as they are covered under the 
Biocides Directive.  The ancillary chemicals used by this sector (e.g. for cleaning or waste disposal), are widely 
used throughout the EU and the cost of testing will be readily shared.  Therefore, they are not expected to carry 
a significant financial burden under REACH.   
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2. ICT Hardware (Electrical and Electronic Equipment) 

Sector Background Details Further details 
No. Facilities: 317 
No. Jobs: 28,151 
Total Sales: €23.5 billion 
Total R&D Investment: €2.7 billion  

The ICT sector is one of Ireland’s leading new sectors, 
and contributes significantly to exports and 
employment.   

Nature of Chemical 
Use/Generation: 

The ICT sector is predominantly a downstream user of speciality chemicals, but some 
industries are also involved in the blending of proprietary chemical products. 

Likely Impacts of REACH  
It is anticipated that the ICT industry will be significantly impacted under REACH.  As a downstream 
chemical user, they often utilise substances in innovative ways that may not be considered in the primary 
registration, or they may choose not to inform their supplier of details of their use of particular substances.  
This may necessitate individual chemical safety reports being submitted for their particular use of a substance.  
The ICT sector expressed a strong preference against the formation of consortia due to concerns regarding the 
protection of intellectual property.  Therefore, the full cost of testing would be borne by the individual firms.   

 

3. Food & Drink Sector 

Sector Background Details Further details 
No. Facilities: The Agri-food sector involves 136,000 family run farms and 700 companies. 
No. Jobs: 
(agri-food sector) 

51,600 The food and drink sector is Ireland’s most important 
indigenous industry. 

Total Sales:  
(food & drink sector) 

€17.2 billion More than 50% of produce was exported to over 175 
countries; accounting for 7.1% of national total exports. 

Nature of Chemical 
Use/Generation 

The Food and Drink sector is predominantly a downstream user of chemicals. 

Likely Impacts of REACH 
The Food and Drink sector will not be significantly impacted by REACH, as substances used as food additives 
are specifically exempt.  The ancillary chemicals used by this sector (e.g. for cleaning or waste disposal), are 
widely used throughout the EU and the cost of testing will be readily shared.  Therefore, they are not expected 
to carry a significant financial burden under REACH.   

 

4. Printing & Publishing Sector 

Sector Background Details Further details 
No. Facilities: 411 
No. Jobs: 8,884 

The sector is comprised of two sub-sectors: newspaper 
and magazine, and commercial printing.   

Total Sales:  €1.3 billion   
Total R&D Investment: €4.3 million   
Nature of Chemical 
Use/Generation: 

 The Printing sector in Ireland is largely a downstream chemical user, as the 
manufacture of printing inks has been almost entirely phased out. 

Likely Impacts of REACH  
The printing industry will be impacted to some degree by the introduction of REACH.  As a downstream 
user of speciality small volume chemicals, they may experience increased costs of raw materials, or the 
withdrawal of products from the market.     
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5. SME Sector 

Sector Background Details Further details 
The ERM survey of SMEs found that in general, the awareness of REACH and its potential implications is 
particularly low, with the majority of companies not being aware of their responsibilities, or of the potential 
implications of REACH in terms of costs and the risk of product withdrawal.  Although SMEs voiced 
concerns that REACH would impact on their businesses, they were unable to indicate the likely form or 
severity of such impacts. 
 
The following information has been extracted from a recent Chambers of Commerce of Ireland SME Business 
Confidence Survey (2003 and 2004), which involved over 600 SMEs.   
No. Jobs All business surveyed had less than 250 staff.  Of the SMEs surveyed 52% 

experienced static levels of employment in 2003, 21% decreased and 26% increased in 
size.  The sectors experiencing the greatest growth were financial services and 
business services.  Those experiencing the greatest decrease were manufacturing and 
transport.  2004 employment projections were conservative with 64% expecting to 
remain static, 24% to increase and 12% to decrease in size.   

Total Sales: 46% reported an increase in total turnover compared to 2002.  The majority of SMEs 
in all sectors except agriculture and construction anticipate that turnover in 2004 will 
increase.  

Nature of Chemical 
Use/Generation: 

Most SMEs are downstream chemical users.  However, many of Ireland’s fine 
chemical manufacturers (an upstream industry) would also fall into this sub-sector. 

Likely Impacts of REACH 
REACH will have varying impacts, ranging from nil to highly significant, on various sub-sectors of the SME 
industry depending on their production focus.  It is not possible to estimate to what extent they may be 
affected, although survey data indicates that SMEs typically face a higher percentage cost with regards to 
existing EHS (Environmental Health and Safety) compliance and R&D investment and are therefore likely to 
feel an incrementally higher economic burden compared to other sectors.  
 

 
 
IMPACT OF REACH ON SOCIETY  
 
The benefits of implementation of REACH are expected to accrue mainly in terms of 
reduced risks to human health and reduced risks of damage to the natural environment.   
 
The key societal advantages of REACH include: 
 
As stated in the recent REACH study completed by the Dutch Government (1), it was concluded that 
‘it is hard to determine beforehand the benefits for health and the environment, because REACH is to be 
introduced to (combat) the lack of knowledge about the hazard of chemical substances.  It is unknown how 
many substances are hazardous, which substances will disappear from the market and which risks will be 
reduced.  Furthermore, the size of the effects of chemical substances on health and the environment is not 
precisely known.’  
 
Nonetheless, it is anticipated that the following benefits will arise: 

• Better health of employees and the public at large (the value of this to the overall EU economy 
has been estimated at ‘some dozens of billions’ (2)) and less damage to the environment.  

 
(1)  The Impact of Reach - EU2004REACH - Overview of 36 studies on the impact of REACH on society and business, pg 36 & 46, October 2004, 
EU Netherlands Presidency. 
(2) The Impact of Reach - EU2004REACH - Overview of 36 studies on the impact of REACH on society and business, pg 36 & 46, October 2004, 
EU Netherlands Presidency. 
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• The potential to identify a hazard before damage occurs by assessing the properties of 
substances and making information available quickly, rather than waiting for monitoring to 
provide evidence of harm. 

• Enabling risks to be assessed rigorously, by providing data in a systematic manner, thus 
allowing effective risk management measures to be identified. 

• Providing a basis for quicker regulatory action than currently in place for the most hazardous 
substances. 

The key societal costs of REACH include: 

• Increased product prices if industry passes costs on to the consumer. 

 

  

CONCLUSIONS 
 
Whilst the implementation of the REACH proposal will have significant positive 
environmental and human health impacts, it will impose costs on both the Irish chemical 
industry (upstream users) and on downstream users.  It is estimated that implementation 
of the proposal will incur the following costs: 

• an undiscounted gross cost of approximately €180 million on upstream users over a 
period of 11 years, assuming that 50% of the companies undertake registration and 
testing through consortia; 

• a cost on downstream users that will be significantly higher than that on upstream 
users.  The actual magnitude of this cost will be more difficult to estimate until the 
requirements of REACH are implemented and  upstream industry announces how it 
will apply the proposal (including which substances will and will not continue to be 
manufactured and what costs will be passed on to downstream users).  Various studies 
have produced widely different results, with rather conservative estimates by the 
European Commission suggesting a cost of €300 million for Ireland.1  

• the potential for job losses, particularly in Ireland’s downstream industry; and   

• considerable administrative and technical resource costs, as additional resources are 
likely to be required by both industry and the public sector to ensure compliance with 
the proposal.   

 
Furthermore, Irish industry considers that the proposal should do more to adopt a risk 
based rather than volume based approach and ensure the protection of intellectual 
property. 
 
 
The key benefits of REACH can be expected to accrue mainly in terms of: 
 
• reduced risks to human health and society; 
• reduced risks of damage to the natural environment;  

 
(1) Costs for Ireland were derived by ERM from the Commissions EU-wide figures. 
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• cost savings resulting from the proposed easing of restrictions on low volume 
chemicals; and  

• benefits to the chemicals industry in terms of improved reputation and competitive 
advantages.   
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1 STATEMENT OF THE CASE 

1.1 INTRODUCTION 

This report details the results of a Regulatory Impact Assessment (RIA) of proposed 
legislation to implement the European Commission’s REACH proposal in the Republic of 
Ireland.  REACH stands for the Registration, Evaluation and Authorisation of CHemicals.   
 
This report has been prepared by ERM Environmental Resources Management Ireland Ltd 
(ERM Ireland). The report was commissioned by Forfás, the Irish Policy and Advisory 
Board for Enterprise, Trade, Science, Technology and Innovation. 
 
This RIA has been prepared to assess the impact, in terms of costs and benefits, of 
introducing REACH into Ireland.  The RIA will assist Irish authorities to identify the 
industry sectors likely to be affected by the regulations and the formulation of actions to 
minimise these impacts.   
 
This report examines the potential impacts of REACH on key sectors within Ireland’s 
upstream chemical industry, (which refers to manufacturers and importers), the downstream 
chemical industry (chemical users), the public sector and society.  The survey deliberately 
targeted those sub-sectors within Irish industry judged to be vulnerable to the impacts of 
REACH, namely pharmaceuticals, fine chemicals, ICT (information and communications 
technology) hardware companies (i.e. excluding software companies), medical devices, 
chemical importers and SMEs (small to medium sized enterprises).   The report does not 
purport to be, nor is it, a statistical survey of Irish industry. 
 
 

1.2 IRELAND’S POSITION ON RIA 

A key feature of better regulation is the use of regulatory impact assessment to determine 
the potential impact(s) of a proposed regulation, particularly on the economic sectors 
which may be most influenced by the proposal.   
 
As a critical part of the overall reform of public administration in the State, the Department 
of the Taoiseach has been championing a process for the assessment of the implementation 
of regulatory applications in Ireland.  In that regard, the Department has developed a draft 
RIA model (1) that mirrors that recommended by the OECD.  It states that a RIA should 
include the following key elements: 
 
1. Identification and quantification of impacts.  This should include the assessment of relevant 

potential economic, environmental and social impacts in such a manner as to avoid the 
analysis becoming overly complex.  It should also provide added value to the 
application of the regulatory framework associated with the proposal. 

 
(1)  Developed by the Department of the Taoiseach’s Working Group in October 2002. 
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2. Structured consideration of alternatives to having a regulation and/or different 
approaches to regulation. 

3. A comprehensive consultation process that acknowledges the role of impacted 
stakeholders; and 

4. Formal consideration of compliance issues. 
 
ERM has applied this draft model in undertaking this RIA of the REACH proposal.  
However, it should be noted that the model’s recommended sections on ‘Enforcement and 
Compliance’ were determined to be outside the scope of the current study and are not 
addressed in this document.  Additionally, the suggested format has been amended to 
better meet the needs of this particular assessment. 
 
 

1.3 BACKGROUND TO THE REACH PROPOSAL 

On 13 February 2001, The European Commission adopted a White Paper setting out its 
strategy for a future Community Policy on Chemicals management.  This Paper proposed 
that new and existing substances should be regulated within a common system.   It 
recommended revisions to the current system and proposed a new system called REACH 
(the Registration, Evaluation and Authorisation of Chemicals). 
 
REACH is intended to replace over 40 pieces of existing European Regulation. The primary 
chemical regulation to be replaced is the Existing Substances Regulation (793/73/EEC) 
which provides for the testing of existing substances.  The REACH proposal will focus on 
all chemicals that are manufactured or imported into the EU by companies in quantities 
greater than one tonne per year.  A summary of the requirements of the REACH proposal 
and the specific exemptions provided under the document is included in Annex B.   
 
The stated objectives of the REACH proposal are to: 
 
• protect human health and the environment; 
• maintain and enhance the competitiveness of the EU chemical industry; 
• prevent the fragmentation of the internal market; 
• increase transparency; 
• integrate within international efforts to ensure safe production and use of chemicals; 
• promote non-animal testing; and 
• conform with EU international obligations under the World Trade Organisation. 
 
 

1.4 OBJECTIVES OF THIS RIA 

The objectives of this RIA as stated in Forfás’ terms of reference (June 2004) are as follows: 
 
1. Develop an economic profile of key sectors in Ireland’s chemical industry as well as 

key downstream users, distributors and importers.  In particular, information was 
sought regarding: 

 
• Number or companies; 
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• Numbers employed; 
• Sales, profitability; 
• Level of exports; 
• R&D spend; 
• Key export markets; 
• Key import sectors; and 
• Existing environmental and human health regulatory requirements and 

associated expenditure. 
 
2. Develop a profile of Ireland’s chemical use in selected key sectors including: 
 

• Volume of chemicals produced and used; 
• Nature of chemicals produced and used; and 
• Range of chemicals produced and used. 

 
3. Outline the product types, activities, firms etc that are most likely to be impacted 

either positively or negatively by REACH and assess the implications of the overall 
impacts of REACH on Ireland. 

 
In addition to the previous listed objectives, ERM provided a value added component in 
which we estimated the overall economic cost likely to be incurred by the Irish upstream 
industry in implementing REACH. 
 
 

1.5 ERM METHODOLOGY 

1.5.1 Overview 

It was agreed that a full survey of the entire Irish chemical industry was not feasible within 
the scope of the study.  It was determined that the RIA should focus on those sub-sectors 
deemed to be important to the Irish economy and potentially vulnerable to the implications 
of the REACH proposal.  This included pharmaceuticals, chemical manufacturers, ICT 
Hardware, chemical importers, medical devices and SMEs.  Information would also be 
compiled on less affected sub-sectors where it was readily available (e.g. food and drink, 
printers). 
 
Economic profile data was collated from a number of sources, including previous Forfás 
industry surveys, consultation with the Industry Associations for each of the targeted sub-
sectors, emailed questionnaires to targeted industries and literature reviews. 
 
Information regarding the nature and volumes of chemicals manufactured or used in the 
targeted industries was developed from the email questionnaires and chemical 
import/export data from Central Statistic’s Office. 
 
The assessment of the overall potential impact of REACH on Ireland was based on a 
compilation of data derived from the economic assessment, email questionnaires, 
telephone interviews, onsite personal interviews and a literature review of other studies 
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regarding REACH.  As well as quantitative economic data, the RIA includes a profile of 
key industry concerns regarding the impact of REACH on their business.    
 
1.5.2 Key Steps in the Methodology 

ERM developed the following methodology to achieve the objectives of this study: 
 
• Agreement of the key industry sub-sectors to be included in the survey, namely, 

pharmaceuticals, chemicals, ICT (hardware), chemical importers, medical devices 
and SMEs. 

• Development and refinement of a detailed survey questionnaire for use in e-mail, 
telephone interviews and site visits. 

• Selection of approximately 120 target companies for inclusion in the survey.  This 
was undertaken in consultation with the Industry Associations for each sub-sector. 

• Survey of the selected companies via an email questionnaire and telephone 
interviews.  ERM maintained close telephone liaison with the 118 selected companies 
to provide support and encourage a higher rate of response.  A total of 60 responses 
were received, including 39 questionnaires.  The companies participated 
anonymously. 

• Site visits with 15 selected companies representing the key industry sectors to gain a 
more complete understanding of their operations and concerns. 

• Compilation and assessment of economic and chemical profile data. 

• Development of sector positions and case studies. 
 
The study team then used the ERM REACH Cost Model to estimate the total cost of the 
REACH proposal to the EU upstream industry.  This model calculates total costs to 
upstream industry across the EU, and then transposes the costs to provide an estimate for 
the upstream industry in a specific Member State.  The following basic steps were followed: 
 
• a representative sample of chemicals produced in the EU was selected from the 30,000 

chemicals estimated to be affected by REACH; 
 
• an estimate of the information requirements under REACH, e.g. chemical properties, 

was prepared for the representative sample; 
 
• consideration was given to existing test data generated through other programmes (e.g. 

the US HPV and the OECD SIDS Programme) and the extent to which chemical test 
information was already available or was proposed; 

 
• the extent to which a further reduction in testing through techniques such as 

Qualitative/Quantitative Structured Activity Relationships (QSARs) was assessed by 
referencing the experiences of existing test programmes;  

 
• the chemicals considered under the EU cost model were cross referenced with those 

reported in the RIA questionnaire survey to confirm their relevance to the Irish 
chemical industry; and 
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• the costs to companies of residual testing and associated activities were calculated, 

including testing costs and the cost of labour effort by companies as they meet REACH 
requirements.  

 
The costs attributable to the Irish upstream industry were then estimated by:   
 
• preparing an estimate of the proportion of costs falling on Ireland; 

• calculating the savings associated with chemicals produced in volumes between ten 
kilograms and ten tonnes; and  

• developing a time profile for these costs. 

 
 

1.6 STRUCTURE OF THIS DOCUMENT 

The remaining chapters of this report detail the following: 
 
Chapter  Content 

2 Economic Profile 
3 Chemical Profile Data 
4 The Current System of Chemical Regulation 
5 Assessment of Options 
6. Economic Impact Assessment – Potential Costs of REACH 
7 Potential Benefits of REACH 
8 Key Issues Raised During the RIA 
9 Conclusions  

  
Annex A Estimation of REACH test costs at the European level 
Annex B Summary of the Requirements of REACH 
Annex C Description of EU Tariff Codes 
Annex D Chemical Data Reported Through the Survey by Tariff Code 
Annex E Summary of Existing Pharmaceutical Reporting Requirements 
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2 ECONOMIC PROFILE  

2.1 INTRODUCTION 

The first objective of the REACH RIA was to develop an economic profile of the targeted 
sectors within Ireland’s chemical industry.   This section provides a summary of the Irish 
chemical industry in terms of key sectors and outputs, a comparison with the EU chemical 
industry and brief profiles of each of the targeted sectors. 
 
Economic and business data from both referenced literature sources (e.g. Eurostat data and 
Forfás surveys) is presented alongside information from the survey respondents. 
 
 

2.2 GENERAL CONTEXT 

Ireland is a modern and thriving economy that is particularly dependent on trade based 
industries.  Clustering and an enterprise friendly political and fiscal climate during the 
1990s and early years of the new millennium helped to create a strong Irish base in a 
number of sectors, most notably in the IT and pharmaceutical and chemical industries.  
Agriculture, once the cornerstone of the Irish economy, has now been surpassed by 
industry, which accounts for 45% of GDP, 80% of Irish exports and employs 28% of the 
labour force(1).   For the most part, chemicals represent a new sector for Ireland and most 
facilities have been built since 1960(2).   Furthermore, the Irish chemical industry is 
distinctive in that it has a limited petrochemical sector.   
 
Foreign-owned companies continue to play a significant role in the success story of the 
Irish economy.  Up to 75% of employment and sales in foreign firms are attributable to the 
manufacturing industry, and overall they export 95% of their products.  In particular, 
investment by multinational organisations during the last decade has, to a great extent, 
been focused in the pharmaceutical, chemical and ICT hardware sectors.  However, the 
investment tends not to be in areas considered high on the value chain such as R&D and 
sales and marketing (3).  Imminent changes in EU state aid limits, the increasing cost base in 
Ireland and increased industrial competition, have placed Ireland in the position where 
competition for investment is much higher. 
 
 

2.3 AN OVERVIEW OF THE IRISH CHEMICAL INDUSTRY  

2.3.1 The Development of the Sector 

Ireland has a high proportion of its industrial base in the specialty chemical sector.  These 
companies are predominately involved in the manufacture of:  intermediates and actives 
for the pharmaceuticals sector, additives for food, adhesives, coatings, printing and 

 
(1) The World Fact Book, 2004 
(2) IBEC Website 
(3) Enterprise Strategy Group, Ahead of the Curve,  2004 
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photographic chemicals and cleaning materials.  It is estimated that slightly less than one 
third of the total Irish chemical firms are involved in specialty chemical manufacture. 
 
2.3.2 Ireland’s Chemical Industry Output 

According to Eurostat data, Ireland accounted for 2.9% of the EU15’s chemical industry 
output in 2000 (up from 2.1% in 1997), as illustrated in Figure 2.1(1).  There are relatively few 
bulk chemical producers in Ireland, with the chemical industry focused on pharmaceutical 
operations and clean, high value, fine chemicals.   
 

Figure 2.1 Ireland’s Share of the Total EU Chemical Output 

 
 
 
However, it is important to note that the structure of Ireland’s chemical industry is broadly 
similar to the EU average, as shown in Figure 2.2 (although the focus on fine and speciality 
chemicals within these sectors is reported to be higher than average).  This confirms the 
broad validity of using the EU REACH cost model developed by ERM to estimate costs 
likely to be apportioned to Ireland.  However, adjustments have been necessary to reflect 
the particular structure of the Irish upstream industry (see Annex A). 

 
(1) Eurostat does not publish data for the EU 25 yet, but it is highly likely that these nations will be more focused on the more traditional, bulk 
chemical sectors.   
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Figure 2.2 Structure of Chemical Output – Ireland Compared with the EU15 

 

 
 
It is also worth noting that pharmaceutical industries tend to be quite clustered and are 
concentrated in a small number of countries within the EU.  Therefore, to have an ‘average’ 
profile for this sector places Ireland in a group of relatively few countries that have a 
significant pharmaceutical industry base.  This is illustrated in Figure 2.3.  Ireland’s strong 
base in the pharmaceutical and fine chemicals industries is due to the presence of a number 
of very high profile multinational companies.   

Figure 2.3 Share of EU15 Output in the Pharmaceutical Products Sector 
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It is noted that these charts are based on Eurostat data for 2000 (the most recent available).  
They do not capture recent inward investment successes that may have had a significant 
impact on the sector in a small economy such as Ireland’s. 
 
As illustrated in Figure 2.1, 2.9% of the total EU chemical output is attributable to Ireland.  
The output of Ireland’s speciality chemicals sector can be further examined by reviewing 
the Ireland’s proportion of notifications under the New Substances and Existing Substances 
Regulations as an indicator.   As depicted in Figure 2.4, Irish notifications account for 4% of 
all EU registrations.  It is possible that not all Irish notifications are from firms producing 
chemicals within Ireland.  Importing firms and sole representatives operating across the EU 
can elect Ireland as the country from which to notify, even if not producing chemicals in 
the country.  However, it can be expected that importer registration patterns would parallel 
those for new chemical notification. 

Figure 2.4 Cumulative Notifications Under ESR (Existing Substances Regulations) by 
Member States 

 
 
The proportion of total REACH costs applicable to Ireland is likely to be between 2.9% and 
4% of the total EU costs.  For the purposes of this RIA, ERM has adopted a mid-point of 
3.5% of the adjusted total costs.  
 
However, as has been noted above (and as described in Annex A), there are certain 
differences between the structure of the Irish industry and the structure of the EU industry 
in general.  As the 3.5% share will only hold true if the EU and Irish industry structures are 
very similar, further analysis has been undertaken to enable the differences in industry 
structure to be taken account of (see Annex A for details).    
 
 

 
Source:  http://ecb.jrc.it/new-chemicals 
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2.4 SECTOR SPECIFIC DATA 

Table 2.1 provides an overview of the broad economic data that is available for the key 
sectors within the Irish chemical industry.  The information was compiled from historical 
industry surveys completed by Forfás in addition to CSO data.  Where sufficient survey 
data was not available, weighting/scaling factors provided by Forfás were applied to 
complete the profiles.  It is noted that specific economic data for chemical importers and 
SMEs was not available from the Forfás surveys. 
 
Information regarding the economic profile of each individual industry was also compiled 
as part of the questionnaire surveys.  The information from the 60 survey respondents is 
presented in Table 2.2.  It is noted that not all respondents provided the requested 
information.  The survey information is structured to indicate the proportion of Irish 
industry included in the RIA survey and to provide a ‘reality check’ of the survey the 
Forfás data.  It cannot be scaled up to provide an economic profile of the entire Irish 
chemical industry. 
 
Table 2.1 Forfás Economic Profile Data for 2003 
 

Sector 
Total Number of 

Facilities
Total Number 

of Jobs
Total Sales 

 €000
Total R&D 

Investment €000 
Pharmaceutical 103 21,595 28,700,000* 120,000 
        
Chemical 74 4,000 7,230,000* 17,300 
        
ICT (Hardware) 342 36,315 19,500,00 2,700,000 
        
Medical Devices 96 20,683 5,200,000 103,000 
  
Paper and Print 411 8,884 1,300,000 4,300 
    
* CSO export data 2003 used as proxy 

 
 
The Forfás data indicate that with the exception of the ICT sector, the Irish chemical 
industry is focussed on medium sized enterprises (with 50-500 employees).  The ICT sector 
is dominated by large companies employing in excess of 500 personnel per site.   As 
expected, the pharmaceutical sector shows both the highest sales and the highest rate of 
return per employee (an indicator of profitability).    
 
Overall, the larger firms typically spend 0.2-0.6% of their total sales on R&D investment, 
with the smaller firms expending a notably higher percentage (5-6%). 
 
The raw survey data shows that smaller firms (<100 employees) typically spend a higher 
percentage of their annual turnover on EHS compliance issues than larger firms.  These 
trends are somewhat masked in the aggregated survey data presented in Table 2.2 (as the 
data from all firms with 50-500 employees has been averaged). 
 
In a review of the raw data, the smaller firms (<100 employees) reported EHS spending of 
around 4 –10%, while the larger firms reported less than 4%, with most reporting less than 
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1%.  This suggests that any incremental increase in the cost of EHS compliance as a result of 
REACH will have a more significant impact on smaller firms. 
 
Information regarding the cost of chemical testing associated with compliance with existing 
EHS legislation data was specifically sought during the survey.  A total of seven 
respondents provided data and indicated current testing costs of €80,000-€210,000 per 
substance. 
 
Information regarding the location of imports and exports and principal competitors was 
also sought through the questionnaire survey and is summarised in Table 2.3.  While not 
necessarily representative of the industry sectors as a whole, the data helps illustrate the 
potential impacts of REACH on Ireland’s competitive standing.   
 
As shown, the majority (approximately 75%) of chemical imports into Ireland originate 
from within the EU or North America.  This percentage is even higher in the 
pharmaceutical and medical devices sectors (around 97%).  This would indicate that the 
majority of the chemicals imported into Ireland are likely to already have been tested in 
accordance with the requirements of REACH (or similar but not wholly identical US 
legislation).  Therefore, Irish importers will rarely be required to undertake additional 
testing, although registration of existing test data may be required.   
 
The characteristics of the chemicals imported from other locations (e.g. Asia) are not known 
and it is not possible to predict the impact that REACH may have on the supply or cost of 
these substances.    
 
It is noted the respondents from the pharmaceutical and chemical sectors indicated that 40-
50% of their primary competitors were based in Asia and South America.  Companies 
operating in these areas will not be subject to the requirements of REACH or comparable 
legislation and may have a competitive advantage when selling chemical products to 
markets outside the EU, or when exporting finished articles into the EU.   
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Table 2.2 RIA Survey Economic Profile Data 
 
Sector Numbers of 

Employees 
Total 

Number of 
Facilities

Total 
Number 

of Jobs

Total Sales 
 €000,000

Average % 
Turnover Spent on 

EHS Compliance
Pharmaceutical 0-50 1 35 14 3
  51-500 12 3,309 479 (5) 3.9
  501+ 3 3,190 nr 4*
  Total 16 6,534 493
    
Chemical 0-50 2 69 2.5 (1) 2 
  51-500 1 <100 10 10
  501+ - - - -
  Total 3 <169 12.5
    
Medical Devices 0-50 - - -
  51-500 4 818 59-74 (2) 3.2
  501+ 1 610 nr nr
  Total 5 1,428 59-74
    
ICT (Hardware) 0-50 - - - -
  51-500 - - - -
  501+ 1 3,500 nr nr
  Total 1 3,500
    
Importers 0-50 7 79 143 (7) 1.33
 51-500 - - - -
 501+ - - - -
 Total 7 79 143
  
Building Materials 0-50 - - - -
  51-500 1 70 30 0.50
  501+ 2 845 nr nr
  Total 3 915 30
  
Others 0-50 - - - -
 51-500 2 450 92 (2) 1
 501+ 1 550 76 2
 Total 3 1,000 168
  
Figures in () indicate how many of the respondents provided data. 
n.r. = no response received. 
* In addition to the data shown, one respondent stated that they spent 1.9 million on compliance per 
year (but would not provide percent as sales data was confidential). 
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Table 2.3 Survey Data Export, Import and Competition Information 

Sector Imports % Exports % Location of 
Competitors 

% 

Pharmaceutical Europe 72.5 Europe 31 N/America 35 
 N/America 25 N/America 54 Asia – India Sub 

continent 
24 

 Asia – India sub 
continent 

2.5 Asia – rest 7 Asia – Rest 18 

   Africa 1 Europe 18 
   S/America 1 S/America 5 
   Unspecified 6   
Chemical  Europe 75 Europe 77 Europe 43 
 Asia – India sub 

continent 
25 N/America 10 Asia – Rest 29 

   Asia – Rest 10 Asia – India sub 
continent 

14 

   S/America 1.5 N/America 14 
   Australia 0.7

5 
  

   Africa 0.7
5 

  

Medical Devices N/America 75   N/America 75 
 Europe 25   Europe 25 
ICT n.r.  n.r.  n.r.  
Chemical 
Importers 

Europe 82     

 N/America 15     
 Asia – Rest 1.8     
 Asia – India sub 

continent 
0.9     

 Middle East 0.3     
Other Europe 91 Europe 90 N/America 40 
 Not Specified 9 Australia 10 Europe 40 
     Asia – Rest 20 
n.r. = no response received.  

 
 

2.5 PHARMACEUTICAL SECTOR 

The Irish pharmaceutical sector, which comprises pharmaceutical, fine chemical and 
biotechnology outputs, employs over 21,000 people.  Ireland is now one of the world’s 
largest exporters of pharmaceuticals.  Total exports of intermediates and finished 
pharmaceuticals amounted to €29 billion in 2002, accounting for 38% of the national export 
total.  Of these exports, 49% were organic chemicals, 44.2% medical and pharmaceutical 
products, 6.4% were chemical materials and product uses and 0.4% were inorganic 
chemicals.   
Ireland is a location of choice for the manufacture of pharmaceutical and fine chemical 
products, with 13 of the top 15 pharmaceutical companies in the world having a 
manufacturing base in Ireland.  A number of large bio-manufacturing plants have recently 
been established in Ireland and existing pharmaceutical plants continue to engage in 
significant investment to add capacity and upgrade their facilities.  IBEC anticipates that 
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this sector will continue to grow at a steady pace (1) and will remain a vital component of 
the Irish economy. 
 
The impact of REACH on the pharmaceutical industry is lessened, because substances used 
only in human and veterinary medicinal products are exempt from most requirements, or 
will be subject to reduced registration requirements.  Other substances produced and 
imported by this sector will have reduced registration requirements.  Other products used 
(such as those for cleaning or waste treatment) will not be specialty products and are likely 
to be widely produced and sold, thus spreading the testing burden of REACH across many 
companies. 
 
 

2.6 UPSTREAM CHEMICAL SECTOR 

The upstream Irish chemical sector currently employs approximately 4,000 people.  Exports 
in 2003 were worth €7.23 billion (2). 
  

The majority of Ireland’s chemical industry is involved in the production of a range of 
finished products such as adhesives, sealants and paints; and a number of bulk commodity 
chemicals such as fertilizers, industrial gases, resins, alumina and citric acid.  
 
 

2.7 MEDICAL DEVICES SECTOR 

The medical devices and diagnostics industry is a vibrant growth sector within the Irish 
economy.  In 2003, over 20,000 people were directly employed in this sector, with a further 
14,000 provided with indirect employment.  Thirteen of the world’s top 25 medical device 
and diagnostics companies have manufacturing facilities in Ireland.  The total exports in 
2003 amounted to €5.2 billion. 
 
This sector places a high importance on R&D with 56% of the companies in this sector 
actively involved.  Approximately €50 million was spent on R&D in 2001, an increase of 
34% on the previous year.  Concurrently, the number of persons employed in R&D 
activities in this sector increased by 20 %(3) and this is expected to continue for the 
foreseeable future. 
 
Chemicals used by this sector (e.g. for cleaning or waste disposal) are typically widely used 
and will not carry a significant burden under REACH.  There will also be some specialty 
chemicals used (such as cutting oils for making metal parts), but again these generally are 
not specific to this industry.  This sector should not be adversely affected by REACH to a 
significant extent. 
 
 

 
(1) IBEC/ Pharmachemical Ireland Business Sector review 
(2) CSO export sales 2003 used as proxy  
(3) IBEC and the Irish Medical Devices Association - Sector Profile 
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2.8 ICT HARDWARE SECTOR 

The ICT sector, which comprises telecom services and equipment, computers and 
peripherals and computer software, is a key component of the Irish economy (note that 
software companies are unlikely to be impacted by REACH and were not targeted during 
the survey but are included for the economic overview). 
 
In 2002, the total sector was reported to comprise over 1,300 companies (both indigenous 
and international) and employed almost 81,000 people.  Total exports of ICT products and 
services amounted to €44 billion in 2001.1  As highlighted in the chart below, the ICT sector 
contributed significantly to the share of value added in the business sector. 
 

Share of ICT value added in the business sector 
value added, 2001

0

2

4

6

8

10

12

14

16

18

Finl
an

d 

Ire
lan

d 

Kore
a

Unite
d Stat

es

Unite
d King

dom
 

Hung
ary

Netherl
an

ds 

Swed
en

 

Denm
ark

Aus
tria

Franc
e 

Aus
tra

lia

Port
ug

al

Cana
da

 

Ja
pa

n
Ita

ly

Belg
ium

Germ
an

y

%

 
Source: OECD 
 
The manufacturing element of the ICT (Hardware) Sector is particularly sensitive to the 
impact of REACH.  There were 317 facilities reported to be employing 28,151 people in 
2002, and having a total sales estimate of €23 billion.2While this sector uses a variety of bulk 
chemicals (e.g. solvents) that will experience minimal impact under REACH, it also uses a 
number of low-volume job-specific chemicals in the manufacture of computer and 
communications components.  These specialty chemicals are not widely used in Europe 
and therefore the burden for registering them will fall largely on Irish importers.  As the 
costs of REACH are proportional to the volume of the import, the testing costs will be 
lower for low volume chemicals.  The effect of consortia to dilute the costs among multiple 
manufacturers and/or importers will be of limited assistance to this sector. 
 

 
 (1) 1  Enterprise Strategy Group, Ahead of the Curve, 2004 

 (1) 2 Enterprise Strategy Group, Ahead of the Curve, 2004 
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2.9 CHEMICAL IMPORTERS AND DISTRIBUTORS 

There are approximately 34(1) chemical importers and distributors operating throughout 
Ireland, of which nearly 70% are indigenous Irish companies. Growth in the chemical and 
pharmaceutical sectors over the years has lead to an associated growth in this sector.  The 
import value of chemicals and related products was €4.8 billion in 2000, having increased 
from €3.9 billion in 1999 (CSO data).  And while the majority of the sector’s customers are 
in the pharmaceutical and chemical sectors they also supply the agrochemical, electronic, 
cosmetic and coatings industries. 
 
ICMA – Irish Chemical Marketers Association represents about 85% of all chemical 
importers in Ireland.  All of its members are signatories to the ‘Responsible Care’ 
programme which calls upon companies to demonstrate their commitment to improving 
all aspects of performance which relate to the protection of health, safety and the 
environment. 
 
 

2.10 FOOD AND DRINK SECTOR 

The food and drink sector is an important component of Ireland’s economy, and is 
Ireland’s most important indigenous industry, accounting for 8.4% of GDP and 7.1% of 
total exports.  It comprises agri-businesses, meat, dairy, baby food, cereals and cold-storage 
companies; drinks, brewing and distilling industries; and food processors and suppliers.  
Total sales in 2001 amounted to €16.7 billion, more than 50% of which were exported.  In 
2000, food and drinks were exported to over 175 countries worldwide.  Of this, 19.3% was 
dairy exports, 18.3% beef exports, 11.3% drinks exports and the remainder was other meats, 
crops, fruit and vegetables, processed foods, sugar etc(2).  The agri-food sector involves 
136,000 family run farms and 700 companies, employing close to 51,600 people. (3)    
 
Of concern to the sector is the fact that Irish production is concentrated in market segments 
with poor gross profit margins.  Currently, 50% of food output comes from the 
manufacture of dairy products and meat processing, where margins are lowest, as 
evidenced by the recent closure of a number of piggeries.  The future of the sector lies in 
developing homogenised food preparations where the profit margins are greater (4).    
 
Chemicals used by this sector will not tend to be of significant concern for Ireland under 
REACH as they are regulated under other legislation.  Chemicals used for packaging, 
cleaning and waste disposal are widely used throughout Europe and should not place an 
undue burden on the Irish food Industry. 
 
  

 
(1) ICMA stated that 26 companies represented 90% of their membership giving a total of 29. Personal communications with ICMA suggests 
that they represent approximately 85% of the total number of chemical importers to Ireland giving a total of 34 companies. 
(2) Food and Drink Industry Ireland - Sector Profile 
(3) Bord Bia, Ireland's Agri-Food Industry at a Glance 
(4) Food and Drink Industry Ireland – Sector Profile 
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2.11 PRINTING SECTOR 

The Irish printing industry is comprised of two sectors: newspaper and magazine; and 
commercial printing.  Overall it suffers from over-capacity, competition from imports and 
desk-top printing, increasing costs, softening in demand and decreasing profit margins.   
Two-thirds of printers in Ireland are located in the Dublin and Bray areas.  In 2003, 8,884 
people were employed in the sector, a number that is decreasing annually due to 
redundancies and mergers.  Overall, the industry has a turnover of approximately €1 
billion per annum.  For the first time ever, print imports and exports were equal in 2003 (at 
€350 million) which makes the situation for Irish printers, heavily dependent on the home 
market, very difficult(1).    
 
The industry is working to identify the issues that are negatively affecting the sector, and to 
find solutions.  For example digital printing is an emerging market, computer to plate 
systems are advancing, and newspaper contract printing is increasing as regional 
newspapers close down their own facilities and move to contract printing. 
 
While printing involves the use of multiple chemicals, the materials used are probably 
fairly consistent across the EU.  To the extent that unusual inks or dryers are used in 
Ireland, these can become an issue under REACH.  It is unclear what impact digital 
technology will have on Ireland since it is being implemented across all of Europe and the 
associated testing costs should be shared under REACH. 
 
 

2.12 SME SECTOR 

SME is the terminology used to describe a diverse range of small to medium sized 
enterprises.  New regulations on the definition of micro, small and medium enterprises 
were published on 6th May 2003 (2003/361/EC) and are due to come into force on January 
1st 2005.  They define an SME as an enterprise employing fewer than 250 people with a 
turnover not exceeding €50 million and /or a balance sheet total not exceeding €43 million.    
 
Irish SMEs comprise a number of sub-sectors, predominantly agriculture, manufacturing, 
construction, wholesale/retail, hotels/restaurants, transport, storage & communications, 
financial services, business services/real estate, tourism and other services.   
 
The Chambers of Commerce of Ireland recently conducted a SME Business Confidence 
Survey (2003 – 2004) (2) that involved over 600 SMEs.  The report found that Irish SMEs are 
finding it increasingly difficult to compete and that for a large percentage of businesses 
turnover and revenue from domestic and export sales either remained stagnant or declined 
over the reporting period.  Despite this, 46% reported an increase in total turnover 
compared to 2002 and the majority of SMEs in all sectors, except agriculture and 
construction, anticipate that turnover in 2004 will increase.   
 
Of the SMEs surveyed 52% experienced static levels of employment in 2003, 21% decreased 
and 26% increased in size.  The sectors experiencing the greatest growth were financial 

 
(1) Enterprise Ireland, Technology Ireland Yearbook, 2004  
(2)  SME Business Confidence Survey, Chambers of Commerce of Ireland, December 2003. 
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services and business services.  Those experiencing the greatest decrease were 
manufacturing and transport.  2004 employment projections were conservative, with 64% 
expecting to remain static, 24% to increase and a reduced 12% to decrease in size.   
 
REACH is likely to result in further rising costs for many of the SME sub-sectors. 
 
 

2.13 OTHER SECTORS OF POTENTIAL CONCERN UNDER REACH 

While not present to a significant extent in Ireland, international experience indicates that 
the following sectors are likely to be impacted more heavily by REACH than other sectors: 
 
• catalysts; 
• colourants and fillers; and 
• paints, coatings and adhesives. 
 
These sectors are known for being innovative and regularly developing and implementing 
new products.  They will receive some relief for new products since the threshold for 
supplying Base Set information will be raised from 1 tonne to 10 tonnes under REACH.  
However, some colourants are known to be used in large volumes. 
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3 CHEMICAL PROFILE DATA  

3.1 BACKGROUND 

The second objective of the REACH RIA was to develop a profile of the nature, volume and 
range of the chemicals used/generated by the targeted sectors.   These data were compiled 
via the email questionnaire and telephone interviews.   
 
To maintain confidentiality and enhance data management, the data were grouped 
according to the Tariff Codes used by the CSO to track the import and export of chemicals 
into the EU (a description of the Tariff Codes is provided in Annex C).  The use of Tariff 
Codes was agreed upon review of other chemical grouping schemes like the Pollution 
Emission Register used by the EPA.  Information on individual chemicals (as opposed to 
chemical groups) was not reported in the survey. 
 
A summary of the chemical volumes reported through the survey for each of the targeted 
sectors is provided in Table 3.1.  Survey respondents were specifically instructed not to 
report on any chemicals that are exempted under the current REACH proposal.    

Table 3.1 Chemical Volumes Reported Through the Survey (Metric Tonnes) 

Sector Total Weight 
Used

Total Weight 
Imported

Total Weight 
Manufactured 

Pharmaceuticals 69,199 16,976 1,800 
Chemical 6,767 160 300 
ICT 3,681 0 0 
Medical Devices 13,513 813 0 
Importers 0 170,853 177 
Construction Materials 12,941 8,420 0 
Other 922 599 0 
TOTAL 107,023 197,821 2,277 

 
 
Volume and economic data for the import/export of chemicals corresponding to the Tariff 
Codes reported through the survey (110 of a possible 170 codes), was obtained from the 
CSO (for the years 1999 to 2003).  These data are compiled in Annex D and provide a profile 
of the chemicals used and manufactured in Ireland.  Note that the data in Annex D extend 
beyond the industry sectors targeted in this RIA.   
 
The CSO import data indicate that approximately 8 million tonnes of chemicals were 
imported into Ireland in 2003 (corresponding to the 110 Tariff codes reported during this 
survey).  As outlined in Table 3.1, the survey obtained responses from industries 
representing approximately 1.3 % of the referenced CSO data under the survey’s ‘chemical 
use’ category and 2.6% of the CSO data by ‘imports’.  As the Tariff Codes refer to chemical 
groups/families, the 110 individual codes referenced during this survey may equate to 
many more individual chemicals.  There is no way to extrapolate from the CSO chemical 
groupings to individual chemicals based on the survey data.   
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3.2 CHEMICALS OF CONCERN UNDER REACH 

During the RIA survey, data were sought from the respondents regarding the number of 
chemicals imported, used or manufactured that would be considered candidates for 
authorisation or restriction under REACH.  Such chemicals would potentially be any 
considered to be CMRs1, PBTs2 or vPvBs3.  Table 3.2 provides a summary of the data 
reported through the survey. 

Table 3.2 Chemicals of Concern 

Sector Total Number of Chemicals 
Reported in Survey

Total Number of Chemicals 
that are CMR, PBT or vPvB 

Total % 

Pharmaceutical 739 79 10.7 
Chemical 155 6 3.8 
ICT 186 13 6.9 
Medical Devices 124 6 4.8 
Importers 610 19 3.1 
Construction 
Materials 

11 0 0 

Other 76 6 7.9 
TOTAL 1,901 129 6.8 

 
 
As shown, over 10% of the chemicals used/manufactured by the pharmaceutical industry 
are considered to have hazardous characteristics.  However, at this stage, it is not possible 
to determine the proportion of these chemicals (hazardous chemicals) that would be 
included under existing licensing/authorisation processes.   
 
The other sub-sectors showing an elevated use of potentially hazardous chemicals are ICT 
and printers (the main contributors to the ‘Other’ category).  None of the industries within 
these sectors will be able to claim any exemptions from REACH. 
 
These chemicals could potentially be at risk of being withdrawn from the EU if the 
administrative and testing burdens associated with REACH were deemed to be too 
onerous by the manufacturing or importing company.   
 
 

3.3 INTERMEDIATES 

The status of ‘intermediates’ as they apply to the pharmaceutical sector under the current 
REACH proposal remains unclear.  Under Article 4.1 the provisions of REACH, with 
regards to the requirements for registration, do not apply to the extent that a substance is 
used in medical products for human or veterinary use within the scope of Regulations 
EEC/2309/93, 2001/82/EC or 2001/83/EC.  Annex E provides a summary of the key 
documentation and testing requirements specified under these regulations.   
 
 
 

 
 (1) Substances that are known to be carcinogens, mutagens or reproductive toxins (see glossary). 
 (2) Chemicals that are persistent, bio-accumulative and toxic (see glossary). 
 (3) Chemicals that are very persistent and very bio-accumulative (see glossary). 
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More specific guidance on pharmaceutical intermediates states:  
 
• If all steps in the manufacture of a pharmaceutical take place in one EU 

firm's reaction equipment, the intermediates are totally exempt from 
registration. 

• If all steps take place on the same site within the EU, the only 
registration needed for all the intermediates is a "postcard registration." 

• If the production steps are grouped so that some take place at one site 
and some at another, then the intermediates can be registered as 
transported isolated intermediates, and are exempted from most of the test 
data requirements. 

• If any of the intermediates are transferred to more than two sites, the 
full requirements of REACH will apply. 

 
A review of these Regulations (and the supporting Regulations referenced therein) 
indicates that all the constituents of a medicinal product including the active ingredient(s), 
and all excipients, whatever their nature, are specified in the authorisation.  The EEC 
Regulations 2309/93 and the national regulations on the marketing of medicinal products 
require that all starting materials be included in the authorisation and includes materials that 
are not manufactured on the registrant’s site.  A change to any ingredient requires that the 
authorisation be resubmitted for review.  Therefore, any listed chemical ingredient, so far 
as it is used in the medical product, would be exempt from the requirements of REACH.   
 
Article 4.3 of the REACH proposal further indicates that on site isolated intermediates and 
transported intermediates shall be subject to a much less prescriptive requirements register, 
with no chemical testing required.  It is noted that under Article 16, more stringent 
requirements are laid down for transported intermediates in quantities over 1,000 tonnes 
per year.  However, as Ireland’s pharmaceutical industry is typically involved in high 
value, low volume production, this clause is unlikely to apply to many Irish firms.   
 
As the inclusion of pharmaceutical intermediates could have significant financial impacts 
for Ireland, specific information was sought from this sector regarding their generation, use 
and transport of intermediates as well as any existing authorisation processes for these 
chemicals.  Table 3.3 provides a summary of the data returned through the survey.   

Table 3.3 Survey of Intermediates 

Total Survey  
Respondents 

Total No 
Intermediates 

Total No. Transported 
Intermediates 

Total No Covered by 
Existing Legislation 

7 134 33 110 
  

 
 
This limited survey data indicates that many of the intermediates used or produced by the 
respondent companies are already subject to an independent form of 
authorisation/licensing as part of the manufacturing process.  They may therefore not be 
subject to the full requirements of REACH.   Those substances identified as not currently 
being subject to authorisation were all on site isolated intermediates. 
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3.4 COMPARISON OF IRISH AND EU CHEMICAL PROFILES  

The CSO Tariff Codes were also applied to the chemicals referenced in the Economic 
Assessment (refer Annex A) to confirm that the data from the EU study was valid for use in 
the context of the Irish chemical industry. 
 
The 25 compounds referenced in the EU study sit within 17 individual Tariff Codes.  Of 
these 17 codes, 15 were specifically reported in the questionnaire data returned by this RIA 
survey.  The remaining two codes were included in the CSO import/export data for 
Ireland.  This indicates that while these chemicals were not reported by any of the 60 
respondents to this survey, they are manufactured or used in Ireland and remain valid for 
inclusion in the economic assessment.   
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4 THE CURRENT SYSTEM OF CHEMICAL REGULATION 

4.1 INTRODUCTION 

Under EU Directive 67/548/EEC (the Notification of New Chemicals Substances), new chemical 
substances are subject to a notification regime that requires testing and risk assessment 
prior to their marketing in volumes above 10 kg.  The testing requirements are tiered 
according to the volume of the substance being placed on the market.  As the quantity 
increases, more in-depth testing and risk assessments are required.  The testing package for 
substances marketed above 1 tonne/year is referred to as the Base Set.  Testing packages 
that apply to new substances marketed in volumes over 100 tonne/year and over 1,000 
tonne/year are referred to as Level 1 and Level 2 respectively.   
 
Comprehensive data is currently available on substances placed on the market since 
September 1981.  In total, around 2,400 new substances have been notified under this 
regime and are listed on the IUCLID database (International Uniform Chemical 
Information Database).  Existing substances, which form the bulk of substances on the EU 
market (around 30,000 produced at over one tonne/year), are not subject to the same 
testing and risk assessment requirements.   Requirements for the classification and labelling 
of existing substances relate only to data that are already available and in most cases, this 
information is not comprehensive. 
 
As an example, in 1999, the European Chemicals Bureau examined the availability of data 
on the IUCLID database on high production volume chemicals within the EU and found 
that: 
 
• for base set data: 31% have data for environment end-points, 22% for human health 

end-points, and only 14% for both environment and human health end-points; 
 
• for the full data set: 5% have data for all environment end-points, 12% for all human 

health end-points, and only 3% for all environment and human health end-points. 
 
The Existing Substances Regulation (ESR) EEC/793/93 on the Evaluation and Control of Existing 
Substances) provides for the testing, risk assessment and risk management of existing 
substances giving rise to concern.  Under this Regulation, approximately 140 existing 
substances have been prioritised for comprehensive risk assessment.  In the 10 years since 
this Regulation was adopted, draft risk assessments have been completed for 96 substances 
and conclusions have been agreed for 64 of these.  For the remaining substances, the risk 
assessment work is continuing.  
 
As existing chemicals are subjected to the more rigorous testing and risk assessment regime 
established for priority list substances under the ESR, an increasing number are being 
found to cause damage to the environment and public health.  For the bulk of chemicals 
that fall outside the priority list, only limited testing and risk assessment data are currently 
available.  Furthermore, within the marketplace, it is often very difficult to ascertain which 
chemicals are used in which products and in what quantities.  As a consequence, it would 
appear that there may be significant, as yet undetermined, risks associated with hazardous 
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chemicals placed on the market, which are not currently subject to rigorous regulation.  
This means that downstream users may not have sufficient information on the risks that 
substances pose to workers, the environment or consumers. 
 

The data collection and risk assessment process under the ESR for existing substances 
places the burden of proof on the Member State Authorities.   This approach is considered 
cumbersome and resource intensive for Member States and is acknowledged to be slow 
and relatively ineffective.    
 
 

4.2 INTERNATIONAL APPROACHES TO CHEMICAL REGULATION 

4.2.1 Introduction 

Whilst almost all countries have a chemical regulation framework, there are three main 
international chemical testing/regulatory programmes currently in use, namely: 
 
• EU Notification of New Substances and Existing Substance Regulations; 
• US Environmental Protection Agency (USEPA) – High Production Volume (HPV) 

Challenge Programme for Existing Chemicals; and 
• The OECD/International Council of Chemical Associations’ (ICCA) Programme. 
 
The data generated during these programmes is similar to that required under REACH and 
is anticipated to reduce the testing requirements for certain chemicals under the REACH 
programme.  Each of the key programmes is briefly summarised below. 
 
4.2.2 EU Notification of New Substances and Existing Substance Regulations 

Under the Council Directive relating to the classification, packaging and labelling of 
dangerous substances (as amended), substances that were manufactured in or imported 
into the EU prior to September 1981 were entered on the European Inventory of Chemicals 
in Commerce (EINECS).  
 
After that date, any new material entering EU commerce in quantities over 
10 kg, was required to be registered on EINECS.  The amount of data required as part of 
the registration increases with the annual import quantities.  At a threshold of one tonne, 
the results for a set of baseline tests, (as outlined in Annex VIIA of Directive 67/548/EEC), 
must be submitted.  This testing regime is approximately equivalent to that proposed 
under the 10-100 tonne/year threshold currently specified for REACH. 
 
Since its implementation, approximately 2,700 new substances, or 120 per year 
have been notified to the Member States and have been included on EINECS. 
 
The Existing Substances Regulation (793/73/EEC) provides for the testing, risk assessment 
and risk management of existing substances.  It has proven to be a slow and costly 
approach to generating data on existing chemicals.  Under this regulation, 140 substances 
have been ranked for comprehensive risk assessment.  However, over a ten year time span, 
draft risk assessments have been completed on only 41 of these chemicals. 
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4.2.3 US Environmental Protection Agency (USEPA) – High Production Volume (HPV) 
Challenge Programme for Existing Chemicals 

Under the High Production Volume Challenge (HPVC) Programme for Existing Chemicals, the 
USEPA identified 2,800 chemicals being manufactured in volumes over one million pounds 
(453 tonnes) based on their 1994 and 1998 Inventory Update Rules submissions.  Some of 
the chemicals were subsequently found to be already included in the OECD testing 
programme (see below) and some were no longer manufactured at such high levels in the 
US.  There are currently 2,162 substances undergoing rigorous testing regimes as part of 
this programme.  The testing of these chemicals is being undertaken by US industry and is 
expected to be complete by 2007.  This is beyond the programme’s original projected 
completion date of 2005. 
  
The HPVC testing will be done in accordance with to the SIDS (Screening Information Data 
Set) Guidance.  This guidance calls for submitting of a basic battery of test results and then 
Level 1 and or 2 tests depending on the results obtained during the initial assessment.  The 
exact testing requirements under these programmes are not known at this time and are 
being determined on a chemical-by-chemical basis.  The USEPA does not yet have an 
estimate of the extent of secondary testing that will be required, as the first data sets are 
still being submitted. 
 
It should be noted that most of the chemicals in the US HPVC programme should be in the 
top two categories of the proposed REACH testing regime.  It should also be pointed out 
that not all tests listed are required for every chemical. 
 
4.2.4 The OECD/International Council of Chemical Associations’ (ICCA) Programme 

The OECD programme is a voluntary cooperative international testing programme that 
commenced in 1989.  At this time, the ICCA undertook to test 1,000 high volume chemicals 
by 2004.  The chemicals selected for this initiative represent more than 90% of the world’s 
chemical production by volume.  The data generated under this programme are prepared 
according to the SIDS Guidance (1) and are submitted to OECD for review and 
recommendations for additional testing if required.  Under this programme, the additional 
recommended testing is not mandatory. 
 
The SIDS data are used to screen the chemicals and set priorities for further testing or risk 
assessment/management activities.  To date, OECD has completed the evaluation of 300 
substances and expects the assessment to proceed at a rate of 70 substances per year.   
 
It has been reported that sponsors of 652 chemicals in the US HPV initiative are generating 
data solely through the OECD programme, while sponsors of a further 180 substances 
propose to work within both programmes.  Participation in the OECD programme has 
provided US producers with an opportunity to share test costs and to gain access to 
existing data held by chemical makers in other countries.  The OECD effort also generates a 
chemical hazard evaluation that has been agreed on by 30 countries and a concurrence on 
what additional tests may be required. 

 
(1) Screening Information Data Set for High Production Chemicals.  Available from www.inchem.org 
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Data from the ICCA programme will not be available until OECD completes its review, 
which may take several years.  However, it is expected that by 2006 the reviews will be 
available for use in the REACH programme. 
 
4.2.5 Other Existing Chemical Programmes in Advanced Industrial Economies 

Several other countries have programmes in place for the testing and regulation of existing 
chemicals.  A brief summary of the current programmes operating in Canada, Australia 
and Japan is provided below. 
 
Canada 
 
Environment Canada, which administers the Canadian Environmental Protection Act 
(CEPA), has implemented a Toxic Substances Management Policy.  The Policy calls for the 
elimination from the environment of those chemicals that are bio-accumulative and 
persistent (referred to as Track 1 chemicals) and managing other toxic substances of 
concern through their life cycles to minimise exposure (referred to as Track 2 chemicals).  
 
Chemicals are nominated to a Priority Substances List (PSL).  To date, 25 substances have 
been recommended for addition to the List of Toxic Substances (PSL1, CEPA Schedule 1).  
An additional 25 substances are currently involved in the environmental assessment 
process (PSL2).  Most of the substances on these two lists are included on the US and 
OECD HPV lists. 
 
Australia 
 
The Australian Existing Chemicals Programme is administered under the Industrial 
Chemicals Notification and Assessment Act 1989 (NICNAS) and involves a process similar to 
that described above for Canada.  Existing chemicals are nominated for review and 
assessment and then, if difficulties are found, they are regulated.  The assessments are 
considered equivalent to OECD assessments.  The goal is to complete three full 
assessments and 13 preliminary assessments per year.  The assessment programme began 
in 1998 and to date 16 full assessments and 66 preliminary assessments have been 
completed.  The evaluation queue currently contains 12 substances. 
 
Japan 
 
The Ministry of Economy, Trade and Industry (METI) supervises Japan’s chemicals 
programme as defined by the Hazardous Chemicals Act.  They screen new substances for 
persistence, bioaccumulation potential and toxicity. 
They are also participating in the OECD existing chemicals testing programme. 
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5 ASSESSMENT OF OPTIONS 

5.1 INTRODUCTION 

This section describes the options for implementing the REACH proposal.  It should be 
noted that the options are limited – it will be a requirement of 
Community law that REACH is implemented in an effective, timely and proportionate 
manner.  Furthermore, as a Regulation, there is limited discretion as to how Ireland 
implements REACH.  Finally, in the interests of consistency and to promote the 
development of a single European market, the implementation arrangements for REACH, 
particularly as they apply to industry, have been specified in detail. 
 
Nevertheless, at this stage there remains some uncertainty regarding the key elements of 
the final regulations.  Examples would include the definition of a chemical’s ‘use’ and the 
potential rules concerning the formation of consortia.  The identity and role of the 
Competent Authority for implementing REACH is also to be determined.  At present, the 
draft regulation encourages but does not require the formation of consortia. 
 
 

5.2 OPTION 1 – FULL IMPLEMENTATION OF REACH WITH VOLUNTARY CONSORTIA 

This option reflects the Commission’s proposals as published on 29 October 2003.  Under 
these proposals, companies may form consortia should they choose to do so.  Experience in 
the United States and elsewhere suggests that this will occur to a significant extent.  The 
core assumption used as the basis of the calculations presented in Annex A of this RIA is 
that 50% of substances produced in or imported into Ireland will be tested through 
consortia.  This is considered the best current estimate for Ireland, and is based on the 
approach used in the estimation of Europe-wide costs (although at the EU level 85% 
consortia formation is assumed across the whole of the 30,000 affected chemicals), but 
adjusted for the speciality nature of Ireland’s chemical industry, which will lead to lower 
consortia formation rates (because there are greater concerns about intellectual property 
and because there are typically many fewer producers of speciality chemicals). 
 
However, this is still subject to considerable uncertainty and it will not be possible to 
provide a firmer estimate until industry has decided on its response to REACH.  Therefore, 
two other variants (75% and 25% consortia participation) have been used to illustrate the 
sensitivity of this variable.  The options considered in the economic assessment are:  
 
• Option 1a – voluntary consortia with 75% participation (upper bound estimate of 

consortia formation for Ireland); 

• Option 1b – voluntary consortia with 50% participation (best estimate); and 

• Option 1c – voluntary consortia with 25% participation (lower bound estimate of 
consortia formation for Ireland). 
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5.3 OPTION 2 – FULL IMPLEMENTATION WITH MANDATORY CONSORTIA 

This option specifies identical commitments for firms as Option 1, except that the formation 
of consortia would be mandatory (i.e. 100% participation).  This would have the significant 
advantage of minimising the required testing programmes by mandating data sharing and 
thereby preventing duplication.   
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6 ECONOMIC IMPACT ASSESSMENT – POTENTIAL COSTS OF REACH 

6.1 OVERVIEW 

The economic impacts of REACH in Ireland will come from the following primary sources: 
 
• costs to chemical producers and importers – the upstream industry (Section 6.2);  
• costs to the industrial users of chemicals – the downstream industry (Section 6.3);  
• costs to the public sector (Section 6.4); and 
• costs to individuals (social impacts) (Section 6.5). 
 
In this section we examine industry perceptions of the likely economic impacts and apply 
the ERM REACH cost model.  A description of the rational behind the REACH cost model 
is provided in Annex A.  It is noted that the majority of the impacts identified here are 
financial costs and as such, are considered negative impacts.  
 
The benefits of REACH are discussed in Chapter 7.   
 
 

6.2 COSTS TO EUROPE AND IRELAND’S UPSTREAM INDUSTRY 

As discussed in Section 2.3, there are two principal indicators that highlight the proportion 
of total EU costs of the implementation of REACH that are likely to fall on Ireland.  These 
are: 
 
1. Ireland’s chemical industry output as a proportion of the total EU output (2.9%); and 
2. the proportion of notifications under existing EU chemicals legislation (the Existing 

Substances Regulations) put forward by Irish firms (4%). 
 
As such, the proportion of total REACH costs applicable to Ireland is likely to be between 
2.9% and 4% of the total EU costs(1).  For the purposes of this RIA, a mid-point of 3.5% of 
total costs has been adopted, although we have also estimated the costs for the bounding 
values.  This information is presented as a sensitivity analysis for each Option under 
consideration.  
 
The costs incurred under REACH will partly be determined by the phase-in dates for the 
different substances (with the costs to the Irish implementing authority tending to lag 
behind industry costs).  In total, 11 years are allowed for the complete phase-in and 
registrations of all existing chemicals.  Whilst there is likely to be some unevenness in the 
cost profile, we have assumed an even distribution of costs over the 11-year period, 
reflecting the fact that the infrastructure and staff put in place to deal with the first 
registration date will remain to manage the subsequent deadlines.   
 

 
(1) As noted in Section 2.3, for apportioning costs to Ireland some adjustments have been made to ensure that the structure of the Irish industry, 
which has some important differences when compared with the EU average, is taken account of.  See Annex A for an explanation. 
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Costs have been calculated for each of the key stages within REACH, and also in aggregate.  
Because there exists considerable uncertainty about costs due to remaining uncertainties 
and ambiguities in the draft Regulations, and a lack of comprehensive data on actual data 
requirements and likely chemical test costs etc, costs are presented in ranges, with a central 
estimate provided in each case.   
 
6.2.1 The differences between the overall EU and the Irish Chemical Industry Profile 

Of note, while the structure of Ireland’s chemical industry is broadly similar to that in the 
EU, some quite significant adjustments to the REACH cost model have been made to reflect 
the following Irish specific factors: 
 

• Ireland lacks a significant bulk chemical industry sector.  In this sector many companies 
manufacture the same chemicals and they are generally well studied, so few tests 
would have to be performed and there would be many to share the costs for those that 
are required.  As Ireland is underrepresented in this sector, this will be of limited 
benefit.  However, Ireland will benefit from having fewer chemicals in the high 
production volumes requiring the completion of expensive testing regimes. 

• Specialty chemicals tend to only have 1-2 manufacturers and are generally made in 
smaller quantities.  This means that industry would be responsible for the testing, but 
fewer and less expensive tests would be required.  Many of these chemicals will already 
have completed the base set tests which is equivalent to the testing requirement at the 
lower tonnages. 

• Most pharmacological chemicals and intermediates will have to undergo registration, 
but will be exempted from testing. 

• Because of the emphasis on pharmaceuticals and specialty chemicals in the Irish 
chemical industry profile, Irish manufacturers will not be able to benefit as much as the 
rest of the European chemical industry from the formation of consortia to share the 
costs of testing and reporting.  For Europe as a whole we estimate 85% consortia 
participation, but only about 50% for Ireland. 

 
It is important to note that these adjustments have only been made to the Irish cost 
estimates, and not the EU cost model itself.   
 
6.2.2 Cost of REACH to the EU Upstream Chemical Industry 

Estimates of costs for the EU upstream industry as a whole are not affected by the Irish 
specific adjustments detailed above.  Annex A provides extensive detail on these EU costs.  
The base EU REACH costs assuming 85% voluntary consortia formation (the most likely 
EU scenario) are presented below in Table 6.1. 

Table 6.1 Total Estimated REACH Costs to EU Industry (assuming 85 % Consortia 
Formation)    

 Costs in € 
 Minimum Central Maximum 

Pre-registration 44,100,000 88,200,000 147,000,000 
Registration 1,545,315,450 2,199,708,000 4,423,403,334 
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Evaluation 220,500,000 352,800,000 971,858,160 
Authorisation 13,965,000 882,735,000 1,284,045,000 

Totals 1,823,880,450 3,523,443,000 6,826,306,494 
NB. The consortia formation rate assumptions for the EU and Ireland differ. 
 
 
Should consortia formation be made mandatory, some small savings would accrue to the 
EU chemical industry, as summarised in Table 6.2.   

Table 6.2 Total Estimated REACH Costs to EU Industry assuming Mandatory (100%) 
Consortia Formation 

Minimum Central Maximum

Pre-registration 44,100,000 88,200,000 147,000,000
Registration 1,430,237,235 2,128,398,300 3,564,265,379
Evaluation 220,500,000 352,800,000 971,858,160

Authorisation 13,965,000 882,735,000 1,284,045,000
Totals 1,708,802,235 3,452,133,300 5,967,168,539

Costs in €

 
 
 
6.2.3 Cost of REACH to the Irish Upstream Chemical Industry 

Four scenarios have been examined with respect the likely costs of implementation of the 
REACH Proposal on Irish Industry, as discussed in Chapter 5: 
 

• Option 1a – Full implementation of the current REACH Proposal assuming 75% of 
substances are tested through voluntary consortia (this is unlikely to occur in Ireland); 
and 

• Option 1b – Full implementation of the current REACH Proposal assuming 50% of 
substances are tested through voluntary consortia (a more likely Irish scenario).   

• Option 1c - Full implementation of the current REACH Proposal assuming 25% of 
substances are tested through voluntary consortia (unlikely scenario).   

• Option 2 - Full implementation of the current REACH Proposal assuming 100% of 
substances are tested through mandatory consortia (unlikely scenario).   

 
All four options are examined below: 
 
a)  Option 1a – Full implementation of the Current REACH Proposal with 75% of 
Substances Tested through Voluntary Consortia 

With an assumed rate of consortia formation of 75%, the estimated costs for Ireland are 
summarised in Table 6.3(1). 

 
(1) As noted above, the EU costs are based on the main EU cost model, whilst the Irish costs are based on an amended version of this to reflect 
the structure of the Irish industry.  See Annex A for more details.   
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Table 6.3 Option 1a – Total Estimated REACH Costs to Irish Upstream Industry* 
(assuming 75% Consortia Formation) 

Minimum Central Maximum

Pre-registration 1,543,500 3,087,000 5,145,000
Registration 60,496,654 90,757,776 171,452,530
Evaluation 5,788,125 9,261,000 25,511,277
Authorisation 488,775 15,447,863 22,470,788
Totals 68,317,054 118,553,639 224,579,594

Costs in €

 
* based on EU REACH costs that have been adjusted to reflect the position of the Irish Chemical Industry, as 
per Annex A. 
 
The 3.5% value used to allocate the total EU REACH costs to Ireland has been selected as a 
midpoint of a range.  Table 6.4 provides a sensitivity analysis to illustrate the impact of 
using the two extremes in the range (2.9% and 4%) as opposed to the central estimate.  Table 
6.4 illustrates the significant difference of apportioning costs at the two extremes of cost 
allocation.   
 

Table 6.4 Sensitivity Analysis assuming 75 % Consortia Formation 

Percent of Costs Cost (€)  
Minimum Estimate

Cost (€) 
Central Estimate

Cost (€)  
Maximum Estimate 

Minimum to IRL: 2.9% 56,605,559 98,230,158 186,080,235 
Central Estimate: 3.5% 68,317,054 118,553,639 224,579,594 
Maximum to IRL: 4% 78,076,633 135,489,873 256,662,394 
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b)  Option 1b – Full implementation of the current REACH Proposal assuming 50% of 
substances are tested through voluntary consortia (likely Irish scenario) 

 
This option is the most likely scenario to occur in Ireland, given the particulars of the Irish 
chemical industry, as was discussed in Section 6.2.1.   
 
Table 6.5 indicates ERM’s best estimate of the likely REACH costs to accrue to Irish industry 
under the current proposal, assuming that only 50% of chemicals are tested through 
consortia.  As noted above, this estimate is lower than for the EU as a whole, due to the 
specialised nature of Ireland’s upstream chemicals industry. This table further assumes that 
3.5% of the total EU REACH costs will fall to Ireland.   
 

Table 6.5 Total Estimated REACH Costs to Irish Upstream Industry* 
 (assuming 50% Consortia Formation) 

Minimum Central Maximum

Pre-registration 1,543,500 3,087,000 5,145,000
Registration 96,805,453 154,048,934 271,093,233
Evaluation 5,788,125 9,261,000 25,511,277
Authorisation 488,775 15,447,863 22,470,788
Totals 104,625,853 181,844,796 324,220,297

Costs in €

 
* based on EU REACH costs that have been adjusted to reflect the position of the Irish Chemical Industry, as 
per Annex A. 
 
Under this option, the costs of the registration phase have increased substantially.  For 
these calculations, it has been assumed that approximately 15% of chemicals are produced 
or imported by a single company.  Otherwise, it is assumed that as the percentage 
participation in consortia decreases, increasing numbers of tests (many duplicative) will be 
performed and that multiple reports will be submitted covering the same tests for the same 
chemicals.   
 
It has also been assumed that there would only be approximately 1.8 registrations per 
substance produced or imported in quantities <1,000 tonnes per annum (1).  The costs 
related to percentage participation are not a straight line increase, as companies 
participating in consortia will have to review the test reports and submissions, and 
individual companies may have test results to contribute that they have conducted in their 
own right. 
 
 
 
 
 
 

 
(1) Statistical analysis of the registration profile of chemicals, Working Document 174/04 (Ad-hoc Working Party on Chemicals), Council of The 
European Union, 18th November 2004.  
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The impact of different levels of cost apportionment to Ireland is shown in Table 6.6. 

Table 6.6 Sensitivity Analysis assuming 50 % Consortia Formation 

Percent of Costs Cost (€)  
Minimum Estimate

Cost (€) 
Central Estimate

Cost (€)  
Maximum Estimate 

Minimum to IRL: 2.9% 86,689,922 150,671,403 268,639,675 
Central Estimate: 3.5% 104,625,853 181,844,796 324,220,297 
Maximum to IRL: 4% 119,572,403 207,822,624 370,537,482 

 
 
c)  Option 1c – Full implementation of the current REACH Proposal assuming 25% of 
Substances are tested through voluntary consortia  

 
The impact of just 25% of chemicals in Ireland being tested through voluntary consortia , 
whilst unlikely, is illustrated in Table 6.7. 

Table 6.7 Option 1c - Total Estimated REACH Costs to Irish Upstream Industry* 
(assuming 25% Voluntary Consortia) 

Minimum Central Maximum

Pre-registration 1,543,500 3,087,000 5,145,000
Registration 176,577,141 287,699,936 500,634,905
Evaluation 5,788,125 9,261,000 25,511,277
Authorisation 488,775 15,447,863 22,470,788
Totals 184,397,541 315,495,799 553,761,969

Costs in €

 
* based on EU REACH costs that have been adjusted to reflect the position of the Irish Chemical Industry, as 
per Annex A. 
 
This level of participation, however, is considerably below the expected level.  It is 
included to illustrate the magnitude of impact that changes to REACH, which actively 
discourage firms from participating in consortia, may have.  
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d) Option 2 – Full implementation of the current REACH Proposal assuming 
mandatory consortia 

 
Should it be made mandatory that all chemicals are assessed and registered via a consortia, 
the following (lower) cost implications (Table 6.8) would arise.  Again this assumes that 
3.5% of the total EU REACH costs will fall to Ireland.   

Table 6.8 Option 2 – Total Estimated REACH Costs to the Irish Upstream Industry* 
with Mandatory Consortia 

Minimum Central Maximum

Pre-registration 1,543,500 3,087,000 5,145,000
Registration 42,549,558 63,319,849 106,036,895
Evaluation 5,788,125 9,261,000 25,511,277
Authorisation 488,775 15,447,863 22,470,788
Totals 50,369,958 91,115,712 159,163,959

Costs in €

 

* based on EU REACH costs that have been adjusted to reflect the position of the Irish Chemical Industry, as 
per Annex A. 
 
 
6.2.4 Summary of Estimated REACH Costs to Irish Upstream Industry  

The information from Tables 6.1 to 6.8 is summarised in Figure 6.1.    
 

Figure 6.1 Irish Total Upstream REACH Costs – Consortia Sensitivity 
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Note: based on 3.5% of total adjusted EU costs being allocated to Ireland.   
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6.2.5 Upstream Industry Conclusions 

REACH is expected to impose direct costs on Irish industry of approximately €180 million 
(best estimate and assuming 50% voluntary consortia).  This estimate should be viewed as 
indicative and it is important to note that some uncertainty will inevitably remain about 
final costs until well beyond the implementation of REACH.  For example: 
 
• Test cost estimates are based on current testing prices.  It is possible that the 

considerable extra testing that REACH will require may drive up testing prices during 
the phase-in period.  Alternatively, the increase in volume of many tests may yield 
economies of scale.  

 
• Scientific innovation may lead to more reduced requirements for testing than is 

currently anticipated.  This may eventuate through improved QSARs techniques and 
software.  

 
• Lower additional costs for implementing REACH could occur through other countries 

strengthening their testing regimes, resulting in more of the existing stock of chemicals 
being tested under overseas testing programmes and in a manner that complies with 
REACH.  

 
 

6.3 COSTS TO IRELAND’S DOWNSTREAM INDUSTRY  

The estimation of costs to downstream users in Ireland is much more complex than it is for 
upstream users.  There are a number of obstacles to accurate quantification of downstream 
user costs, including: 
 
• Once REACH requirements are implemented, upstream suppliers will need to examine 

the extent to which additional actions are required to comply with REACH, and what 
the cost of these will be.  They will then decide whether it is viable to progress the 
substance in question through the REACH process, or to withdraw it.  Whilst 
awareness of REACH is increasing, very few upstream firms have undertaken an 
analysis of requirements on a substance-by-substance basis.  

 
• Once upstream users know of the REACH requirements to be fulfilled, they must 

decide whether they wish to continue to produce the substance and whether they are 
able to pass on any resulting costs to customers (i.e. downstream users).  If production 
is ceased for substances with a small numbers of producers, reduced competition could 
adversely affect downstream users in the future. If production (or importation) is 
continued and costs are not passed on, it is unlikely that any impact will be felt 
downstream.   

 
If upstream companies continue to produce and do pass on costs, there are a range of 
possible impacts on downstream users, including: 
 
• costs are absorbed by the downstream users; 
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• costs are passed on to customers by the downstream users; 
• the users source the substance from another supplier; 
• the original decision of the supplier is amended through negotiation; 
• substitute chemicals are identified and adopted; 
• affected production is moved out of the EU; and 
• the product made with the substance ceases to be produced.   
 
If, on the other hand, the upstream company decides to cease producing or importing the 
substance, the options of the downstream users can be summarised as follows: 
 
• source the substance from another supplier; 
• renegotiate the original supplier’s decision to cease supplying the substance; 
• identify or develop substitute chemicals; 
• move the downstream production out of the EU; or 
• cease to make the affected product altogether. 
 
Figure 6.2 overleaf provides a summary of some of the complexities detailed above in 
undertaking an assessment of impacts on downstream users.  Based on this assessment, 
ERM has concluded that it is not yet possible to prepare robust cost estimates of the impact 
of REACH on downstream users.  This assessment is supported by the very wide range of 
values suggested by different studies at the EU and Member State level.  These range from 
several billion Euro in total for Europe during the entire implementation period, to tens of 
billions of euros per annum just for single, large Member States.   
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Figure 6.2 Simplified Analysis of Potential Outcomes for the Irish Downstream Industry After Implementing REACH 
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The European Commission attempted to estimate the costs to the downstream industry.  
These costs are considered by many to be at the lower end of the possible range.   
 
Table 6.9 presents a summary of the reported EU downstream user costs, together with the 
proportion that could be applied to the Irish downstream industry (based on the 3.5% 
estimate used for the upstream industry calculations).   

Table 6.9 Summary of European Commission Downstream User Cost Study  

Scenario 
Lower Estimate 
(Billion Euros) 

Upper Estimate 
(Billion Euros) 

Total Estimate EU Costs   
Normal expectations of substitution costs 2.8 3.6 
Higher substitution costs 4.0 5.2 
Total Estimates Irish Costs   
Normal expectations of substitution costs** 0.10 0.13 
Higher substitution costs** 0.14 0.18 
Sources:  
http://europa.eu.int/coop/enterprise/reach/docs/reach/presentat4-2003_11_21.pdf 
** ERM estimates based on Commission study 

 
If these costs were applied to the Irish situation, total REACH costs to the downstream 
industry would be approximately double that for the upstream industry (i.e. €300 million).  
However, these estimates cannot at this time be verified. 
 
 

6.4 COSTS TO THE PUBLIC SECTOR 

6.4.1 Introduction 

There are two key potential sources of costs to the public sector in Ireland: 
 
• the cost of administering and implementing REACH; and  

• an increase in the costs of products purchased by the public sector to accommodate 
testing costs (although this is likely to be minimal).  

 
The costs of infraction proceedings are not included as non-compliance would be contrary 
to government policy.   
 
6.4.2 Costs of Administering REACH 

The Competent Authority appointed by the Irish Government to oversee REACH will 
have a range of formal responsibilities (discussed in Annex B), plus discretionary tasks that 
it may need to fulfil (e.g. running a helpdesk and undertaking education and awareness 
raising amongst industry).   
 
At present it is difficult to indicate what level of effort will be required by the public 
authorities, as: 
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• there is still uncertainty about the precise nature of the final REACH Regulation; 
• the Irish Government will need to determine the appropriate scope of responsibilities 

of the REACH Competent Authority; and 
• the level of work required to meet any of the obligations is yet to be determined. 
 
However, it is likely that the workload will be at least as large as the current effort devoted 
to existing chemicals legislation, or to similar regulatory regimes such as medicines 
control.  In the early years of implementation at least, it is therefore likely that additional 
resources will be required.   
 
6.4.3 Costs to Public Sector Procurement 

The public sector purchases a range of chemicals and products containing chemicals that 
are likely to be affected by REACH.  It is likely that the additional costs of REACH will, to 
a certain extent, be passed on to customers (although if production is international in 
nature then this may not be possible).  There may also be some knock-on procurement 
impacts.  
 
The Irish Government as a major procurer of goods and services in Ireland is likely to be 
affected.  However, the procurement of affected goods and services is likely to be a small 
proportion of the overall procurement budget, and the percentage price increase is likely 
to be small.  Therefore, this impact should not be significant.   
 
 

6.5 COSTS TO INDIVIDUALS: SOCIAL IMPACTS 

The main social impact of REACH in Ireland (other than the positive health effects) will be 
the potential for job loss.   
 
It is not possible to predict at this stage the potential number of jobs that may be at risk as 
a result of the implementation of REACH. 
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7 POTENTIAL BENEFITS OF REACH 

7.1 OVERVIEW 

The main objective of REACH, according to the European Commission, is to “ensure a high 
level of protection for human health and the environment, while ensuring the efficient functioning 
of the internal market and stimulating innovation and competitiveness in the chemical industry”. 
 
It is difficult, however, to determine to what degree this objective will be realised.  As 
stated in an overview of 36 studies on the impact of REACH recently completed by the 
Netherlands Government as part of their role as current President of the EU, ‘it is hard to 
determine beforehand the benefits for health and the environment, because REACH is to be 
introduced to (combat) the lack of knowledge about the hazard of chemical substances.  It is 
unknown how many substances are hazardous, which substances will disappear from the market 
and which risks will be reduced.  Furthermore, the size of the effects of chemical substances on 
health and the environment is not precisely known.’ (1)  
 
The European Commission’s report on ‘The Impact of The New Chemicals Policy on Health 
and the Environment’ (June 2003) has, however, identified four key advantages of REACH 
over the current system: 
 
• by assessing the properties of substances and thereby making information available 

more quickly, it has the potential to identify a hazard before damage occurs, rather 
than waiting for monitoring which tends to be slow and under funded, to provide 
evidence of harm; 

• by providing data in a systematic manner, it enables risks to be assessed rigorously, 
allowing effective risk management measures to be identified; 

• the availability of information on risks enables industry and downstream users to take 
voluntary action in response to stakeholder pressure and their own policies; and 

• it provides a basis for quicker regulatory action for the most hazardous substances 
through the application of authorisations. 

 
Thus, it is considered that the key benefits of REACH can be expected to accrue mainly in 
terms of: 
 
• reduced risks to human health and society; 
• reduced risks of damage to the natural environment;  
• cost savings resulting from the proposed easing of restrictions on low volume 

chemicals; and  
• benefits to the chemicals industry in terms of improved reputation and competitive 

advantages.   
 

 
(1) The Impact of REACH, EU2004REACH, The Netherlands Government, October 2004. 
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Each of these categories is discussed further below. 
 
 

7.2 REDUCED RISKS TO HUMAN HEALTH 

It is widely accepted that exposure to certain hazardous chemicals can lead to disease, 
illness or allergies in humans.  The risk of chemicals to human health can be divided into 
occupational and public health impacts.  The former relates to the exposure of workers 
and the latter typically includes effects on children, the elderly and other potentially 
vulnerable members of the community.   
 
It is very difficult to estimate how many illnesses or deaths are associated directly with 
certain chemicals.1  And while it is anticipated that the risks associated with chemicals 
production and use will be reduced to a certain degree as a consequence of REACH, it is 
impossible to predict what percentage of reduction may occur.  The difficulties associated 
with attempting to place a value on the health benefits of REACH include: 
 
1. The uncertainty over the actual damage that can be linked to chemicals.  For most 

chemicals, it is not known how they pass through the environment or how they affect 
living organisms at different concentrations. 

2. The lack of good statistical information on the total number of people affected by a 
certain disease. 

3. The absence of behavioural models showing how Government, other public bodies, 
industry and consumers will respond to the information provided by REACH, and 
how industry and users will respond to the true costs of compliance.   

 
The health benefits from REACH are expected to accrue indirectly through the provision 
of additional information and the subsequent behavioural response and the removal of 
toxic chemicals from non-essential uses through authorisation and restriction.  Once the 
information on the chemicals is known, Governments, public bodies and industry are 
expected to react by restricting the use of the more dangerous substances and providing 
guidelines for their safer use. 
 
 

7.3 REDUCED RISK OF DAMAGE TO THE ENVIRONMENT 

As part of the assessment of the potential impacts and effectiveness of the REACH 
proposal, the European Commission recently completed a study entitled ‘The Impact of The 
New Chemicals Policy on Health and the Environment’ (June 2003).  The report sets out the 
findings of a study that examines the potential impacts of REACH, in terms of the types of 
environmental and wider public health benefits that it may help to achieve.  The aim of the 
study was to illustrate how a proactive approach towards chemicals legislation may 
improve the environment and public health by preventing the accumulation of potential 
pollutants until their effects are well known. 

 
 (1) Note that the value of better health of employees has been estimated at ‘some dozens of billions’ (see also page 9) 
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The approach adopted involved the examination of four case study chemicals 
(nonylphenol, short chain chlorinated paraffins, tributyltin and tetrachloroethylene ) 
whose uses were prohibited or restricted following observed negative impacts on health 
and/or the environment, or whose uses are in the process of being restricted following the 
outcome of their risk assessment under the current ESR legislative arrangements. 
 
The case studies are not considered representative of the estimated 30,000 chemicals 
placed on the market in the EU at over one tonne per year.  They are examples of the kinds 
of substances that REACH is expected to identify as requiring action.  The case studies 
specifically attempted to identify whether the REACH proposal would: 
 
• identify the same endpoints and risk compartments as those identified under ESR and 

controlled by the existing legislative arrangements;  
 
• require the same level of test data as required under the current ESR or other 

regulatory regimes; and if so 
 
• whether the risk reduction measures recommended by the REACH application are 

likely to be similar to those implemented under ESR. 
 
The case studies indicated that the use of the procedures outlined in the REACH proposal 
would have increased the rate at which additional test data were produced compared to 
the existing situation for non-priority list chemicals.  The case study chemicals could have 
been controlled earlier, had the testing, risk assessment and authorisation requirements of 
REACH been implemented earlier.  In all cases, the data required to register concern and 
the adoption of risk reduction measures under the REACH proposal were available before 
1980.  This suggests that under REACH, the damages from the use of these chemicals 
could have been reduced earlier.   
 
It is the generation of data on hazardous properties combined with the preparation of risk 
assessments that is key to REACH delivering significant environmental and public health 
benefits.  Table 7.1 (from the June 2003 report) shows the year in which environmental and 
health impacts were first observed for case study chemicals & the year of the initial 
regulatory and EU regulatory responses. 
 
It is of note that the case studies assume that the risk reduction measures adopted in 
response to REACH would have been similar to what has been (and is being) 
implemented under the ESR or other legal instruments.   
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Table 7.1 Tracking of Observed Impacts and Responses 

Chemicals 1st Environmental 
Impact Observed 

1st Health Impact 
Observed

1st Regulatory or 
Voluntary 
Response

1st EU 
Response 

NNP 1970 1971 1972 1995 
SCCP 1975 1975 1991 1995 
TCE 1975 1975 1987 1990 
TBT 1976 1970 1982 1991 
NNP = nonylphenol; SCCP = short chain chlorinated paraffins; TBT = tributyltin; TCE = 
tetrachloroethylene. 

 
 
Therefore, the costs faced by industry in either adopting alternative processing methods or 
substitute chemicals would be expected to be similar to that currently incurred.  The key 
differences would be that the costs would have been incurred earlier in time and may have 
related to different volumes and uses of the substances.  The costs of risk reduction may 
not, therefore, have been any lower than those currently being incurred.  The damages 
however, could have been significantly reduced. 
 
Another key benefit noted in the study was the increased availability of toxicological data 
on substitutes, which may have avoided the use of environmentally damaging substitutes.  
Furthermore the authorisation process is expected to ensure that a concerted action is 
taken more rapidly at the EU level, based on a common community position. 
 
 

7.4 ECONOMIC SAVINGS RESULTING FROM THE PROPOSED EASING OF RESTRICTIONS ON LOW 
VOLUME CHEMICALS  

Ireland’s focus on speciality chemicals will result in higher than average costs under 
REACH, but it also means that Ireland will derive greater benefits from the easing of 
restrictions on low volume chemicals (10 kilograms to one tonne). The proposed Process 
Oriented Research & Development exemption for 5 years (and up to 10 years for 
pharmaceuticals) will also benefit the Irish pharmaceutical and chemical industries. 
 
The European Commission’s Business Impact Assessment identifies savings of €112 
million over 20 years when discounted at 3%.  In Ireland it is standard practice to discount 
at 5%, which gives an equivalent Euro figure of €94 million for the EU as a whole.  Up to 
4% of the saving would accrue to Irish business, giving an ongoing annual saving of about 
€300,000.  As previously mentioned, not all Irish notifications under the Existing Substances 
Regulations are from Irish firms.  However, there is no simple way of determining what the 
precise proportion is and ERM have therefore adopted the €300,000 figure.  These savings 
will occur on an annual basis.   
 
Additionally, imports exclusively to Irish firms will still have to be reviewed by the Irish 
Competent Authority.  Ireland is also likely to be a location of choice for reporting by 
other non-EU English-speaking producers. 
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7.5 ENHANCED BUSINESS REPUTATION  

7.5.1 Introduction 

Recent research suggests that enhanced business reputation can impact positively on the 
bottom-line performance of a company via three key mechanisms(1), namely: 
 
• financial performance; 
• crisis recovery; and 
• supportive behaviours. 
 
7.5.2 Financial Performance 

A comparison of book values with market valuations indicates that more than half of 
company market value derives from intangible assets, including the company’s 
reputation.   Studies assessing corporate reputation on a 10-point scale have valued a 1-
point increase in reputation at between US$ 50m and US$ 500m for an average company 
valued at US$ 3 billion (2).  
 
Separating the value of reputation from other intangibles is not clear-cut, but research 
suggests that corporate reputation is built from six components, including products and 
services and social responsibility (3).  Compliance with legislation under REACH could 
enhance the social responsibility and product/service-related perceptions of both Irish 
chemicals industry and the EU chemicals industry as a whole.   
 
The concept of social responsibility is often viewed as the extent to which companies go 
beyond compliance in meeting their environmental and social commitments and is often 
closely tied to differentiation between companies.  As REACH will be mandatory across 
the EU, the implementation of the REACH proposal may have a positive impact on the 
chemicals sector as a whole, but only limited differentiating impact on individual 
company reputations.    
 
7.5.3 Crisis Recovery Time 

After crisis events, some companies recover lost value more quickly than others.  Research 
suggests that a good reputation acts as insurance against the more prolonged adverse 
impacts of crises, particularly by bolstering investor perceptions regarding the impacts of 
future clean-up, legal and compensation costs. 
 
7.5.4 Supportive Behaviours 

The market valuation of companies derives from analysts’ perceptions of the company’s 
future prospects, with more attractive valuations promoting growth.  A strong reputation 
can encourage supportive behaviour from company stakeholders (e.g. customers, 
employees, and media), in turn improving perceived prospects and increasing the 

 
(1) Fombrun (2000) Value to be Found in Corporate Reputations, Financial Times Mastering Management Series 
(2) Srivasta RK, McInish TH, Wood RA and Capraro AJ (1997); The Value of Corporate Reputation - Evidence from Equity Markets 
(3) Frombrun (2000) 
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financial value of the company. Examples of supportive behaviour include growth in 
revenues, growth in employment and increased visibility.   
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8 KEY ISSUES RAISED DURING THE RIA 

8.1 INTRODUCTION 

This section provides a concise overview of some of the key issues raised by industry 
during the RIA. These issues include: 
 
• Awareness of REACH; 
• Cost Implications for Upstream Industries; 
• Cost Implications for Downstream Industries; 
• Volume Based Assessment Approach; 
• Protection of Intellectual Property; 
• Ireland’s Speciality Chemicals; 
• Vulnerability of Chemicals to Withdrawal/Substitution; 
• Competition; 
• Lack of In-house Expertise; and 
• Benefits. 
 
 

8.2 AWARENESS OF REACH 

The survey found that many of the smaller industries and most downstream users were 
not aware of the REACH proposals or their potential implications.  The majority of 
respondents indicated that they found the REACH Regulation  to be complicated and 
unclear.  Many found the document too overwhelming to read in its entirety.  Few 
companies were aware of the “REACH Proposal Process Description” document, but 
those that were reported they found it more helpful.  However, it still did not provide 
clarity for many of the outstanding issues (such as the definition of chemical use and 
testing requirements).  The survey identified that there is a large section of the Irish 
industrial community that does not understand the proposal or the extent of its 
implications. 
 
 

8.3 COST IMPLICATIONS FOR UPSTREAM INDUSTRIES 

Almost all firms consulted expressed concerns regarding the costs resulting from the 
registration element of the proposal.  They also specifically raised the cost and resource 
implications of additional testing requirements and associated staff time.  However most 
firms admit to not having an accurate estimate of what the exact costs and impacts of 
REACH will be, particularly given that the testing requirements have yet to be established.    
 
Despite this, it is feared that such costs will lead to a loss in competitiveness, with 
particular concerns raised regarding the double advantage that firms outside the EU will 
gain as a result of the implementation of REACH if their products are both manufactured 
and sold outside the EU.  Competitors from outside the EU will have access to the 
information generated through REACH, without contributing to the costs of providing 
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this information (although if they wish to operate within the EU they will have to 
contribute to the costs of data provision).    
 
 
 

8.4 COST IMPLICATIONS FOR DOWNSTREAM INDUSTRIES 

Although robust quantification of costs in the downstream sector is not yet possible, there 
was a good response to the survey from downstream users.  Two thirds of the respondents 
to the survey were downstream users, giving a good sample in the sector where there is 
most uncertainty.  Approximately 95% of these respondents identified the costs related to 
REACH as a key issue, particularly with regard to the following: 
 

• Costs of upstream registration that could be passed on to the down-stream users via an 
increase in the price of the chemicals.  

• Related administrative costs (transfer of information to suppliers, training, potential 
for self registration etc).  As an example, one firm listed the cost associated with the 
administration and R&D for the validation of new products, resulting from the 
necessity to substitute some chemicals.  

• Costs related to a loss of competitiveness, with the potential for the withdrawal of 
products with lower profit margins from the market. However, it was predominantly 
firms within the pharmaceutical sector that made this assertion.  Such firms are 
unlikely to be covered by REACH and would only be so if they are using chemicals for 
non-pharmaceutical purposes.   

 
Approximately 50% of downstream users reported concerns regarding the way that 
REACH will impact the supply of some chemicals crucial to their production.  This is a 
particular concern for firms who import directly from outside the EU, or those buying 
only small quantities of speciality chemicals, as those suppliers are the most likely to 
withdraw chemicals from the EU market.   
 
 

8.5 VOLUME BASED ASSESSMENT APPROACH 

REACH as it is written, aims to implement the registration, evaluation and authorisation 
process based on the hazards associated with the chemical.  The risk of exposure and the 
options for the management of this risk are not considered in detail other than in the 
provision of information in the chemical safety reports and substance data sheets.  All 
survey respondents indicated that the approach taken under the current REACH proposal 
was too narrow in its focus on chemical hazards.  They appealed that the risks associated 
with the use and exposure to chemicals, and chemicals in preparations and articles, be 
included in the decision making process at all stages of REACH. 
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8.6 PROTECTION OF INTELLECTUAL PROPERTY 

All respondents indicated that the protection of intellectual property is not adequately 
addressed under the current REACH framework.  The competitiveness of companies, both 
domestic and multinational, is of paramount importance to ensure continued economic 
stability.  Irish industry requests that a detailed procedure be developed that clearly 
outlines the process for the transfer of information on the characteristics of chemicals and 
their uses, without leading to the association of those chemicals to any one company or 
technically specific use. 
 
The will/desire to participate in consortia for chemical testing is based largely on an 
individual company’s concerns regarding the protection of proprietary information.  
Hence, Ireland’s pharmaceutical and ICT sectors expressed strong views against a 
requirement for mandatory consortia, while chemical importers and most SMEs expressed 
a strong preference for mandatory consortia.  
 
 

8.7 IRELAND’S SPECIALITY CHEMICALS SECTOR 

Ireland has built its economy on a reputation for its ability to produce quality high tech 
products at a competitive price.  These products are potentially impacted by REACH as 
they often involve the use of unique chemicals and processes.  Ireland also manufactures 
specialty chemicals such as adhesives, coatings, printing and photographic chemicals, 
cleaning materials, additives for food and other industries and intermediates and actives 
for the pharmaceuticals sectors.    
 
Substances used exclusively in pharmaceuticals and food products are largely exempted 
from REACH.  These sectors would primarily be expected to be impacted as a result of 
being downstream chemical users.  In spite of this, firms in the pharmaceutical sector were 
the only companies which indicated that the relocation of some or all of their activities 
outside the EU would be a reasonable option to offset the cost and business implications of 
REACH.   
 
Conversely, the highly specialised and chemical reliant ICT industry will be expected to be 
significantly affected under REACH as both a potential chemical manufacturer and 
downstream chemical user.  As noted, the ICT contributes significantly to Ireland’s 
economy. 
 
 

8.8 VULNERABILITY OF CHEMICALS TO WITHDRAWAL/SUBSTITUTION 

Industry considers that speciality chemicals, chemicals of low volume production, 
hazardous chemicals, and especially those chemicals that incorporate two or more of these 
characteristics, are extremely vulnerable to being withdrawn from the market.  The 
economic burden that will be placed on companies as a result of the administrative 
requirements of REACH may lead to a loss of chemicals and products that cannot be 
produced in an economically viable manner within Europe.   
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Approximately 33% of companies expressed concerns about their ability to find substitute 
chemicals, or their ability to undertake research and development activities that will 
mitigate the loss of chemicals under REACH.   These firms also highlighted that the 
validation of new processes or products required as a result of chemicals being withdrawn 
under REACH would be a long and costly administrative process.   
 
There were also concerns that the technical and timescale difficulties associated with the 
implementation of REACH could lead to a loss of competitiveness and the withdrawal of 
chemicals or products.  Industry anticipates that many of these chemicals and products 
will be produced outside the EU and imported into Europe. 
 
Moreover, outside its natural cycle (e.g. when being driven by regulation rather than a 
desire to increase productivity), innovation is considered to increase the time to market for 
products, hence damaging the competitiveness of businesses.  Those who were most 
concerned about problems related to innovation estimated that they needed, on average, 
over three years to develop a new product. 
 
 

8.9 COMPETITION 

A third of downstream users consider competition distortion to be a major issue.  The 
majority of these companies compete with non-EU-based companies.  In the case of 
downstream users, the competition distortion is related to that fact that REACH puts 
much less demanding requirements on importers of substances in articles, than the 
requirements put on articles manufactured within the EU.  This is because, under the 
substances in articles provisions, REACH is not applied to substances that are a 
constituent part of final products (unless there is a reasonable expectation that such 
substances will be released from a product over time).   
 
One interesting strategy proposed was the option of relocating the core production 
activities outside the EU and importing the almost-complete product for the final 
production stages.  This would effectively avoid the most demanding requirements of 
REACH.  The firms considering relocation as an option all compete with non EU- based 
firms, some of which are within their parent company.   
 
 

8.10 LACK OF IN-HOUSE EXPERTISE 

Some smaller chemical manufacturers, downstream chemical users and particularly 
chemical importers do not feel they have the technical capabilities required to develop or 
to feed into the development of the technical dossiers required under REACH.  In certain 
cases, the submittal of a testing proposal requires a detailed knowledge of toxicological 
and eco-toxicological testing procedures.  They would also be expected to draw 
conclusions based on this information to classify and label substances and to notify this to 
the Agency.  Few of these stakeholders are likely to have the capacity to understand or 
complete this work.  Significant costs will be incurred to adequately produce technical 
dossiers and this may lead to more  chemicals being removed from the marketplace. 
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8.11 BENEFITS 

The key benefit reported by the survey respondents as a result of REACH was the 
anticipated improvements to the available chemical safety and risk management data.  
This was seen as being of greater benefit by smaller firms and downstream users who may 
not have the resources to generate such data.  This is a notable inconsistency with their 
desire not to be burdened with the preparation of the REACH data. 
 
Ensuring that human health and the environment are not adversely affected by the 
manufacture or use of chemicals is one of the main aims of the REACH proposal.  Some 
elements of industry recognised that improved control on the manufacturing and use of 
chemicals may achieve this objective within Europe.  However as these controls will not be 
implemented globally, there is a concern that the manufacture of potentially hazardous 
chemicals may be transferred to other regions that may not enforce environmental, health 
and safety regulations as stringently. 
 
Another benefit reported was the increased volume threshold (from 10 kg to one tonne) 
for the registration of new chemicals and preparations.  Industry believes that this will 
help encourage the R&D of new products.  The extension of the registration exemption to 
five years initially, and potentially more, for medicinal products to allow for research and 
development is also seen as a significant benefit in securing the competitiveness of Irish 
industries and aiding in the development of new investment areas.  
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9 CONCLUSIONS 

9.1 BENEFITS OF REACH 

9.1.1 Benefits to Society 

Considerably less research has been undertaken, to date, in either Ireland or the EU on the 
benefits (on health and the environment) that will accrue as a result of REACH.  This is 
largely to do with the complexities and uncertainties associated with conducting such 
research when there is a lack of knowledge about how many chemical substances are 
hazardous, which will disappear from the market as a result of REACH and which risks 
will be reduced.  
 
Nonetheless, it is certain that the implementation of REACH will result in significant (but 
as yet largely unquantifiable) benefits.  These are likely to include: 
 
• Reduced risks to human health (to chemical workers and the wider community); and 

• Reduced risks of damages to the environment. 
 
These benefits will largely arise as a result of: 
 

• the potential to identify a hazard before damage occurs by assessing the properties of 
substances and making information available quickly, rather than waiting for 
monitoring to provide evidence of harm; 

• enabling risks to be assessed rigorously, by providing data in a systematic manner, 
thus allowing effective risk management measures to be identified; and 

• providing a basis for quicker regulatory action than currently provided for the most 
hazardous substances. 

 
9.1.2 Benefits to Industry 

REACH is also likely to result in potential benefits to industry.  These may include: 
 
• Economic savings as a result of the proposed easing of restrictions on the need to 

register low volume chemicals (raised from 10 kg to 1 tonne) (potential annual saving 
of €300,000 to Irish industry). 

 
• Economic savings and increased innovation as a result of the relaxation of the 

requirements for registering chemicals developed for research and development 
purposes. 

 

• Enhanced business reputation, as a result of: 
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 Improved corporate social responsibility performance. (However, as REACH will 
be mandatory across the EU, it will have only limited differentiating impact on 
individual company reputations and therefore limited associated improvement in 
financial performance. Instead, its implementation will have a positive impact on 
the chemical industry as a whole). 

 Speedier recovery of lost company value after any crisis event.  Good reputation 
acts as insurance against the longer term impacts of crises. 

 Improved perceived prospects of the company and associated improved financial 
value arising from more supportive behaviour from company stakeholders 
(customers, employees, media). 

  
 

9.2  COSTS OF REACH 

9.2.1 Upstream Industry Costs 

The REACH proposal will impose significant costs on the upstream Irish chemical 
industry.   In addition to the direct financial costs related to the pre-registration, 
registration, evaluation and authorisation of substances, considerable administrative and 
technical resources are likely to be required to be devoted to complying with the proposal.   
 
Estimates suggest a likely undiscounted gross cost to implement REACH  in Ireland of 
between approximately €90 million (assuming 100% of substances are tested via consortia) 
and €315 million over a period of 11 years (assuming 25% of substances are tested via 
consortia), with a best estimate of €180 million (which assumes that 50% of substances are 
tested via consortia). 
 
Upstream sectors that are most likely to be impacted by REACH are those involved in the 
manufacture of fine and speciality chemicals (excluding active pharmaceuticals). 
  
9.2.2 Downstream Industry Costs 

The likely cost of REACH on the Irish downstream industry cannot at present be robustly 
quantified.  Until upstream industry announces how it will apply REACH (including, for 
example, which substances will and will not continue to be manufactured and what costs 
will be passed on to downstream users), the actual implications for, and cost of REACH on 
downstream users cannot be accurately estimated. 
 
The European Commission has developed a range of preliminary cost estimates associated 
with the implementation of REACH on European downstream industries.  Transposing 
these costs places the preliminary estimates for Ireland’s downstream industries at around 
€300 million. 
 
Consultation with downstream chemical users indicated that there is widespread concern 
about the REACH proposal, in particular with respect to: 
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• having the costs of registration passed down from upstream manufacturers and 
importers to downstream users via an increase in the price of chemicals; 

• likely significant administrative costs imposed by REACH; and 
• the possibility that the supply of chemicals crucial to production may no longer be 

available for purchase from Ireland or the EU. 
 
The downstream sector in this RIA most likely to be impacted by REACH is the ICT 
industry.   It is important to note that the RIA only targeted six key industry sectors and is 
unlikely to have captured all of the potentially impacted downstream users. 
 
9.2.3 Public Sector Costs 

The most significant impact for the public sector will be the costs of administering the 
implementation REACH.  The estimation of this cost was beyond the scope of the RIA. 
 
9.2.4 Societal Costs 

The key societal costs of REACH are likely to be related to increased product prices if 
industry passes costs on to the consumer. 
    
There is also a possibility that jobs (particularly within the downstream industry) may 
become ‘at risk’ should companies close or relocate as a result of the implementation of 
REACH.   
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GLOSSARY 

 
Term Definition 
CMR Substances that are known to be carcinogens, mutagens or reproductive toxins. 
CSO Central statistics office 
CSR Chemical Safety Report 
CSA Chemical Safety Assessment 
Competent authority Competent authority means the authority or authorities or bodies established by the 

Member States to carry out the obligations arising from this Regulation 
Chemical Industry Includes all industries that either produce or use chemicals and is not specific to any 

one sector. 
Chemical Sector Specific sub-sector of the chemical industry whose main focus is chemical 

manufacture. 
Chemicals in 
Commerce 

 

Central agency To be newly formed - European Chemicals Agency with the role to coordinate and 
aid in the implementation of REACH Europe wide 

Downstream facility / 
industry / user 

An industry or company that is heavily reliant on the use of chemicals or substances

Downstream user An industry or company that is heavily reliant on the use of chemicals or substances
EHS Environmental health and safety 
EINECS European Inventory of Chemicals in Commerce  
ES Exposure Scenarios 
ESR  Existing Substances Regulation (ESR793/73/EEC) 
Endocrine substances Substances produced by the glands of the endocrine system within the body i.e. 

hormones or products secreted directly into the blood. 
Eurostat EU statistical information agency / service 
Forfás The Irish Policy and Advisory Board for Enterprise, Trade, Science, Technology and 

Innovation 
GLP Good Laboratory Practice 
HPVC High Production Volume Challenge – a US EPA testing programme re existing 

chemicals  
IBEC Irish Business and Employers Confederation (promotes the interests of Irish 

businesses and employers) 
ICCA International Council of Chemical Associations 
ICT Information and communication technology companies 
Intermediate A substance that is solely manufactured for, and consumed in or used for, chemical 

processing in order to be transformed into another substance.   
Non-isolated 
intermediate 

An intermediate that, during synthesis, is not intentionally removed (except for 
sampling) from the equipment in which the synthesis takes place.   

On-site isolated 
intermediate 

An intermediate where the manufacture of the intermediate and the synthesis of 
(an)other substance(s) from that intermediate takes place on the same site, operated 
by one or more legal entities. 

Transported isolated 
intermediate 

Intermediates that are transported between, or supplied to, other sites under strict 
contractual control (including toll or contract manufacture) and where the synthesis 
of (an)other substance(s) from that intermediate take(s) place on those other sites 
under strictly controlled and pre-defined conditions. 

IUCLID International Uniform Chemical Information Database – tool for data collection and 
evaluation within the EU Risk Assessment Programme and the OECD Existing 
Chemicals Programme.  It describes the effects of substances on human health and 
the environment. 

Monomer A single molecule that is a sub unit of a polymer 
MSDS (SDS) Material Safety Data Sheet (Safety Data Sheet) 
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Term Definition 
NNP Nonylphenol (a chemical) 
OECD Organisation for Economic Coordination and Development.  An international 

organisation made up of 30 member countries that share a commitment to fostering 
good governance. 

Partial RIA Regulatory Impact Assessment of a draft policy or plan 
PBT Chemicals that are persistent, bio accumulative and toxic 
Pharmachem industry Pharmaceutical and chemical companies, including biotechnology 
Phased-in Substance Substances that will be phased into the REACH system over a period of time – up to 

fifteen years 
Polymer A chemical substance consisting of large molecules made from many smaller and 

simpler molecules 
POP Persistent Organic Pollutant 
PPORD Product and Process Orientated Research and Development 
QSAR A drug design technology (Quantitative/Qualitative Structure Activity 

Relationship). It is a tool used by industry to assess and register chemicals.  This tool 
enables a user to identify a number of structurally similar chemicals as a group and 
allowing selected members of the group to be tested with the results then applied to 
all other group members. 

R&D Research and Development 
REACH European Commission proposal for the Registration, Evaluation and Authorisation 

of CHemicals (REACH), October 2003 Draft. 
RIA Regulatory Impact Assessment 
RMM Risk Management Measures 
SCCP Short chain chlorinated paraffins (a chemical) 
SIDS programme An OECD programme (Screening Information Data Sets) that summarises the 

literature on high production chemicals and provides an initial assessment for 
decision-makers. 

SIEF Substance Information Exchange Forums 
SME Small to medium size enterprise or industry 
Sterilents Agents used to destroy micro-organisms, or pests and diseases 
Substance Organic or chemical material 
Tariff code A code that defines a substance to be traded on the international market 
TBT Tributyltin (a chemical) 
TCE Tetrachloroethylene (a chemical) 
UNECE  United Nations Economic Commission for Europe 
Upstream facility / 
industry 

A company involved in the manufacture of chemicals in Ireland or the import of 
chemicals to Ireland 

vPvB Chemicals that are very persistent and very bio accumulative 
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A1 INTRODUCTION 

This Annex presents the method used to calculate total costs to European 
industry arising from the REACH proposals.  These costs form the basis for 
the calculation of upstream industry costs to Irish Industry.  The annex 
presents: 
 
• the number of chemicals to be tested (Section A2); 
• the number of tests to be undertaken (Section A3); and 
• estimated costs to EU industry (Section A4). 
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A2 THE NUMBER OF CHEMICALS SUBJECT TO THE REACH REGULATIONS 

A2.1 OVERVIEW 

The European Commission’s REACH (Registration, Evaluation and 
Authorisation of Chemicals) programme is focused on increasing the 
information that is available on the chemicals in commerce in EU Member 
States.   
 
Though more than 100,000(1) chemicals are included in the EINECS (the 
European Inventory of Existing Commercial Chemical Substances) inventory, many 
of these are only used in small quantities or were registered for convenience 
and have not actually entered commerce, and are thus not affected by the 
REACH programme.   
 
The European Chemicals Bureau (ECB) has estimated that there are actually 
about 30,000 chemicals in commerce in the EU in quantities exceeding one 
tonne per year.  It is these chemicals that the REACH programme is designed 
to address. 
 

A2.2 CHEMICAL CATEGORIES SUBJECT TO REACH 

The first step of the REACH programme requires companies to pre-register 
their phase-in (ie existing) chemicals with the proposed European Chemicals 
Agency (the Central Agency).  Information on the chemical identity, use and 
quantity manufactured or imported annually, as well as an indication of the 
data that the company possesses must be submitted.   
 
It is important to note that these pre-registrations are not aggregated per 
industry to form chemical categories – rather the REACH requirements relate 
to companies (or Consortia) for their tonnages, not EU or Member State 
industry totals.  The REACH category volumes are: 
 
• over 1,000 tonnes per year;  
• 100 to 1,000 tonnes per year; 
• 10 to 100 tonnes per year; and 
• 1 to 10 tonnes per year. 
 
REACH allows for phased registrations of substances.  Depending on 
properties and volumes produced or imported, registrants will have three, six 
or eleven years from the date the REACH Regulation comes in to force to 
register, with the substances produced in small volumes and of low concern 
required to register last and vice versa(2).   

(1) Commission of the European Communities, 1990. “European Inventory of Existing Commercial Chemical Substances,”  
Off. J. Eur Communities, C146A 
(2) See Article 22, Chapter 6 of Volume I of the REACH Proposal for details. 
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A2.3 ESTIMATION OF THE NUMBER OF CHEMICALS WITHIN EACH REACH CATEGORY 

One of the difficulties of estimating the costs of REACH is the uncertainty 
concerning the exact number of chemicals produced in these categories in the 
EU.  This is illustrated by the following examples, which have gathered 
volume numbers across the EU and OECD. 
 
Based on data entered by industry into the IUCLID database in accordance 
with the Existing Substances Regulation 793/93/EEC, the European 
Chemicals Bureau (ECB) at Ispra, Italy, has estimated that in the EU there are 
10,546 chemicals produced in volumes of more than 10 tonnes per year(1), 
including: 
 
• 2,704 chemicals in the highest volume category (over 1,000 tonnes per 

year); and  
• 7,842 chemicals in the lower volume category (between 10 and 1,000 

tonnes per year).   
 
In a 2000 report, the OECD listed 5,235(2) chemicals manufactured at greater 
levels than 1,000 tonnes per year in at least one member country.  This list was 
compiled based upon submissions from 22 OECD Member States and the EU’s 
HPV list.   
 
The European Commission’s website (dated May 7, 2003) lists the chemical 
quantity breakdown per category, as shown in Table A2.1. 
 

Table A2.1 EU Estimate for the Chemical Categories’ Quantity Breakdown 

Chemical Volume (tonnes/yr) Number of Chemicals 
1-10 20,000 
10-100 4,600 
100-1000 2,900 
1000+ 2,600 
Source: European Commission 

 
 
For the purposes of this costing exercise, we have based our estimates of the 
total number of chemicals within each REACH category on the Commission’s 
data, as presented above.   
 
It has also been necessary to estimate the number of chemicals likely to fall 
within each tonnage level of the EU REACH process.  Table A2.2 contains 
these estimates and associated rational. 
 

 
(1) European Chemicals Bureau,1998 IUCLID, HPV-LPV Chemicals Information System 
(2) Environment Directorate, Paris 2001, ‘The 2000 OECD List of High Production Volume Chemicals’  
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Table A2.2 Estimate of the Number of Chemicals in Each REACH Stage 

REACH process Number of Chemicals 
Pre-registration 100,000(1)    
Registration 35,000(2)

Evaluation 6000(3)

Chemicals of Concern 1400(4)

Authorisation 1000(5)

(1) Jack le Bruijn, European Chemicals Bureau, Personal Communication, October 2003. 
(2) It is assumed that there are 30,000 substances to be notified and that 5,000 will be registered 

by more than one manufacturer/importer. 
(3) This includes all chemicals over 100 tonnes/yr plus some known chemicals of concern. 
(4) James Cooper, “The REACH System and Its Political Objectives,” SOCMA, April 7, 2003. 
(5) Estimated based on the assumption that not all chemicals of concern will seek 

authorisation, some will be withdrawn or substituted. 

 
 

A2.4 EXISTING CHEMICAL TEST PROGRAMMES  

A2.4.1 Introduction 

The REACH programme requires that detailed information on the chemicals 
imported and/or used in the EU be registered with the Central Agency.  In 
order to obtain this information, a range of chemical tests will be required, 
depending on the tonnage of chemical substance used/imported and the 
chemical characteristics of each particular substance. 
 
There are three main chemical testing programmes currently in operation, as 
well as several minor ones.  Each of these produces information of relevance 
to REACH for some of the affected chemicals.  Based on a comparison of the 
test requirements set out in REACH and the standards to which the existing 
programmes are being carried out, we have assumed (for our central 
estimates) that such tests  will not have to be repeated under REACH.   
 
The testing programmes include: 
 
• EU Notification of New Substances and Existing Substance Regulations; 
• US EPA High Production Volume Challenge Programme for Existing 

Chemicals; 
• OECD / International Council of Chemical Associations’ Programme; and 
• Other existing chemical testing programmes. 
 
These programmes are summarised below.   
  

A2.4.2 EU Notification of New Substances and Existing Substance Regulations 

Under the Council Directive relating to the classification, packaging and 
labelling of dangerous substances, as amended(1), substances that were 
manufactured in or imported into the EU prior to September 1981 were 
included on the European Inventory of Chemicals in Commerce (EINECS).  
 
(1) Directive 67/548/EEC 



After that date, for any new material entering EU commerce in quantities over 
10 kg, industry was required to submit data.  The amount of data to be 
submitted increases with increasing annual import quantities.  At one tonne, 
the results of base set testing, ie those tests in Annex VIIA of Directive 
67/548/EEC, must be submitted.  These are approximately equivalent to the 
10-100 tonne per year level of REACH.   
 
Since its implementation, approximately 2,700 new substances, or 120 per year 
have been notified to the Member States and included by them on EINECS.  
As shown in Figure A2.1, Irish firms have registered approximately 4% of 
these.   
 
Though many of these new substances are expected to be in the lower volume 
REACH categories, they are likely to have an adequate and already reviewed 
data set and will require little further attention under REACH, (until or unless 
volumes increase to high levels at which stage, additional testing will be 
required). 
 
The draft REACH regulation proposes to increase the level at which base set 
data will be required for new substances from 10 kg to 10 tonnes.  This will 
result in an initial savings for industry, though this will be more than offset by 
additional required REACH testing of existing substances. 
 

Figure A2.1 Cumulative Notifications Under the New Substances and Existing Substances 
Regulations, by Member State 

 

 
Source: http://ecb.jrc.it/new-chemicals

 
The Existing Substances Regulation 793/73/EEC (ESR) provides for the 
testing, risk assessment and risk management of existing substances.  It has 
proven to be a slow and costly approach to generating data on existing 
chemicals.  Under this regulation, 140 substances have been ranked for 
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comprehensive risk assessment.  However, over a 10 year time span, draft risk 
assessments have been completed on only 41 of these chemicals(1). 
 

A2.4.3 US Environmental Protection Agency (US EPA) - High Production Volume 
(HPV) Challenge Program for Existing Chemicals 

Under the recently instituted High Production Volume Challenge (HPVC) 
Program for Existing Chemicals, the US EPA identified 2,800 chemicals in 
volumes over one million pounds based on their 1994 and 1998 Inventory 
Update Rules submissions(2).  Some of the chemicals were found to be already 
included in the OECD testing programme (see below) and some were no 
longer manufactured at high levels in the US.  Currently 2,162 substances are 
under test by US industry.  Testing on these chemicals is actively underway 
and should probably be complete by 2007.  This is beyond the programme’s 
original projected completion date of 2005, but well within the 2012 target set 
by the REACH legislation.   
 
The chemicals were divided into three categories and roughly a third of the 
substances were to begin the test plan negotiation and testing annually.  It 
took longer than was originally estimated to assemble the existing data and 
develop the test plans.  The US EPA also took longer to review them.  Because 
comments were received from US EPA and PETA (People for the Ethical 
Treatment of Animals) on each plan and revised test plans, in most cases, had 
to be prepared and submitted, the initial deadlines for initiation of testing 
were missed for the first group of chemicals.  It remains to be seen whether 
this lag will continue or will be compensated for by the later groups that were 
initially given greater time to prepare and submit the test plans.    
 
US HPVC testing will be done according to the SIDS (Screening Information 
Data Set) Guidance.  This guidance calls for submitting of a basic battery of 
test results and then Level 1 and or 2 tests depending on the results at the 
lower levels.  Table A2.3 overleaf shows the tests included in the REACH 
Levels and in the SIDS levels.   
 
The exact testing required under either programme is not known at this time 
and will be determined on a chemical-by-chemical basis.  The US EPA does 
not yet have a measure of the amount of secondary testing that will be 
required for the Group I chemicals since the first data are just being submitted. 
 
It should be pointed out that most of the chemicals in the US HPVC 
programme should be in the top two categories of the European REACH 
scheme.  It should also be pointed out that not all tests listed in the table are 
required for every chemical. 
 
 

(1) Bodar, CW et al., “Evaluation of EU Risk Assessments Existing Chemicals (EC Regulation 793/93) RIVM report 
601504002/2002. 
(2) It is important to note for comparison purposes that a metric tonne contains 2200 lbs, therefore the US HPVC  
Program relates to chemicals produced in volumes of above 455 metric tonnes. 



 Table A2.3 Comparison of Tests Under REACH and US HPV/SIDS 
 

 

Data Required
1 - 10 
tonne/yr

10 -100 
tonne/yr

100 - 1000 
tonne/yr

> 1000 
tonne/yr

Battery Level 1 Level 2

Physical/Chemical Properties
State 1 1 1 1 1 1 1
Melting/Freezing Point 1 1 1 1 1 1 1
Boiling Point 1 1 1 1 1 1 1
Relative Density 1 1 1 1
Vapour Pressure 1 1 1 1 1 1 1
Surface Tension 1 1 1 1
Water Solubility 1 1 1 1 1 1 1
Partition Coefficient 1 1 1 1 1 1 1
Flash-Point 1 1 1 1
Flammability 1 1 1 1
Explosive Properties 1 1 1 1
Self-Ignition Temperature 1 1 1 1
Oxidising Properties 1 1 1 1
Granulometry 1 1 1 1
Light Stability 1 1 1 1 1 1
Long term extractivity 1 1 1
Stability in Organic Solvents 1 1
Dissociation Constant 1 1 1 1 1
Viscosity 1 1
Reactivity towards container material 1 1
Fugacity Model 1 1 1
Water Extractivity (Polymers) 1 1 1 1

Toxicological Information
In vitro skin irritation or corrosion 1 1 1 1
In vivo skin irritation 1 1 1
In vitro eye irritation 1 1 1 1
In vivo eye irritation 1 1 1
Skin Sensitisation 1 1 1 1
In vitro mutagenicity bacteria 1 1 1 1 1 1 1
In vivo micronucleus test/chromo abber 1 1 1 1 1
In vitro mutagenicity mammalian cells 1 1 1 1 1 1
Dominant Lethal (rodent) assay     1 1
In vitro mouse lymphoma assay    1 1
Heritable translocation assay 1
Mouse specific locus assay 1
Oral acute toxicity 1 1 1 1 1 1
Inhalation acute toxicity 1 1 1 1 1 1
Dermal acute toxicity 1 1 1 1 1 1
Short term repeated dose toxicity (28d) 1 1 1 1 1 1
Sub-chronic repeated dose study (90d) 1 1  1 1
Sub-chronic neurotoxicity 1 1
Reproductive Toxicity (1 generation) 1 1 1 1 1
Reproductive Toxicity (2 generations) 1
Toxicokinetics 1 1 1 1 1
Acute neurotoxicity 1
Developmental Neurotoxicity 1
Developmental toxicity screening 1 1 1 1 1
Developmental Toxicity Study (1 species) 1 1 1   
Developmental Toxicity Study (2 species) 1 1
Two generation reproductive study 1 1 1 1
Long-term repeat dose study 1
Carginogencity study (1-species) 1

SIDS/US HPVCREACH

or or or

or or or

 
(Continued overleaf) 
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Table A2.3 Comparison of Tests under REACH and US HPV/SIDS (Continued) 

 Note: A "1" indicates that the test is required. 

Data Required
1 - 10 
tonne/yr

10 -100 
tonne/yr

100 - 1000 
tonne/yr

> 1000 
tonne/yr

Battery Level 1 Level 2

Ecotoxicological Information
Short-term Daphnia toxicity 1 1 1 1 1 1 1
Long-term Daphnia toxicity 1 1  1 1
Growth inhibition of algae 1 1 1 1 1 1
Short-term fish testing 1 1 1 1 1 1
Fish juvenile growth test OECD 215 1 1
Fish long term toxicity 1 1
Fish early life stage OECD 210 1 1 1
Fish full life cycle test 1
Activated sludge inhibition testing 1 1 1
Biotic degradation 1 1 1 1 1 1
Abiotic degradation/hydrolysis 1 1 1 1 1 1
Identify degradation products 1 1
Shake Flask Die-Away Test  1 1
Microcosm Degradation 1
Simulation test soil/sediment 1 1

   Adsorption/desorption screening test 1 1 1 1
   Adsorption/desorption studies 1 1
   Accumulation in 1 species 1 1 1 1

Short-term toxicity to earthworms 1 1 1 1
Long-term toxicity to earthworms 1
Effects on soil micro-organisms 1 1
Short-term toxicity to plants 1 1 1
Long-term toxicity to plants 1
Long-term toxicity on soil inverebrates 1
Long-term toxicity to sediment organisms 1
Avian Dietary Study Bobwhites or Mallards 1 1  1 1
Long-term or reproductive toxicity to birds 1 1

SIDS/US HPVCREACH

 
 

A2.4.4 The OECD/International Council of Chemical Associations’ (ICCA) 
Programme 

The International Council of Chemical Associations (ICCA) undertook to test 
1000 high volume chemicals by 2004.  The chemicals selected for this initiative 
represent more than 90% of the global chemicals production by volume.  The 
data generated under this programme are also prepared according to the SIDS 
Guidance and are submitted to OECD for review and recommendation of 
additional testing required, if any(1). Under this programme, additional 
recommended testing is not mandatory.   
 
The OECD/ICCA programme is a voluntary cooperative international testing 
programme that began in 1989.  It is focused on developing base level test 
information on approximately 1,000 poorly characterized international HPV 
chemicals.  The SIDS data are used to “screen” the chemicals and set priorities 
for further testing or risk assessment/management activities.  To date, OECD 
has completed evaluations of 300 HPV substances and expects to develop 
complete data sets on an additional 70 substances per year.  This tends to 
suggest that 2006 may be a more feasible date for results from these chemicals 
than 2004.
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It has been reported that sponsors of 652 chemicals in the US HPVC initiative 
are generating data only through the OECD/ICCA effort, while sponsors of 
another 180 substances plan to do work under both programmes(1).  
Participation in the OECD/ICCA programme has provided US producers 
with an opportunity to share testing costs and to gain access to existing data 
held by chemical makers in other countries.  The OECD/ICCA effort also 
generates a chemical hazard evaluation that is agreed to by 30 countries and a 
concurrence on what additional tests are required, if any. 
 
Data from the ICCA programme will not be available until OECD completes 
its review; that may take several years.  However, it is expected that by 2006 
the reviews can be made available for the REACH programme. 
 

A2.4.5 Other Existing Chemical Testing Programmes 

Several other countries have programmes in place that include testing of 
existing chemicals.  Environment Canada, which administers the Canadian 
Environmental Protection Act (CEPA), has implemented Toxic Substances 
Management Policy that calls for eliminating from the environment those 
chemicals that are bio-accumulative and persistent (referred to as Track 1 
chemicals) and managing other toxic substances of concern through their life 
cycles to minimise exposure (referred to as Track 2 chemicals).  Chemicals are 
nominated to a Priority Substances List (PSL).  To date, 25 substances (PSL1) 
have been recommended for addition to the List of Toxic Substances (CEPA 
Schedule 1).  An additional 25 substances (PSL2) are currently involved in the 
environmental assessment process.  Most of the substances on these two lists 
are included on the US and OECD HPV lists(2). 
 
The Australian Existing Chemicals Program is administered under the 
Industrial Chemicals Notification and Assessment Act 1989 (NICNAS) and 
involves a process similar to that described above for Canada.  Existing 
chemicals are nominated for review and assessment and then, if difficulties 
are found, they are regulated.  Their assessments are considered equivalent of 
OECD assessments.  Their goal is to complete three full assessments and 13 
preliminary assessments per year.  The assessment programme began in 1998 
and to date 16 full assessments and 66 preliminary assessments have been 
completed.  The evaluation queue currently contains 12 substances.   
 
The Ministry of Economy, Trade and Industry (METI) supervises Japan’s 
chemicals programme as defined by the Hazardous Chemicals Act.  They 
screen new substances for persistence, bioaccumulation potential and toxicity.  
They are also participating in the OECD existing chemicals testing 
programme. 
 

(1) C&E News, “Here Come the Data,”  June 9, 2003, pp. 19-23. 
(2) These numbers were taken from the Environment Canada’s website on 26/9/03. 
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A2.4.6 Implications of existing chemical testing programmes for REACH 

Because all of the chemicals in the US HPVC and OECD/ICCA programmes 
are already identified and many are under test and are likely to generate data 
required under REACH, though maybe not entirely within the timeframe 
required by REACH, it would seem wasteful to duplicate the testing already 
planned and scheduled by others.  Rather, it would seem responsible for the 
EU to develop a definitive list of chemicals currently under test and to exempt 
them from REACH until those test results can be presented to, and analysed 
by, the EU authorities in concordance with the REACH requirements. 
 
Under the US HPVC programme, Level 1 and Level 2 testing data may be 
generated as part of the initial Test Plan, or may be required as a result of 
evaluation of the data resulting from the implementation of the initial Test 
Plan.  The OECD/ICCA programme, at the present time, does not intend to go 
beyond the base set of data that are predominately in the 10-100 tonne per 
year level of the REACH programme.  The OECD, however, as part of its 
evaluation, intends to indicate the additional testing (if any) that is required to 
more adequately evaluate each substance.   
 
Table A2.3 presented earlier contains a comparison of the SIDS and REACH 
requirements by chemical category / level.  In general, the data on 
physical/chemical properties not requested by SIDS are available for almost 
all chemicals on their Material Safety Data Sheet, if they are relevant to storing 
or handling that material.  Similarly, most companies have performed skin 
and eye irritation and sensitisation tests as part of their occupational health 
programmes since these data are also relevant for chemical handling.  This 
means that for a large number of chemicals, these data are available as well.  
The basic SIDS battery is broadly equivalent to the base set (10-100 tonnes per 
year) of REACH, although differences exist in the reproductive testing 
strategy.  The SIDS programme requests a one generation fertility study (that 
assesses general reproductive performance) though a smaller screening study 
(OECD 421 or 422) is often substituted; whereas the base set requests a 
developmental toxicity study that assesses embryo-foetal toxicity. 
 
While the data generated under these programmes may not meet all of the 
REACH requirements, they still represent necessary data and a step in the 
desired direction.  It should also be kept in mind that not all REACH data that 
are eventually submitted for a chemical will be submitted following 
implementation of the initial testing, since higher level tests may be required 
based on results at lower levels of testing.  While the two test batteries are 
slightly different, evaluators can probably make a good assessment of a 
chemical’s risks based on either data set. 
 
Agreement by the EU to accept data from the US HPVC and OECD/ICCA 
programmes will help to ease up on European testing laboratory availability 
and will greatly reduce expenses of duplicative testing, if results are not 
available in time to meet EU deadlines.  In this regard, we have assumed that 
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the chemicals currently under test in other HPV test programmes be exempted 
from REACH deadlines, but not from REACH reporting.  
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A3 NUMBER OF CHEMICALS TO BE TESTED UNDER REACH 

A3.1 OVERVIEW OF TESTING REQUIREMENTS 

A3.1.1 Chemical category: 1 to 10 tonnes per year 

For those chemicals that are manufactured or imported in total volumes of one 
to 10 tonnes per year, the REACH testing requirements include analysis of the 
physical/chemical, toxicological and ecological properties of chemicals, and 
are based predominately on in vitro (non-animal) test methods.   
 
To the extent that newly introduced chemicals (ie post 1981), are included in 
this category (2,700 out of an estimated 20,000 substances), they will already 
have these data available, as required by Directive 67/548/EEC.   Less 
extensive testing is likely to be required under REACH for these 2,700 
substances. 
 

A3.1.2 Chemical category: 10 to 100 tonnes per year 

For chemicals in the 10 to 100 tonnes per year category, the tests required will 
largely parallel the base set currently required to register new chemicals under 
the 67/548/EEC Annex VIIA(1).  Therefore, less extensive testing is likely to be 
required under REACH for these substances, depending on their chemical 
characteristics (CMR, toxic, bioacumulative etc). 
 

A3.1.3 Chemical categories: 100 to 1,000 tonnes and over 1,000 tonnes per year 

More significant testing is required for those chemicals over 100 tonnes per 
year, with added requirements for those over 1,000 tonnes.  This will be based 
on the chemical characteristics of each substance as identified by the results of 
testing conducted for lower tonnage levels.   
 
It should be kept in mind that not every test will be appropriate for every 
chemical substance.  Therefore the costs assumed for this model are less than 
the potential maximum cost in almost all cases.   
 
 

A3.2 THE NUMBER OF CHEMICALS TO BE TESTED UNDER REACH 

Before estimating total testing costs for EU chemicals, a comparison of the EU 
HPV(2) list with the chemicals already under test under the US HPVC(3), and 
the OECD/ICCA list(4) has been undertaken.  Each of these testing 
programmes is trying to generate a complete minimum data set on the 
chemicals it is covering.   

(1) EC, 2001 ‘Strategy for a Future Chemical Policy’, Volume 1. 
(2) http://ecb.jrc.it/existing-chemicals/. 
(3) http://ww.epa/gov/chemrtk/hpvchmlt.htm. 
(4) International Council of Chemical Associations, “Draft working list of September 1999,” http://icca-chem/hpv. 



ERM ENVIRONMENTAL RESOURCES MANAGEMENT IRELAND   LTD 
RIA REPORT MARCH 2005  

A13 

 
A3.2.1 Chemical category: over 1000 tonnes 

Together, the EU HPV, the US HPVC and the OECD/ICCA programmes are 
undertaking the testing of 1,404 substances that are in the high production 
category (greater than 1000 tonnes) in Europe.  Therefore only 1,300 
substances remain in this category to be evaluated further under REACH.   
 
However, the requirements under the US HPVC and OECD/ICCA 
programmes vary slightly from those under REACH (see Table A2.3 and the 
discussion in Section A2.3).  Furthermore, the REACH Regulations indicate 
that certain substances and categories of substances are exempt from REACH 
testing, either because they are felt to represent no problem or because they 
are regulated under other legislation.  The exemptions are listed in Section 2.2 
of the main report.  An examination of the EU HPV list identified over 450 
chemicals that are excluded by the REACH regulation.  These exclusions 
included biocides, drugs, minerals, and chemicals in Annexes II and III.   
 
This process of elimination leaves less than 1000 chemicals in the highest 
REACH testing category.   
 

A3.2.2 Chemical categories: 10 to 100 tonnes and 100 to 1,000 tonnes  

Since almost 3,000 of the chemicals on the US HPVC and OECD/ICCA lists 
were not on the highest production (> 1,000 tonnes) category list, it is assumed 
in this RIA that these substances are included in other production categories 
as follows:  
  
• 2,000 in the 100-1000 tonne/year category; and  
• 1,000 in the 10-100 tonne/year category.   
 
This means that much high quality data will be available here as well. 
 

A3.2.3 The use of the US HPVC Programme and associated chemical numbers in the 
REACH cost model 

The recent US HPVC experience can also be used to estimate the amount of 
data existing, but not necessarily in the public domain.  To do this, twenty 
approved test plans were selected from the USEPA website which reflected a 
variety of chemical types.  These 20 test plans covered a total of 146 individual 
chemicals.  These chemicals have been grouped under the headings: bulk 
products, natural products, flavour and fragrance chemicals, specialty 
chemicals, and imported industrial specialties in Table A3.1.   
 
Table A3.1 shows, for each category, the numbers of chemicals included and 
the number of companies participating in the testing consortium.  The number 
of chemicals tested within a chemical category varies from one to 17.  It should 
be kept in mind that, in the US, the consortia were self-formed and these 
consortia determined how chemicals would be grouped for the purpose of 
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creating testing plans and undertaking required testing.  USEPA was then 
asked to approve the groupings and read-across assumptions as part of the 
test plan approval. 
 
 
 
 



Table A3.1 USEPA HPV Experience -  Cost Savings Summary 

 

Group Name Consortium Estimated 
Testing Cost (£)

 Number of  
Chemicals

Number of 
Companies

Cost per 
Chemical (£)

Cost per 
Chemical/Company 

Total saving due 
to SAR etc

Bulk Products               1,174,750                  54                102                 21,755                                213                4,001,090 
Crude Butadiene C4 CMA Olefins Panel                  111,250                   12                   22                    9,271                                421                    240,790 
Low 1,3-Butadiene C4 American Chemistry 

Council, Olefins Panel, 
HPV Implementation 

                 277,500                     8                   22                  34,688                             1,577                    684,590 

Dimethyly Ether Du Pont                            -                       1                     1                         -                                     -                                -   
C5 Non-Cyclics American Chemistry 

Council, Olefins Panel, 
HPV Implementation 

                 508,500                   16                   22                  31,781                             1,445                 1,493,910 

Ethanol Ethanol HPV Challenge 
Consortium

                           -                       1                   19                         -                                     -                                -   

Dicarboxylic Acids Dupont                  277,500                     3                     2                  92,500                           46,250                      14,000 
Acetic Acids & Salts The American Chemistry 

Council Acetic Acids and 
Salts Panel

                           -                     13                   14                         -                                     -                   1,567,800 

Natural Products                  717,400                  25                  89                 28,696                                322                2,684,460 
Tall Oil & Related 
Substances

The Pine Chemicals 
Association Inc

                 190,400                     7                   22                  27,200                             1,236                    602,300 

Tall Oil Fatty Acids & 
Salts

The Pine Chemicals 
Association Inc

                 150,600                     6                   23                  25,100                             1,091                    400,900 

Rosin Adducts & Adduct 
Salts

The Pine Chemicals 
Association Inc (PCA)

                 227,600                     6                   22                  37,933                             1,724                    855,500 

Rosin & Rosin Salts The Pine Chemicals 
Association Inc (PCA)

                 148,800                     6                   22                  24,800                             1,127                    825,760 

Flavour & Fragrance 
Chemicals

                 212,000                  25                  40                   8,480                                212                3,232,100 

Cinnamyl Derivatives The Aromatic Consortium-
The Flavour & Fragrance 
High Production Volume 
Consortia (FFHPVC)

                   99,400                     4                   12                  24,850                             2,071                    362,140 

Terpenoid Primary 
Alcohols & Related Esters

The Flavor & Fragrance 
HPV Consortia, The 
Terpene Consortium

                   46,200                     4                   12                  11,550                                963                    456,940 

Terpenoid Tertiary 
Alcohols & Related Esters

The Flavor & Fragrance 
High Production Volume 
Consortia, The Terpene 
Consortium

                   51,700                   13                   12                    3,977                                331                 1,798,530 

C6-C10 Aliphatic 
Aldehydes

The Flavor & Fragrance 
High Production Volume 
Consortia

                   14,700                     4                     4                    3,675                                919                    614,490 

UK Manufactured 
Industrial Specialities

                 620,800                  29                  14                 21,407                             1,529                2,250,360 

Fyrol FR-2 Akzo Nobel Functional 
Chemicals, LLC

                           -                       1                     1                         -                                     -                                -   

Alkylphenols Schenectady International 
(SII)

                   12,000                   17                     1                       706                                706                 1,749,070 

Dipropylene Glycol 
Dibenzoate

Velsicol Chemical 
Corporation

                           -                       1                     1                         -                                     -                        10,560 

Gylcolic Acid Dupont                            -                       1                     1                         -                                     -                                -   
Trixylenyl Phosphate Akzo Nobel Functional 

Chemicals LLC
                 152,260                     1                     1                152,260                         152,260                              -   

Phosphite 
Isodecyl/Phenyl

Phosphite Producers HPV 
Consortium & Phosphite 
Manufacturers 
Consortium

                 411,040                     4                     2                102,760                           51,380                              -   

N-(Methyl)-Acrylamides NMA/NMA Association                            -                       3                     2                         -                                     -                      490,730 
Cyclohexanol IHF Committee on HPV 

Challenge
                   45,500                     1                     5                  45,500                             9,100                              -   

UK Imported  Industrial 
Specialities

                          -                    13                  14                         -                                    -                     465,130 

Sulfosuccinates Synthetic Organic 
Chemical Manufacturers 
Association

                           -                       3                     7                         -                                     -                      465,130 

Aluminium Alkyls Aluminium Alkyls                            -                     10                     7                         -                                     -                                -   

Total               2,724,950                 146                 259                  80,338                             2,277               12,633,140 

 
 
The chemicals referenced in Table A3.1 have been compared with the EU Tariff 
Codes to assess their relevance for use in the context of Irish industry.  The 
assignment of codes is shown in Table A3.2. 
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Table A3.2 Comparison with EU Tariff Codes 

Chemical Name EU Tariff Code 
Crude Butadiene C4 2901 
Low 1,3 Butadiene C4 2901 
Dimethyl Ether 2909 
C5 Non-cyclics 2901 
Ethanol 2905 
Dicarboxylic Acids 2915 
Acetic Acids and Salts 2915 
Tall Oil and Related Substances 3803 
Tall Oil Fatty Acids and Salts 3803 
Rosin Adducts and Adduct Salts 3806 
Rosin and Rosin Salts 2806 
Cinnamyl Derivatives 2921 
Terpenoid Primary Alcohols and Related Esters 3301 
Terpenoid Tertiary Alcohols and Related Esters 3301 
C6-C10 Aliphatic Aldehydes 2912 
Tri [1,3 dichloro-2-propyl] Phosphate 2835 
Alkylphenols 2902 
Dipropylene Glycol Dibenzoate 2905 
Glycolic Acid 2915 
Tri-xylenyl Phosphate 2835 
Phosphite Isodecyl Phenyl 2809 
N-Methyl-Acrylamides 2924 
Cyclohexanol 2902 
Sulfosuccinates 2918 
Aluminium Alkyls 2851 
  

 
As illustrated above, the 25 reference chemicals sit within 17 individual EU 
Tariff Codes.  Of these 17 codes, 15 were reported as being imported or 
manufactured by one or more of the 60 Irish survey respondents.  The 
remaining two codes (No. 3803 and 3806) are shown as being imported into 
Ireland in the CSO data.  They are therefore used in Ireland by the wider 
chemical industry and remain valid for use in the economic impact 
assessment. 
 

A3.2.4 Summary of the Number of Chemicals to be tested under REACH 

Table A3.3 overleaf summarises Section A3.2.  It details the estimated numbers 
of chemicals in each tonnage chemical category under REACH.  These 
numbers have been used in the subsequent costing exercises. 
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Table A3.3 Estimated number of REACH Chemicals Requiring Testing 

Chemical Category Number of Chemicals 
 Total For Testing 
Over 1000 tonnes/yr 2600 900 
100-1000 tonnes/yr 2900 900(1)

10-100 tonnes/yr 4600 3600(1)

1-10 tonnes/yr 20,000 17,300(2)

   
Totals 30,100 22,700 
(1) There will be ICCA/US HPVC data sets on 3000 chemicals not in the highest category and 
these are assumed to be in the second and third categories and will reduce the numbers of 
chemicals in these categories requiring testing as shown.  
(2) There are base set data available on 2700 new chemicals reducing total chemicals in this 
category from 20,000 to 17,300. 

 
 

A3.3 CHEMICALS OF CONCERN 

A3.3.1 Overview 

REACH stipulates that higher-level tests are only required to be undertaken 
on a substance when the results of lower level screening tests indicate a 
potential problem.  Therefore, when calculating the REACH testing costs for 
this group of chemicals of concern, certain assumptions have been made about 
the number of chemicals falling in various categories. 
 

A3.3.2 Categories of Chemicals of Concern 

There are several different categories of chemicals of concern including CMRs, 
PBTs and vPvBs(1): 
 
• CMRs.  The EU has also been focusing on identifying CMRs.  More than 60 

CMRs are to be banned for general sale in the EU after two Directives were 
introduced in June 2003(2).  The bans are amendments to the EU’s 1976 
marketing and use limitations directive.  The 23rd amendment lists 25 
substances and went into effect on 15 July 2003 and the twenty-fifth 
amendment covers 41 substances and is effective immediately.  The 
banning of these substances will reduce testing requirements, but force 
industry to identify acceptable substitutes. 

 
• PBTs.  EU experts have been working to slim down the original list of 125 

identified potential PBTs.  The list was initially reduced to 94 chemicals 
based on information supplied by industry.  Following a meeting in June 

 
(1) POPs, as a sub-set of vPvBs, are subject to authorisation. However, the Stockholm Convention requires prescribed  
restrictions to be put in place for particular POPs. The application of prescribed restrictions for particular POPs is 
incompatible with the authorisation process; a company would not apply for authorisation for a use they know will not be 
granted. These POPs will therefore be subject to restrictions under the restrictions process to ensure that the Community 
meets its obligations under the Stockholm Convention and the United Nations Economic Committee for Europe (UNECE). 
(2)Annexes 23 and 25 to Directive 76/769/EEC, Restrictions on the Marketing and Use of Certain Dangerous Substances. 
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2003, there are 24 confirmed PBTs, 26 definitely not PBTs, and 44 
substances requiring additional evaluation(1).  

 
• vPvBs.  Since these substances have not previously been regulated within 

the EU there is no specific list of the substances meeting these 
requirements available at this time.  

 
 

A3.3.3 Number of Chemicals of Concern 

One of the aims of the REACH programme is to identify potential chemicals of 
concern as a result first of screening level in vitro (test tube) tests and then to 
undertake additional higher level and in vivo (living cells) confirmatory tests 
to identify additional chemicals to be included in these categories.  While only 
several hundred chemicals of concern have been identified to date, it is 
expected that 1,400 chemicals may eventually be included in this category(2).    
 
This is based on the fact that the International Agency for Research on 
Carcinogens (IARC) has reviewed over 900 chemicals and chemical groups(3).  
Of these, 88 were found to be carcinogenic to humans, 64 were found to be 
probably carcinogenic to humans, 236 were found to be possibly carcinogenic 
to humans, and 496 were found to be unclassifiable as to their carcinogenicity 
to humans.  If one counts the chemicals in the first three categories, they total 
to 388.  IARC evaluates between 10 and 15 chemicals or groups of chemicals 
annually.  The US National Toxicology Program also publishes a list of known 
and suspected carcinogens on a regular basis(4).  They have identified 49 
known human carcinogens and 174 chemicals reasonably anticipated to be 
human carcinogens for a total of 223.  The EU has identified 66 CMRs. 
 
Using data collected as part of the Toxics Release Inventory, the US EPA has 
identified 16 PBT chemicals and four groups of chemicals that are PBTs(5).  The 
EU has identified 24 PBTs.  It should also be pointed out that many of the 
identified PBTs are pesticides that are not covered under REACH. 
 
In general, carcinogens have been better studied than PBTs, which have only 
been in the active identification phase for about eight years.  This may be the 
reason why more have been identified.  However, mutagens and reproductive 
toxins have not been as widely studied.  Based on the numbers identified and 
the unknown split between the two groups, an even split is assumed for the 
purpose of this report.  vPvBs are really a subset of PBTs and while they do 
not meet the toxicity criteria, they are more highly persistent and 
bioaccumulative.  Because this is a new designation, it is not known how 
many will be identified.  For the purpose of this report, it is assumed that a 
third of the PBTs will be vPvBs. 

(1 )ECB Technical Meeting on 3-6 June 2003 (ECB Newsletter, 26 June 2003). 
(2) James Cooper, “The REACH System and Its Political Objectives,” SOCMA, April 7, 2003. 
(3) http://www-cie.iarc.fr/monoeval/cie.html 
(4) National Toxicology Program, “Tenth Report on Carcinogens,” Public Health Service, USHHS, December 2002. 
(5) http://www.epa.gov/tri/chemical/pbt chem list.htm 
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Table A3.4 shows the cumulative split in the numbers of chemicals of concern 
by regulatory category. 
 

Table A3.4 Estimated number of REACH Chemicals of Concern Requiring Testing 

Chemical Category Number of Chemicals 
CMRs 700  
PBTs  467  
vPvBs 233  
Subtotals 1,400 

 
 
While some of these chemicals of concern are recognised at the present time, 
others will not be identified until the registration testing is performed.  Then, 
based on base level tests, more long-term tests will usually be required to 
clarify the identification of these chemicals of concern. 
 
 



ERM ENVIRONMENTAL RESOURCES MANAGEMENT IRELAND   LTD 
RIA REPORT MARCH 2005  

A20 

A4 REACH PROGRAMME INDUSTRY COMPLIANCE COST ESTIMATES 

A4.1 OVERVIEW 

REACH compliance costs will be associated with the following activities:   
 
1. pre-registration; 
2. registration; 
3. evaluation; 
4. authorisation;  
5. restriction; and 
6. preparation of Chemical Safety Reports and updating Material Safety Data 

Sheets. 
 
These requirements will vary depending on the stage of the REACH 
programme, the properties of the substances and the chemical volume.  This is 
illustrated in Table A4.1. 
   

Table A4.1 Chemical Volumes at Each REACH Stage 

Programme Stage Chemical Volume in Tonnes/Year 
 1-10 10-100 100-1000 >1000  Chemicals of Concern(3)

Pre-registration(1)      
Registration(1)      
Evaluation      
Authorisation(2)       
Restriction(2)      

CSR Preparation       
(1) During registration and pre-registration, as data are collected and generated chemicals of 
concern will be identified by industry and notified to the Central Agency.  Until this is the case, 
their treatment under REACH is determined by volume. 
(2) Authorisation is required for chemicals of concern regardless of volume category.  
Restrictions can be used to achieve EU-wide authorisation. 
(3) Chemicals of concern include CMRs, PBTs & vPvBs (CMR= carcinogens, mutagens and 

reproductive toxins, PBTs are chemicals that are persistent, bioaccumulative and vPvBs are very 
persistent and very bioaccumulative chemicals.  Also included in this category may be other 
substances such as endocrine disruptors and/or sensitisers). 
 
Each of these REACH requirements / activities is discussed below. 
 

A4.2 COMPLIANCE COSTS FOR UPSTREAM USERS 

A4.2.1 Pre-registration (REACH Stage 1) 

Pre-registration will require significant data management as information will 
need to be collected from many different parts of a company to prepare the 
pre-registration response.  For small companies with few chemicals, this may 
be a relatively easy undertaking, but for large chemical companies with many 
products the collection and archiving of these data represents significant 
effort.  On the other hand, large companies tend to have central databanks 
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where the types of data required here are routinely collected and maintained – 
to the extent that they have these types of systems, they will have an 
advantage and cost savings. 
 
Costs of Pre-Registration 

Costs per chemical at this stage are mostly associated with gathering data 
from laboratory notebooks, etc and filling in data availability scoring sheets.  
No data are to be generated and no actual data entered into IUCLID.  
Companies will have to complete this task for each chemical they make over 
one tonne per year unless it is specifically exempted. 
 
This will also involve completing some sort of a form and filing it with the 
Central Agency.  This will probably be easier for larger companies with larger 
staffs. 
 
It is estimated that this activity will require from three to 10 hours per 
chemical to complete, depending on how well a company’s data are organised 
and how many data there are that have to be collected.  This will include 
completing a chemical record on an internet system for each chemical over 
one tonne in volume that a company manufactures.  If we assume three 
manufacturers per chemical this is a total of 100,000 entries(1).  The typical cost 
range for this activity is shown in Table A4.2. 
 

Table A4.2 Pre-registration Costs for Industry 

Activity Chemicals Filings Low estimate Typical estimate High estimate 
Pre-registration 30,000 100,000 £30,000,000 £60,000,000 £100,000,000 

 
 

A4.2.2 Registration (REACH Stage 2) 

In this section the costs associated with forming Consortia, testing, and 
reporting have been examined separately. 
 
Consortia Formation 

Based on the information posted on the Central Agency’s system, companies 
will probably spend money forming consortia (in order to share subsequent 
costs), and agreeing on what chemicals are to be covered by each consortium.  
This could involve hiring third parties to collect information from all 
consortium members and making the filings on their behalf.  It would also 
involve corporate management and legal departments in forging the contracts 
under which the various consortia will operate. 

Under the US HPVC programme, the forming of consortia was optional.  
However, industry saw the definite advantages in terms of cost sharing.  A 
total of 94 consortia were formed, most of which covered multiple chemicals 

 
(1) Jack le Bruijn, European Chemicals Bureau, Personal Communication, October 2003. 
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in a similar structural/functional group.  No instances of duplication between 
single industries and consortia were observed.  In a few cases, industries first 
agreed to undertake the programme independently and later formed consortia 
when they knew who else was interested (it should be pointed out that there 
was an activity similar to pre-registration during which companies announced 
their intent to cooperate either individually or as groups).  In all cases, the 
groups expanded to include all potential participants.  There was therefore 
almost a 100%consortia formation rate.  It is recognised that this is likely to be 
too high for REACH because chemicals in addition to HPVs are being tested, 
and because of the greater logistical challenges of organising consortia in the 
EU’s more fragmented and multi-lingual market.  Therefore, at the EU level, a 
consortia formation rate of 85% has been assumed.   
  
The forming of consortia to implement REACH and the grouping of chemicals 
for the purposes of evaluation and testing could lead to a number of savings, 
as was the case in the US under the ongoing HPV programme: 
 
1.   The grouping of chemicals leads to the ability to rely on read across and 

SAR (Structure Activity Relationships), which greatly reduces the required 
testing.  Typically, some basic testing is done on each chemical (eg acute 
toxicity) to establish the variance of responses by biological systems to the 
chemical, and then the existing data or newly generated data on certain 
indicative chemicals are used and adapted across the group based on the 
relative toxicity of the materials.  In the US, this reduced testing by as 
much as 82% across the groups surveyed (see Table A3.1). 

 
2. Because consortia generally undertake a number of tests at one time, their 

bargaining power with the test laboratories is increased.  This tends to 
keep the prices in line with past experience. 

 
3. Consortia have greater ability to undertake negotiations with the 

Authorities assigned to review the submissions on that group of chemicals 
than do individual companies.  Groups can devote more effort to 
negotiations than individual companies can, and experts can be sought 
from among the group and used for this purpose. 

 
4. Consortia using a third party can protect confidential data on behalf of an 

individual submitter.  Under the REACH plan, only the robust summaries 
are public so the actual test reports can remain confidential. 

 
5. Consortia formation will tend to minimise multiple animal testing that 

could result from multiple registrations.  This is in keeping with the spirit 
of European Directive 86/609/EEC. 

 
Industries already have test data in their possession that can be used to 
support the evaluation of the chemical substances.  These tests do not have to 
be repeated.  The formula for compensation for existing data within a 
consortium is a matter for their individual discussion and settlement.  In the 
US experience, most of the existing data were reported freely to the consortia 
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by the companies holding them, and testing costs for newly undertaken tests 
were shared based on the percentage of production of the member 
companies(1). 
 
The disadvantages of consortia are that they may take longer to form and 
submit data and test plans than individual companies, and there are extra fees 
associated with forming and managing the consortia (preparing legal 
agreements, etc) and paying third party costs.  These disadvantages are 
generally more than offset by the above listed advantages (as indicated by 
their popularity in the US). 
 
It is estimated that for the 20 USEPA HPV Test Plans evaluated as part of this 
exercise, the savings as a result of forming consortia amounted to 
approximately £12,500,000 (refer Table A3.1), which approximates to £86,500 
(€124,600 (2) ) per chemical. 
 
The concern has been raised that consortia may be formed to exclude a certain 
company or group of companies.  While possible, this was not the experience 
in the US since no duplications in testing plans were noted.  To avoid this, it 
might be advisable to modify the REACH Directive to include additional 
guidance for forming consortia.  OECD’s ICCA guidance includes language to 
this effect and might be a useful basis. 
 
Related to a second concern, it was also not experienced by the US that 
companies withheld data that they had generated from a consortium, forcing 
that test to be repeated.  Because consortium agreements are not public, it is 
not known the extent to which the US HPVC Consortia allocated costs on both 
existing data uniquely in a company’s possession and on market share.  
However, this is entirely possible, especially for expensive testing.   
 
One final concern with consortia is that small specialty manufacturers are 
often the only manufacturer/importer of a chemical and the savings realised 
through participation in consortia will not be available to them.  An analysis 
of the UK companies corresponding to the test plan categories from the US 
HPVC programme presented in Table A3.1 shows that there are multiple 
producers/importers in all areas except speciality chemicals.  This will mean 
that they have to undertake testing and reporting for these chemicals without 
the benefit of cost sharing through consortia.  They can still obtain savings 
using read-across and QSAR, but the entire testing and reporting burden will 
be theirs alone. 
 
Similarly, manufacturers of new substances may be placed at a relative 
disadvantage (unless produced in volumes under a tonne, in which case there 
will be benefits under REACH).  In the EU as in the US, each consortium 
would pool all data available from the member companies, and either prepare 
internally or ask a third party to prepare the robust summaries of existing 

(1) The scheme proposed in REACH of having each company pay a third of the test cost may prove unreasonable and 
argue against the formation of Consortia. 
(2) Based on a conversion rate of £1 Stirling = €1.44  (22 March 2005) 
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tests for entry into IUCLID during the Registration process.  This could 
involve evaluating conflicting data in existing IUCLID records resulting from 
the ESR reporting under 793/73/EEC, and among those data available 
through the members and arriving at a consensus as to the most appropriate 
data for each chemical or chemical group.  This in itself is a significant benefit 
of consortia. 
 
REACH includes proposals for equitable sharing of consortia costs, including 
reimbursement of previous test costs (especially for animal testing).  In the US, 
the contents of the consortium agreements are not made public.  It is possible 
that some companies are reimbursed for their data contributions, especially if 
they had performed a significant and expensive required test.  This is the type 
of negotiation that has to occur on a case-by-case basis during consortium 
formation.  In any case, reimbursement is probably only for the direct cost of 
the test and nothing more.  In the US, the standard approach is for each 
participating company to bear a percentage of the total consortium cost 
proportional to its percent of the material’s total commercial volume during a 
selected previous year.  This was determined by the 1998 TSCA(1) Inventory 
Update Rule reporting for each member of the US HPVC . 
 
It should be pointed out that Consortia did not work well in Europe in 
connection with the Biocide Directive reporting.  This may be because biocide 
formulations are more company specific and proprietary, since biocides can be 
considered to resemble drugs more than bulk chemicals that have to be 
interchangeable from one supplier to another.  It is felt that the Biocides 
Directive is sufficiently different from REACH and that industry will see the 
benefits of Consortia formation, with the exception of speciality chemicals. 
 
Testing / Developing Test Plans 

When a company or consortium evaluates the data available on a chemical or 
a group of chemicals, gaps in the knowledge concerning that chemical may be 
identified.  It may be possible to use read-across or quantified structured 
activity relationships (QSAR) to fill such gaps.  Under REACH, Industry will 
be required to prepare testing plans that indicate the data they have, the logic 
for using read-across or QSAR and what additional testing is proposed.  If the 
Testing Plan submitted by a company (or a consortium) is accepted by the 
reviewing Member State Authority, then testing will be initiated and the 
results entered as robust summaries into the record for the chemicals.  The 
precise details of the process of submitting Test Plans are yet to be elaborated 
by the Commission.   
 
Costs of Registration 

The exact data required to achieve registration will depend on the chemical 
volume, chemical properties and the results of previous testing.  The data 

(1) Toxic Substances Control Act of 1976 as amended – the US regulation for new and existing chemicals. 
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requirements and associated testing costs are detailed in Table A4.3 of this 
section.  They correspond to the following REACH Annexes:  
 
• Annex V for all chemicals over one tonne per year;  
• Annex V and VI for chemicals over 10 and under 100 tonnes per year;  
• Annexes V, VI and VII for chemicals over 100 and under 1000 tonnes per 

year; and 
• Annexes V to VIII for chemicals over 1000 tonnes per year. 
 
 
It should be pointed out that all of the tests listed in the higher levels (Annexes 
VI – VIII) will not be required for all chemicals, only those indicated by 
positive or inconclusive results on lower level tests.   
 
Therefore, the costs per category in Table A4.3 represent upper limits.  The cost 
data were taken mostly from a report prepared by the MRC Institute for 
Environmental Health for Defra(1) (these cost data were prepared in £ Sterling, 
and hence are presented in £ Sterling here).  Costs missing from this report 
were estimated based on the 1997 USEPA cost estimates for their HPVC using 
SIDS tests and then indexed for time and converted to sterling(2).  These cost 
data have also been compared with estimates presented by a leading UK 
manufacturer.  The manufacturer’s costs were broadly similar, with the main 
differences being in the infrequently performed tests that also had high prices, 
where most uncertainty lies at present.   
 

(1) MRC Institute for Institute and Health, “New EU Chemicals Strategy:  Assessing the Costs of the UK Government’s and  
Related Proposals for Risk Assessment and Testing” Draft, May 2003. 
(2) USEPA, “OECD SIDS Guidance for Meeting the SIDS Requirements,” http://www.epa.gov/oppintr/chemrtk/ 
sidsappb.htm, 1997. 



Table A4.3 Data Requirements and Maximum Total Costs by REACH Tonnage 
Categories 
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The availability of data from three studies was also taken into account in 
estimating the costing implications of testing, as were the number of chemicals 
per category (see Table A4.4).   
 
It needs to be pointed out that not all tests are required for each chemical at a 
given level.  This is due to the results at lower test levels and the properties of 
a substance making some tests inappropriate.  That is how one arrives at the 
typical and minimum estimates; the difference between the two being the 
likely existence of data and the likelihood that a test will prove unnecessary. 
 

Table A4.4 Estimated Costs Per Chemical in Europe 

Chemical Category Average Test Cost (£)/Chemical 
>1000 tonnes/yr 150,000 
100-1000 tonnes/yr 100,000 
10-100 tonnes/yr 80,000 
1-10 tonnes/yr 20,000 

 
If we assume that the cost per chemical in Europe is comparable to that in the 
US, the costs per chemical can be lowered to the range shown in Table A4.4.  
Registration can either be done by an individual company or by an industry 
consortium as discussed above.  In a consortium, the data on a chemical held 
by each company is shared among consortium members (though as discussed 
above, a company may receive financial compensation for the data it 
presents).  Companies are not obliged to share their data under the REACH 
Guidance, but it is expected that it will generally be to their advantage to do 
so.  The consortia will receive data from their member manufacturers 
/importers, and are responsible for protecting Confidential Business 
Information (CBI) as well as identifying the most appropriate data to include 
in the robust summaries.  For consortia, there may be a need for a third party 
to protect CBI and only release the draft robust summaries for internal review 
and posting to the Central Agency’s computer system.  The original studies 
must be organised so that they can be stored and later retrieved and made 
available to the Member State Authority should they be requested as part of 
the review process.   
 
Several rounds of test plan submittal, test plan approval, testing, review of 
results and posting of robust summaries may be required for higher volume 
chemicals and chemicals of concern (CMRs, PBTs and vPvBs) due to the 
iterative nature of the testing process and the need to analyse the results from 
lower level tests before initiating higher level tests. 
 
Table A4.5 provides a summary of the estimated costs for registration on a 
chemical volume basis as well as an overall sum.  The low estimates are based 
on US experience and include use of QSAR and read-across.  The high 
estimates are based on likely maximum testing costs from Table A4.3, which 
includes all tests for all chemicals but factors in the likelihood that data exist.  
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This is still an overstatement since not all tests are appropriate for all 
chemicals.  The consortium costs are based on the US experience as 
demonstrated in Table A3.1.  Because there will be more testing associated 
with the higher volume chemicals and more issues of data compensation to be 
evaluated, the relative consortium costs for higher volume chemicals are 
slightly higher.  Consortia will also vary in terms of how rapidly they can 
accomplish their work and the extent to which relationships within the 
consortium are contentious.  This makes the difference to the minimum and 
maximum costs over the typical costs. 
 
Registration Reporting 

The Reporting costs included here are only those associated with Registration. 
They include filing test plans and entering robust summaries into IUCLID and 
all correspondence and interactions with the Central Agency and Member 
State Authority.  They also include the preparation of CSRs for chemicals over 
10 tonnes per year as discussed in Section A4.1.6 below.   
 
It should be pointed out that the amount of information that is required to be 
reported increases with tonnage, so the time required to accomplish the 
reporting increases, as does the relative cost.  Since no one has actually 
undertaken these tasks, associated costs are based on reasonable level-of-effort 
estimates. 
 



 
 

Table A4.6 Estimated Authorisation Costs by Industry (85% Consortia Formation) 

 

 
Table A4.5 Estimated Registration Costs by Industry (85% Consortia Formation) 

 

 

minimum typical maximum minimum typical maximum minimum typical maximum
1-10 17,300 20,000 259,500,000 346,000,000 361,169,535 150,000,000 200,000,000 300,000,000 16,000,000 20,000,000 28,000,000
10-100 3,600 4,600 180,000,000 288,000,000 453,386,715 138,000,000 184,000,000 276,000,000 6,900,000 9,200,000 11,500,000
100-1000 900 2,900 58,500,000 90,000,000 385,113,244 54,375,000 72,500,000 108,750,000 7,540,000 8,700,000 16,100,000
>1000 900 2,600 72,000,000 135,000,000 853,298,420 97,500,000 130,000,000 195,000,000 10,920,000 13,000,000 20,800,000
Subtotals 22,700 30,100 570,000,000 859,000,000 2,052,967,914 439,875,000 586,500,000 879,750,000 41,360,000 50,900,000 76,400,000

total basic minimum costs = £ 1,051,235,000
total basic typical costs = £ 1,496,400,000
total basic maximum costs = £ 3,009,117,914

Tonnes per 
Year

Costs in £
Testing Consortia Reporting

Number of 
Chemicals - 
for Testing

Number of  
Chemicals - 
Total

Minimum Typical Maximum Minimum Typical Maximum Minimum Typical Maximum
CMRs 1,000 1,500 0 500,000,000 700,000,000 1,000,000 20,000,000 50,000,000 5,000,000 10,000,000 20,000,000
PBTs/vPvBs 300 500 0 60,000,000 75,000,000 2,000,000 7,500,000 22,500,000 1,500,000 3,000,000 6,000,000
Subtotals 1,300 2,000 0 560,000,000 775,000,000 3,000,000 27,500,000 72,500,000 6,500,000 13,000,000 26,000,000

total basic minimum costs = £ 9,500,000
total basic typical costs = £ 600,500,000
total basic maximum costs = £ 873,500,000

Tonnes/yr

Costs in £
Testing Consortia Reporting

Number of 
Chemicals - for 

Testing

Number of  
Chemicals - 

Total

 



ERM ENVIRONMENTAL RESOURCES MANAGEMENT IRELAND LTD                                                                                                                MARCH 2005 
RIA REPORT  

A30 

A4.2.3 Evaluation (REACH Stage 3) 

This REACH requirement is predominately the responsibility of the Member 
State Authorities, although it may require some additional responses from 
industry during the review process.  Evaluation is only expected to be carried 
out on chemical volumes of over 100 tonnes/year and for identified chemicals 
of concern.  Table A4.7 provides an estimate of the costs associated with 
evaluation.  It is estimated that evaluation responses will have to be initiated 
by the Member State Authority for less than half of the chemicals.   
 
 

Table A4.7 Estimated Industry Costs for Evaluation (85% Consortia Formation) 

Activity Number of 
Chemicals 

Number of 
Responses 

Low estimate Typical estimate High estimate 

Evaluation 6,900 3,000 £6,000,000 £30,000,000 £60,000,000 

 
 
The low estimate assumes a minimal evaluation requirement (response). The 
percentage levels of response are increased for the typical and the high 
estimates.  In some cases, the CSR may require reworking with additional 
testing being performed. 
 

A4.2.4   Authorisation (REACH Stage 4) 

To date, the European Commission has identified approximately 66 CMRs 
and 24 PBTs.  As a result of the findings of REACH testing, it is predicted that 
an additional 1,300 substances will be classified into these categories as a 
result of test results providing information that was not previously available(1).  
This means that approximately 1,400 chemicals will require Authorisation. 
 
It has further been recommended that sensitisers and endocrine disruptors be 
included in the list of chemicals requiring Authorisation, but this has not yet 
been adopted by the EC. 
 
Industry will be required to prepare an Application for Authorisation for each 
chemical/use combination that it wishes to employ.  While 1,400 chemicals are 
expected to be identified as chemicals of concern, probably only 900 of these 
will be continued in any use, the rest being either phased out or substituted 
out.  This assumption is based on experience with new chemicals that are 
withdrawn when additional testing is required.  This means that for these 900 
chemicals, some will require additional testing (this is essentially a “mopping 
up” exercise to resolve questions that may arise during this stage of the 
assessment).  A similar process has been witnessed under the existing 
regulations).  Furthermore, there will be a need to prepare a detailed CSR with 
health and environmental risk assessments as well as a socioeconomic 
assessment for each of these 900 substances.  Detailed documentation of 
exposure levels and precautions to avoid exposure will also be required.  It is 

 
(1) James Cooper, “The REACH System and Its Political Objectives,” SOCMA, April 7, 2003. 
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expected that many Authorisations will require extensive dialogues between 
government and industry representatives, including involvement of legal 
departments.  Of the 900, a 3:1 split between CMRs and PBTs/vPvBs is 
assumed (see Section A3.3).  The ranges of effort required and estimated 
authorisation costs are presented in Table A4.6 above. 
 

A4.2.5 Restrictions (REACH Stage 5) 

Most of the effort required to implement any restrictions applied will be the 
responsibility of the Member State Authorities and the Commission.  Industry 
will, however, have to maintain an awareness of the content of Annex XIV of 
the REACH Directive and ensure that they are not improperly using restricted 
substances.   It is possible that there could be some legal interaction around 
the implementation of a Restriction, similar to that called for under 
Authorisations. 
 

A4.2.6 CSR Preparation (REACH Stage 6) 

The REACH Directive requires the preparation of Chemical Safety Reports 
(CSRs) on all chemicals manufactured/imported into the EU in quantities 
over 10 tonnes per annum and for all chemicals designated as CMRs, PBTs or 
vPvBs even if their tonnages are lower(1).  Site isolated intermediates and 
transported isolated intermediates are specifically exempted from CSR 
preparation.  The CSR’s risk assessment process evaluates human and 
environmental exposures to each individual chemical as a function of its life 
cycle and uses.  The EU is providing a framework for preparing Risk 
Assessments under the REACH programme(2), but this remains a time 
consuming, and, therefore, costly, procedure. 
 
REACH Annex I requires the preparation of the following chemical safety 
assessments by industry for each chemical/use combination: 
 
• human health hazard assessment;  
• human health hazard assessment of physicochemical properties; 
• environmental hazard assessment; and 
• PBT and vPvB assessment. 
 
If, as a result of completing these four assessments, a manufacturer or 
importer concludes that a substance meets the criteria for classification as a 
dangerous substance according to Directive 67/548/EEC or Directive 
1999/4/EC or is assessed to be a PBT of vPvB substance, then the following 
additional evaluations must be undertaken: 
 
• exposure assessment; and 
• risk characterization and discussion of risk management procedures. 
 

(1) This was changed in the September 2003 version of the REACH regulation from 1 tonne/yr in response to pressure from 
industry. 
(2) Annex I to the REACH Directive. 
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These data plus the information about the chemical/uses are then combined 
by the manufacturer/importer into a Chemical Safety Report the outline of 
which is included in REACH Annex I.7. 
 
In the cases where consortia are developed, it would seem practical that the 
consortia carrying out the Registration activities also prepare or provide 
inputs for the preparation of the CSRs.  Companies will still have to 
incorporate information relating to their unique uses as well as their company 
information, but much of the information can be effectively shared.  The EU 
REACH guidance does allow for read-across and SAR so data and calculations 
are not required for all chemicals.   
 
There are approximately 10,500 chemicals for which CSRs will have to be 
prepared.  Many of these chemicals are likely to have multiple different uses 
that will require multiple assessments to be made as inputs to the CSRs.  This 
number is then multiplied by three(1), since individual manufacturers will end 
up preparing their own CSRs making a total of 31,500 CSRs.   
 
In its October 2003 revision of the REACH guidance, the Commission also 
placed additional emphasis on Material Safety Data Sheets (MSDSs). Industry 
is already using these to monitor chemical safety and proper handling 
procedures.  The Commission also removed chemicals manufactured or 
imported in quantities of less than 10 tonnes per year from the requirement to 
prepare CSRs, allowing them to rely on MSDSs unless the chemical is found to 
be dangerous based on available data. 
 
The CSR requires a lot more data than a MSDS, although it is not clear 
whether data that is not required due to a chemical’s tonnage level 
characterisation must be included.  CSRs also cover specific uses, so CSRs 
from different companies can be very different.  It is logical that the consortia 
that are preparing the robust summaries, registrations and test plans may well 
also take on the preparation of the basic CSRs.  This would help reduce the 
cost of CSR preparation and lead to greater uniformity and completeness. 
 
Another issue with CSRs is that the risk assessments are exposure specific and 
therefore use specific.  Many chemicals have multiple uses and therefore will 
require multiple risk computations.  Again, since there are generally multiple 
suppliers of chemicals for multiple uses, the use of consortia to prepare the 
CSRs will generally be the most economical approach. 
 
It is assumed that high quality CSR generating software will be made 
available by the Central Agency(2).  This can reduce greatly the burden of 
preparing CSRs by providing a framework for the entry of data, 
accomplishing the required calculations correctly and rapidly, and presenting 
the results in report format.  Each chemical will, however, represent a unique 
set of circumstances and exposures and will require careful evaluation. 

(1) This is an estimate, based on experience of a mix of speciality and bulk chemicals.  It should be noted that there are no 
data sources that could give firm data and so estimation is required.  
(2) Jack le Bruijn, ECB, Personal Communication, October 2003. 
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Companies are also required to make sure that the data in their Material 
Safety Data Sheets (MSDSs) are consistent with those in their CSR 
assessments. 
 
The costs to industry of generating CSRs are included in the reporting costs 
listed under Registration and Authorisation above.  It has been assumed that 
consortia will generate the basic CSRs and that they will then be augmented 
with the company-specific data, as required. 
 

A4.3 COMPLIANCE COSTS FOR DOWNSTREAM USERS  

Traditionally, chemical regulatory schemes have not imposed chemical 
registration and assessment requirements on downstream users.  Downstream 
users may utilise hundreds or thousands of substances in preparing a myriad 
of different product formulations.   
 
While REACH applies predominately to chemical manufacturers and 
importers (ie upstream users), there are several provisions that can affect 
downstream users: 
 
1. Downstream users are responsible for making sure that their uses are 

included in the CSR, if one is required.  This will require the Downstream 
user to either check on the status of each of his chemicals on the Chemical 
Authority’s bulletin board after the Pre-registration phase, or to check with 
each of his suppliers to learn for which of his chemicals a CSR is required 
and ascertain that his use is included.   

2. Downstream users have the right to make a use known in writing to a 
manufacturer/importer who supplies him with a substance with the aim 
to make this an identified use in the CSR.  The supplier is required to take 
this information into account within one month and include this use.   

3. Downstream users have an obligation to keep their MSDSs up-to-date. 
Similarly, the manufacturer/importer may ask the downstream user to 
supply information on appropriate measures to adequately control risks 
from this use.   

 
Under certain circumstances (REACH Article 36) it may fall to the 
downstream user to prepare a CSR and submit data on uses, exposures and 
controls to the Central Chemical Agency.  This is especially true when a 
downstream user wants to keep a use confidential from his supplier.  Most 
downstream users will be unable to undertake this effort in-house and will 
have to contract it out at significant cost.   
 
 



A4.4 SUMMARY OF REACH COSTS TO EU INDUSTRY 

Cost estimates related to the implementation of REACH have been discussed 
above, as they apply to each REACH activity.  The following tables contain a 
summary of estimated EU REACH costs likely to be incurred by industry.  
 
This summary is presented in both Euro and £ Stirling. (The test costs were 
initially estimated in £ Sterling as the test cost data were taken from a UK 
Government Report).  An exchange rate of £1 to Euro 1.47 has been used.   
 

A4.4.1 REACH Costs to EU Industry assuming 85% Consortia formation 

It is estimated that it will cost Industry approximately €3.5 billion, as reflected 
in Table 4.9, to implement the REACH programme across the EU, excluding 
chemicals requiring authorisation, with upper and lower direct cost limits of 
€1.8 billion to €6.8 billion.  The estimates of the consortium costs are based on 
US HPVC experience, and the quantities of tests likely to be required and for 
which results must be entered in to the IUCLID database and CSRs prepared.  
CSR costs are included in the reporting column along with the costs for pre-
registration and those for entering test results into IUCLID.  
 

Table A4.8 Estimated REACH Costs to EU Industry (assuming 85% Consortia 
Formation) in £ Sterling 

Minimum Central Maximum

Pre-registration 30,000,000 60,000,000 100,000,000
Registration 1,051,235,000 1,496,400,000 3,009,117,914
Evaluation 150,000,000 240,000,000 661,128,000
Authorisation 9,500,000 600,500,000 873,500,000
Totals 1,240,735,000 2,396,900,000 4,643,745,914

Costs in £

 
 
 

Table A4.9 Estimated REACH Costs to EU Industry (assuming 85% Consortia 
Formation) in Euro 

Minimum Central Maximum

Pre-registration 44,100,000 88,200,000 147,000,000
Registration 1,545,315,450 2,199,708,000 4,423,403,334
Evaluation 220,500,000 352,800,000 971,858,160
Authorisation 13,965,000 882,735,000 1,284,045,000
Totals 1,823,880,450 3,523,443,000 6,826,306,494

Costs in €
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A4.4.2 REACH Costs to EU Industry assuming 50% Consortia formation (most 
likely Irish scenario) 

Whilst it is estimated that, at the EU level, approximately 85% of chemicals 
will be tested through consortia, this is not necessarily going to be the case in 
Ireland.  For this Irish assessment, it has been recognised that the consortia 
proportion may be lower (approx 50%) due to the higher proportion of 
speciality chemicals firms operating, and that other differences in industry 
structure need to be taken into account.  The survey evidence and case studies 
undertaken found that this was indeed likely to be the case.   Therefore, cost 
estimate adjustments have been made to the EU level data to better reflect the 
nature of Ireland’s upstream chemical sector.  The rational adopted for the 
adjustments is presented below:  
 

• Ireland lacks a significant bulk chemical industry sector.  In this sector 
many companies manufacture the same chemicals and such chemicals are 
generally well studied.  Therefore, few tests would have to be performed 
and there would be many to share the costs for those that are required.  
However, Ireland cannot benefit from this.  Ireland will, however, benefit 
from having fewer chemicals in the high production volumes requiring the 
completion of expensive testing regimes. 

• Specialty chemicals tend to only have 1-2 manufacturers and are generally 
made in smaller quantities.  This means the industry would be responsible 
for the testing, but fewer and less expensive tests would be required.  
Many of these chemicals will already have completed the base set tests, 
which is equivalent to the testing requirement at the lower tonnages. 

• Most pharmacological chemicals and intermediates will have to undergo 
registration, but will be exempted from testing. 

• Fewer Irish chemicals will require evaluation and authorisation because of 
the number of pharmacological-related chemicals. 

• Because of the emphasis on pharmaceuticals and specialty chemicals, Irish 
manufacturers will not benefit as much as the rest of the European 
chemical industry from the formation of consortia to share the costs of 
testing and reporting.  For Europe as a whole we estimate 85% consortia 
participation, but only about 50% for Ireland. 

 
Table A4.10 illustrates what a 50% consortia rate would mean at the EU level, if 
the EU industry exactly mirrored the profile of the Irish chemical industry.  It 
should be stressed that these adjusted costs have only been prepared to enable 
the Irish share of costs (3.5%) to be calculated from a model that is reflective of 
Irish industry structure.   
 
This is just one of the steps undertaken in developing the REACH cost model, 
as it applies in Ireland (as calculating the percentage share of an 
unrepresentative model, would give misleading figures for Ireland).  
Furthermore, it is important to note that the calculations in Table A4.8 and A4.9 
remain our best estimate of upstream REACH costs at the EU level.       



 
Table A4.10 Estimated REACH Costs to EU Industry (assuming 50% Consortia 

Formation) in Euro 

Minimum Central Maximum

Pre-registration 44,100,000 88,200,000 147,000,000
Registration 3,253,964,805 5,178,115,425 9,112,377,567
Evaluation 220,500,000 352,800,000 971,858,160

Authorisation 13,965,000 882,735,000 1,284,045,000
Totals 3,532,529,805 6,501,850,425 11,515,280,727

Costs in €

 
 
 
As can be seen, the reduced consortia participation rates that are expected to 
apply in Ireland have a significant impact in the direct costs of REACH to the 
upstream chemical industry.  The likely cost implications have risen to 
approximately €6.5 billion. 
 
In order to fully reflect the specific Irish chemical industry profile, additional 
adjustments have been made to the EU test costs, as detailed in Table A4.11.  
 

Table A4.11 % change made to test costs used in the EU REACH model to reflect Irish 
industry 

Industry Segment: Speciality 
Chemicals 

Pharmaceutical Bulk 
Chemicals 

Other 
Chemicals 

Total change to 
overall cost 
impact 

% of market 50% 15% 5% 30% 100% 
Pre-registration 0%  0%  0% 0%  0% 
Registration 65% -30% -20% 0% 15% 
Evaluation 75% -30% -20% 0% 25% 
Authorisation 62.5% -30% -20% 0% 12.5% 

 
 
Taking into account the adjustments that have been made to the EU cost 
model to reflect Irish circumstance, Table 4.12 shows what the costs at EU level 
would be if Irish circumstances applied across the EU.  (Again, it is stressed 
that we are not suggesting that these estimated costs would apply, rather the 
table is shown to enable comparison with the initial EU cost estimates).   
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Table 4.12 Estimated REACH Costs to EU Industry (if all Adjustments made for Ireland 
are Applied EU-Wide) 

Minimum Central Maximum

Pre-registration 44,100,000 88,200,000 147,000,000
Registration 2,765,870,084 4,401,398,111 7,745,520,932
Evaluation 165,375,000 264,600,000 728,893,620
Authorisation 13,965,000 441,367,500 642,022,500
Totals 2,989,310,084 5,195,565,611 9,263,437,052

Costs in €

 
*This assumes 50% consortia formation 
 
The table shows that the further adjustments to the cost model ameliorate, to a 
certain extent, the impacts of lower consortia formation rates.  However, it is 
still clear from the table that REACH costs are generally likely to be higher for 
Irish firms than for average EU firms because of the particular structure of the 
Irish upstream industry.   
 
Therefore, whilst the EU cost estimates are taken from Table A4.9, the 
calculations for Ireland presented in the main report are based on the EU 
figures once adjusted (ie Table 4.12)to reflect the differences in the Irish 
industry’s structure.  
 
Note that these figures are in current prices and exclude price inflation over 
the ten year time allowed to accomplish the testing for all chemicals, or 
increases due to demand when all testing is initiated and laboratory space is 
inadequate to accomplish the required testing. 
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Annex B 

Summary of REACH 

  



 

B1 SUMMARY OF REACH 

B1.1 INTRODUCTION 

The REACH proposal is a complex piece of legislation that has changed 
considerably over time in response to stakeholder consultation and other 
developments.  This section provides a brief overview of the proposal.  
 

B1.2 OVERVIEW, PURPOSE AND INTENDED EFFECT 

B1.2.1 Overview 

On 13 February 2001, The European Commission adopted a White Paper 
setting out its strategy for a future Community Policy on Chemicals 
Management.  This Paper proposed that new and existing substances should 
be regulated within a common system.   It recommended revisions to the 
current system and proposed a new system called REACH (the Registration, 
Evaluation and Authorisation of Chemicals). 
 
REACH is intended to replace over 40 pieces of existing European Regulation. 
The primary chemical regulation to be replaced is the Existing Substances 
Regulation (ESR 793/73/EEC) which provides for the testing of existing 
substances.  Under this regulation, 140 substances have been ranked for 
comprehensive risk assessment.  However, over a ten year time span, draft 
risk assessments have been completed for only 41 of these chemicals.   
 
The REACH Regulation differs from the ESR in five key ways: 
 

1. REACH calls for assessing chemical properties and making 
information available more quickly, rather than waiting for monitoring 
to indicate harm. 

 
2. Under REACH, the collection and evaluation of systematic data permit 

risks to be assessed rigorously and effective measures to be identified. 
 

3. The public availability of information under REACH will encourage 
industry to take voluntary actions in response to stakeholder pressure 
or their own policies. 

 
4. REACH provides for more rapid regulatory action. 

 
5. Under REACH, the risk assessment is carried out by industry and is 

reviewed by the Competent Authority.  Under the ESR the Competent 
Authority must prepare the assessment. 

 
Following the release of the REACH White Paper, workshops were held and 
comments were invited from governments and key stakeholders.  The 
Consultation Documents were released in May 2003 presenting the full text 



 

for the proposed draft regulation.  Following receipt of numerous comments, 
the revised regulation was released in October 2003. 
 

B1.2.2 Objectives of the REACH proposal 

The stated objectives of the REACH proposal are: 
 

• protection of human health and the environment; 
• maintenance and enhancement of the competitiveness of the EU 

chemical industry; 
• prevention of the fragmentation of the internal market; 
• increased transparency; 
• integration with international efforts to ensure safe production and use 

of chemicals; 
• promotion of non-animal testing; and 
• conformity with EU international obligations under the World Trade 

Organisation. 
 

B1.2.3 Scope and Exemptions 

The proposal focuses on chemicals manufactured or imported into the EU by 
companies in quantities greater than one tonne per year, with the exception of: 
 
• substances that are found to be chemicals of concern (eg, CMRs, PBTs, 

vPVBs)(1) , where REACH applies regardless of volumes manufactured or 
imported; and 

• chemicals that are specifically exempted. 
 
It should be noted that, under the current proposals, the one tonne limit 
relates to manufacture, importation or use per company (or per consortium), 
not the aggregate use for the EU as a whole.  Therefore, one thousand 
companies each using a non-exempted substance in volumes of less than one 
tonne would not be obligated under REACH, whereas one company using a 
similar substance in a volume of 1.5 tonnes would be captured under REACH. 
 
The following chemicals and chemical groups are exempted: 
 
• Under Article 2 the following substances are exempted from all REACH 

provisions: 
� radioactive substances;  
� genetically modified organisms within the scope of Directive 

90/219/EEC26 or Directive 2001/18/EC; 
� substances in transit. 

 
• Non-isolated intermediates (refer to Section 2.2.5). 
 

                                                      
(1) Chemicals of concern include CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and very bioaccumulative 
chemicals. Also included in this category may be other substances such as endochrine disrupters and /or sensitisers. 

 



 

• Under Article 4 substances are exempted from REACH if they are 
adequately covered under other legislation, including: 
� human and veterinary medicines; 
� foodstuffs and food additives; 
� substances used only as flavourings in food stuffs; 
� substances used only as feeding stuffs; and 
� substances used only in animal nutrition. 

  
• Under Article 6 the following substances are exempted from 

registration obligations: 
� substances listed in Annex II; 

� substances listed in Annex III; 

� non-registered monomers or other non-registered substances in 
polymers without prejudice to Article 14; 

� polymers without prejudice to Article 15 (although the 
Commission reserves the right to review the status of polymers 
once REACH has been implemented); and 

� isolated intermediates (not transported) or transported isolated 
intermediates, without prejudice to Articles 16 and 17. 

 
• Under Article 7, research and development chemicals are exempted 

from the obligation to register for a period of five years from the time of 
their notification to the Central Agency (this status can be renewed for 
an additional five years).   

 
• Under Article 8, active ingredients in biocides and plant protection 

substances are considered registered (if in accordance with identified 
uses under the Biocides Directive).  

 
• New chemicals notified under 67/548 are also considered as registered.  

The draft proposal assigns responsibilities for certain actions to specific 
groups. 

 
B1.2.4 Definition of Intermediates 

During the survey it was noted that there was uncertainty amongst industry 
regarding the definition of an Intermediate under REACH.  An intermediate is 
a substance that is solely manufactured for, and consumed in or used for, 
chemical processing in order to be transformed into another substance.  In 
Ireland, the term ‘intermediate’ has become synonymous with the 
pharmaceutical industry, almost to the exclusions of all other definitions.  
However, under REACH the term has a much broader definition.  
 
There are several different types of intermediates considered under REACH, 
namely: 
 
• A non-isolated intermediate is an intermediate that during synthesis is not 

intentionally removed (except for sampling) from the equipment in 
which the synthesis takes place.  Such equipment includes the reaction 



 

vessel, its ancillary equipment and any equipment through which the 
substance(s) pass(es) during a continuous flow or batch process as well 
as the pipework for transfer from one vessel to another for the purpose 
of the next reaction step.  It excludes tanks or other vessels in which the 
substance(s) are stored after manufacture. 

 
• An on-site isolated intermediate is an intermediate where the manufacture 

of the intermediate and the synthesis of (an)other substance(s) from that 
intermediate takes place on the same site, operated by one or more legal 
entities. 

 

• Transported isolated intermediate are intermediates that are transported 
between, or supplied to, other sites under strict contractual control 
(including toll or contract manufacture) and where the synthesis of 
(an)other substance(s) from that intermediate take(s) place on those 
other sites under strictly controlled and pre-defined conditions. 

 
B1.2.5 The Principal Issues that REACH is Intended to Address 

The principal concerns(1) that the REACH proposal is intended to address 
include: 
  
• the potential impacts of chemicals on human health and the 

environment.  This reflects a ‘justified concern’ on the part of the 
Commission that certain chemicals play a causative role in diseases such 
as cancer and allergies, the incidence of which has increased 
significantly over recent decades; and  

 
• the creation of distortions in the internal European market if certain 

Member States take unilateral action on chemicals safety.  This could 
adversely effect the competitive position of industries in Member States 
where regulations are more/less stringent. 

 
With regard to the potential impact on human health and animal wellbeing, 
and on the environment generally, the Commission has a clear focus on: 
 
• reported links between reproductive and developmental effects and 

endocrine substances in wildlife populations.  This has led the 
Commission’s Scientific Committee on Toxicity, Ecotoxicity and the 
Environment to conclude that there is a potential global issue at stake.  
This concern is based on recent findings of high levels of persistent 
potential endocrine disrupting chemicals in several mammalian 
species in oceanic waters; and  

 
• excessive animal testing, if a harmonized, internationally acceptable 

chemicals safety regime, including sharing of test results, cannot be 
agreed. 

                                                      
(1) These concerns were identified by ERM in a recent report completed for the UK Department for Environment, Food and 
Rural Affairs (Defra) 



 

 
In addition the Commission wishes to address a perceived lack of information 
and transparency in relation to chemical safety data, which could adversely 
affect public confidence in the industry and, ultimately, the operation of 
companies engaged in the production, importation and/or use of chemicals.  
This in turn raises the concern of other competitive trading blocks or the 
international market creating future barriers to external trade, if European 
chemical producers cannot demonstrate the safety of their products to non-EU 
regulatory agencies. 
 
 

B1.3  KEY STAGES AND OBLIGATIONS IN REACH  

This section identifies the major activities for industry, the Central Agency 
and the Irish Member State Authorities during each of the key phases of the 
REACH regulation as currently proposed: 
 
• pre-registration; 
• registration; 
• evaluation; 
• authorisation; and 
• restriction. 
 

B1.3.1  Pre-Registration 

This stage involves data gathering and some reporting on the phase-in of 
existing substances, but no testing or evaluation requirements. 
 
Industry 
 
Companies are asked to enter the following information into a central 
database: 
 
• business identification information; 
• identification information on substances they manufacture or import; 
• quantities; and 
• identification of the relevant information in their possession. 
 
This database will serve as the means for identifying those chemicals that 
exceed the various volume thresholds stipulated in REACH.  It will also assist 
with the formation of Consortia. 
The data will be gathered from laboratory notebooks, Material Safety Data 
Sheets, etc, and transferred onto ‘data availability scoring sheets’.   No new 
data are required and none is to be submitted to the Central Agency.  
Companies will have to complete this task using existing data for each phase-
in chemical they make/import over one tonne per year, unless it is specifically 
exempted (as described in Section 2.2). 
 
Central Agency 
 



 

The Central Agency must establish a general help desk to assist industry.  It 
also needs to implement a central database to manage the online inputs from 
industry on the chemicals they produce and/or import.  It is envisaged that 
the database will be able to be reviewed by industry to identify other 
companies reporting on a similar chemical and the types of data in their 
possession.  This database is expected to contain several hundred thousand 
individual records on the completion of the pre-registration phase. 
 
Member State Authority 
 
Each EU Member State is responsible for identifying a Member State 
Authority that will assume its responsibilities under REACH.  The Member 
State Authority has no explicit duties under pre-registration, but it is expected 
that it will be called upon to answer questions from Irish industry. 
 

B1.3.2  Registration 

Registration is a key phase of REACH and it is phased in for existing 
chemicals as follows (Article 22): 
 
• chemicals manufactured or imported at over 1,000 tonnes per year and 

CMRs (category 1 & 2) have three years to register; 
• chemicals greater than 100 tonnes per year have six years to register; and 
• chemicals below 100 tonnes and above one tonne per year have 11 years to 

register. 
 
Industry 
 
Industry (either individual companies or consortia) must evaluate the existing 
data versus the data required under REACH.  The testing requirements will be 
based on the annual tonnage of each chemical manufactured or imported (by 
each company or consortia).  Industry will then prepare a technical dossier on 
each chemical detailing: 
 
• the identity of the manufacturers/importers; 
• the identity of the substance(s); 
• information on manufacture and use of the substance(s); 
• classification and labelling of the substance(s); 
• guidance on safe use of the substance(s); 
• robust summaries of the information derived from application of Annexes 

V-VIII, as appropriate by volume; 
• a statement on whether information was generated using vertebrate 

animals; and 
• a Chemical Safety Report (CSR) as specified in Article 13 if the substance is 

manufactured/imported in quantity in excess of 10 tonnes per year . 
 

Where existing data sources are lacking, industry will be responsible for 
determining whether read-across or Quantified Structure Activity 
Relationships (QSARs) are appropriate methods to reduce testing 
requirements.   The use of QSARs protocols may be used as follows: 



 

 
• to identify a number of structurally similar chemicals as a group and 

allowing selected members of the group to be tested with the results 
then applied to all other group members;  

• applying data to a single chemical that is closely related to one or more 
well characterised chemicals (analogs).  The analog data is then used to 
characterize the specific endpoint value for the candidate chemical.  
The use of analog data requires more rigorous justification to achieve 
an adequate characterisation when compared with group data; or  

• a combination of the analog and group approaches may be used for 
individual chemicals. 

 
The US EPA has developed a guidance document (The Use of Quantified 
Structure-Activity Relationships in the High Production Volume Chemicals 
Challenge Program) to assist sponsors and others in constructing and 
supporting QSAR arguments for registration.  The industry may decide to 
undertake screening level tests, prior to actual registration, so they will have 
the advantage of these test results to make the decisions required to construct 
a higher level test plan. 
 
Following registration, industry will also be responsible for transmitting to the 
Central Agency any changes in status, new chemical uses, new knowledge of 
risks or any updates to the CSR.  After the initial registration period, should a 
company or consortium want to register a new substance, they will first check 
the database maintained by the Central Agency to determine whether the 
same substance has already been registered and to learn their responsibilities 
regarding compensation/reimbursement of the initial registrant(s).   
 
A downstream user can contact their chemical supplier to ensure that its 
particular usage is being included in the CSR.  The downstream user may be 
called upon to supply appropriate risk and exposure data for their use.  Only 
in rare circumstances will the downstream user be responsible for the 
preparation of their own CSR.  This would primarily occur where a 
downstream user wished to keep its use confidential from its supplier. 
 
Central Agency 
 
The Central Agency is required to establish a system to accept the registration 
of technical dossiers from industry.  On receipt, a tracking number will be 
assigned.  The intent of the current regulation is to encourage the filing of one 
technical dossier per chemical (usually through consortia), though the 
regulation does not prohibit multiple registrations to be filed by different 
companies.  
 
The Central Agency will also develop procedures to screen for completeness 
of the dossiers.  The results of these checks will be posted or the technical 
dossier returned to the submitting industry.  It is assumed that the Central 
Agency will perform a check to confirm whether industry has submitted 
technical dossiers for all of the chemicals identified at a particular phase-in 
tonnage level during pre-registration, within the appropriate time intervals. 



 

 
The Central Agency will assign and transmit the technical dossier to the 
Member State Authority (where the manufacture/import occurs) for 
information within 30 days.  Later in the process, the Central Agency will 
respond to industry requests to determine whether a substance has previously 
been registered.  If the substance has already been registered, the Central 
Agency shall inform the requestor, as well as the original submitter of the 
technical dossier, so they can seek a data sharing agreement. 
 
Member State Authority 
 
The Member State Authority has no assigned roles under the current proposal, 
but will most likely be called upon by industry to respond to inquiries.  It is 
unclear whether Member State authorities will want to review the dossiers to 
identify potential chemicals requiring authorisation.  This aspect requires 
further consideration on the part of the Irish Authorities as the role will be 
self-determined.  
 

B1.3.3 Evaluation 

During this phase, the technical dossier is reviewed, additional data may be 
requested, industry responses are received, and recommendations are made. 
 
Industry 
 
By this stage, companies will have filed registration technical dossiers with the 
Central Agency, the dossiers will have been determined by the Central 
Agency to be complete and will have been assigned to a Member State 
Authority for review.  Industry must then respond to any inquiries from the 
assigned Member State Agency and may have to undertake additional testing.  
Depending on the results, an iterative test plan/testing cycle may be required 
until the Member State Agency is satisfied that it has sufficient data to reach a 
decision regarding the hazard to health and/or the environment posed by a 
chemical. 
 
Industry is also responsible for keeping its Material Safety Data Sheets up to 
date with its testing findings. 
 
Central Agency 
 
The Central Agency will keep track of which dossiers have been assigned to 
each Member State Authority for review and the status of that review.  The 
consistency of the evaluation of chemical registrations by different Member 
State Authorities is of concern at this stage.  Guidance will be required to 
ensure that different Authorities apply the review criteria in the same manner.  
 
The Central Agency will be responsible for developing that guidance, 
monitoring the decision-making, and stepping in where necessary to ensure a 
harmonised approach. 
 



 

Member State Authority 
 
Member State Authority will be assigned the duty of examining dossiers 
containing the testing programme proposed by industry for each chemical.  
Test plans will be allocated to Member States in accordance with their 
proportion of the GDP in the European Union.  On examining each test plan, 
the Member State Authority will issue a decision that: 
 
• the proposed testing be carried out by a specified date and the data 

submitted; or 
• the test conditions be modified and a proposed testing schedule set; or 
• the test proposal be rejected. 
 
The review of the test plans, preparation of responses, meetings with industry, 
review of revised test plans and review of the test data will be the 
responsibility of the Member State Authority.   
 
Member State Authorities may examine the original registration dossiers to 
verify that the registrant has submitted all of the required information, that it 
is in the correct format, and that appropriate conclusions have been drawn 
regarding selection of tests and interpretation of testing results.  If the Member 
State Authority identifies an inconsistency in the registration, they may 
prepare a draft decision requiring the registrant to resubmit any necessary 
information.  
 
If the registration is found to be adequate, the Member State Authority will 
notify the Central Agency that the substance should be considered as 
evaluated.  The review period allowed is 120 days. 
 
If during the preliminary evaluation of the technical dossier, the Member 
State Authority feels that the substance may represent a risk to human health 
or the environment, they must notify the Central Authority of this finding in 
accordance with REACH Article 44.  This may be problematic, as some 
member states with relatively small chemical industries or regulatory 
authorities may not have the resources or expertise required to meet their 
obligations.  There will also need to be a reallocation of dossiers for countries 
such as the UK and Germany, as these are likely to submit a higher percentage 
of registrations than their share of population would imply.  
 
Finally, Member State Authorities have the responsibility for putting in place 
monitoring and control measures to ensure that companies are not using 
chemicals that have not been registered by the appropriate date, or for uses for 
which they are not authorised.  This programme is expected to include 
inspections and the filing of reports. 
 

B1.3.4 Authorisation 

The purpose of authorisation is to ensure that the risks from substances of 
very high concern are properly controlled, or that suitable alternative 
products or technologies are developed to replace these substances.  



 

Authorisations are granted per manufacturer/importer, per substance and per 
use (ie they are unique).  The following categories of substances are 
automatically subject to authorisation: 
 
• carcinogens (categories 1 and 2) according to Directive 67/548/EEC; 
• mutagens (categories 1 and 2) according to Directive 67/548/EEC; 
• reproductive toxins (categories 1 and 2) according to Directive 

67/548/EEC; 
• PBTs according to REACH Annex XII; 
• vPvBs according to REACH Annex XII; 
• substances of a high level of concern according to REACH Article 56; and 
• endocrine disruptors in accordance with REACH Article 56. 
 
Certain uses may be exempted from the requirement to be authorised.  This 
includes substances used for scientific research and development purposes 
and substances used in product and process orientated research and 
development, (each in quantities of less than one tonne).   
 
Other substances that are considered adequately controlled under existing 
Community legislation are also not subject to authorisation.  This includes for 
example, medicinal products for human and animal use.  At the moment these 
are only controlled with respect to health, the Commission will propose 
amendments to the existing legislation to address the potential environmental 
impacts.   
 
Cosmetic products and food contact materials are also already regulated with 
respect to human health.  However, if a substance for these uses is identified 
as a PBT, vPvB (or of equivalent concern to the environment) it shall be subject 
to authorisation for those effects, as the environmental impact has not been 
previously considered. 
 
Industry 
 
Manufacturers, importers, or downstream users may make an application for 
an authorisation for a single substance or multiple substances included in 
Annex XIII, and for one or several uses.  The application for authorisation 
shall include the following information: 
 
• identity of the substance(s); 
• name and contact information for the applicant(s); 
• a CSR that may or may not include a socio-economic analysis in 

accordance with REACH Annex XV, and an analysis of the alternatives 
considering their risks and the technical and economic feasibility of 
substitution, accompanied by a substitution plan, including R&D, where 
appropriate, and a timetable; 

• a justification of the grounds on which the Authorisation should be 
granted; and 

• the application fee (set by the Agency). 
 



 

When the Commission’s Risk Assessment and Socio-economic Analysis 
Committees issue their draft reviews on the Authorisation application, 
industry may choose to submit a response.  They may also be asked to submit 
supplementary information during the review process. 
 
Industry will be heavily involved in discussions with the Member State 
Authority /Central Agency to confirm whether the criteria for authorisation 
are met.  Industries must maintain records of their production, import and use 
of all authorised chemicals.  They must also notify the Central Agency when 
they begin using a new authorised chemical. 
 
Central Agency 
 
The Central Agency is responsible for two key activities under the REACH 
authorisation provisions.   
 
The first is the inclusion of substances of concern according to Article 54 (d) (e) 
and (f) on Annex XIII.  The Member State Authority conducting an evaluation 
may identify substances that they feel meet the criteria for inclusion on Annex 
XIII.  They will notify the Central Agency and either they, or the Central 
Agency will prepare a dossier. 
 
The Central Agency has the responsibility to prioritise the requests to include 
substances under Annex XIII based on: 
 
• PBT or vPvB properties; 
• wide dispersive use; or 
• high volumes. 
 
The Central Agency then circulates its recommendations for inclusion of a 
substance in Annex XIII to the Member State Authorities for comment.  The 
Agency is responsible for collecting and addressing comments and for 
modifying the dossier accordingly, before requesting the Commission to 
include the substance in Annex XIII.  The Commission makes the final 
decision to place a substance in Annex XIII.  The information in Annex XIII 
shall include: 
 
• the identity of the substance; 
• the properties of concern (according to Article 54); 
• transitional arrangements (including dates by which applications for 

authorisation are required and sunset dates); 
• review periods for certain uses, if appropriate; and 
• uses, or categories of uses, exempted from the authorisation requirement, 

(if any) and the conditions for such exemptions. 
 
The second activity relates to the Applications for Authorisation submitted by 
industry for chemicals in Annex XIII.  When the Central Agency receives an 
Application for Authorisation, it has to acknowledge the receipt and will refer 
the Application to its Committees for Risk Assessment and Socio-economic 
Analysis for action within 10 months.  The Committees are responsible for 



 

preparing opinions within this deadline.  The list of substances subject to 
authorisation will also be subject to public consultation.  The Committees may 
then respond to comments received from industry and other stakeholders in 
response to their draft review before issuing a final review.  The Central 
Agency is obliged to keep a register of users of authorised chemicals and shall 
grant Member State Authorities access to it. 
 
Member State Authority 
 
The Member State Authority has the responsibility to recognise, (during the 
evaluation process), any substances that meet the requirements set forth in 
REACH Article 54 for Authorisation.  Following their review, the Member 
State Authority (or the Central Agency) may prepare the accompanying 
dossier that specifies the information for inclusion in Annex XIII.  The 
Member State Authority may have significant interaction with industry 
relating to whether criteria for authorisation have been met. 
 
Each Member State Authority will not only have to prepare dossiers on the 
chemicals it evaluates, it will also have to review a selection prepared by other 
Member States.  This review has a particularly short time frame of 30 days.  
Member State Authorities may also sit on the Risk Assessment and Socio-
economic Analysis Committees that review these applications and issue draft 
opinions to the applicant as discussed above. 
 

B1.3.5 Restrictions 

Restrictions are the formal means used by the Commission or Member State to 
control specific chemicals and chemical uses on a community-wide basis.  The 
Commission has also announced its intention to include substances under the 
Stockholm Protocol and the UNECE Protocol on Persistent Organic Pollutants 
in Annex XVII.  For Restricted chemicals, only uses specifically permitted by 
the restriction may continue. 
 
Industry 
 
Industry’s role during the restriction process is predominately based around 
influencing restriction decisions, based on scientific data and legal concerns.  
The Agency’s decisions may be appealed through the European court system. 
 
Central Agency 
 
The Central Agency can be asked by the Commission to prepare a dossier that 
conforms to the requirements of Annex XIV.  This dossier shall make use of 
any Member State Authority dossier, the CSR, or risk assessment submitted 
under REACH and shall justify the need for a Commission-wide restriction for 
a particular substance or group of substances. 
 
The Committees on Risk Assessment and Socio-economic Analysis shall check 
whether the dossier submitted conforms to the requirements of Annex XIV.  
Within nine months, the Committee for Risk Assessment and Committee for 



 

Socio-economic Analysis shall formulate opinions on the suggested restriction. 
 
Member State Authority 
 
As a result of the evaluation phase, the Member State Authority may take the 
initiative to generate the dossier supporting restriction described above and 
present it to the Central Agency. 
 
The Member State Authority may have to participate on the Committee for 
Risk Assessment and Committee for Socio-economic Analysis to support the 
Commission in issuing scientific positions on proposed restrictions.  They may 
also have to interact with industry representatives during the time that the 
terms of the restriction are being crafted. 
 
 
 
 



 

Annex C1 

CSO Code Description 

  



 

From Chapters 27, 28, 29, 31, 32, 33, 34, 35, 37, 38, 39 of the EU Tariff Codes for Import and Export  
 
27-Mineral Fuels-Oils-Products of-their-Distillations               
2701 - Coal; briquettes, ovoids and similar fuels manufactured from coal               
2702 - Lignite, whether or not agglomerated, excluding jet               
2705 - Coal gas, water gas, producer gas and similar gases, other than petroleum gases and other gaseous hydrocarbons     
2706 - Tar distilled from coal, from lignite or from peat, and other mineral tars, whether or not dehydrated or partially distilled, including reconstituted tars  
2707 - Oils and other products of the distillation of high temperature coal tar; similar products in which the weight of the aromatic constituents exceeds that of the non-

aromatic constituents               
2708 - Pitch and pitch coke, obtained from coal tar or from other mineral tars               
2709 - Petroleum oils and oils obtained from bituminous minerals, crude               
2710 - Petroleum oils and oils obtained from bituminous minerals, other than crude; preparations not elsewhere specified or included, containing by weight 70% or more  

oils or of oils obtained from bituminous minerals, these oils being basic constituents of the preparations; waste oils        
2711 - Petroleum gases and other gaseous hydrocarbons               
2712 - Petroleum jelly; paraffin wax, microcrystallaline petroleum wax, slack wax, ozokerite, lignite wax, peat wax, other mineral waxes, and similar products obtained by 

synthesis or by other processes, whether or not coloured            
2713 - Petroleum coke, petroleum bitumen and other residues of petroleum oils or of oils obtained from bituminous minerals       
2714 - Bitumen and asphalt, natural; bituminous or oil-shale and tar sands; asphaltites and asphaltic rocks           
2715 - Other Mineral Fuels 
               
28-Inorganic Chemicals-Organic-or-Inorganic-Compounds    
2801 - Chemical Elements; Fluorine, Chlorine, bromine and iodine     
2802 - Sulphur, sublimed or precipitated; colloidal sulphur    
2803 - Carbon (carbon blacks and other forms or carbon not elsewhere specified or included)    
2804 - Hydrogen, rare gases and other non-metals    
2805 - Alkali or alkaline-earth metals; rare-earth metals scandium and yttrium, whether or not intermixed or interalloyed; mercury    
2806 - Inorganic acids and inorganic oxygen compounds of non-metals; Hydrogen chloride (hydrochloric acid); chlorsulphuric acid    
2807 - Sulphuric acid; oleum    
2808 - Nitric acid; sulphonitric acids    
2809 - Diphosphorus pentaoxide; phosphoric acid; polyphosphoric acids, whether or not chemically defined    
2810 - Oxides of boran; boric acid    
2811 - Other inorganic acids and other inorganic oxygen compounds of non-metals    
2812 - Halogen or sulphur compounds of non-metals - Halides and halides oxides of non-metals    
2813 - Sulphides of non-metals; commercial phosphorus trisulphide    
2814 - Inorganic bases and oxides, hydroxides and peroxides of metals; Ammonia, anhydrous or in aqueous solution    



 

2815 - Sodium hydroxide (caustic soda); potassium hydroxide (caustic potash); peroxides of sodium or potassium    
2816 - Hydroxide and peroxide or magnesium; oxides, hydroxides and peroxides, of strontium or barium    
2817 - Zinc oxide; zinc peroxide    
2818 - Artificial corundum, whether or not chemically defined; aluminium oxide, aluminium hydroxide    
2819 - Chromium oxides and hydroxides    
2820 - Manganese oxides    
2821 - Iron oxides and hydroxides; earth colours containing 70% or more by weight of combined iron evaluated as Fe2O3    
2822 - Cobalt oxides and hydroxides; commercial cobalt oxides    
2823 - Titanium oxides    
2824 - Lead oxides; red lead and orange lead    
2825 - Hydrazine and hydroxylamine and their inorganic salts, other bases; other metal oxides, hydroxides and peroxides.    
2826 - Salts and peroxysalts, or inorganic acids and metals; Fluorides; fluorosilicates, fluoroaluminates and other complex fluorine salts    
2827 - Chlorides, chloride oxides and chloride hydroxides; bromides and bromide oxides; iodides and iodide oxides    
2828 - Hypochlorites; commerical calcium hypochlorite; chlorites; hypobromites    
2829 - Chlorates and perchlorates; bromates and perbromates; iodates and periodates    
2830 - Suphides; polysulphides, whether or not chemically defined    
2831 - Dithionites and sulphoxylates    
2832 - Sulphites; thiosulphates    
2833 - Sulphates; alums; peroxosulphates (persulphates)    
2834 - Nitrites; nitrates    
2835 - Phosphinates (hypophosphites), phosphonates (phosphites) and phosphates; polyphosphates, whether or not chemically defined    
2836 - Carbonates; peroxocarbonates (percarbonates); commerical ammonium carbonate containing ammonium carbonate    
2837 - Cyanides, cyanide oxides and complex cyanides    
2838 - Fulminate, cyanates and thiocyanates    
2839 - Silicates; commerical alkali metal silicates    
2840 - Borates; peroxoborates (perborates)    
2841 - Salts of oxometallic or peroxometallica acids    
2842 - Other salts or inorganic acids or peroxoacids (including aluminosilicates whether or not chemically deifined),other than azides    
2843 - Miscellaneous - Colloidal precious metals; inorganic or organic compounds or percious metals, whether or not chemically define; amalgams or precious metals  
2545 - Isotopes other than thos of heading 2844; compounds inorganic or organic, or such isotopes, whether or not chemically defined    
2846 - Compounds, inorganic or organic, of rare-earth metals, of yttrium or of scandium or of mixtures of these metals    
2847 - Hydrogen peroxide, whether or not solidified with urea    
2848 - Phosphides, whether or not chemically define, excluding ferrophosphorus    
2849 - Carbides, whether or not chemically defined    
2850 - Hydrides, nitrides, azides, silicides and borides, whether or not chemically defined, other than compounds which are also carbindes of heading 2849   



 

2851 - Other inorganic compounds (including distilled or conductivity water and water of similar purity); liquid air (whether or not gases have been removed); 
 
29-Organic Chemicals            
2901 - Hydrocarbons and their halogenated, sulphonated, nitrated or nitrosated derivatives; Acyclic hydrocarbons     
2902 - Cyclic hydrocarbons      
2903 - Halogenated derivatives of hydrocarbons      
2904 - Sulphonated, nitrated or nitrosated derivatives of hydrocarbons, whether or not halogenated      
2905 - Alcohols and their halogenated, sulphonated, nitrated or nitrosated derivatives; Acyclic alcohols and their halogenated, sulphonated, nitrated or nitrosated 

derivatives      
2906 - Cyclic alcohols and their halogenated, sulphonated, nitrated or nitrosated derivatives      
2907 - Phenols, phenol-alcohols and their halogenated, sulphonated, nitrated or nitrosated derivatives; Phenols; Phenol alcohols    
2908 - Halogenated, sulphonated, nitrated or nitrosated derivatives or phenols or phenol-alcohols     
2909 - Ethers, alcohols peroxides, ether peroxides, ketone peroxides, epoxides with a three membered ring, acetals and hemiacetals, and their halogenated, sulphonated, 

nitrated or nitrosated derivatives; Ethers, ether-alcohols, ether-phenols, ether-alcohol-phenols, alcohol peroxides, ether peroxides, ketone peroxides, (whether or not 
chemically defined), and their halogenated, sulphonated, nitrated or nitrosated derivatives     

2910 - Expoxides, epoxyalcohols, epoxphenols and epoxyethers, with a three-membered ring, and their halogenated, sulphonated, nitrosated derivatives    
2911 - Acetals and hemiacetals, whether or not with other oxygen function, and their halogenated, sulphonated, nitrated or nitrosated derivatives    
2912 - Aldehyde function compounds; Aldehydes, whether or not with other oxygen function; cyclic polymers or aldehydes; paraformaldehyde   
2913 - Halogenated, sulphonated, nitrated or nitrosated derivatives of products of heading 2912   
2914 - Ketone function compounds and quinone function compounds Ketones and quinones, whether or not with other oxygen function and their halogenated, 

sulphonated, nitrated or nitrosated derivatives   
2915 - Carboxylic acids and their anhydrides, halides, peroxides and peroxyacid and their halogenated sulphonated, nitrated or nitrosated derivatives; Saturated acyclic 

monocarboxylic acids and their anhydrides, halides, peroxides and peroxyacids; their halogenated, sulphonated, nitrated or nitrosated derivatives   
2916 - Unsaturated acyclic monocarboxylic acids, cyclic monacarboxylic acids, their anhydrides, halides, peroxides and peroxyacids; their halogenated, sulphonated, 

nitrated or nitrosated derivatives 
2917 - Polycarboxylic acids, their anhydrides, halides, peroxides and peroxyacides, their halogenated, sulphonated, nitrated or nitrosated derivatives   
2918 - Carboxylic acids with additional oxygen function and their anhydrides, halides, peroxides and peroxyacids; their halogenated, sulphonated, nitrated or nitrosated 

derivatives 
2919 - Esters or inorganic acids or non-metals and their salts, and their halogenated, sulphonated, nitrated or nitrosated derivatives; Phosphoric esters and their salts, 

including lactophosphates; their halogenated, sulphonated, nitrated or nitrosated derivatives 
2920 - Esters of other inorganic acids of non-metals (excluding esters of hydrogen halides) and their salts; their halogenated, sulphonated, nitrated or nitrosated derivatives 
2921 - Nitrogen function compounds; Amine-function compounds   
2922 - Oxygen-function amino-compounds   
2923 - Quaternary ammonium slats and hydroxides; lecithins and other phosphoaminolipids, whether or not chemically defined  
2924 - Carboxyamide-function compounds; amide-function compounds of carbonic acid   



 

2925 - Carboxyimide-function compounds (including saccharin and its salts) and imine-function compounds   
2926 - Nitrile-function compounds   
2927 - Disazo- or azoxy compounds   
2928 - Organic derivatives or hydrazine or of  hydroxylamine   
2929 - Compounds with other nitrogen function     
2930 - Organo-inorganic compounds, heterocyclic compounds, nucleic acids and their salts and sulphonamides; Organo-sulphur compounds 
2931 - Other organo-inorganic compounds   
2932 - Hetercyclic compounds with oxygen hetero-atom(s) only   
2933 - Heterocyclic compounds with nitrogen hetero-atoms(s)only   
2934 - Nucleic acids and their salts, whether or not chemically defined; toher hetercyclic compounds   
2935 - Sulphonamides   
2936 - Provitamins, vitamins and hormones; Provitamins and vitamins, natural or reproduced by synthesis (including natural concentrates), derivatives thereof used 

primarily as vitamins, and  
2937 - Hormones, prostaglandins, thromboxanes and leukotrienes, natural or reproduced by synthesis; derivatives and structural analogues thereof, including 

intermixtures of the foregoing, whether or not in any solvent chain modified polypeptides, used primarily as hormones        
2939 - Glycosides and vegetable alkaloids, natural or reproduced by synthesis, and their salts, ethers, esters and other derivatives; Glycosides, natural or reproduced by 

synthesis, and their salts, ethers, esters and other derivatives 
2939 - Vegetable alkaloids, natural or reproduced by synthesis, and their salts, ethers esters, and other derivatives     
2942 - Other organic compounds 
 
31-Fertilisers          
3101 - Animal or vegetable fertilizers, whether or not mixed together or chemically treated; fertilisers produced by the mixing or chemical treatment of animal or vegetable 

products. 
3102 - Mineral or chemical fertilisers, nitrogenous 
3103 - Mineral or chemical fertilizers, phosphatic 
3104 - Mineral or chemical fertilisers, potassic 
3105 - Other fertilisers 
 
32-Tanning Or Dyeing Extracts-Paints And Varnishes-Putty And Other Mastics-Inks          
3201 - Tanning extracts of vegetable origin; tannins and their salts, ethers, esters and other derivatives            
3202 - Synthetic organic tanning substances; inorganic tanning substances; tanning preparations, whether or not containing natural tanning substances; enzymatic 

preparations for pretanning               
3203 - Colouring matter of vegetable or animal origin (including dyeing extracts but excluding animal black), whether or not chemically defined;      
3204 - Synthetic organic colouring matter, whether or not chemically defined. Synthetic organic colouring products of a kind used as fluorescent brightening agents or 

luminophores, whether or not chemically defined             



 

3205 - Colour lakes               
3206 - Other colouring matter; inorganic products of a kind used as luminophores, whether or not chemically defined         
3207 - Prepared pigments, prepared opacifiers and prepared colours, vitrifiable enamels and glazes, engobes (slips), liquid lustres and similar preparations, of a kind used 

in the ceramic, enamelling or glass industry; glass frit and other glass, in the form of powder, granules or flakes        
3208 - Paints and varnishes (including enamels and lacquers) based on synthetic polymers or chemically modified natural polymers, dispersed or dissolved in a non-

aqueous medium; solutions               
3209 - Paints and varnishes (including enamels and lacquers) based on synthetic polymers or chemically modified natural polymers, dispersed or dissolved in an aqueous 

medium               
3210 - Other paints and varnishes (including enamels, lacquers and distempers); prepared water pigments of a kind used for finishing leather      
3211 - Prepared driers               
3212 - Pigments (including metallic powders and flakes) dispersed in non-aqueous media, in liquid or paste form, of a kind used in the manufacture of paints (including 

enamels); stamping foils; dyes and other colouring matter put up in forms or packings for retail sale          
3213 - Artists, students or signboard painters colours, modifying tints, amusement colours and the like, in tablets, tubes, jars, bottles, pans or in similar forms or packings 
3214 - Glaziers putty, grafting putty, reins cements, caulking compounds and other mastics; painters fillings; non-refractory surfacing preparations for facades, indoor 

walls, floors, ceilings and the like               
3215 - Printing ink, writing or drawing ink and other inks, whether or not concentrated or solid             
3216 - Other Tanning, dyeing, paint, varnish, putty or ink products  
              
33-Essential Oils And Resinoids          
3301 - Essential oil (terpeneless or not), including concretes and absolutes; resinoids; extracted oleoresins; concentrates of essential oils in fats, in fixed oils, in waxes of the 

like, obtained by enfleurage or maceration; terpenic by-products of the deterpenation of essential oils; aqueous distillates and aqueous solutions of essential oils  
3302 - Mixtures of odoriferous substances and mixtures (including alcoholic solutions) with a basis of one or more of these substances, of a kind used as raw materials in 

industry; other preparations based on odoriferous substances, of a kind used for the manufacture of beverages        
3303 - Other essential oils and resinoids  
              
34-Soap Organic Surface Active Agents- Washing and Lubricating Preparations          
3401 - Soap, organic surface-active products and preparations for use as soap, in the form of bars, cakes, moulded pieces or shapes, whether or not containing soap; organic 

surface-active products and preparations for washing the skin, in the form of liquid or cream and out up for retail sale, whether or not containing soap; paper 
wadding, felt and nonwovens, impregnated, coated or covered with soap or detergent 

3402 - Organic surface-active agents (other than soap); surface-active preparations (including auxiliary washing preparations) and cleaning preparations, whether or not 
containing soap, other than those of heading 3401             

3403 - Lubricating preparations (including cutting oil preparations, bolt or nut release preparations, anti-rust or anticorrosion preparations and mould release 
preparations, based on lubricants) and preparations of a kind used for the oil or grease treatment of textile materials, leather, furskins, or other materials, but 
excluding preparations containing, as basic constituents 70% or more by weight of petroleum oils or of oils obtained from bituminous materials 

3404 - Other soap organic surface active agents, washing or lubricating products  



 

              
35-Alubinmoidal Substances-Glues-Enzymes          
3501 - Casein, caseinates and other casein derivatives; casein glues               
3502 - Albumins (including concentrates of two or more whey proteins, containing by weight more than 80% whey proteins, calculated on the dry matter), albuminates 

and other albumin derivatives               
3503 - Gelatine (including gelatine in rectangular (including square) sheets, whether or not surface-worked or coloured) and gelatine derivatives; isinglass; other glues of 

animal origin, excluding casein glues of heading 3501             
3504 - Peptones and their derivatives; other protein substances and their derivatives, not elsewhere specified or included; hide powder, whether or not chromed  
3505 - Dextrins and other modified starches (for example pregelatinised or esterified starches); glues based on starches, or on dextrins or other modified starches  
3506 - Prepared glues and other prepared adhesives, not elsewhere specified or included; products suitable for use as glues or adhesives, put up for sale as glues or 

adhesives, not exceeding a net weight of 1kg              
3507 - Enzymes; prepared enzymes not elsewhere specified or included               
3508 - Other albinmonidal substances, glues or enzymes 
               
37-Photographic or Cinematographic Goods          
3707 - Photographic preparations for photographic uses (other than varnishes, glues, adhesives and similar preparations);unmixed products for photographic uses, put up 

in sale measured portions or put up for retail sale in a form ready for use           
3708 - Other photographic or cinematographinc chemicals 
               
38-Miscellaneous Chemical Products          
3801 - Artificial graphite; colloidal or semi colloidal graphite; preparations based on graphite or other carbon in the form of pastes, blocks, plates or other semi-

manufactures               
3802 - Activated carbon; activated natural mineral products; animal black, including spent animal black           
3803 - Tall oil, whether or not refined               
3804 - Residual lyes from the manufacture of wood pulp, whether or not concentrated, desugared or chemically treated, including lignin sulphonates, but excluding tall oil 

of heading 3803               
3805 - Gum, wood or sulphate turpentine and other terpenic oils produced by the distillation or other treatment of coniferous woods; crude dipentene; sulphite turpentine 

and other crude para-cymene; pine oil containing alpha-terpineol as the main constituent          
3806 - Rosin and resin acids, and other derivatives of rosin spirit and rosin oils; run gums             
3807 - Wood tar; wood tar oils; wood creosote; wood naptha; vegetable pitch; brewers pitch and similar preparations based on rosin, resin acids or on vegetable pitch 
3808 - Insecticides, rodenticides, fungicides, herbicides, anti-sprouting products and plant-growth regulators, disinfectants and similar products, put up in forms or 

packings for retail sale or as preparations or articles (for example sulphur treated bands, wicks and candles and fly papers)       
3809 - Finishing agents, dye carriers to accelerate the dyeing or fixing of dyestuffs and other products and preparations (for example, dressings and mordants) of a kind 

used in the textile, paper, leather or the like industries, not else where specified or included          



 

3810 - Pickling preparations for metal surfaces; fluxes and other auxiliary preparations for soldering, brazing or welding; soldering, brazing or welding powders and 
pastes consisting of metal and other materials; preparations of a kind used as cores or coatings for welding electrodes or rods      
  

3811 - Anti-knock preparation, oxidation inhibitors, gum inhibitors, viscosity improvers, anit-corrosive preparations and other prepared additives, for mineral oils 
(including gasoline) or for other liquids used for the same purpose as mineral oils            

3812 - Prepared rubber accelerators; compound plasticisers for rubber or plastics, not elsewhere specified or included; anti-oxidising preparations and other compound 
stabilsers for rubber or plastics               

3813 - Preparations and charges for fire extinguishers; charged fire extinguishing grenades             
3814 - Organic composite solvents and thinners, not elsewhere specified or included; prepared paint or varnish removers         
3815 - Reaction initiators, reaction accelerators and catalytic preparations, not elsewhere specified or included          
3817 - Mixed alkylbenzenes and mixed alkylnaphthalenes, other than those of heading 2707 or 2902            
3818 - Chemical elements doped for use in electronics, in the form of discs, wafers or similar forms; chemical compounds doped for use in electronics   
3819 - Hydraulic brake fluids and other prepared liquids for hydraulic transmission, not containing or containing less than 70% by weight of petroleum oils or oils 

obtained from bituminous materials               
3820 - Anti-freezing preparations and prepared de-icing fluids               
3823 - Industrial monocarboxylic acids; acid oils from refining; industrial fatty alcohols              
3824 - Prepared binders for foundry moulds or cores; chemical products and preparations of the chemical or allied industries (including those consisting of mixtures of 

natural products), not elsewhere specified or included             
3825 - Other   
             
39 – Other Chemical Substances Or Products               
3901 - Other               
 



 

Annex C2 

CSO Import Data 

  



 

Chemical Imports to Ireland by Tariff Code 

NB. The Tariff Codes selected correspond to those reported as being imported, manufactured, or used by Irish 
industry during the questionnaire survey. Data provided by the Trade Section of the Irish Central Statistics 
Office. 

Tariff 
Code 

Jan – Dec 1999 Jan – Dec 2000 Jan – Dec 2001 Jan – Dec 2002 Jan – Dec 2003 RIA Survey 

 Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Tonnes 
2707 363 821 

396 754 734 1331 849 1440 867 1432 73.5 

2709 285,959 2,108,650 626,357 2,296,062 613,639 3,475,545 341,912 1,355,349 360,052 1,947,487 21.7 
2710 681,383 4,227,601 1,246,278 4,468,393 1,046,615 4,115,910 1,102,525 4,176,405 1,171,260 4,211,185 1 
2712 8553 11221 10491 13226 15340 14835 31769 36529 7545 11958 235 
2715 5930 78802 7065 91287 7164 41112 7990 23645 7509 25128 47 
2801 2,257 2,068 2,668 1,201 3,732 1,849 4,222 2,202 4,403 2,091 2175 
2802 34 9 212 281 425 1,286 100 116 370 911 850 
2803 841 503 1,840 879 1307 612 1128 668 1071 614 176 
2804 11928 3438 14691 4238 14823 4164 12307 4380 9,251 3881 7024 
2806 1,574 6,251 1,514 5,971 2,108 8,558 1,788 5,849 1,845 7,122 20 
2807 4,979 95,195 4,847 111,579 5,200 103,931 5,243 97,160 3,902 61,226 80.1 
2808 990 5,753 848 5,567 1,155 1,993 633 2,278 1,420 5,009 10 
2809 5,503 11352 6478 12700 6869 14186 7596 13591 5313 8755 1474 
2811 9,147 6,054 19,128 5593 19,391 5,853 21,655 7,225 9,550 19,373 1068 
2812 884 324 1658 474 1380 314 1208 209 3002 498 128 
2814 2,196 6,753 1,463 1,351 1,000 938 4,910 28,347 1,038 1,655 203 
2815 20,131 170,956 21,180 170,201 39,230 293,578 25,889 200,749 21,250 215,914 88.5 
2817 1,794 1,498 1,916 1,340 1,767 1,234 1,809 1,605 1,715 1,769 115 
2818 4,124 5,635 14,987 9,690 6,533 8,010 3,940 7,835 5,324 7,474 148 
2821 6,328 3,250 7,533 3,236 6,278 2,945 4,832 2,728 5,791 3,240 4992.7 
2823 1,041 484 1,286 520 1,132 467 1,325 842 1,384 630 80 
2824 2,487 3,142 2,874 2,866 1,320 1,209 67 46 36 24 20 
2825 3,198 1475 2,611 630 3,097 1,267 2,224 1,373 3,448 1,537 16 
2826 1493 128 1,280 238 2,029 243 1,490 175 2,199 231 148.6 
2827 8,078 12,311 8,725 13744 9,962 13,745 11,096 15,446 8,553 11,745 41 
2828 4,574 7,293 4,483 7,866 4,328 8,091 5,465 7,965 4,488 8,079 265.2 
2830 1,052 736 1,078 807 430 663 558 1,078 955 1,877 329.2 
2831 105 14 165 21 124 19 119 23 56 5 117 
2832 1871 2,921 1374 2,056 1817 7,955 1,353 5,484 1,766 9,168 130.3 
2833 6,583 11,942 7,557 15,109 6,535 12,432 5,255 11,412 4,069 9,352 3.5 
2834 681 668 439 313 459 307 535 355 595 367 0.6 
2835 9,194 10,965 8,589 9,405 8,109 8,812 11,137 11,324 7,744 12,031 882 
2836 9,599 30,632 9,590 34968 9,863 35,985 6,806 24,497 6,760 15,139 2,143 
2837 162 49 84 53 44 22 62 27 161 63 32 
2839 1,439 2070 1342 1,875 1,523 2,044 1,912 2,897 1,427 2,389 16 
2841 ,504 2,350 1,413 1,954 2,582 3,524 211 205 192 61 157 
2843 37,117 9 93,130 18 54,326 19 7,058 6 6,150 3 0.0008 
2846 1,212 57 1,078 58 780 46 980 45 3,506 245 17.3 
2847 3,244 2,636 3,478 2,941 3,213 2,335 2,580 2,810 3,030 3,671 9.3 
2849 1,141 940 1,700 1,357 1,493 1,008 1,727 258 1,331 234 33 
2850 9,121 58 10,478 48 5,935 54 5,972 74 5,742 72 2,96.9 
2851 1,652 91 3,760 596 1,587 162 1,990 600 3,043 302 0.9 
2901 1,683 836 1,334 468 1,656 589 3,360 2,089 2,912 1718 12.43 
2902 5,799 13,017 4520 4,489 6,889 12,733 8,720 18,377 12,050 21,701 4,003 
2903 10,364 4,380 10,686 5,621 12,810 6,012 15,551 8,249 17,567 7,697 6,836.95 
2904 4,472 1,466 2,902 877 3,105 1,134 3,193 1,006 2,468 746 19,924.6 
2905 30,038 39,579 32,231 51,908 38,357 63,130 37,258 70,145 42,781 78,150 1413 
2906 4,158 474 2662 442 3,471 482 3,008 413 2,098 353 275.6 
2907 6,230 8,626 9,520 11,859 10,546 11,379 12,376 13,778 8,826 9,645 2,3102 
2908 281 17 231 25 128 12 136 10 230 41 0.2 
2909 40430 3857 54751 13517 35965 5074 24400 5886 26299 6867 456 
2910 518 280 554 380 476 210 565 317 651 258 37 



 

Tariff 
Code 

Jan – Dec 1999 Jan – Dec 2000 Jan – Dec 2001 Jan – Dec 2002 Jan – Dec 2003 RIA Survey 

 Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Euro 000 Tonnes Tonnes 
2911 1,289 1,038 2,459 337 6,961 458 5,003 302 2,741 438 3,886 
2912 6,157 3,986 3,794 1,637 8,617 3,605 10,460 5,609 8,262 4,386 39.8 
2913 2,546 521 1,973 277 2,068 393 6,495 364 5,812 343 535.48 
2914 28,372 8,826 24,705 6,772 29,669 7,764 32,258 9,137 23,776 10,025 525 
2915 31,633 26,989 33,644 27,163 40,958 36,262 43,333 40,369 50,540 43,309 20.3 
2916 11,003 3,038 12,814 3,279 13,975 4,464 8,743 2,732 8,363 2,776 2,913.6 
2917 16045 27960 23335 29305 25288 29293 20831 28209 16363 22492 9,018 
2918 208,042 14,306 306,539 10,207 221,390 12,006 113,901 11,388 210,684 13,119 72.3 
2919 709 235 1532 463 756 246 705 267 442 204 119.6 
2920 5,099 1,793 6,298 1,236 5,654 889 5,420 477 5,042 505 538.1 
2921 45,504 7,849 80151 5,346 33,396 3,995 22,737 3,123 19,0267 4,608 2,854.7 
2922 36,595 3,125 30,506 4,201 28,183 3,654 41,961 3,244 54,419 3,436 29.4 
2923 4,228 995 13,355 1,287 4,418 1,240 5,655 1,077 6,779 1,128 2699 
2924 192,717 6,252 167,766 5,420 267,127 6,436 271,738 9,608 262,328 6,632 1,005 
2925 4,716 382 6,220 505 2,770 223 2,339 229 3,301 319 1,063 
2926 31,788 3,741 71,569 4,974 52,315 3,282 54,965 9,027 38,045 3,947 37.6 
2927 1,775 78 121 30 94 19 9,506 419 2,318 111 18.8 
2928 324 10 900 15 164 4 848 17 382 7 1,280 
2929 8,985 6,009 8,117 5,673 8,206 3,832 7,447 3,067 4,233 1,705 19.2 
2930 36,918 1,573 53,717 1,432 51,481 1,114 77,333 1,829 14,681 1,340 53 
2931 6,287 1,458 11,605 2,121 23,236 4,699 32,204 3,273 21,367 2,091 78.4 
2932 132,119 6,491 91,989 4,772 95,479 5,961 364,914 7,899 50,275 4,045 87.4 
2933 319,941 7,762 378,022 7100 245,142 5192 557,031 7761 593,722 8,842 7,678 
2934 189,399 1,884 176,767 2,003 223,554 2,699 149,194 2,085 91,335 1,431 60 
2937 19,158 43 14,235 30 17,977 35 27,769 107 24,971 103 15.1 
2942 10,423 493 1,401 155 1,627 244     29,585 

3102 51,070 518,942 82,675 684,409 71,130 473,037 61,118 467,989 118,464 876,445 106,987 
3104 3,480 22,424 11,196 86,843 9,715 39,627 2,633 17,254 7,483 20,729 6100 
3204 16,440 2,146 19250 2,869 14,890 2,140 15,574 1,958 22,185 2,279 7 
3206 14,124 6,641 14,799 6,530 18,207 6,429 16,849 6,363 18,693 7,483 61.4 
3207 2,955 818 4,229 673 4,240 613 4,823 581 4512 1,110 2 
3208 53,675 23,427 52,489 24,791 53,981 26,318 49,672 23,955 48,838 26,245 1.5 
3209 18,320 10,208 18,827 9,352 18,646 8,599 20,661 10,400 20,195 10,859 2250 
3212 2841 560 4706 505 7737 704 4724 459 3350 431 5 
3216 0 0 0 0 0 0 0 0 0 0 3.1 
3302 85,163 8,924 149,732 12,222 115,599 10,491 122,926 12,891 132,689 13,652 8 
3401 52,445 26,707 57,510 26,712 51,980 23,054 54,941 22,948 51,241 21,376 510 
3402 92,809 67,978 105,124 69,403 119,560 84,260 125,097 88,205 125,429 90,603 181 
3403 7,432 3,713 8,152 3,644 11,077 5,381 12,700 7,120 15,373 7,908 70.2 
3404 3,636 1,851 5,153 2,113 13,325 2,992 5,267 2,226 5,246 2,242 8 
3503 2,422 666 4,467 840 3,130 684 3,673 852 3,511 938 75 
3505 48,505 8,527 54,333 8,941 47,912 13,915 60,075 13,653 54,515 12,141 127.9 
3507 15,675 1,088 18,472 1,202 24,776 1,109 21,496 1,176 17,402 1,070 11 
3801 709 140 955 182 963 211 1725 294 405 77 0.3 
3802 2,194 1,255 2,214 1,046 2,090 1,197 2,411 1,773 1,157 681 11.7 
3804 739 3209 770 3121 609 2237 1536 3807 385 1614 12 
3805 177 60 138 51 130 48 89 43 24 10 18 
3806 9,040 5,397 14,057 9,850 14,289 7,356 17,049 12,312 8,195 9,169 17.362 
3809 3,239 1,290 2,549 855 2,442 1,030 1,693 786 1,975 804 0.4 
3811 4304 2453 2787 1535 1308 560 2452 951 1791 689 344 
3812 3,526 1,519 4,112 1,520 4,893 1,839 3,620 1,580 4,701 2,027 5.7 
3815 3323 400 15884 1442 4560 409 2849 243 2607 241 1.1 
3819 422 313 577 376 453 211 412 158 388 200 165 
3820 1,100 974 2,539 1,482 1,239 697 1,183 970 1,472 1,434 123 
3823 16,901 9,507 14,259 8,629 10,834 6,307 10,822 6,314 11,117 7,581 1 
3824 43249 107717 77325 105456 47606 103771 64609 52593 70932 69318 7.8 
3825 0 0 0 0 0 0 833 618 916 288 33.5 
3901 0 0 0 0 0 0 0 0 0 0 2,170.4 
Total 3,177,106 7,885,328 4,550,269 8,593,386 4,116,607 9,262,583 4,327,096 7,087,613 4,250,634 8,068,109 263,281.22 



 

 



 

Annex C3 

CSO Export Data 

  



 

Chemical Exports from Ireland by Tariff Code 

 
NB. The Tariff Codes selected correspond to those reported as being imported, manufactured, or used by Irish 
industry during the questionnaire survey. Data was provided by the Trade Section of the Irish Central 
Statistics Office. 

Tariff  
Code 

1999 2000 2001 2002 2003 

 Euro 000 Tonnes Euro 000  Tonnes Euro 000  Tonnes Euro 000 Tonnes Euro 000 Tonnes 
2707 24 29 0 0 0 0 3394 33111 0 0 
2709 0 0 0 0 14,767 93,931 18,720 115,168 8 12 
2710 120,195 1,309,035 237,513 1,166,355 219,066 1,132,099 262,836 734,628 130,916 535,446 
2712 3004 2329 2806 2638 3020 1479 3658 1889 2908 1561 
2715 1,312 57,070 1,635 38,702 2,992 144,554 2,091 93,252 1,530 38,489 
2801 262 2 3106 39 22 3 10 3 54 10 
2802 0 0 0 0 0 0 0 0 0 0 
2803 255 78 4 0 1 0 1 1 1 0 
2804 3436 25391 3819 24519 4886 34069 7645 22669 5444 24271 
2806 61 2 18 8 119 30 22 5 28 7 
2807 27 35 30 39 40 55 18 16 3 21 
2808 2,503 5,560 27 44 264 549 46 139 14 73 
2809 38 17 33 33 143 104 207 63 561 51 
2811 909 137 331 119 844 197 1022 650 503 382 
2812 12 3 17 14 0 0 3 2 1 6 
2814 17,605 154,661 19,348 160,617 22,491 157,901 20,825 122,684 700 5,649 
2815 128 71 31 20 19 11 497 749 44 35 
2817 1,053 427 153 100 331 103  0 0  35 44 
2818 243,518 1,446,427 351,917 1,878,052 341,333 1,912,034 288,132 1,587,151 287,873 1,834,133 
2821 5 3 366 340 12 13 9 5 4 2 
2823 47 18  0 0  0 0 0  0  3 15 
2824 43 18 0 0 0 0 332 35 2 1 
2825 5,361 676 1,824 183 26 3 1,118 58 533 178 
2826 1 0 0 0 4 2 10 10 10 10 
2827 6958 5093 8142 6705 9160 8027 9122 7446 10659 8528 
2828 269 86 1019 295 727 1184 528 1049 751 1389 
2830 47 5 35 3 133 28 2 1 47 5 
2831 324 132  0 0  0 0  0 0 0  0  
2832 4 12 1,350 2,627 9 25 6 13 1 4 
2833 3597 8913 3764 10120 3596 11009 3210 8819 5498 6864 
2834 29 40 17 18 2620 21 35 23 18 19 
2835 3,274 2,464 3,959 3,232 11,317 4,531 7,665 5,144 5,420 2,728 
2836 1957 365 710 602 771 357 845 315 473 98 
2837 0 0 4 15 0 0 0 0 0 0 
2839 1153 3519 663 1490 755 2171 685 2009 811 2503 
2841 6 13 32 63 0 0 0 0 193 5 
2843 143,757 115 278,970 116 149,996 63 70,706 99 77,946 135 
2846 3,451 44 1,044 87 1,681 182 1,311 64 1,481 106 
2847 56 27 1 1 5 1 39 42 78 52 
2849 109 22 1 0 496 79 55 9 120 16 
2850 5,244 158 8,219 260 9,281 337 5,359 175 4,884 86 
2851 1,880 439 1,025 464 1,186 470 1,552 332 1,098 373 
2901 10141 4549 7697 2710 653 503 446 135 644 267 
2902 84 59 140 47 46 11 191 104 43 50 
2903 3,232 502 337 242 1,248 120 129 64 69 33 
2904 153 28 16 3 224 5 0 0 5 1 
2905 3791 1453 2724 1008 146929 2907 47469 2261 6581 1558 
2906 84 14 93 19 273 35 0 0 128 9 
2907 736 25 436 21 906 37 0 0 502 85 
2908 15 0 1 0 1 0 1 0 2 0 
2909 24778 120 24260 99 24499 835 10222 76 8921 36 
2910 0 0 0 0 3 0 28 11 4 0 
2911  0 0  0  0  4,699 118 0   0 10 0 



 

Tariff  
Code 

1999 2000 2001 2002 2003 

 Euro 000 Tonnes Euro 000  Tonnes Euro 000  Tonnes Euro 000 Tonnes Euro 000 Tonnes 
2912 244 4 806 244 0 0 79 25 2783 42 
2913 406 113 328 86     203 101 1 0 
2914 14,683 1,455 7,467 910 11,204 579 10,500 614 98,429 587 
2915 1173 1628 1410 2315 1906 2209 1865 2380 1274 2555 
2916 14803 1442 7119 537 5212 462 2401 400 2224 316 
2917 2345 2617 27 27 133 152 199 127 55 23 
2918 74,739 42,014 95,565 49,066 114,122 49,304 139,135 57,305 167,271 28,147 
2919 11 3 4 1 1 0 6 0  0 0  
2920 1,220 7 2 0 299 10 390 16 321 9 
2921 281720 3693 376565 905 377011 349 773440 1658 1142874 891 
2922 872,191 1,954 333,416 869 333,740 565 494,472 2,302 786,613 1,851 
2923 1779 197 500 68 156 20 3905 205 7421 127 
2924 179,048 9,595 188,214 8,929 280,765 10,905 75,969 11,508 59,528 2,335 
2925 221 7 8589 447 7559 213 119 5 936 14 
2926 694 5 666 17 176 32 116 3 17 3 
2927 0 0 0 0 0 0 0 0 0 0 
2928 3,640 394 12,814 1,276 19,068 1,828 20,359 3,111 3,803 672 
2929 951 52 652 33 487 14 588 37 660 31 
2930 17,816 108 15,976 105 17,487 106 9,542 9 6,790 6 
2931 133,120 3,126 219,114 3,855 494,445 169 1,648,543 98 1,480,899 101 
2932 855439 10011 1056617 8635 886945 13193 1471220 3566 903615 2058 
2933 5758795 2409 9862102 1870 8920870 2719 6857063 53146 4814226 13183 
2934 2,877,325 1,303 4,354,525 751 5,267,838 922 5,650,092 2,257 5,472,552 1,261 
2937 20,516 17 15,591 13 50,324 17 444,564 12 9,911 12 
2942 6,627 945 4,961 921 3,916 730 3,938 666 3,501 669 
3102 34,812 325,517 34,329 261,688 40,961 326,137 30,133 246,070 111 626 
3104 505 4380 3 11 16 85 11 17 10 7 
3204 4562 3413 6289 2896 8978 2563 7810 3070 9629 7977 
3206 3,813 923 3,618 1,016 2,593 636 3,062 757 2,658 776 
3207 62 18 25 8 44 13 114 15 197 25 
3208 5275 2362 7586 3844 5084 1871 4694 2100 3335 1553 
3209 983 514 2472 1348 2597 1364 3740 1935 2549 1572 
3212 3065 889 3279 903 3461 990 3304 946 3423 955 
3216 0 0 0 0 0 0 0 0 0 0 
3302 1,832,006 54,272 1,734,086 56,684 2,472,641 66,482 2,556,804 74,153 3,566,500 98,190 
3401 15,448 6,746 20,401 8,613 19,577 7,196 14,393 5,156 12,125 4,332 
3402 15,075 6,083 18,250 6,969 31,688 16,395 33,593 18,099 39,608 18,161 
3403 2748 297 1751 260 2164 362 1720 288 1884 473 
3404 218 18 69 13 67 13 314 50 318 124 
3503 786 103 1,201 118 807 80 994 113 646 52 
3505 1,554 325 1,612 272 1,300 98 1,362 289 1,079 87 
3507 202,247 10,863 238,687 8,563 91,048 3,390 34,781 2,295 42,585 1,989 
3801 683 21 119 4 117 2 107 8 19 1 
3802 167 6 300 7 125 25 21 4 2 0 
3804 17 33 4 16 62 46 135 218 187 129 
3805 146 19 153 10 105 4 36 2 19 1 
3806 10,845 6,925 13,408 8,389 13,957 8,675 14,669 9,215 12,439 8,068 
3809 291 122 1018 411 124 57 338 55 1413 161 
3811 55 19 27 17 117 20 11 5 9 4 
3812 145 28 207 44 134 36 196 56 126 39 
3819 21 7 12 13 16 7 12 6 19 14 
3820 56 22 21 9 137 37 57 32 85 41 
3815 1,110 26 2,019 63 3,596 20 321 6 785 32 
3823 1243 156 1296 141 1349 142 2075 707 5771 1312 
3824 1,349,757 30,057 1,341,293 36,225 1,674,285 53,181 1,561,733 54,935 1,630,586 56,648 
3825 0 0 0 0 0 0 103 20 311 49 
3901 0 0 0 0 0 0 0 0 0 0 

 
 



 

Annex D 

Chemical Volumes 

  



 

Pharmaceutical Sector 
 
Table D1 Chemical Volume Data Reported Through the Survey 

Questionnaire 
 

Total Weight of Chemicals 
Used by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

54,603.35 1,804.37 1,800 

Total Number of these 
Chemicals that are Considered 

Hazardous1 

Total Number of these 
Chemicals that are Considered 

Hazardous 

Total Number of these 
Chemicals that are Considered 

Hazardous 

56 13 0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage 

Tariff 
Code

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

2207 73.5 2801 3.5 2902 350
2501 21.7 2807 20 2921 30
2512 1 2815 120 2937 0.0001
2709 26 2825 6 2942 1420
2715 160 2843 13
2801 7,024 2846 5.5
2802 20 2851 20
2803 13 2902 70
2804 10 2912 19.6
2806 942 2913 20.3
2807 389 2916 41.3
2808 60 2921 1.87
2809 72 2923 28.3
2811 49 2942 1435
2812 90 
2814 41 
2815 2,707 
2821 3 
2824 41 
2825 252 
2826 246 
2827 81 
2828 87 
2830 3.5 
2831 0.6 
2832 62 
2833 1,505 
2834 9 
2835 16 
2836 128 
2837 0.0008 
2839 16.3 
2841 9.3 
2843 33 
2847 1 
2850 12.43 
2851 128 
2901 3,054 



 

 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

2902 6,258
2903 301
2904 5.6
2905 11,383
2907 196
2909 1,712
2911 75.48
2912 4
2913 20.3
2914 2,631
2915 6,662
2916 41.3
2917 1.44
2918 391
2919 744
2921 712
2922 191
2923 39
2924 37
2925 3.5
2926 717
2927 13.5
2929 53
2930 2.4
2931 87.4
2932 1,975
2933 2
2942 2,232
3102 6
3401 4
3402 4
3802 11
3815 0.1
3901 700

 
1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 



 

Chemical Sector 
 
Table D2 Chemical Volume Data Reported Through the Survey 

Questionnaire 
 

Total Weight of Chemicals 
Used by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

6,767.3 tonnes 160 tonnes 300 tonnes 

Total Number of these 
Chemicals that are 

Considered Hazardous1 

Total Number of these 
Chemicals that are 

Considered Hazardous 

Total Number of these 
Chemicals that are 

Considered Hazardous 

5 0 

 

1 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

2806 67 2942 10 2843 22
2807 2 2928 30 2902 30
2808 20 2902 120 2902 3
2814 6 2912 25
2815 120 2921 200
2821 13 2921 10
2823 85 2931 10
2825 1.3
2827 6    
2834 1    

2851 3,750    
2901 58    
2909 15    
2910 39    
2912 350    
2914 54    
2915 1,343    
2925 10    
2926 22    
2942 805    

 
1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 



 

Medical Devices Sector 
 
Table D3 Chemical Volume Data Reported Through the Survey 

Questionnaire 

1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 

Total Weight of Chemicals 
Used by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

13,513 tonnes 813.7 tonnes 0 tonnes 

Total Number of these 
Chemicals that are 

Considered Hazardous1 

Total Number of these 
Chemicals that are Considered 

Hazardous 

Total Number of these 
Chemicals that are 

Considered Hazardous 

6 0 

 

0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage 

2803 50 2902 166  
2806 465 2851 5  
2807 200 2905 29  
2808 15 2919 1  
2815 1,753 2942 518  
2828 0.3 3208 1.1  
2851 5 3216 0.1  
2901 63 3503 75  
2902 166 3805 18  
2903 3 3825 0.5  
2905 7,801  
2911 460  
2914 2  
2919 1  
2921 230  
2942 2,148  
3208 1.1  
3216 0.1  
3401 56  
3503 75  
3805 18  
3825 0.5  



 

ICT Sector 
 
Table D4 Chemical Volume Data Reported Through the Survey 

Questionnaire 
 

Total Weight of Chemicals 
Used by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

3,681 0 0 

Total Number of these 
Chemicals that are 

Considered Hazardous1 

Total Number of these 
Chemicals that are Considered 

Hazardous 
Total Number of these Chemicals 

that are Considered Hazardous 

13 0 0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff
Code2

Annual 
Tonnage

Tariff 
Code 

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

2807 477  
2808 33  
2809 111  
2814 101  
2815 46  
2826 82  
2847 291  
2902 14  
2905 80  
2909 17  
2914 87  
2915 9  
2919 1  
2923 1,011  
3825 5  
3901 1,316  

 
1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 

 



 

Importers and Distributors Sector 
D5 Chemical Volume Data Reported Through the Survey 

Questionnaire 
 
 

Total Weight of Chemicals 
Used by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

0 170,853.5 177 

Total Number of these 
Chemicals that are 

Considered Hazardous1 

Total Number of these 
Chemicals that are 

Considered Hazardous 

Total Number of these 
Chemicals that are Considered 

Hazardous 

0 19 0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

Tariff 
Code

Annual 
Tonnage

  2707 235 2710 20
  2710 2,175 2902 37
  2715 16 2905 72
  2803 17.1 2909 4
  2809 20 2914 21
  2811 39.5 2915 23
  2812 25  
  2815 96.7  
  2817 80  
  2818 20  
  2823 61.9  
  2825 11.9  
  2826 1.2  
  2827 30  
  2828 43  
  2832 20  
  2833 638  
  2834 22  
  2836 29  
  2839 1  
  2847 4.9  
  2849 0.9  
  2851 120  
  2901 3568  
  2902 12,877  
  2903 1109  
  2904 270  
  2905 3813  
  2906 0.2  
  2908 37  
  2909 2,142  
  2912 171  
  2914 137  
  2915 1,004  
  2916 31  
  2917 118.2  



 

 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
tonnage Tariff Code

Annual 
tonnage Tariff Code Annual tonnage

  2918 147.1
  2919 1,979
  2920 29.4
  2921 1,757
  2922 814
  2923 13
  2924 0.6
  2925 5.3
  2926 541
  2927 5.7
  2930 71
  2932 5703
  2933 58
  2934 15.1
  2942 16,400
  3102 106,981
  3104 6,100
  3204 7
  3206 61.4
  3207 2
  3208 0.4
  3212 5
  3216 3
  3302 8
  3402 177
  3403 0.2
  3404 8
  3505 127.9
  3507 11
  3801 0.3
  3802 0.7
  3804 12
  3809 0.4
  3811 344
  3812 5.7
  3815 1
  3819 165
  3820 123
  3823 1
  3824 7.8
  3901 148
  3825 28
 
1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 
 



 

Building Materials Sector 
 
Table D6 Chemical Volume Data Reported Through the Survey 

Questionnaire 
 

Total Weight of Chemicals Used 
by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

12,941 8,420 0 

Total Number of These 
Chemicals that are Considered 

Hazardous1 

Total Number of These 
Chemicals that are Considered 

Hazardous 
Total Number of These Chemicals 

that are Considered Hazardous 

0 0 0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage

Tariff 
Code 

Annual 
Tonnage

Tariff 
Code Annual Tonnage

2709 21 2942 8000
2712 850 2902 420
2815 270
2832 800
2902 420
2907 260
2942 8,000
3209 2,250
3403 70

 

 
1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 

 



 

Others Sectors 
 
Table D7 Chemical Volume Data Reported Through the Survey 

Questionnaire 

1. CMRs, PBTs & vPvBs .  CMR= carcinogens, mutagens and reproductive toxins, PBTs are 
chemicals that are persistent, bioaccumulative and toxic, whilst vPvBs are very persistent and 
very bioaccumulative chemicals. Also included in this category may be other substances such as 
endochrine disrupters and /or sensitisers. 
 
2. The description of the chemical groups contained within each Tariff Code is provided in 
Annex D. 
 
 

 

Total Weight of Chemicals Used 
by Sector 

Total Weight of Chemical 
Imported by Sector 

Total Weight of Chemicals 
Manufactured 

921.9 tonnes 598.8 tonnes 0 tonnes 

Total Number of these 
Chemicals that are Considered 

Hazardous1 

Total Number of these 
Chemicals that are Considered 

Hazardous 

Total Number of these 
Chemicals that are 

Considered Hazardous 

6 0 

 

0 

Chemicals Used Chemicals Imported Chemicals Manufactured 

Tariff 
Code2

Annual 
Tonnage 

Tariff 
Code

Annual 
Tonnage

Tariff 
Code 

Annual 
Tonnage

2823 1.655 2901 93.95  
2901 93.95 2823 1.655  
2902 189.65 2902 17.79  
2905 25 2905 4.434  
2910 0.8 2914 2.1  
2914 2.55 2919 11.515  
2919 129.663 3402 450  
2930 5 3806 17.362  
2931 0.001  
2942 0.01  
3401 450  
3806 17.362  
3901 6.351  



 

Annex E 

Pharmaceutical Regulations 

  



 

Council Directive 65/65/EEC of 26 January 1965 on the approximation of 
provisions laid down by law, regulation or administrative action relating to 
medicinal products 
 
 
Article 4 
 
In order to obtain an authorisation to place a medicinal product on the market 
as provided for in Article 3, the person responsible for placing that product on 
the market shall make application to the competent authority of the Member 
State concerned. The person responsible for placing medicinal products on the 
market shall be established in the Community. In respect of medicinal 
products authorized on the date of implementation of this Directive, the 
Member State shall if necessary apply this provision at the time of the five-
yearly renewal of the marketing authorization provided for in Article 10. 
The application shall be accompanied by the following particulars and 
documents:  

1. Name or corporate name and permanent address of the person 
responsible for placing the proprietary product on the market and, 
where applicable, of the manufacturer. 

 
2. Name of the proprietary product (brand name, or common name 

together with a trade mark or name of the manufacturer, or scientific 
name together with a trade mark or name of the manufacturer). 

 
3. Qualitative and quantitative particulars, of all the constituents of the 

proprietary product in usual terminology, but excluding empirical 
chemical formulae, with mention of the international non-proprietary 
name recommended by the World Health Organisation where such 
name exists. 

 
4. Brief description of the method of preparation. 

 
5. Therapeutic indications, contra-indications and side-effects. 

 
6. Posology, pharmaceutical form, method and route of administration 

and expected shelf life.  If applicable, reasons for any precautionary 
and safety measures to be taken for the storage of the medicinal 
product, its administration to patients and for the disposal of waste 
products, together with an indication of any potential risks presented 
by the medicinal product for the environment.  

 
7. Description of the control methods employed by the manufacturer 

(qualitative and quantitative analysis of the constituents and of the 
finished product, special tests, e.g. sterility tests, tests for the presence 
of pyrogenic substances, the presence of heavy metals, stability tests, 
biological and toxicity tests, controls carried out at an intermediate 
stage of the manufacturing process). 

 
8. Results of:  
— physico-chemical, biological or microbiological tests, 
— pharmacological and toxicological tests, 
— clinical trials. 

 



 

However, and without prejudice to the law relating to the protection of 
industrial and commercial property: 
a) The applicant shall not be required to provide the results of 
pharmacological and toxicological tests or the results of clinical trials if he can 
demonstrate: 
i) either that the medicinal product is essentially similar to a product 
authorized in the country concerned by the application and that the person 
responsible for the marketing of the original proprietary medicinal product 
has consented to the pharmacological, toxicological or clinical references 
contained in the file on the original medicinal product being used for the 
purpose of examining the application in question; 
ii) or by detailed references to published scientific literature presented in 
accordance with the second paragraph of Article 1 of Directive 75/318/EEC 
that the constituent or constituents of the medicinal product have a well 
established medicinal use, with recognized efficacy and an acceptable level of 
safety; 
iii) or that the medicinal product is essentially similar to a product which has 
been authorized within the Community, in accordance with Community 
provisions in force, for not less than six years and is marketed in the Member 
State for which the application is made; this period shall be extended to 10 
years in the case of high-technology medicinal products within the meaning of 
Part A in the Annex to Directive 87/22/EEC (1) or of a medicinal product 
within the meaning of Part B in the Annex to that Directive for which the 
procedure laid down in Article 2 thereof has been followed; furthermore, a 
Member State may also extend this period to 10 years by a single Decision 
covering all the products marketed on its territory where it considers this 
necessary in the interest of public health. Member States are at liberty not to 
apply the abovementioned six-year period beyond the date of expiry of a 
patent protecting the original product. 
 
However, where the medicinal product is intended for a different therapeutic 
use from that of the other medicinal products marketed or is to be 
administered by different routes or in different doses, the results of 
appropriate pharmacological and toxicological tests and/or of appropriate 
clinical trials must be provided. 
b) In the case of new medicinal products containing known constituents not 
hitherto used in combination for therapeutic purposes, the results of 
pharmacological and toxicological tests and of clinical trials relating to that 
combination must be provided, but it shall not be necessary to provide 
references relating to each individual constituent. 
 

9. A summary, in accordance with Article 4a, of the product 
characteristics, one or more specimens or mock-ups of the sales 
presentation of the proprietary product, together with a package leaflet 
where one is to be enclosed.  

 
10. A document showing that the manufacturer is authorised in his own 

country to produce proprietary products. 
 

11. Copies of any authorization obtained in another Member State or in a 
third country to place the relevant medicinal product on the market, 
together with a list of those Member States in which an application for 
authorization submitted in accordance with this Directive is under 
examination. Copies of the summary of the product characteristics 
proposed by the applicant in accordance with Article 4a or approved 



 

by the competent authorities of the Member State in accordance with 
Article 4b. Copies of the package leaflet proposed in accordance with 
Article 6 of Directive 92/27/EEC or approved by the competent 
authorities of the Member State in accordance with Article 10 of the 
same Directive. Details of any decision to refuse authorization, 
whether in the Community or in a third country, and the reasons for 
such decision. This information shall be updated on a regular basis. 

 
Article 4a 
The summary of the product characteristics referred to in point 9 of the second 
paragraph of Article 4 shall contain the following information: 
 
1. Name of the proprietary product. 
 
2. Qualitative and quantitative composition in terms of the active ingredients 
and constituents of the excipient, knowledge of which is essential for proper 
administration of the medicinal product; the international non-proprietary 
names recommended by the World Health Organization shall be used, where 
such names exist, or failing this, the usual common name or chemical 
description. 
 
3. Pharmaceutical form. 
 
4. Pharmacological properties and, in so far as this information is useful for 
therapeutic purposes, pharmacokinetic particulars. 
 
5. Clinical particulars: 
5.1 therapeutic indications, 
5.2 contra-indications, 
5.3 undesirable effects (frequency and seriousness), 
5.4 special precautions for use, 
5.5 use during pregnancy and lactation, 
5.6 interaction with other medicaments and other forms of interaction, 
5.7 posology and method of administration for adults and, where necessary, 
for children, 
5.8 overdose (symptoms, emergency procedures, antidotes) 
5.9 special warnings, 
5.10 effects on ability to drive and to use machines. 
 
6. Pharmaceutical particulars: 
6.1 incompatibilities (major), 
6.2 shelf life, when necessary after reconstitution of the product or when the 
container is opened for the first time, 
6.3 special precautions for storage, 
6.4 nature and contents of container, 
6.5 name or style and permanent address or registered place of business of the 
holder of the marketing authorization, 
6.6 special precautions for disposal of unused products or waste materials 
derived from such products, if appropriate. 
7. Full details of internal radiation dosimetry. 
8. Additional detailed instructions for extemporaneous preparation and 
quality control of such preparation and, where appropriate, maximum storage 
time during which any intermediate preparation such as an eluate or the 
ready to use pharmaceutical will conform with its specifications. 



 

Council Directive 75/318/EEC of 20 May 1975 on the approximation of the 
laws of Member States relating to analytical, pharmacotoxicological and 
clinical standards and protocols in respect of the testing of medicinal 
products 

 
PART 2 A. QUALITATIVE AND QUANTITATIVE PARTICULARS OF 
THE CONSTITUENTS 
 
The particulars and documents which must accompany applications for 
marketing authorization, pursuant to point 3 of Article 4 (2) of Directive 
65/65/EEC shall be submitted in accordance with the following requirements. 
 
1. Qualitative particulars 
1.1 Qualitative particulars of all the constituents of the medicinal product shall 
mean the designation or description of: 
— the active ingredient(s), 
— the constituent(s) of the excipients, whatever their nature or the quantity 
used, including colouring matter, preservatives, adjuvants, stabilizers, 
thickeners, emulsifiers, flavouring and aromatic substances, etc., 
— the constituents, intended to be ingested or otherwise administered to the 
patient, of the outer covering of the medicinal products – capsules, gelatine 
capsules, rectal capsules, etc. 
 
These particulars shall be supplemented by any relevant data concerning the 
container and, where appropriate, its manner of closure, together with details 
of devices with which the medicinal product will be used or administered and 
which will be delivered with the product. 
 
 
C. CONTROLS OF STARTING MATERIALS 
 
1. For the purposes of this paragraph, ‘starting materials’ shall mean all the 
constituents of the medicinal product and, if necessary, of its container, as 
referred to in paragraph A, point 1, above.  In the case of:  
— an active ingredient not described in the European Pharmacopoeia or in the 
pharmacopoeia of a Member State, or 
— an active ingredient described in the European Pharmacopoeia or in the 
pharmacopoeia of a Member State when prepared by a method liable to leave 
impurities not mentioned in the pharmacopoeial monograph and for which 
the monograph is inappropriate to adequately control its quality, which is 
manufactured by a person different from the applicant, the latter may arrange 
for the detailed description of the manufacturing method, quality control 
during manufacture and process validation to be supplied directly to the 
competent authorities by the manufacturer of the active ingredient. In this 
case, the manufacturer shall however provide the applicant with all the 
data which may be necessary for the latter to take responsibility for the 
medicinal product. The manufacturer shall confirm in writing to the applicant 
that he shall ensure batch to batch consistency and not modify the 
manufacturing process or specifications without informing the applicant. 
Documents and particulars supporting the application for such a change shall 
be supplied to the competent authorities. 
 
The particulars and documents accompanying the application for marketing 
authorization pursuant to points 7 and 8 of Article 4 (2) of Directive 
65/65/EEC shall include the results of the tests, including batch analyses 



 

particularly for active ingredients, relating to quality control of all the 
constituents used. These shall be submitted in accordance with the following 
provisions. 
 




