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Foreword  

Since 1978, the OECD Environment, Health and Safety Programme (EHS) has worked 
to assist OECD governments and the chemicals industry find the most cost-effective 
way of reducing the risks posed by chemicals. Its approach, of working together through 
the OECD to harmonise policies and instruments for their implementation, avoids 
duplicative efforts, reduces animal testing, saves time and money and minimises non-
tariff barriers to trade.  

In 1998, the OECD report “Savings to Governments and Industry Resulting from the 
OECD Environmental Health and Safety Programme” found that the work of the EHS 
Programme saves governments and industry over EUR 60 million per year (in 2008 
currency). Since then, the chemicals industry has more than doubled in size and 
governments are being forced to do more with fewer resources. Thus, OECD 
governments agreed in 2009 to undertake a new analysis to ensure that the EHS 
Programme was still as beneficial to governments and industry as in the past. This 
report is the outcome of that analysis. 

The Joint Meeting of the Chemicals Committee and Working Party on Chemicals, 
Pesticides and Biotechnology reviewed and declassified this document at its 45th 
meeting in February 2010. 
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Executive Summary  

The chemicals industry is one of the largest industrial sectors in the world and one 
which poses many challenges for government regulators; inefficient regulation would 
have costly implications for the environment, human health, government budgets and 
the continued growth of this important global industry. Not only can different 
regulatory approaches and requirements in each OECD country create significant costs 
for the chemicals industry and for governments, they can also create barriers to trade. 
With green growth firmly on the agenda of most governments and an ongoing 
economic crisis to contend with, an approach which allows environmentally 
sustainable but cost-effective growth is essential.  

For the past 30 years the OECD’s Environment, Health and Safety (EHS) Programme 
has been working to harmonise chemical safety tools and policies across jurisdictions. 
In 1998, the EHS Programme calculated that the cost savings to governments and 
industry from its work were around EUR 60 million a year (in 2008 currency). Ten years 
on, new opportunities for work sharing have brought even more benefits to 
governments and industry. This report demonstrates the increased savings, 
conservatively estimated at around EUR 153 million per year, and other significant 
non-monetary benefits of the programme (e.g. reducing the number and suffering of 
animals used in chemical testing). This report is just a snapshot of current savings, 
which are expected to rise as work on new tools and instruments is completed.   

What does the EHS Programme do?  

The EHS Programme was set up to help OECD governments reduce barriers to 
trade, optimise the use of their resources, and save industry time and money by co-
operating to test and evaluate industrial chemicals, pesticides and biotechnology and 
nanotechnology products. The programme achieves these goals in the following ways: 

• Harmonisation: the OECD’s Mutual Acceptance of Data (MAD) system means 
that a safety test carried out on a chemical product in one OECD country can 
be accepted by other OECD countries as long as it was carried out in 
accordance with the OECD Test Guidelines and Principles of Good Laboratory 
Practice (GLP). Non-OECD economies are also allowed to adhere to this 
system. This saves the chemicals industry the expense of duplicate testing 
for products which are marketed in more than one country. It is estimated 
that for new pesticides alone, the total annual savings arising from the MAD 
system is over EUR 135 million. It also significantly reduces the number of 
animals needed for testing. Another role for the EHS Programme is to 
harmonise industry dossiers and review reports for pesticides registration, 
saving governments around EUR 2.4 million and the pesticides industry EUR 
1.5 million every year. 

• Burden sharing: working together to tackle chemicals management issues 
means that countries can share the workload and speed up the process, 
especially for evaluating the safety of high production volume (HPV) 
chemicals which are mostly produced and marketed in more than one 
country (e.g. styrene and acrylonitrile). Through the OECD EHS Programme, 
individual countries and their chemical companies agree to take the lead on 
the testing and assessment of some of these HPV chemicals based on the 
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number of high volume chemicals produced or imported in their country. 
Costs are further reduced by allowing predictive models to be used for groups 
of similar chemicals so that each chemical does not have to be individually 
tested. This approach saves industry nearly EUR 1.5 million each year in 
avoiding unnecessary testing.  

• Exchanging technical and policy information: the EHS Programme acts as a 
forum for countries to exchange technical and policy information. By 
discussing their chemical control policies together, countries tend to develop 
similar policies and regulations and have greater confidence in each other’s 
systems. In this way, not only are government resources saved, but products 
can also be brought to market faster. Finally, governments have access to the 
experience of the many scientific and policy experts from governments, 
industry, non-governmental organisations and academia who participate in 
the work of the EHS Programme.  

• Outreach: the OECD’s share in world chemical production is decreasing as 
non-OECD economies – particularly Brazil, Russia, India, Indonesia, China 
and South Africa – develop their chemical sectors. Greater international co-
operation is needed with these economies to build capacity, share 
information and ensure that new national chemical management systems do 
not lead to duplicative work or conflicting regulations and new trade 
barriers. The OECD’s EHS Programme has a proactive outreach strategy to 
encourage the participation of non-OECD members in the work of the 
programme and to allow them access to technical and policy discussions and 
documentation. 

How much money does the EHS Programme save?   

OECD surveys of governments and the pesticide and industrial chemicals industry 
across the OECD and data from OECD databases reveal that the programme costs to 
OECD governments and participating industries total EUR 15.2 million a year. These 
costs include preparing for and attending meetings and running the EHS Secretariat.  

There are both quantifiable and non-quantifiable benefits from the EHS Programme 
that accrue to government and industry. The net savings brought by the programme 
(i.e. after deducting costs) for harmonising the testing and assessment of new 
pesticides and industrial chemicals and the systematic investigation of high 
production volume chemicals can be quantified in monetary terms and are estimated 
to be approximately EUR 153 million a year (Table 0.1).  
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Table 0.1. Estimated annual costs and savings of the OECD’s EHS Programme 

Costs to government and industry of 
participating in the EHS Programme 

 

Savings for government and industry resulting from 
the programme 

 

Organisation Cost Chemical Activity Savings 

Country 
Costs EUR 11 648 000 New industrial 

chemicals Testing EUR 27 576 000 

   Testing EUR 134 640 000 

  New  
Pesticides Industry reporting EUR 1 546 800 

Secretariat 
Costs EUR 3 579 800  Government 

assessment EUR 2 408 700 

  High production 
volume 

chemicals 

Testing EUR 1 547 100 

  Government 
assessment EUR 508 680 

Total 
(Rounded) EUR 15 228 000   EUR 168 230 000 

NET SAVINGS DUE TO THE EHS PROGRAMME = EUR 153 000 000 (Rounded) 

 

Between 1998 and 2008, the overall budget for the EHS Programme grew only about 
8%, despite a significant increase in the numbers of meetings held and chemicals and 
products covered (e.g. biotechnology). During this same period, the chemicals industry 
grew significantly, as did the increase in net savings1 attributable to the EHS 
Programme documented in this report (Figure 0.1).  
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Figure 0.1. Percent increase from 1998 to 2008 

 

 

What other benefits does it have?  

Other activities within the EHS Programme can currently only be described in 
qualitative terms, either because the benefits are not easy to measure in direct 
monetary gains, or else the activities have not been implemented for sufficient time to 
gauge the impacts. However, these benefits are just as real and important as the 
quantifiable benefits. They include the following, summarised in Table 0.2: 

• Ensuring safer nanomaterials by developing new test methods and 
guidelines, and helping members to pool their expertise and fund the safety 
testing of specific manufactured nanomaterials. 

• Harmonising biotechnology assessments and developing a database on the 
field testing and commercialisation of genetically-modified products in OECD 
countries, and on regulatory developments.  

• Facilitating safety assessments of new industrial chemicals. 

• Enhancing Pollutant Release and Transfer Registers.  

• Providing outreach to non-member countries, and co-ordinating 
international activities on managing chemical safety.  

• Harmonising chemical classification and labelling. 

• Improving risk assessment and management methods. 

• Creating a level playing field for chemical accident prevention, preparedness 
and response. 

• Limiting the use of animals in chemical testing. 
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Broader qualitative benefits include the health and the environmental gains from 
governments being able to evaluate and manage more chemicals than they would if 
working independently. They also include the avoidance of delays in marketing new 
products; according to industry sources, these could represent similar amounts of 
money as those saved by avoiding duplicative testing (for example, delays in 
registrations of a pesticide might lead to missed sales for a full growing season).  

Table 0.2. Qualitative benefits of the EHS Programme 

Benefits for governments Benefits for industry  Benefits to society 

Creation of networks among 
government and industry 
experts in OECD countries 

Creation of networks among 
government and industry experts 
from the OECD countries  

Reduction in animal testing 

Forum to develop new policies 
to harmonise OECD-wide (9 
Council Decisions, 12 Council 
Recommendations, 1 Council 
Resolution) 

Reduction in delays for 
marketing new products 

More chemicals can be 
evaluated, and action taken if 
necessary, than if countries work 
independently 

Development of technical 
instruments that improve the 
quality of chemical evaluations 
and regulations  

Harmonised classification and 
labelling systems for chemical 
products 

Worldwide availability of 
transparent, government-vetted, 
high quality information and data 

Access to information and 
advice from countries with 
different policy experience 

Reduction in non-tariff trade 
barriers  

Harmonised classification and 
labelling systems for chemical 
products 

Opportunity to obtain information 
about OECD countries’ policies 
and regulations 

 

Much increased availability of 
safety data on high production 
volume chemicals 

  

 

 

 

 

                                                      
Notes 
1  Due to some minor differences in data and methodologies, the comparison 

between the 1998 and 2008 savings is an approximation. 
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Chapter 1: Introduction 

At this time of economic crisis, tightened budgets and growing concern about 
environment and health, governments are striving to design and implement cost-
effective policies for environmentally sustainable economic growth. How such policies 
are implemented in the chemicals industry – one of the largest economic sectors in the 
world, and one with potentially significant environmental impacts and benefits – will 
be critical to achieving long-term success.  

Given the potential environmental and health risks associated with the production, 
transport, use and disposal of chemicals, the sector is highly regulated. Regulations 
cost money – to both industry and governments. The fact that each OECD country has 
its own regulatory processes and requirements, with many of the same chemicals 
being involved and traded amongst them, means that much effort is potentially 
duplicated and time and money wasted.  

It is for these reasons that the OECD’s Environment, Health and Safety (EHS) 
Programme has been working for the past 30 years to harmonise chemical safety tools 
and policies. Its aim is to allow governments and industry to develop the most cost-
effective approach for protecting people and the environment from the risks posed by 
chemicals, without creating barriers to trade. This report explores the work of the 
programme, and details the significant savings it has secured for both governments 
and industry – an estimated EUR 153 million a year. These quantifiable savings only 
tell part of the story – the report also describes the programme’s equally important 
non-quantifiable benefits (e.g. the considerable reduction in the number of animals 
needed for chemical testing as a direct result of EHS work). Further, the estimated 
savings are just a snapshot of the benefits that accrue today, and this figure is 
expected to rise as the results of more EHS projects become available in the coming 
years. 

This chapter summarises the current situation. First, the economic and 
environmental aspects associated with the chemicals industry are explored. Then the 
role of the EHS Programme in minimising the detrimental impacts and maximising the 
benefits of a well-regulated and productive sector is assessed.  

The chemicals industry 

The chemicals industry – which includes industrial chemicals, pharmaceuticals, 
pesticides, biocides, food and feed additives and cosmetics – is one of the world’s 
largest industrial sectors. Nearly every manmade material contains one or more of the 
thousands of chemicals produced by the industry each year. Since the OECD 
Programme was created, the world’s chemicals industry has grown in value over seven 
times, from approximately USD 520 billion in 1978 to approximately USD 3 697 billion 
in 2008 (ACC, 2009). OECD countries currently account for around 75% of world 
production, and total world production is expected to increase by around 3.4% a year to 
2030 (OECD, 2008). The chemicals industry is also a major component of world trade, 
with exports in 2008 accounting for about 10% of global trade or USD 1 573.5 billion 
(ACC, 2009)1. 

The chemicals industry’s products range from basic or commodity chemicals and 
speciality chemicals derived from these basic chemicals (adhesives and sealants, 
catalysts, coatings, electronic chemicals, plastic additives, etc.), to consumer care 
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products (soap, detergents, bleaches, hair and skin care products, fragrances, etc.). 
Some products developed by the chemicals industry, such as insulation material and 
low temperature detergents, can improve energy efficiency to help combat climate 
change, while nanocomposites can remove metals from smokestack emissions.  
Others, such as safe agrochemicals that help crops better resist drought and salinity, 
can help the farming sector better adapt to changes in climatic conditions. Still other 
products, such as those which prevent and cure disease or improve crop yields, can 
improve people’s lives.  

However, the production and use of chemicals can also have a negative impact on 
human health and the environment. Although the impacts are complex and 
sometimes open to debate, some deleterious effects are well documented, such as 
those of asbestos and toxic chemicals that persist in the environment and that are 
bioaccumulative2 and / or toxic (e.g. polychlorinated biphenyls [PCBs] and dioxins). 
More recently, concern has been raised about the impact of endocrine-disrupting 
substances on human reproduction and development. 

While some risks have been reduced over the years, and more knowledge has been 
gained about the risks posed by chemicals, more needs to be done. In 2001, OECD 
Environment Ministers called on the OECD to further “ . . . develop policies and 
instruments to identify, prevent and manage risks to human health and the 
environment posed by chemicals . . .” and “. . . harmonise the risk assessment of 
chemicals, for example, by developing criteria for identifying inherently unsafe 
chemicals (e.g. for persistence, bioaccumulation, toxicity), developing new testing and 
assessment methods, in particular for endocrine disrupters, and expanding the mutual 
acceptance of data” (OECD, 2001). More recently, one of the key conclusions in the 
OECD Environmental Outlook to 2030, endorsed by OECD Environment Ministers in 
2008, was that “while some progress has been made in collecting data and assessing 
the impacts from chemicals on the market, there is a need for better understanding of 
certain uses or sources of exposure ” (OECD, 2008).   

Why governments work together to tackle the risks posed by chemicals  

Impacts of a non-harmonised approach to chemical regulation and testing  

Today, OECD governments have significant and comprehensive regulatory 
frameworks for preventing and/or minimising the health and environmental risks 
posed by chemicals. Indeed, the chemicals industry is one of the most regulated of all 
industries. The objective of regulatory frameworks is to ensure that chemical products 
already on the market are safe or managed in a safe way, and that new ones are 
properly assessed before being placed on the market. This is done either by testing 
specific chemicals (or using predictive models to assess similar chemicals more 
quickly; see Box 2.2), assessing the results, and taking appropriate action. Such a 
framework, while rigorous and comprehensive, is very resource-intensive and time-
consuming for both governments and industry. For instance, the cost for a pesticide 
company to test one new active ingredient for health and environmental effects is 
approximately EUR 17 million3, and the time needed for a government to review and 
assess the data is approximately 2.2 person-years.4    

As many of the same chemicals are produced in more than one OECD country (or 
are traded across countries), different national chemical control policies can lead to 
duplication in testing and government assessment, thereby wasting the resources of 
industry and government alike. Different national policies also create non-tariff or 
technical barriers to trade (TBT) in chemicals. In 2007, the OECD’s Trade Directorate 
issued a working paper which concluded that “While tariff barriers have substantially 
been reduced during successive [General Agreement on Tariffs and Trade] (GATT) and 
[World Trade Organization] (WTO) negotiations, mandatory technical regulations, 
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voluntary standards and related conformity assessment procedures continue to 
represent potentially important obstacles to trade” (OECD, 2007). The World Trade 
Organization has estimated that “. . . 20 per cent of specific trade concerns raised in the 
Technical Barriers to Trade Committee are about measures citing environmental 
protection among their objectives. Since 1998, there have been approximately 32 
environment-related TBT specific trade concerns: 10 deal with control of hazardous 
substances, chemicals and heavy metals. . .”5 Furthermore, differences in regulations 
and test standards discourage research, innovation and growth, and increase the time 
it takes to introduce a new product onto the market. They can also lead to 
inefficiencies for governments, because authorities cannot take full advantage of the 
work of others which would help reduce the resources needed for chemicals control. 

The benefits of the Environment, Health and Safety (EHS) Programme 

The OECD is particularly well-suited to developing common tools and policies for 
chemicals for several reasons:  

• OECD countries account for most of the world’s production of chemicals, 
giving them an important global responsibility for the sound management of 
an industry which includes many large multinational companies.  

• OECD countries have similar markets, populations, per capita GDP, and levels 
of environmental protection, greatly facilitating the development and use of 
common approaches.  

• All OECD countries are seeking ways to reduce government spending without 
compromising economic development, trade or environmental safety. By 
working together through the OECD, governments can ensure that sound 
management of chemical products is implemented in a way which is most 
efficient for them and for industry.  

The EHS Programme was set up to help OECD governments reduce barriers to 
trade, optimise the use of their resources, and save industry time and money by co-
operating to test and evaluate chemicals, pesticides, and biotechnology and 
nanotechnology products. The programme achieves these goals through 
harmonisation, burden sharing, exchanging technical and policy information, and 
outreach. Each of these is described in turn below. 

Harmonisation 

If national approaches to chemical regulation are harmonised, industry is not faced 
with a plethora of conflicting or duplicative requirements, governments are provided 
with a common basis for working with each other, and non-tariff barriers to trade are 
reduced. The principal tools for harmonisation are a set of OECD Council Decisions 
which make up the OECD Mutual Acceptance of Data (MAD) system,6 including its 
OECD Guidelines for the Testing of Chemicals7 and Principles of Good Laboratory 
Practice (GLP) (OECD, 1998). The MAD system helps to avoid conflicting or duplicative 
national requirements, provides a common basis for co-operation among national 
authorities and avoids creating non-tariff barriers to trade. In endorsing these Acts, 
OECD countries have agreed that a safety test carried out in accordance with the OECD 
Test Guidelines and Principles of Good Laboratory Practice in one OECD country must 
be accepted by other OECD countries for assessment purposes. This saves the 
chemicals industry the expense of duplicate testing for products which are marketed 
in more than one country. The Test Guidelines and GLP Principles are continuously 
expanded and updated to ensure they are state-of-the-art.  

A 1997 Council Decision also allows non-OECD economies to adhere to this system 
and to participate in the future development of Test Guidelines and Principles of GLP 
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and compliance monitoring procedures. The Test Guidelines and Principles of GLP, 
which have long formed the basis of national technical regulations related to non-
clinical health and environmental safety data acceptance in OECD countries, thus 
fulfill the major WTO requirements for “international standards” of transparency, 
avoidance of trade barriers and openness of participation by all WTO members. 

The cost savings from the MAD system and the continuous updating of new test 
guidelines and additional guidance on GLP and compliance monitoring are major 
benefits of the EHS Programme. Every year, many companies submit notifications or 
registration applications for hundreds of new industrial chemicals and pesticides. As 
described below, the savings to the pesticides and industrial chemicals sectors for 
testing new substances are more than EUR 160 million each year, if the cost of 
participation in the EHS Programme is excluded. This does not include the savings for 
testing other types of chemicals (e.g. biocides and pharmaceuticals, many of which are 
subject to non clinical health and safety testing using OECD Test Guidelines and GLP 
Principles). Furthermore, animal suffering is significantly reduced as a test needs only 
to be conducted once. Savings are even larger when one considers that tests conducted 
in OECD countries must also be accepted in non-OECD countries which adhere to the 
MAD system.8 

Sharing the burden  

By working together to tackle chemical management issues, countries can share 
the workload. This saves valuable government and industry resources and allows more 
to be achieved more quickly. This is particularly the case for evaluating the safety of 
high production volume (HPV) chemicals. Most of these commodity chemicals are 
produced and marketed in more than one country. If each country were to evaluate the 
safety of these substances independently, efforts would be greatly duplicated. Through 
the OECD EHS Programme, the workload is distributed among countries according to 
the number of high volume chemicals produced and imported in each country, and the 
work of testing and evaluating these chemicals is done co-operatively. For each 
substance, a chemical company or government carries out the necessary testing on a 
voluntary basis and prepares an assessment which is discussed within the OECD. Costs 
are further reduced by allowing predictive models to be used for groups of similar 
chemicals so that each chemical does not have to be individually tested. This approach 
saves considerable resources for government, experts and industry.  

Exchange of technical and policy information  

The Environment, Health and Safety Programme provides a forum for countries to 
exchange technical and policy information. This creates greater confidence in, and 
acceptance of, each others’ approaches and ultimately fosters more efficient and 
effective and more closely harmonised national chemicals management programmes. 
By discussing their chemical control policies together and seeking ways to harmonise 
instruments and methods, countries tend to develop similar policies and regulations. 
Greater confidence in each others’ systems means greater acceptance of one another’s 
safety assessments. This, in turn, means that government regulators who exchange 
such assessments can significantly reduce the time and effort needed to approve a 
new product or (re-)register an existing one. In this way, not only are government 
resources saved, but products can also be brought to market faster. Finally, 
governments have access to the experience of the many scientific and policy experts 
from government, industry and academia who participate in the work of the EHS 
Programme.  
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Outreach  

OECD countries currently account for most of the world’s production of chemicals; 
however, their share is decreasing and is expected to drop from its current level of 75% 
to around 63% by 2030 as production in non-OECD economies – particularly Brazil, 
Russia, India, Indonesia, China and South Africa – increases rapidly (OECD, 2008). With 
this rapid rise in non-OECD production, greater international co-operation will be 
needed with these economies to build capacity, share information and promote 
effective chemical management globally. Co-operation will also be needed to ensure 
that new national chemical management systems do not lead to duplicative testing 
and assessments or to new trade barriers. The OECD has played a key role in 
implementing Chapter 19 of Agenda 219 on the sound management of toxic chemicals. 
Its EHS Programme is the leading international programme in the field and its products 
are used widely by non-member countries. Many activities are undertaken (together 
with UN organisations) to help non-member countries set up their chemical control 
systems and to introduce them to the principles of chemicals management used in 
OECD countries. In 2008, the OECD Council adopted a Resolution10 on the 
Implementation of the UN Strategic Approach to International Chemicals Management 
(SAICM). This Resolution calls for countries to work together through the OECD to 
ensure that as chemicals management programmes are established or upgraded, OECD 
products will be accessible, relevant and useful to non-members to help them develop 
their capacities for managing chemicals. The OECD is working on over 40% of the 273 
activities listed in the SAICM Global Plan of Action. 

Recognising the greater interdependence among OECD economies and other 
economies, the OECD’s Council adopted a Resolution11 in 2004 which calls on all 
committees within the organisation to more fully engage outside the OECD. The 
OECD’s EHS Programme has a proactive outreach strategy to encourage the 
participation of non-members in the work of the programme. Non-members profit 
from access to technical and policy discussions and documentation, while member 
economies (governments and industry) profit from greater convergence of 
environment, health and safety programmes around the world. 

Ensuring green growth  

A final benefit of the programme is that reducing the overall costs associated with 
the protection of health and the environment can help “green” the approaches 
governments take to economic growth. This was highlighted by the OECD Declaration 
on Green Growth, adopted at the Ministerial Council Meeting in June 2009 by ministers 
of finance, economy, trade and foreign affairs from 34 countries: 

“The OECD can, through policy analysis and identification of best practices, assist 
countries in their efforts to respond to the growing policy demands to foster green 
growth and work with countries to develop further measures to build sustainable 
economies.”(OECD Declaration on Green Growth, 25 June, 2009) 
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Notes 

1 A total figure of USD 15.94 trillion is reported by the World Trade Organization (see 
www.wto.org/english/res_e/statis_e/quarterly_trade_e.xls, accessed 10 March 
2010). 

2 Bioaccumulation refers to the gradual accumulation of substances, such as 
pesticides or other organic chemicals, in an organism and in the food chain. 

3 Based on EHS survey of industry, see Annex A for details. 
4 Based on EHS survey of governments, see Annex A for details. 
5 World Trade Organization (WTO) website: 

www.wto.org/english/tratop_e/envir_e/envir_req_e.htm, accessed 10 March 
2010. 

6 1981 Council Decision on the Mutual Acceptance of Data in the Assessment of 
Chemicals is available at: 
www.oecd.org/document/23/0,3343,en_2649_34381_2346455_1_1_1_1,00.html. 

7 Available at: 
http://puck.sourceoecd.org/vl=2475255/cl=18/nw=1/rpsv/periodical/p15_about.
htm?jnlissn=1607310x. 

8 These include Argentina, Brazil, India, Israel, Malaysia, Singapore, South Africa and 
Slovenia. 

9 Agenda 21, adopted by more than 178 Governments at the United Nations 
Conference on Environment and Development (UNCED) held in Rio de Janerio, 
Brazil, in 1992, is a comprehensive plan of action to address human impacts 
on the environment. 

10 Resolution of the Council on Implementation of the Strategic Approach to 
International Chemicals Management (SAICM), adopted by OECD Council on 
28 March, 2008, www.oecd.org/dataoecd/15/5/40573587.pdf. 

11 Resolution of the Council Concerning the Participation of Non-members in the 
Work of Subsidiary Bodies of the Organisation, 
www.oecd.org/dataoecd/62/23/41461943.pdf. 
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Chapter 2: Methodology and Results  

In 1998, the EHS Programme published a report which documented cost-savings to 
governments and industry in OECD economies from participating in the work of the 
programme and benefiting from the products developed by the programme (OECD, 
1998). That report estimated that net savings (after deducting participation and 
Secretariat costs) were around EUR 60 million a year1, not counting non-quantifiable 
savings and other benefits.  

As the programme has evolved, new opportunities for work sharing are bringing 
even more benefits to governments and industry. Ten years on, it is time to reassess 
the programme and the benefits it offers. This chapter summarises the approach used 
to quantify the costs to governments and industry of participating in the EHS 
Programme and the savings they derive from participating. In Chapter 3 the many and 
substantial non-quantifiable benefits for governments and industry are summarised. 

Three surveys were conducted in March 2009 to collect data from OECD 
governments (Annex A, Table A.1), and the pesticide and industrial chemicals industry 
(Annex A, Table A.2). Additional data were collected from the OECD’s Event 
Management System (EMS) which contains data on the number of OECD meetings held 
each day and the number of delegates registered for those meetings, and from the 
OECD’s High Production Volume database.  

In this chapter the costs of the EHS Programme are calculated first, followed by an 
assessment of the savings. Costs are then subtracted from savings to reveal the net 
savings. At the end of each section, the programme’s costs and savings in 1998 are 
compared with those in 20082. 

Estimating the costs of the EHS Programme  

There are two main types of costs involved in implementing the EHS Programme: 

• Secretariat costs: OECD Secretariat support, including staff salaries, benefits 
and travel; consultants and invited experts; and general overhead.  

• Country costs: the costs to governments, industry and other non-
governmental organisations (NGOs) of participating in and contributing to 
the work of the EHS Programme. These include both travel costs to attend 
OECD meetings and staff costs for developing and reviewing EHS documents 
and preparing for and attending EHS meetings. 

The following baselines and calculations were used for this analysis: 

• Secretariat costs were based on the 2008 OECD Programme of Work and 
Budget (PWB). 

• Country staff costs were calculated based on the number of delegates who 
participated in EHS meetings, the average length of those meetings, the time 
delegates spent preparing for the meetings and their average hourly wage. 
The figures used for the number of meetings, length of meetings and number 
of participants to those meetings were based on data collected from OECD’s 
Event Management System for 2006 and 2007 and were averaged to 
compensate for yearly fluctuations in meeting frequencies3. The average 
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hourly wage across countries4, as well as the average preparation time for the 
meetings (as a percentage of meeting time),5 were based on the results of the 
EHS survey of governments (Annex A).  

• Country travel costs were based on a weighted average of the costs of flights 
to the three OECD regions (North America, Europe, and Asia/Pacific) during 
2006 and 2007,6 and also include the average daily expenses for delegates’ 
meals and accommodation (EUR 220, based on discussions with government 
delegates). 

Overall costs  

The estimated annual costs of the EHS Programme are shown in Table 2.1, and Box 
2.1 compares the Secretariat costs in 1998 and 2008.  

Table 2.1. Estimated total annual costs of supporting the EHS Programme 

Country Costs Secretariat Costs 

Number of meetingsa 99 Part I budgetb

Average length of meetingsc 
(days) 2.52 

Expenditure on 
permanent staff and 
consultancy funds 

EUR 342 050 

Total number of participantsd 3 589   

Travel costse EUR 5 578 700 Part II budgetf

Country staff costsg EUR 6 069 100 Special Programme on 
the Control of Chemicals EUR 1 821 700 

  Grantsh EUR 1 416 100 

Total country costs EUR 11 648 000 Total Secretariat costs EUR 3 579 800 

Total costs (Secretariat and countries)  EUR 15 228 000 (rounded) 

Table Notes 

a Yearly average over the period 2006 to 2007 (from EMS data). 

b The Part I Budget is the regular OECD Budget to which all member countries contribute. 

c The average length of meetings is a weighted average based on the number of participants and the length of 
each meeting. 

dYearly average over the period 2006 to 2007 (from EMS data). 

eTravel costs (rounded) = travel [weighted average cost of round-trip flight (EUR 1 000) x number of 
participants (3 589)] + expenses [length of meetings (2.52 days) x daily expenses (EUR 220) x number of 
participants (3 589)]. 

fThe Part II budget constitutes assessed extra-budgetary contributions made by 27 out the 30 member 
countries to support the Special Programme on the Control of Chemicals. 

gCountry staff costs (rounded) = participation [length of meetings in hours (2.52 x 8 = 20.16) x number of 
participants (3 589) x staff costs per hour (EUR 36)] + preparation [(133% x 20.16 = 26.8128) x number of 
participants (3 589) x staff costs per hour (EUR 36)].  

hExtra-budgetary contributions from countries to support specific activities in the EHS Programme. 
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Box 2.1.  Secretariat costs compared: 1998 to 2008 

The overall OECD Secretariat costs grew only about 8% (from      
EUR 3 301 100 in 1998 (in 2008 Euros) to EUR 3 579 800 in 2008 despite:  

• a 71% increase in the average number of meetings (58 to 99); 

• a 98% increase in the number of participants in those 
meetings (1 811 to 3 589); 

• the addition of major new EHS Programmes (biocides, safety 
of novel foods and feed, and nanotechnology); and  

• a significant expansion in some existing EHS Programmes 
(e.g. pesticides, chemical accidents, and biotechnology).  

 Estimating the savings from the EHS Programme 

There are both quantifiable and non-quantifiable benefits from the EHS Programme 
that accrue to government and industry. The savings associated with testing and 
assessing new pesticides and industrial chemicals and the systematic investigation of 
high production volume chemicals can be relatively easily quantified in monetary 
terms. Other activities within the EHS Programme can currently only be described in 
qualitative terms, either because the benefits are not easy to measure in direct 
monetary gains, or else the activities have not been implemented for sufficient time to 
gauge impact. However, the programme’s qualitative benefits are no less real, less 
likely to occur or less important than the quantifiable benefits. They are listed in 
Chapter 3, but first the quantifiable savings are outlined. 

Assumptions 

One of the principal values of the EHS Programme is that it helps to reduce 
duplication of work for industry and governments. As described above, the potential 
for duplication is great, given the international character of industrial chemicals and 
pesticides, with products developed for and sold in multiple markets. To calculate the 
extent to which OECD work helps to avoid such duplication, several assumptions were 
made:  

• That each (often multinational) company which conducted safety testing and 
notified or registered a new industrial chemical or pesticide onto one market 
in 2008, also did this in the other markets in the OECD. This assumption is 
based on the results from the EHS surveys of pesticide and industrial 
chemicals companies (Annex A). In this report, the 30 OECD countries are 
generally not considered individually, but rather as part of three major 
regional markets: North America, Europe and the Asia/Pacific region. Based 
on the results of the industry surveys, it was assumed that for each new 
product notified or registered in one region, this was also done in the two 
other regions. 

• That without the OECD Mutual Acceptance of Data system, slightly different 
test methods and GLPs would have been developed by each country 
independently. Based on the results of the EHS surveys of the pesticide and 
industrial chemicals industries (Table A.2), it is estimated that, in the 
absence of the EHS Programme, Country A would not accept 36% of the test 
data for new industrial chemicals nor 33% of test data for new pesticides 
emerging from Country B because of differing methods, and therefore, that 
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testing would have to be repeated. However, this is a conservative estimate 
because it implies that approximately 64% to 67% of the data would be 
accepted in Country A, even if the data did not fully conform to the 
requirements of that country.   

• That in the absence of the OECD principles and guidance it would be unlikely 
that a (Q)SAR/category/read-across result (Box 2.2) used in one country would 
be accepted in another country. The same rate of acceptance of (Q)SAR data 
derived through the HPV Chemicals Programme (see below) as described in 
the point above was assumed (i.e. only 64% of (Q)SAR industrial chemical 
data developed in one country would be accepted in another if not done 
under the HPV Chemicals Programme). 

 

Box 2.2.  (Quantitative) structure-activity relationships models 

The sources of information to assess existing high volume 
industrial chemicals under OECD’s HPV Chemicals Programme include 
existing data, new test data and data derived from the use of 
predictive models [i.e. (Quantitative) Structure-Activity Relationships 
models or (Q)SARs]. The latter are mathematical approaches designed 
to find relationships between chemical structure (or structure-related 
properties) and biological activity (or target property) of studied 
compounds. The acceptance of data from these models was facilitated 
by the publication in 2004 of the OECD Principles for the Validation, for 
Regulatory Purposes, of (Q)SAR methods (OECD, 2004), and the OECD 
Guidance for Grouping of Chemicals (OECD, 2007). Prior to the adoption 
of the OECD guidance, the acceptance of (Q)SAR results or data from 
categories/read-across (i.e. techniques for filling data gaps within 
chemical categories) was in general limited to the country which 
generated these results (OECD, 2006). 

Methodology and results  

Reducing repeat testing for new substances  

Each year, industrial chemical and pesticide manufacturers notify governments of 
their intention to manufacture and market new substances. This notification is 
accompanied by a set of test data to allow the safety of the chemical to be assessed. 
The tests involved range from simple and inexpensive (e.g. determining a melting 
point costs around EUR 1 400), to complicated and costly (e.g. EUR 1.1 million for a two-
year rat chronic toxicity study). The number of tests required for a new chemical 
assessment depends on the type of product being considered. Testing to generate a 
base-set of safety data for new industrial chemicals typically costs on average around 
EUR 144 750 (Table 2.2 and Table A.3), whereas testing to generate the much more 
extensive data package needed for new pesticides is around EUR 17 million.7   

Having to repeat tests for each new market can be a significant obstacle to trade in 
chemicals.  This OECD analysis assumes that by using OECD Test Guidelines and GLP 
Principles, and as a result of the Mutual Acceptance of Data (MAD) system, a company 
can be assured that its test data will be accepted for assessment by governments 
throughout the OECD and beyond. As can be seen from Table 2.2, the MAD system has 
therefore generated, and continues to generate, significant savings for companies 
whose products are introduced in multiple markets. 
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Table 2.2.  MAD system benefits: lowering the costs of launching new industrial chemicals 
and pesticides 

 New industrial 
chemicals New pesticides 

Average number of substances 
introduced in each of the three major 
OECD regions (Asia/Pacific, North 
America, Europe) in 2008  

264.6a 12a 

Average cost of testing per chemical EUR 144 750b EUR 17 000 000c 

Total cost of testing across all three 
regions in absence of Mutual 
Acceptance of Data 

EUR 65 877 000d EUR 338 640 000e 

Total cost of testing across all three 
regions with Mutual Acceptance of 
Dataf 

EUR 38 301 000 EUR 204 000 000 

2008 annual savings due to the 
OECD EHS Programme EUR 27 576 000 EUR 134 640 000 

Table Notes 

a  Based on data from EHS survey of governments. 

b Costs of base set tests extracted from full list of tests subject to EU Registration, Evaluation, Authorisation 
and Restriction (REACH) regulation as described in RPA (Risk & Policy Analysts Limited) (2003), Revised 
Business Impact Assessment for the Consultation Document; Working Paper 4 Assessment of the Business 
Impacts of New Regulations in the Chemicals Sector Phase 2, prepared for European Commission Enterprise 
Directorate-General, RPA, Loddon, UK. Costs have been adjusted to account for inflation from 2003 to 2008 
(See Annex A, Table A.3). 

c Based on data from EHS survey of industry. 

d For new industrial chemicals: [Number of substances (264.6) x cost of testing (EUR 144 750)] + 2 x 
[percentage of tests not accepted (36%) x number of substances (264.6) x cost of testing (EUR 144 750)].  

e For new pesticides: [Number of substances (12) x cost of testing (EUR 17 mill)] + 2 x [percentage of tests not 
accepted (33%) x number of substances (12) x cost of testing (EUR 17 mill)]. 

f  For new industrial chemicals and pesticides: Number of substances x cost of testing. 
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Box 2.3.  Testing costs compared: 1998 to 2008 

Net savings for pesticide manufacturers due to the use of OECD 
Test Guidelines/GLP Principles rose from EUR 18 503 000 (in 2008 Euros) 
to EUR 134 640 000 in 2008. The increase is due to the following 
reasons: 

• Around 50 new Test Guidelines have been developed over 
this period. 

• The figures in this report are more reflective of actual costs 
than the figures in the 1998 report. In the latter, the 
European Crop Protection Association estimated that the 
total cost of all testing involving toxicology and 
environmental science in the development of a pesticide 
was approximately EUR 56 million; however, as the OECD 
was uncertain how many of these tests were conducted 
according to OECD Test Guidelines, a more conservative 
figure was used (approximately EUR 2.6 million). In the 
current report, the pesticide industry questionnaire asked 
only for the total cost of environmental health and safety 
testing conducted according to OECD Test Guidelines and 
GLP Principles.  

• The cost of testing has increased significantly over the last 
ten years.  

• The average number of new pesticides tested each year 
increased by 20% (from 10 to 12). 

Net savings for manufacturers of new industrial chemicals 
increased from EUR 6 443 000 (in 2008 Euros) to EUR 27 576 000 in 2008. 
Much of this was due to a large increase in the average number of new 
chemicals notified each year (from 74 in the previous report to 264.6 in 
this report).  

 

Harmonising industry dossiers for pesticides registration 

The OECD Pesticides Programme aims to improve the efficiency of pesticide 
registration and re-registration and reduce the costs to industry and governments of 
the pesticide approval process. Given the extensive experience of governments and 
industry with pesticide registration and re-registration, costs could be reduced through 
greater co-operation among countries in sharing data and assessments. 

One approach to reducing time and effort needed for pesticide (re-)registration is to 
harmonise national formats for the registration dossiers used by industry to submit 
data. A harmonised format means that once a company compiles a dossier for one 
country, the cost and time involved in developing dossiers for other countries will be 
significantly reduced. The OECD has a standard dossier format which pesticide 
companies can use when submitting data to member countries. The total cost of 
preparing a dossier on a pesticide is EUR 195 3008 (not including the cost of testing). 
According to the EHS survey of the pesticides industry, the industry has estimated that 
using the OECD format saves an average of 68% of the costs of developing a dossier on 
the same substance for a second country. In other words, using the OECD dossier 
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format for a substance being introduced into a second country only costs a company 
32% of the cost of the first dossier on the same substance. On the other hand, if the 
first dossier was not developed using the OECD dossier format, it is estimated to cost a 
company 65% of the cost of the first dossier to develop a second one. Based on the 
responses to the EHS government survey (Table A.1) on average, 12 new pesticides 
enter the market each year, and each is introduced into all three regional markets 
(meaning a company will need to prepare three dossiers for each substance). Based on 
these assumptions, the savings to the pesticides industry for using the OECD format 
would therefore be EUR 1.5 million per year (Table 2.3). 

It should be noted that this methodology only accounts for the savings that accrue 
to industry for the submission of dossiers for new active ingredients, and not the 
submission of dossiers for pesticide products which contain those active ingredients or 
for existing active ingredients which undergo periodic re-reviews but which may still 
use portions of the OECD dossier format. Under the OECD Pesticides Programme, 
governments are currently exploring ways to share work on re-reviews of existing 
active substances. 

Table 2.3. Annual savings to industry from harmonised dossiers for pesticide registrations 

Number of new pesticides to be registered 12 

Cost to prepare one dossier EUR 195 300 

Total cost to prepare dossiers for all new pesticides across all 
three regions without OECD harmonised dossiera EUR 5 390 300 

Total cost to prepare dossiers for all new pesticides across all 
three regions with OECD harmonised dossierb EUR 3 843 500 

Yearly savings due to OECD EHS Programme EUR 1 546 800 

Table Notes: 

a(12 x EUR 195 300) + 12 x EUR 126 945 (second dossier costs 65% of the original one) x 2 (regions) 

b(12 x EUR 195 300) + 12 x EUR 62 496 (second dossier costs 32% of the original one) x 2 (regions) 

 

 
Box 2.4.  Pesticide industry savings from use of OECD dossier format:  

1998 to 2008 
 

The estimated annual savings from using the OECD dossier format 
increased from EUR 889 000 in 1998 (in 2008 Euros) to EUR 1 546 800 in 
2008. Much of the additional savings are due to the increase in the 
average number of new pesticides registered each year (from 10 to 12). 
In addition, as more data are required for new registrations today, 
compiling a dossier is much more time consuming (and costly). 
Finally, based on the results from the latest EHS survey of industry, 
less time (on a percentage basis) is needed today to complete a dossier 
for a second country than in 1998 as companies are now more familiar 
with the OECD format.  
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Harmonising country review reports for pesticide registration 

Just as harmonising the formats used in industry registration dossiers is 
significantly reducing costs and time for industry, harmonising the formats of country 
reports (monographs) which review pesticide registration submissions can also provide 
substantial benefits by allowing the information to be shared across governments (Box 
2.5). Recent experience shows that governments are already reaping benefits from joint 
reviews of the same pesticides, made possible through the use of the same OECD 
monograph format (see OECD, 2008).  

 

Box 2.5.  Pesticide cost savings: the case of the US government 

The United States Environmental Protection Agency (US EPA) 
initiates reviews on approximately nine new conventional pesticide 
registration submissions each year. It can take the US EPA over two 
years to review a dossier submitted by a pesticide company and 
prepare a government review report (monograph). Certain primary 
reviews on human health effects, environmental fate, and ecological 
effects are done by contractors. Through the OECD Working Group on 
Pesticide, member countries have been facilitating work-sharing 
projects for the global review of pesticides. Over the past few years, 
the US EPA has worked with pesticide manufacturers and other 
countries on global reviews of seven new pesticide active ingredients. 
These global reviews have allowed the US EPA to share the primary 
review for a chemical with other countries, reducing the effort needed 
for the latter to conduct their own reviews. Savings to the US EPA by 
not having to pay contractors to perform the primary review of the 
seven chemicals have been estimated at USD 1.4 million.   

Source: US EPA (2009), Personal communication between Lynne Blake-Hedges, Office of Pollution 
Prevention and Toxics, US EPA, and George Herndon, Office of Pesticides Programs, US EPA. 

Based on information provided in the EHS survey of governments (Annex A), it is 
estimated that reviewing a full industry dossier on a new pesticide and writing a 
comprehensive report (monograph) takes a government approximately 2.2 person- 
years. However, by using another country’s monograph for the same pesticide, 
government experts estimate that 1.5 full person-years of time would be saved (i.e. 
66%), thus generating significant savings (Table 2.4).  
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Table 2.4. Annual savings to governments from harmonised country pesticide review 
reports (monographs) 

Average number of new pesticide applications each year  12 

Cost to review one dossier and prepare a monographa EUR 152 060 

Total cost to review dossiers and prepare monographs on 
all new pesticides across all three regions without OECD 
harmonised report formatb 

EUR 5 474 200 

Total cost to review dossiers and prepare monographs on 
all new pesticides across all three regions with OECD 
harmonised report formatc 

EUR 3 065 500 

Annual savings due to OECD EHS Programme EUR 2 408 700 

Table Notes: 

a[8 hours/day x EUR 36/hour x 240 working days/year x 2.2 person-years] = EUR 152 060  

bEUR 152 060 x 12 new pesticides x 3 regions = EUR 5 474 200 

c[EUR 152 060 x 12] + 2 x [34% (EUR 152 060) x 12]  

 

Box 2.6. Government cost savings from using the OECD monograph formats: 
1998 to 2008 

Today’s estimated total savings from harmonised country review 
reports for pesticides (EUR 2 408 700) is 3.7% more than the estimated 
savings in 1998 (EUR 2 322 000 adjusted for inflation). This can 
probably be explained by the increase in the average number of new 
pesticide applications each year (from 10 in 1998 to 12 in 2008). 

 

Sharing the burden of high production volume chemicals testing and reviews 

High production volume chemical testing 

In 1987, OECD governments recognised the need to systematically investigate the 
chemical substances on the market.9 Prior to the introduction of pre-market 
regulations in the mid-1980s, industrial chemicals which had been produced for 
decades could be put on the market with very little or no information on their potential 
risks to human health and the environment. Given that approximately 70 000 to 100 
000 chemicals are on the market (UNEP, 2006), if each country were to conduct 
independent investigations this could be an enormous undertaking. Thus, 
governments prioritised the assessment of chemicals produced in high volumes, which 
reduced the size of the task. In 1990 the OECD established the High Production Volume 
Chemicals (HPV) Programme through which countries agreed to work together to 
assess high volume existing chemicals (many high volume chemicals are produced in 
more than one country).10 This programme focuses on chemicals produced or imported 
annually in quantities of greater than 1 000 tonnes in at least one OECD country or the 
European Union. By the end of 2007, over 4 600 chemicals across the OECD met this 
criterion. Based on an analysis of the list of HPV chemicals, on weighted average, each 
chemical is produced in 1.66 countries.  
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Under the HPV Chemicals Programme, industry and governments either collect 
existing information or generate new information. For example, they either conduct 
specific tests or use (Q)SARs to create a basic set of data (Screening Information Data 
Set or SIDS) on a chemical. Based on these data, governments prepare a SIDS Initial 
Assessment Report (SIAR) which contains the key scientific data as well as a hazard 
assessment and recommendations for further work. OECD governments or industry 
share this work by each “sponsoring” a chemical for which they gather the SIDS data, 
fill data gaps and write a report that will ultimately become an agreed OECD hazard 
assessment. In this way, it is not necessary for every country to assess each HPV 
chemical that it imports or produces. The internationally agreed results of the co-
operative work can be used by all countries for national decision-making purposes. To 
date, almost 900 chemicals have been assessed in the OECD, and these assessments 
are made available world-wide through the OECD’s public website.  

The benefits of OECD work in this area are three-fold:  

• The cost to industry to test HPV chemicals is minimised as the results from 
one test are accepted in all OECD countries through the MAD system.  

• The cost to industry for testing is further reduced as the OECD’s 
harmonisation of the use of predictive models (i.e. (Q)SARs) reduces the need 
for new testing.  

• The cost to government for conducting assessments is reduced: by working 
together, each government need only assess a portion of all HPVs. 

In 1998, much of the data needed to generate a SIDS dossier came from two sources 
(new tests or existing data). However, thanks to OECD’s work to support the regulatory 
acceptance of (Q)SARs, the results from such models now make up a significant 
portion of the data in a SIDS/SIAR.  

Three steps were taken to calculate the savings to industry of the OECD’s work:  

• Step I: Estimate the cost of testing for one chemical in one country (the 
sponsor country), taking into account other sources of data (existing data and 
(Q)SARs). 

• Step II: Compare the cost of testing one chemical through the HPV Chemicals 
Programme and outside the programme across all of the markets in which it 
is produced. 

• Step III: Calculate the savings of working through the HPV Chemicals 
Programme for all HPV chemicals across all markets. 

Step I 

In order to determine these costs, an estimate was needed of the proportions of the 
data in a SIDS dossier that are, on average, made up of existing data, 
(Q)SAR/categories/read-across data, and new test data. In 2004, the US EPA published a 
report which did just that for the US HPV Challenge Programme (US EPA, 2004). Table 
2.5 presents the percentages of data11 provided by each source extrapolated from the 
EPA report, and the estimated testing costs they represent. 
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Table 2.5. Estimated costs of HPV testing per chemical in a single country 

 Full testing Percentage of data to be provided by: 

  Existing data (Q)SAR/read 
across Testing 

Percentage of 
total 100% 53.1% 40.4% 6.5% 

Costa EUR 144 750b EUR 76 925 EUR 58 488 EUR 9 340 

Table Notes:  

aIt is assumed that the cost to provide existing data or data via (Q)SAR/read across is minimal; the figures 
provided for these categories of data indicate the cost if testing were used instead; hence the totals for 
Existing data and (Q)SAR/read across are cost savings. 

b Costs of base set tests extracted from full list of tests subject to EU Registration, Evaluation, Authorisation 
and Restriction (REACH) regulation as described in RPA (Risk & Policy Analysts Limited) (2003), Revised 
Business Impact Assessment for the Consultation Document; Working Paper 4 Assessment of the Business 
Impacts of New Regulations in the Chemicals Sector Phase 2, prepared for European Commission Enterprise 
Directorate-General, RPA, Loddon, UK. Costs have been adjusted to account for inflation from 2003 to 2008. 
(Seen Annex A, Table A.3) 

Step II 

Using the figures in Table 2.5 the testing costs for a single chemical within and 
outside the OECD HPV Chemicals Programme were compared. As each HPV chemical is 
produced, on average, in 1.66 countries, the cost of testing in the sponsor country, and 
66% of the costs in the other country in which the chemical is also produced in high 
volumes (Table 2.6) was estimated. 
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Table 2.6. Cost comparison of HPV testing per chemical with and without OECD’s HPV 
Chemicals Programme 

Country  
Through the 

HPV 
Chemicals 

Programme 

Outside the HPV Chemicals Programme 

Testing cost 

% of country A’s 
data not accepted, 
multiplied by the 

testing costs for the 
remaining dataa 

A 
(sponsor) 

Cost of data provided 
via testing EUR 9 340 EUR 9 340  

 

Cost of data provided 
according to 
(Q)SARs/categories/ 
etc. 

0 0  

B Cost of data provided 
via testing 0 EUR 3 362 36% (of EUR 9 340) 

 

Cost of data provided 
according to 
(Q)SARs/categories/ 
etc. 

0 EUR 21 060 36% (EUR 58 500) 

 Subtotal for B  EUR 24 422  

 66% of subtotalb  EUR 16 119  

TOTAL  EUR 9 340 EUR 25 459  

Table Notes:  

aRemaining data derived from Table 2.5. 

bEach HPV is produced in 1.66 countries, thus costs are based on 100% for country A and 66% for country B  

Step III 

 Finally, to calculate the annual savings attributable to testing under the HPV 
Chemicals Programme, the total costs calculated in Table 2.6 were multiplied by the 
average number of HPV assessments conducted each year. Between 2001 and the end 
of 2008, 767 chemicals had been assessed, giving a yearly average of approximately 96 
assessments per year. The annual savings are summarised in Table 2.7.  
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Table 2.7. Total annual testing costs savings attributable to the HPV Chemicals Programme 

 Per chemical costs 
of SIDS data 

Number of HPV 
chemicals per year 

Total annual 
costs of HPV 
testing 

Outside the HPV Chemicals 
Programme 

EUR 25 459 96 EUR 2 444 064 

Through the HPV Chemicals 
Programme 

EUR 9 340 96 EUR 896 640 

Total savings 
 
(Rounded) 

  EUR 1 547 424 
 

(EUR 1 547 400) 

 

 

Box 2.7 Reducing the need for animal testing: an example from the use of 
(Q)SARs/categories/read-across  

Another benefit of using (Q)SAR/categories/read-across results for 
HPV data rather than conducting new tests, is that significantly fewer 
animals will be needed for these tests. For example, an analysis 
conducted by the European Commission (Van der Jagt, 2004) found 
that approximately 138 animals would be needed for the tests involved 
in fulfilling the health effects requirements for a SIDS for one 
chemical. Thus, if (Q)SAR/categories/read-across results can be used 
instead, these animals would be saved.   

Table 2.8. Animals involved in SIDS testing 

Tests to fulfil SIDS health effects 
endpoints  

OECD 
Test 

Guideline 

Average number 
of animals 
sacrificed 

Acute oral toxicity 423 8 

Repeated dose toxicity 407 50 

Reproductive/developmental toxicity 
screening 421 80 

Total 138 

Table Note: These are conservative figures as they assume no additional testing even if 
initial results imply that additional testing is required. 

 Source: Van der Jagt, K. et al (2004) “Alternative Approaches Can Reduce the Use of Test 
Animals Under REACH”, Addendum to the report “Assessment of Additional Testing 
Needs Under REACH. Effects of (Q)SARS, Risk Based Testing and Voluntary Industry 
Initiatives, European Commission, Joint Research Centre, Italy 
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Reviewing high production volume chemical data 

Countries which participate in the HPV Chemicals Programme will save money 
when they share in the preparation and review of SIDS/SIARs. Each country sponsors a 
proportion of all HPV chemicals, corresponding to the number of HPV chemicals 
produced or imported by its domestic industry. Savings to participating countries will 
accrue in the following areas (Table 2.9 and Table A.1): 

• SIDS/SIAR preparation: 

Within the OECD’s HPV Chemicals Programme, a country sponsor and/or 
industry prepares a single SIDS/SIAR for each HPV chemical. This is shared 
amongst member countries (according to the EHS survey of governments, it 
takes around 183 hours to prepare a SIDS/SIAR on average).  

In the absence of the OECD’s HPV Chemicals Programme, each country must 
prepare a separate SIDS/SIAR for each chemical produced in high volumes.  

• SIDS/SIAR review: 

Each country participating in the HPV Chemicals Programme needs, on 
average, only one expert to review another country’s SIDS/SIAR because the 
same SIDS/SIAR has been peer reviewed by all the other countries 
participating in the HPV Chemicals Programme. According to the EHS survey 
of governments it takes approximately 16.4 hours to review a SIDS/SIAR on 
average.  

In the absence of the OECD’s HPV Chemicals Programme, a country needs 10 
peer reviewers, as the SIDS/SIAR will not be reviewed elsewhere. 
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Table 2.9. Total annual savings from sharing the assessments burden through the HPV 
Chemicals Programme  

  Costs across OECD 

 HPV CHEMICALS PROGRAMME ABSENT  

a) Cost to prepare and review SIDS 
dossier/SIAR within a single countrya EUR 12 492  

b) Average number of HPV chemicals per  
year   96  

c) Number of countries in which chemical is 
an HPV 1.66  

d) Total costs to prepare and review SIDS 
dossier/SIAR (a x b x c) EUR 1 990 725 

HPV CHEMICALS PROGRAMME PRESENT 

e) Sponsor country SIDS dossier preparation 
cost per chemicalb EUR 6 588  

f) Cost per chemical for SIDS Dossier/SIDS 
Assessment Reviewc EUR 590  

g) Average number of HPV chemicals 96  

h) Number of OECD countries who 
participate in the HPV Chemicals 
Programme 

15  
 

i) Total cost to prepare SIDS dossier/SIAR 
(e x g) EUR 632 448 

j) Total cost to review SIDS dossier/SIAR  
 (f x g x h) EUR 849 600 

k) Total cost (i + j) EUR 1 482 048 

TOTAL COST SAVINGS (d-k) EUR 508 677 

(Rounded) EUR 508 680 

Table Note:  

a Equals: preparation costs [hours (183) x cost per hour (EUR 36)] + Review cost [hours to review (16.4) x 
number of peer reviewers (10) x hourly cost (EUR 36)] 12 

b Equals: preparation costs [hours (183) x cost per hour (EUR 36)]  

c Equals: review costs [hours to review (16.4) x hourly cost (EUR 36)] 

The total quantifiable savings of the EHS Programme are summarised in Chapter 4. 
In the next chapter the other, non-quantifiable, benefits of the programme are 
explored. 
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Notes 
1  The figure in the original report was FRF 320 million, which has been converted to 

Euros at the rate of 6.56FRF per Euro, and adjusted to account for inflation 
from 1998 to 2008 (1998 index 100; 2008 index 119). 

2 Unlike in the 1998 report, figures appearing in this report have been rounded 
according to the following rule: the last digit of a six digit figure (e.g. 100 003) 
is rounded to the nearest ten (e.g. 100 000); the last two digits of a seven digit 
figure are rounded to the nearest one hundred, the last three digits of an eight 
digit figure are rounded to the nearest thousand, etc. In addition, as there are 
some minor differences between the methodologies and data used in the 1998 
report and those used in this report, data comparisons between the two 
reports are therefore only approximations. 

3  The report assumes that the average figures for 2006 to 2007 are roughly the same 
as for 2008. 

4   Average hourly rate is EUR 36 (based on EHS survey of governments). 
5  Preparation time is assumed to be 133% of meeting time (based on EHS survey of 

governments). 
6  Assumes travel costs are approximately EUR 1 000 for a round-trip ticket. This is 

based on average cost of flights to the three OECD regions – North America, 
Europe and Asia/Pacific – and weighted to account for representation from 
those regions at OECD meetings from 2006 to 2007 (i.e. approximately 23% of 
delegates were from North America; 57% from Europe; 20% from Asia/Pacific). 

7  Based on data from the EHS survey of industry. 
8  Based on results from an EHS survey of pesticides industry. 
9  Decision-Recommendation of the Council on the Systematic Investigation of 

Existing Chemicals: 
www.oecd.org/document/47/0,3343,en_2649_34365_1817647_1_1_1_1,00.html. 

10  Decision-Recommendation of the Council on the Co-operative Investigation and 
Risk Reduction of Existing Chemicals: 
www.oecd.org/document/47/0,3343,en_2649_34365_1817647_1_1_1_1,00.html. 

11 As the EPA report provided the breakdown by endpoint (e.g., health effects, 
environmental effects, etc.) it was necessary to weight these percentages 
based on the costs of the tests they represent (see Table A.4 in Annex A for 
further explanation). 

12 See Table A.1 in the annex for an explanation of how the number of hours 
involved in preparing and reviewing SIDS dossiers/SIARs were calculated. 
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Chapter 3: Non-Quantifiable Benefits 

In the previous chapter the monetary savings for industry and governments as a 
result of the OECD’s EHS Programme were calculated. In this chapter the more 
qualitative benefits of the EHS Programme are discussed.  

Ensuring the safety of manufactured nanomaterials  

The EHS Programme offers many benefits to the new and growing area of 
nanomaterial production. These materials – which have physical, chemical and 
biological properties which may differ in fundamental ways from those of individual 
atoms and molecules – hold much promise for improving people’s lives. However, the 
special features that make nanomaterials so useful may also pose greater risks to 
humans and/or the environment – thus they need to be properly assessed. But given 
nanomaterials’ innovative structure, the traditional testing and assessment methods 
for conventional chemicals may not be appropriate. How is the OECD’s EHS Programme 
ensuring cost savings to governments and industry in the area of safety of 
nanomaterials? 

• The EHS Programme has established a sponsorship programme that involves 
OECD member countries, as well as some non-member economies and other 
stakeholders. Members pool their expertise and organise the safety testing of 
specific manufactured nanomaterials. This is similar in approach to the EHS 
work on High Production Volume chemicals.  

• If necessary, the EHS Programme will develop new test methods for 
manufactured nanomaterials (or adapt existing methods) so that no 
individual government will have the burden of developing these new 
methods. Once adopted by the OECD, testing using these guidelines will fall 
under the MAD system and hence eliminate any duplicative testing costs.  

• The programme has created a database on research projects that explore the 
environmental, human health and safety issues of manufactured 
nanomaterials. The database helps identify research gaps and assists 
researchers in future collaborative efforts aimed at ensuring the safety of 
these materials.  

 Harmonising biotechnology safety assessments   

The field of modern biotechnology is becoming increasingly important for 
agricultural and forestry production. Every year, more and more crop varieties are 
modified for various traits, including drought and insect resistance, herbicide 
tolerance, disease resistance and other beneficial characteristics. Each new crop 
variety and trait combination developed by a company is a new product. In the 
absence of an internationally harmonised approach for commercial approvals, each 
company must obtain approval for its new products in every country in which it wants 
to market its product. As with industrial chemicals and pesticides, the cost to industry 
to prepare dossiers, and to governments to review each application, can be substantial. 
A considerable portion of the costs of product approval involves environmental risk 
assessments. These examine three aspects of the product: its biology, the specific trait 
introduced (e.g. virus resistance), and the impact on the environment. Since the 
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environmental information required is largely the same in every country, countries 
involved in the EHS Programme are developing “consensus documents” that contain 
technical information for use during the regulatory assessment of products of modern 
biotechnology and can be mutually recognised among OECD member countries. 
Similarly, the EHS Programme develops consensus documents that provide 
information on critical parameters of food safety and nutrition for each bioengineered 
food crop variety. 

Thousands of genetically modified crops are currently undergoing field testing, 
each requiring a separate notification in each country. With the commercialisation 
potential for genetically modified products growing each year, the use of OECD 
consensus documents should lead to significant savings for government and industry 
and also accelerate the assessment of these products. The EHS Programme has also 
developed a database on the commercialisation of transgenic products in OECD 
countries, and on regulatory developments. The web-based BIOTRACK1 database is 
consulted frequently by government and industry experts dealing with the products of 
biotechnology. 

Facilitating safety assessments of new industrial chemicals 

Since many new industrial chemicals are sold in more than one market, and much 
the same information is reviewed in each country before they are marketed, by 
working together on these chemicals, governments can reduce duplication and animal 
testing, speed up new product introduction to markets and reduce the non-tariff trade 
barriers caused by different systems for managing new chemicals. Through the EHS 
Programme, OECD governments have been working on a parallel notification process 
aimed at simplifying and streamlining access to multiple markets for new chemicals, 
while ensuring high standards of health and environmental protection and respecting 
confidentiality. Countries are working together to increase mutual understanding and 
acceptance of hazard assessments of new substances. Through this parallel process a 
company can notify in multiple jurisdictions and authorise participating governments 
to share information when conducting their reviews. The lead country develops the 
hazard assessment, taking into account comments from all participants. The final 
hazard assessment is issued to the notifier. This saves companies money by only 
having to notify once, while governments save money by sharing the costs of the 
initial hazard assessment. In addition, through the EHS Programme, governments have 
been investigating correlations between polymer characteristics and the potential for 
health or ecotoxicological risks. This may lead to a harmonisation of criteria for low 
concern polymers, so that industry is not faced with different requirements for 
notifying new polymers.   

Enhancing Pollutant Release and Transfer Registers (PRTRs) 

A Pollutant Release and Transfer Register (PRTR) is one of the key tools used by 
governments to track releases of potentially toxic chemicals into the environment. A 
PRTR is a database or register of the quantities of potentially harmful chemicals, 
reported by facilities, which are released to the air, water and soil and/or transferred 
off-site. These data allow governments to set priorities for reducing or even 
eliminating the most potentially damaging releases and track progress towards 
meeting environmental objectives (e.g. whether releases of certain harmful pollutants 
to the atmosphere are being reduced at a rate set by the government). In 1996, the 
OECD Council adopted a Recommendation on implementing PRTRs2. Since its adoption, 
the OECD has worked together with governments, industry and NGOs to develop 
practical tools to help reduce duplicative efforts by member countries, provide 
outreach to non-member countries, and co-ordinate international activities. One key 
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product of the OECD’s work is the development of Release Estimation Techniques 
(RETs). As it is not always possible, or is very expensive, to measure actual releases 
from factories and diffuse sources, OECD experts are working to identify existing 
techniques or to develop new ones. Without this, individual governments would need 
to develop their own RETs, which might duplicate work being done by other 
governments. 

Harmonising chemical classification and labelling 

The existence of different national chemical regulatory requirements, including 
classification and labelling systems, has imposed a considerable burden on the 
international chemicals industry. Differences in rules guiding how a product can be 
packaged, handled, transported, used and disposed of add significantly to the cost of 
the final product.  

The EHS Programme has been a key player in developing the Globally Harmonised 
System of Classification and Labelling of Chemicals (GHS), an internationally agreed 
system to ensure that the dangers presented by chemicals are clearly communicated. 
The development of the GHS has been a joint effort involving the OECD, the 
International Labour Organization (ILO) and the UN Committee of Experts on Transport 
of Dangerous Goods (UN-CETDG). The OECD took the lead in developing classification 
criteria for all human health and environmental hazards, the UN CETDG developed the 
criteria for physical hazards and the ILO took the lead in harmonising hazard 
communication. The GHS includes harmonised criteria for classifying substances and 
mixtures according to their health, environmental and physical hazards, and 
harmonised hazard communication elements for labelling (symbols, signal words, risk 
statements) and Safety Data Sheets.  

Improving risk assessment and management methods 

By pooling resources, OECD countries are developing methods for improving the 
way risk assessments (both hazard and exposure) are conducted, leading to better risk 
management decisions. The OECD develops emission scenarios that help in the 
quantification of chemical emissions from specific industries (for example, paper mills, 
metal finishing, leather processing) or from specific uses. The scenarios describe 
releases of a chemical into water, air, soil and/or waste, during production, use and 
disposal. In addition to addressing the individual components of risk assessment, the 
OECD is working to facilitate co-operation and improve the risk assessment process as 
a whole. For example, the OECD and World Health Organization (WHO) are developing 
a simplified toolkit for hazard and exposure assessment, along with a harmonised 
terminology list to help countries work together.  

The OECD is exploring ways that “toxicogenomics” can be used in regulation, 
similar to the (Q)SAR approach. Toxicogenomics study the response of a genome to 
hazardous substances, using “omics” technologies such as genomic-scale mRNA 
expression (transcriptomics), cell and tissue-wide protein expression (proteomics), and 
metabolite profiling (metabolomics), in combination with bioinformatic methods and 
conventional toxicology. It is hoped that, as with (Q)SARs, such techniques can be 
quickly applied to a number of chemicals, offering a cost-effective approach for 
prioritisation or hazard identification. The programme is aiming for greater acceptance 
by regulators of the results from the use of such molecular screening techniques, 
which will in turn reduce the cost of testing and the need for tests on animals. 

The EHS Risk Management Programme reviews different approaches to manage 
chemical risks in order to identify (and describe) those that work well and that may be 
of use to others. One area of focus has been on how governments and industry can 
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together develop non-regulatory solutions. Another is the methods used by 
governments to assess the costs and benefits of risk management measures. Results of 
this work help improve the effectiveness and efficiency of member countries’ risk 
management programmes. In addition to developing guidance documents on effective 
risk management approaches for all chemicals, governments work together through 
the EHS Programme to manage common risks raised by certain chemicals. For 
example, there is concern among OECD governments about certain perflourinated 
chemicals (e.g. PFOS, PFAS and PFOA) used in consumer products such as fabric 
protectors, as they have recently been found to be very persistent in the environment 
and to accumulate in human and animal tissue. OECD and many non-OECD 
governments have agreed to report every two years on the production and use of such 
substances. Such information will then be used to assess the progress made by the 
producers of perflourinated chemicals to reduce the presence of these substances in 
products and the environment. 

Creating a level playing field for chemical accident prevention, preparedness and 
response 

The EHS’ Chemical Accidents Programme has developed some of the EHS 
Programme’s most widely used documents. The “Guiding Principles for Chemical 
Accident Prevention, Preparedness and Response” are one example (OECD, 2003a). This 
document is based on the results of a number of technical workshops attended by 
hundreds of experts, and sets out general and specific guidance for the safe planning, 
construction, management, operation and review of the safety performance of 
hazardous installations. This is the only document ever produced on this topic; it is 
widely distributed, translated and accepted as an authoritative reference document by 
both industry and governments inside and outside the OECD. It forms the basis of a 
Council Recommendation.3 The OECD “Guidance on Safety Performance Indicators” 
(OECD, 2003b), a companion to the guiding principles, is important for helping 
stakeholders determine if their implementation of the guiding principles has improved 
chemical safety. This work contributes greatly to the development of national policies 
for preventing chemical accidents, and for accident preparedness and response, 
resulting in a level playing field for industry globally.  

Limiting the use of animals in chemical testing 

As early as 1982, the OECD recognised the need to protect animals used in 
experimental work. The Second High Level Meeting of the Chemicals Group4 addressed 
this ethical issue and adopted the following statement: 

“The welfare of laboratory animals is important; it will continue to be an 
important factor influencing the work in the OECD Chemicals Programme. 
The progress in OECD on the harmonisation of chemicals control, in 
particular the agreement on Mutual Acceptance of Data (MAD), by reducing 
duplicative testing, will do much to reduce the number of animals used in 
testing. Such testing cannot be eliminated at present, but every effort 
should be made to discover, develop and validate alternative testing 
systems.” 

In the development of safety tests that use animals, the OECD is committed to 
implementing the 3R principles (replacement, reduction and refinement). Since the 
1981 adoption of the first set of Test Guidelines, many of the short and long-term 
toxicity tests, as well as the genetic toxicity tests, have been developed or revised to 
introduce aspects of the 3R principles. In addition to developing specific in vitro tests, 
the programme also produces guidance documents on animal welfare, develops 
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internationally-agreed criteria for the validation and acceptance of alternative tests 
and provides a mechanism for objective and independent review of projects aimed at 
avoiding the use of animals in chemicals risk assessment. All these activities 
significantly help to reduce the use of animals in testing. 

Also important is the significant benefit from the Mutual Acceptance of Data 
concept, which minimises the need for duplicative testing and therefore also limits the 
unnecessary use of test animals.   

 

 

                                                      
Notes 

1 Available at: www.oecd.org/biotrack/. 
2 Recommendation on Implementing Pollutant Release and Transfer Registers, is 

available at: 
http://www.oecd.org/document/47/0,3343,en_2649_34365_1817647_1_1_1_1,00.
html. 

3 Recommendation concerning Chemical Accident Prevention, Preparedness and 
Response, is available at: 
www.oecd.org/document/47/0,3343,en_2649_34365_1817647_1_1_1_1,00.html. 

4 15-27 November, 1982. 
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Chapter 4: Conclusions 

This report estimates the total annual cost of the work of the Environment, Health 
and Safety Programme to be EUR 15.2 million (including Secretariat costs, and experts’ 
costs for attending and preparing for meetings, and reviewing and writing documents, 
see Chapter 2). This is only 8% more than the costs in 1998 (when adjusted for 
inflation). A conservative estimate of the overall quantifiable savings from the 
programme is EUR 168.2 million a year. Thus, the existence of the programme implies 
total net savings to OECD governments and industry of about EUR 153 million a year 
(Table 4.1). 

Table 4.1. Annual costs and savings resulting from the OECD’s EHS Programme 

Savings due to: Reference 
table Savings Total 

New Chemicals    

• no need to repeat testing 2.2 EUR 27 576 000  

    

New Pesticides    

• no need to repeat testing 2.2 EUR 134 640 000  

• use of OECD dossier format 2.3 EUR 1 546 800  

• use of OECD monograph 
format 2.4 EUR 2 408 700  

    

High production volume chemicals    

• no need to repeat testing; 
ability to use (Q)SARs 
following OECD principles 

2.7 EUR 1 547 400  

• use of co-operative 
assessments 2.9 EUR 508 680  

    

Total savings   EUR 168 230 000 

Costs 2.1    EUR 15 228 000 

Net savings (rounded)   EUR 153 000 000 
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In developing this report, it was not possible to quantify all of the benefits of the 
programme’s work. However, these unquantified benefits are just as real, likely and 
important as the quantified benefits (see Chapter 3). Some examples of work which 
leads (or will lead) to non-quantified benefits are:  

• Ensuring the safety of manufactured nanomaterials 

• Harmonising biotechnology assessments 

• Facilitating safety assessments of new industrial chemicals 

• Enhancing Pollutant Release and Transfer Registers (PRTRs) 

• Harmonising chemical classification and labelling 

• Improving risk assessment and management methods 

• Creating a level playing field for chemical accident prevention, preparedness 
and response 

• Limiting the use of animals in chemical testing 

 

Also excluded are the benefits to industry of avoiding delays in marketing new 
products; according to industry sources, these could represent similar amounts of 
money as those saved by avoiding duplicative testing (for example, delays in the 
registration of a pesticide might lead to missed sales for a full growing season). Also 
excluded are the added benefits to health and the environment of governments 
working together being able to evaluate and manage more chemicals than they would 
if working independently. 
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Annex A: Background Data 

Table A.1. Government1 responses to 2009 EHS survey 

Average hourly cost of staff EUR 36 

Time to prepare for an OECD meeting as a percentage of meeting time  133% 

Average number of new chemicals notified each year 264.6 

Average number of hours to prepare and review a SIDS Dossier and Assessment 
Report 347a 

• Preparation time 183 

• Review time (10 peer reviewers times 16.4 hours per reviewer) 164 

Average number of pesticide applications for active ingredients received per year 12 

Average number of person/years to review a pesticide dossier and prepare a 
monograph 2.2 

Per cent less time to prepare a monograph if provided with another country’s 
monograph in the OECD format 66% 

Table Notes:  

aThe 1998 report Savings to Governments and Industry Resulting from the OECE Environmental Health and 
Safety Programme, estimated that it took a government 67 hours to prepare a SIDS Dossier and SIDS 
Assessment Report, and another 60 hours for national peer reviewing, or a total of 127 hours. In responses to 
the latest survey, governments indicated that they now spend approximately 347 hours in total to prepare 
and review a SIDS Dossier/Assessment Report. Assuming the same ratio (67/60 = 1.12) of 
preparation/reviewing time applies today, the 347 hours would be broken down as: 183 hours of preparation 
time, and 164 hours of reviewing time. The 1998 report also assumed that the 60 hours of review time 
comprised 6 hours of review time multiplied by 10 national peer reviewers. Thus, as this report assumes that 
there still are approximately 10 peer reviewers in each country, and that the average total country review 
time is approximately 164 hours, the average review time for each peer reviewer is 16.4 hours. 

Table A.2. Industry2 responses to 2009 EHS survey 

Per cent of industrial chemical testing that would have to be repeated without 
OECD Test Guidelines and GLP Principles 36% 

Per cent of pesticide testing that would have to be repeated without OECD Test 
Guidelines and GLP Principles 33% 

Average number of markets in which chemicals and pesticides are marketed 3 

Average cost to prepare a pesticide dossier EUR 195 300 

Per cent of cost of preparing a first dossier that would be needed for a second 
dossier if the first was prepared in the OECD format 32% 

Per cent of cost of preparing a first dossier that would be needed for a second 
dossier if the first was not prepared in the OECD format 65% 

Cost of non-clinical safety testing for a new pesticide EUR 17 000 0003 
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Table A.3. Base set tests and costs for industrial chemicals 

Discipline/Area Test Cost estimates* Sub-total 

Health effects 

Acute oral toxicity (by oral route for 
substances other than gas or by inhalation 
for gas and volatile substances 
supplemented by another route when 
justified by exposure) 

EUR 1 967  

Mutagenicity: in vitro bacteriological test EUR 3 372  

Mutagenicity: in vitro non-bacteriological 
test EUR 21 579  

Repeated dose toxicity (a 28-day study 
when justified by regular and/or frequent 
exposure, oral route unless contra-
indicated) 

EUR 45 757  

Reproductive/developmental toxicity 
screening (may be combined with repeated 
dose toxicity) 

EUR 21 609 EUR 94 283 

Environmental 
effects 

Daphnia acute toxicity EUR 4 137  

Growth inhibition test on algae if justified by 
exposure EUR 5 480  

Fish acute toxicity EUR 5 574 EUR 15 191 

Environmental 
fate 

Degradation (biotic) including bacterial 
inhibition EUR 13 557  

Degradation (abiotic) – hydrolysis EUR 6 711 EUR 20 269 

Physiochemical 
properties 

Dissociation constant EUR 2 530  

Melting point EUR 1 394  

Boiling point EUR 769  

Relative density EUR 707  

Water solubility (except polymers) EUR 4 100  

Vapour pressure EUR 1 986  

Partition coefficient EUR 2 820  

Oxidising properties EUR 703 EUR 15 009 

 Total EUR 144 750  

Source: RPA (Risk & Policy Analysts Limited) (2003), Revised Business Impact Assessment for the 
Consultation Document; Working Paper 4 Assessment of the Business Impacts of New Regulations in the 
Chemicals Sector Phase 2, prepared for European Commission Enterprise Directorate-General, RPA, Loddon, 
UK 

*RPA report costs were in 2003 Euros and have been adjusted to 2008 Euros (and rounded.) 



 

44 

Table A.4. Base set costs for one HPV chemical if some data are provided via existing sources 
or estimates/SARs/read-across 

 Percentagea provided by: Associated savings or costs* of each 

Discipline/area Full testing 
costb 

Existing 
data 

Estimate
/SAR/ 
read 

across 

Proposed 
testing 

Existing data 
(savings) 

Estimate  
/SAR/read 

across 
(savings) 

Proposed 
testing: 

cost 

Health effects EUR 94 283 50% 44% 6% EUR 47 142 EUR 41 485 EUR 5 657 

Environmental 
effects EUR 15 191 58% 35% 7% EUR 8 811 EUR 5 317 EUR 1 063 

Environmental 
fate EUR 20 269 62% 31% 7% EUR 12 567 EUR 6 283 EUR 1 419 

Physiochemical 
properties EUR 15 009 56% 36% 8% EUR 8 405 EUR 5 403 EUR 1 201 

Total EUR 144 752 
 

 
 

As a % of total 

EUR 76 925 
 

53.1% 

EUR 58 488 
 

40.4% 

EUR 9 340 
 

6.5% 

Table Notes:  

aPercentages compiled as background data for US EPA report Status and Future Directions of the High 
Production Volume Challenge Programme (US EPA, 2004). 

bBased on data from RPA (Risk & Policy Analysts Limited) (2003), Revised Business Impact Assessment for the 
Consultation Document; Working Paper 4 Assessment of the Business Impacts of New Regulations in the 
Chemicals Sector Phase 2, prepared for European Commission Enterprise Directorate-General, RPA, Loddon, 
UK.  

* RPA report costs were in 2003 Euros and have been adjusted to 2008 Euros (and rounded) 

Table A.5. Percentage increase from 1998 to 2008 

 Global Sales of chemicals Cost of OECD EHS 
Secretariata 

Savings to 
governments and 
industryb 

1998 USD 1 573 500 000 000c EUR 3 301 100 EUR 58 049 000 

2008 USD 3 696 800 000 000d EUR 3 579 800 EUR 153 000 000 

Difference USD 2 122 300 000 000 EUR 278 700 EUR 94 951 000 

% change from 
1998 to 2008 135% 8% 164% 

Sources: 

a  From Table 2.1. 

b From Table 4.1. 

c From ACC (American Chemistry Council) (2009), Business of Chemistry, Annual Data, American Chemistry 
Council, Arlington, VA. 

d From ACC (2009). 
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Notes 
1 Australia, Canada, Czech Republic, Denmark, Hungary, Japan, Korea, Turkey, US, 

EC. 
2 Six industrial chemical companies and five pesticide companies. 
3 Responses ranged from EUR 17 million to EUR 31 million; the OECD chose to use the 

lower end of the range, which also conforms to government estimates. 
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