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1.

Introduction

1.1

Purpose of this report

This report has been prepared for the Health and Safety Executive (HSE) under a contract for
the preparation of a UK Impact Assessment relating to the European Commission’s (2009a)
proposal for a Regulation concerning the placing on the market and use of biocidal products.
The aim in drafting this Impact Assessment (IA) is to provide an assessment of the impacts of
the Regulation, as drafted by the European Commission, on the UK.
The European Commission produced its own Impact Assessment (European Commission,
2009b) that was based primarily on supporting analysis provided by consultants Risk and Policy
Analysts (RPA, 2008).
The HSE produced an initial UK Impact Assessment (October 2009) based on figures within the
European Commission’s Impact Assessment, scaled down to represent possible UK impacts.
That initial UK IA was intended to be indicative only and there were some areas where it was
felt the Commission’s assessment did not appear robust or where information was lacking.
The assessment for this report draws on three main sources of information:
• The Commission’s Impact Assessment and supporting reports;
• The UK’s initial Impact Assessment; and
• Stakeholder consultation (by Entec) for this current UK assessment 1 .
The output of this study is therefore a full UK Impact Assessment including costs, benefits and
other impacts of all of the main elements of the proposed Regulation on the UK. The impacts
considered are based on preferred options included in the Commission’s proposal of 12 June
2009.
The UK is exploring opportunities for further simplification and streamlining of the proposed
regime and, where possible, has begun to identify areas where options to do so may be
available. Therefore, the current study also involved considering possible opportunities for
improvement (including estimation of the associated costs and benefits, monetised where
possible).

1

Consultation with industry and authorities in the UK was focused on identifying UK-specific
information on markets and likely effects of the Commission’s proposals. In addition, it involved
testing the validity of some of the assumptions used in the Commission’s Impact Assessment. Where
reliable information from consultation suggested alternative values to the assumptions used in the
Commission’s Impact Assessment could be applicable for the UK, these values have been used to
examine the range of potential costs and benefits of the proposals. As a result, several of the
estimates of costs and benefits presented in this assessment have a wide range of values. This
reflects the significant uncertainty with regard to the scale of the market for biocides, as well as the
uncertainty with regard to the costs and other implications associated with the current regime.

2

This report presents the final findings of the study for the IA, which have been subject to
discussions with the HSE and subsequent amendments.

1.2

Problem definition

Biocidal products are: active substances and preparations containing one or more active
substances, put up in the form in which they are supplied to the user, intended to destroy, deter,
render harmless, prevent the action of, or otherwise exert a controlling effect on any harmful
organism by chemical or biological means 2 .
A very large number of different biocidal products are on the market. Under the current
legislation (the Biocidal Products Directive 98/8/EC, as implemented in the UK through the
Biocidal Products Regulations), biocidal products are divided into 23 product types including,
amongst others, disinfectants, pest control products, wood preservatives, anti-fouling products
and embalming products.
A number of the product types are used primarily by professionals, such as in preservatives, in
particular wood preservatives, some pest control products (such as avicides and piscicides), anti
fouling products and embalming and taxidermist products. There is use by consumers of some
pest control products (rodenticides, insecticides, repellents and attractants), as well as some
disinfectants (amongst others).
The Biocidal Products Directive (BPD) has the objective of ensuring the functioning of the
internal market in biocidal products and a high level of protection of human health and the
environment. The protection of human health and the environment is very important with
respect to the use of biocidal products as these products can pose significant risks to humans,
animals and the environment in a variety of ways owing to their intrinsic properties and
associated use patterns.
The BPD sets out a two-tiered system of evaluating active substances at the European Union
(EU) level and authorising biocidal products containing these substances at the national
(Member State) level. The product authorisation stage of the Directive is only now beginning to
be implemented. Implementation is gradual following the inclusion of active substances in
Annex I 3 . A company intending to place their product on the market in several Member States
can apply for ‘mutual recognition’ of an original product authorisation applied for in one
Member State by other Member States.
The market for biocides in Europe is understood to be dominated by three large companies that
hold 25% of the market 4 . However, the presence of small and medium-sized companies is
significant 5 , especially with regard to the manufacture of speciality biocides.
2

Directive 98/8/EC of the European Parliament and of the Council of 16 February 1998 concerning
the placing of biocidal products on the market

3

A single biocidal product can contain several active substances. However, an authorisation for a
biocidal product can only be issued once all active substance(s) it contains have been included in
Annex I or Annex IA of the BPD.

4

European Commission (2009b).

5

The context in which the word significant is used in the UK Impact Assessment guidance and in this
report includes judgments based on quantitative data and qualitative assessment. Specific statistical

3

The biocides market is comprised of three main business types:
• Producers of active substances,
• Formulators of finished biocidal products, and
• Companies that are active in both markets.
As a result of the implementation of the BPD in Europe, there is currently a tendency for
consolidation of the market and, in particular, of active substance producers to purchase
companies that formulate biocidal products.
Based on a number of studies commissioned by the European Commission, various problems
associated with the functioning of the BPD were identified. These problems can be summarised
as follows:
• Prohibitive costs of producing data to meet the requirements of the BPD. It
appears that several substances and products have been removed from the market
not because of public health or environmental concerns with their use but due to
the costs of producing data to support these substances or products through the
existing legislative regime. Although this may be optimal in financial terms for
individual businesses, it is not optimal from the point of view of ensuring that the
products on the market are those with the lowest risks.
• High costs of producing the dossiers required for approval of active substances and
for biocidal product authorisation. A large proportion (60%) of active substances
that were on the market in May 2000 have not been supported in the ‘Review
Programme’ under the BPD and up to 18% of products had to be phased out. The
high costs of product authorisation applications, in particular when multiplied by
the number of countries where a particular product is marketed or including the
costs of mutual recognition, may lead to further products being withdrawn from the
market. Given the rationale of EU internal market harmonisation, the high costs of
gaining recognition of product authorisations in other Member States may thus be a
seemingly unnecessary and inefficient barrier to placing these products on the
market.
• The increased costs of placing products on the market resulting from dossier
preparation and application for biocidal product authorisation are believed to have
a disproportionate impact on small and medium-sized enterprises (SMEs). In
addition, the high costs of dossier preparation are likely to have negative impacts
on product availability, which potentially increases the risks of resistance
development (the choice of fewer products means that those on the market will be
used more extensively, which increases the risk of resistance development).
• Because resources are currently focused on complying with the Review
Programme for existing active substances, producers of active substances have
fewer resources to devote to the development of new active substances.

analyses have not been used to determine the statistical significance of data in this report; i.e. on the
basis of a particular statistical test, with confidence limits.

4

A significant proportion of the provisions of the current BPD have still to be fully implemented.
Therefore, the true nature of the problems associated with the above is not known. It has
therefore been necessary in some areas to forecast what the problems would be (rather than
what they currently are), without changes to the legislative regime.
The main reasons for the problems outlined above are:
• The current scope of the BPD. In particular, there is a significant loophole related
to materials and articles treated with biocides in that treated materials and articles
produced in the EU must use biocidal products which are authorised in the EU and
based on approved active substances. However, there is no such requirement for
materials treated with biocides to preserve those products that are imported into the
EU. This places EU producers at a disadvantage compared to non-EU firms and is
also a consumer and environmental protection issue.
• There is an apparent lack of expertise in dossier preparation and evaluation.
• There is some uncertainty regarding the application of the Directive, in particular
in relation to data protection, possibilities for waiving of certain data when
applying for approvals/authorisations, technical guidance for risk assessments and
efficacy testing.
• The simplified procedures such as within Annex IA of the BPD (low-risk
substances) and Annex IB (basic substances) are understood to not be attractive to
industry.
• There are extensive requirements for generation of data for dossier preparation,
leading to high costs. In some cases, the data required may not add any significant
value to understanding and managing the risks of the active substances and biocidal
products concerned.
• In some cases, a proportion of the costs for product authorisation may be incurred
for all of the markets on which the product is to be placed. Alternatively,
companies preparing dossiers must incur the costs of obtaining mutual recognition
by other Member States, including possible repetition of tests.
• The fees for approval of active substances and authorisation of products are high
(particularly in some Member States) and heterogeneous, with fees in some
Member States significantly higher than those in others.
The proposed Regulation concerning the placing on the market and use of biocidal products
would revise and replace the current regulatory framework for the marketing of biocidal
products contained in the Biocidal Products Directive (BPD) and would have direct effect on all
Member States. The proposed Regulation has the objective of improving and updating certain
elements of the current system, but retains the two main aims of the BPD. In particular, these
include:
• ensuring a high level of protection of public health and the environment; and
• the harmonisation of the internal market for biocidal products, while enhancing
competitiveness and innovation.

5

The proposed regulation retains the BPD’s two-tier concept of assessing active substances at EU
level for inclusion in a positive list (Annex I of the BPR) and then authorising biocidal products
themselves (the formulations/mixtures containing the active substances in Annex I) that will be
placed on the market.
The proposed changes as compared to the BPD are in five key policy areas:
• The scope of the legislation;
• Product authorisation procedures;
• Changes to requirements for data sharing;
• Changes to requirements for data generation; and
• Improvements to the structure of fees levied by the authorities.
Negotiations relating to the proposed Regulation began in 2009 and are likely to continue until
the end of 2010. The Regulation is scheduled to come into force on 1 January 2013.

1.3

Justification for intervention

It is generally accepted by Member States, including the UK, that the current biocides regime
contained in the BPD is not working well and improvements are needed if the regulatory system
is to achieve its aims.
The European Commission, in its Impact Assessment of the proposed Regulation, highlighted
that the current Directive has been successful in removing a number of undesirable products
from the EU market and in bringing structure to an area that was regulated in a fragmented way
in the Member States.
However, during the first eight years of the implementation of the Directive, several problems
have been identified, including slow progress in the active substance Review Programme, the
high level of withdrawal of certain active substances and products and the lack of incentives for
the development of new active substances.
As highlighted by the European Commission, the main reasons for these consequences are:
• Loopholes in the current Directive;
• A lack of clarity relating to the scope of the Directive;
• The extensive data requirements for dossier preparation leading to high costs;
• The low attractiveness of simplified procedures for low-risk and basic substances;
• The uncertainty regarding the application of the Directive in particular in relation
to data protection and data waiving possibilities; and
• The high and heterogeneous fees for approval of active substances and
authorisation of products.
The justification for intervention therefore is that the proposed Regulation addresses the
highlighted problems, inefficiencies and loopholes of the existing Biocidal Products Directive.

6

The Regulation aims to achieve better outcomes with regard to the regulation of biocides in
helping to ensure a high level of protection of human health and the environment and proper
functioning of the EU market for active substances and biocidal products.

1.4

Policy objectives and intended effects

1.4.1

Introduction

The European Commission concluded that, in order to ensure harmonised conditions for placing
biocidal products on the market, changes to the BPD were required. A number of policy
objectives were proposed in order to rectify the BPD, these are considered below.
1.4.2

Revision of scope

The most relevant changes in the scope of the legislation are:
1. Extension to include biocides that might come into contact with food; and
2. New provisions on articles or materials treated with biocidal products.
There is currently no control through EU biocides legislation over the biocidal substances used
to treat materials outside the EU which are subsequently sold in the EU (this could lead to
increased risks in the EU and could also disadvantage EU industry). Under the new provisions,
all articles or materials that are sold in the EU must be treated only with biocidal products
authorised for that use in at least one Member State. Labelling requirements, to inform
consumers that an article is treated with a biocidal product and alert competent authorities and
customs, would also be required.
1.4.3

Product Authorisation

The proposed changes to the provisions on authorisation of biocidal products are:
1. Facilitation – improvement and strengthening of mutual recognition; and
2. EU-level authorisation for certain categories of biocidal products (those fulfilling the
criteria for use ‘low risk’ and those containing new active substances).
The Biocidal Products Directive (BPD) currently requires the authorisation of products at
Member State level. However, it allows for a mutual recognition of authorisations by other
Member States. Member States can refuse to mutually recognise an authorisation if they have
grounds to do so (for example where there are differences due to climate and behaviour of the
target species).
1.4.4

Data sharing

Increased levels of data sharing could potentially help reduce the costs of compiling a dossier
and would contribute to reducing testing on vertebrate animals.
The European Commission’s proposed Regulation includes provisions to make sharing of
vertebrate animal test data mandatory at product authorisation and active substance approval
stage.

7

Where data from tests already undertaken is shared, companies will need to obtain a letter of
access to that information 6 .
1.4.5

Data requirements

Under the current BPD, the same set of data must often be submitted for all biocidal products,
not all of which is always necessary. The cost of performing the studies required for active
substances are high (€3 - €5m or £2.4 - £4.0m), so industry has focused on supporting existing
active substances rather than developing new ones and has abandoned certain active substances
on the basis of cost (rather than due to their health or environmental impacts). Whilst there are
provisions in the BPD for proposing and accepting amendments to the standard test data,
including waiving of certain data, these are reportedly not clear and not sufficiently widely
implemented.
The costs are also considered to be excessive for active substances fulfilling the criteria for use
in low risk products.
The most relevant changes regarding data requirements are as follows:
• Data requirements will be more aligned with the actual needs of the evaluating
authorities. It will become possible to waive requirements if data is not
scientifically necessary, if it is technically impossible to supply, or if it is not
relevant (for example, there is no need for marine toxicity studies if a product is
reserved for use on dry land); and
• It will no longer be possible to repeat tests that have already been carried out on
vertebrate animals.
1.4.6

Fees charged by Member States

Member States are responsible for establishing systems to collect fees from those placing
biocidal products on the market and those supporting active substances for inclusion on Annex I
of the BPD. These fees should, as far as possible, cover the full economic costs of carrying out
the various tasks expected from the Member State.
Significant differences in the fee structures and levels in different Member States are thought to
cause problems in implementing the Directive.
Under the text of the proposed Regulation, the Commission would adopt another Regulation
setting out a harmonised structure for fees 7 but the decision on the amount of the fees will
remain within the competence of the Member States.

6

A letter of access is an original document, signed by the owner or owners of information, which
states that the information may be used by the competent authorities, the European Chemicals
Agency, or the Commission for the purpose of evaluating an active substance or granting an
authorisation. This is effectively one means of the costs of complying with the legislation being
shared by – or passed on to – the downstream users (users of active substances in biocidal products).

7

Including the system of fees payable to the European Chemicals Agency; the harmonised structure of
fees; the circumstances under which a proportion of the fees is to be transferred to the competent
authority of the evaluating Member State; and the partial reimbursement of the fee in cases where the

8

The following principles would apply under the harmonised structure of fees:
• There would be a reduced fee for SMEs;
• The fee structure will take into account whether information has been submitted
jointly;
• It will be possible to waive the fee in certain circumstances;
• There would be an annual fee for persons placing biocidal products on the market;
• The fees will take account of the work required by the authorities and fixed so as to
ensure that the fee revenue covers the authorities’ costs.

applicant fails to submit the information requested within the deadline for validation of the
application.

9

2.

Policy options

2.1

Overview

The following policy options have been considered in this Impact Assessment:
• The status quo (the ‘business as usual’ or baseline scenario);
• Implementation of the Commission’s proposed Regulation as currently drafted; and
• Possible changes to certain elements of the proposal.

2.2

Option 1: Status quo

This option represents a continuation of the current policy and would require opposing the
introduction of the Regulation in the European Union. It would entail continuation of the
existing regime under the Biocidal Products Directive (BPD), as implemented in the UK by the
Biocidal Products Regulations. It does however assume some planned improvements to the
functioning of the Directive which could be introduced without new legislation, such as the
introduction of improved guidance on mutual recognition.
The BPD covers 23 specified product types, including disinfectants, chemicals used for
preservation of products and materials, non-agricultural pesticides and anti-fouling products
used on hulls of vessels.
The current system for regulating biocides under the BPD requires a detailed assessment of the
properties and acceptability of biocidal active substances (the chemicals that exert the biocidal
action), which must be agreed at EU level before inclusion in a positive list (Annex I of the
Directive). Companies may then apply for authorisation by Member States of the biocidal
products (the formulations containing biocidal active substance(s), listed in Annex I) that will be
placed on the market.
Whilst this system covers the main active substances and biocidal products on the market, there
are two key areas that are not covered:
• Materials and articles that have been treated with biocides outside the EU are not
subject to the requirements of the BPD, unless the materials themselves are
intended to have a biocidal effect.
• Whilst materials intended to be in contact with food are covered by other
legislation, such materials which are treated with biocides are not currently
assessed for their potential effects on the environment.
Companies that place biocidal products and their active substances on the market must apply for
authorisation and submit all necessary studies and other information needed for decision
making. These information requirements can be highly onerous, are sometimes currently
required to be repeated and may not always be relevant to the expected conditions of use of the
biocidal products concerned.

10

Once a biocidal product has been authorised in one Member State, the BPD includes provisions
for mutual recognition of this authorisation in other Member States, unless there are specific
grounds for derogation. However, there are concerns amongst stakeholders that the current
provisions on mutual recognition are not fully effective, with an apparent lack of trust in other
Member States’ assessments of dossiers, resulting in cases of additional testing.
Under the current Directive, sharing of data on active substances and biocidal products is
advocated but is not mandatory. This may lead to duplication of studies, at significant cost and
with the use of vertebrate animals.
Fees are levied by the Member States for evaluation of dossiers and other regulatory
functions. There are significant differences in the levels of these fees amongst Member States
for evaluation of dossiers 8 .
The European Commission’s Impact Assessment highlights the following consequences
associated with the problems of the current BPD 9 :
• Substances and products being removed from the market not because of public
health or environmental concerns but because of costs of producing data to comply
with the Directive.
• Withdrawal from the market of over 60% of active substances that were originally
on the market in May 2000, with the associated phasing out of the biocidal
products in which these are used.
• Significant price increases for biocidal products due to the data and dossier
preparation requirements. Associated costs are reported to be particularly
significant for SMEs.
• Reduced numbers of active substances and biocidal products on the market
increases the risk of bacterial resistance to the biocidal products.
• Reduced resources available for development of new active substances with better
risk or efficacy profiles because of the amount of resources needed to comply with
the current regime.
However, the Directive has led to some dangerous chemicals being withdrawn from the market,
representing clear health and environmental benefits.
Consultation with representatives of the UK biocides industry for the purposes of this
assessment has also highlighted several of the above issues as being of relevance and
importance for the UK.

8

According to a report (RPA, 2008) supporting the European Commission’s Impact Assessment and
based on data from 22 Member States, fees vary from around £8,000 to £290,000 for evaluation of
active substances, £800 to £70,000 for product authorisation and £60 to £65,000 for mutual
recognition of authorisations in other Member States. (Values have been converted from 2008 Euros,
as described in Appendix B.)

9

Some of these consequences were identified based on a 2007 report for the European Commission
(study on impact of the implementation of Directive 98/8/EC concerning the placing on the market of
biocidal products, final report by Hydrotox GmbH, Ökopol GmbH and RPA Ltd).
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2.3

Option 2: The European Commission’s proposed
Regulation

If the European Commission’s proposals were to be accepted as currently drafted, the
Regulation would have direct effect in the UK.
The main changes to the current policy that are included within the European Commission’s
proposals are as follows:
• The scope of the legislation would be extended to cover treated materials
containing biocides (in relation to their environmental effects) and to biocidal
products used in materials that come into contact with food. Materials and articles
treated with biocides would also need to be labelled.
• A centralised EU product authorisation scheme would be introduced for biocidal
products containing either new active substances or active substances fulfilling the
criteria for use in low risk products. The system for mutual recognition of data
would be improved and strengthened.
• It would be mandatory to share data on vertebrate animal tests, for both approval of
active substances and authorisation of biocidal products.
• There would be reduced requirements for data, allowing for greater waiving of test
data requirements, use of existing information and a revised system for low risk
biocidal products.
• There would be a partial harmonisation of the structure for fees levied by
authorities, as well as specific provisions for SMEs.
In the European Commission’s Impact Assessment, a number of different options for addressing
each of these policy issues were considered and preferred options identified. The analysis
conducted on Option 2 in this current UK Impact Assessment is on the preferred options
outlined in the European Commission’s assessment, as reflected in the proposed Regulation.

2.4

Option 3: Possible changes to the proposed
Regulation

The reference to the EC IA in the paragraphs below is to highlight that the labelling costs are the
main new cost introduced by the proposed legalisation.
The European Commission’s Impact Assessment of the proposed Regulation identifies
potentially significant costs, of approximately €200 to €700 million, spread over 10 years; these
are associated with the proposed extension of the scope of the legislation. It also identifies
potential for significant cost savings of between €2.7 and €5.7 billion spread over 10 years. The
savings are related to the provisions on EU-level authorisation, data sharing, data requirements
and the provisions on fees.
Within the European Commission’s Impact Assessment, it is recognised that some of the cost
and savings estimates are subject to significant uncertainty. Furthermore, some of the estimates
of savings presented as the lower ends of ranges of values are – in the supporting document –
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actually maximum potential benefits. Given this, it is possible that the costs of the proposed
Regulation could be higher than estimated therein and the benefits lower.
As such, there could potentially be further improvements that could be made, beyond the
Commission’s proposals, that could lead to a more effective and efficient system, without
compromising the benefits for health and the environment. In particular, two possible changes
have been considered in this assessment:
• Instead of requiring labelling for all treated materials, placing a requirement upon
industry to provide information to the consumer sufficient to allow safe use of
those materials 10 . There would need to be a requirement for authorities to check
the labelling but this would also be the case under the Commission’s proposals.
• Including additional biocidal product types under the scheme for EU-level
authorisation. This could include, for example, those that are used in a similar
manner across all Member States, such as certain products containing in-can
biocidal preservatives and others 11 .

10

Amongst all of the proposed changes, labelling costs represent the majority of the additional costs
associated with the proposed Regulation. By placing an onus upon industry to provide information to
downstream users and consumers specifically where materials and articles treated with biocides may
pose a risk, the costs could be avoided for those treated materials where there is expected to be
negligible risk for health and the environment.

11

Within this Impact Assessment, consideration has been given to extending EU-level authorisation to
biocidal products within the following product types: PT6 (in can preservatives), PT7 (film
preservatives), PT9 (fibre, leather, rubber and polymerised materials preservatives), PT10 (masonry
preservatives), PT11 (preservatives for liquid-cooling and processing systems), PT12 (slimicides),
PT13 (metalworking-fluid preservatives), PT19 (repellents and attractants) and PT22 (embalming
and taxidermist fluids).
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3.

Sectors and groups affected

3.1

Geographic coverage

The proposed Regulation would apply to the UK as a whole and would be directly acting,
requiring no national transposition.
Consultation with UK industry for the purpose of this Impact Assessment highlighted that some
companies involved in the production of active substances/ingredients or in the production of
biocidal products may often be part of multinational companies. The impacts of the proposed
Regulation on these companies may therefore not be specific to the UK and this is a key
uncertainty in the analysis.
The scope of the analysis in this impact assessment is on impacts for the UK. However,
delimitation and allocation of costs to UK-based businesses is complicated by the following
factors:
Firstly, many companies are multinational in nature, as indicated above. There is insufficient
information available to be able to allocate the costs/benefits to specific companies or parts
thereof.
Secondly, it is possible for companies – regardless of where they are based – to apply for
authorisation of biocidal products in any Member State. Consultation for this Impact
Assessment indicates that the UK is likely to be chosen quite widely as a Member State in
which to apply for authorisation. It is therefore possible that the proportion of biocidal products
that are assessed by the UK authorities will be greater than the UK’s share of the biocidal
products market and this is taken into account in the assessment of the estimation of the likely
number of product authorisations that the UK will receive in the calculations for this study (see
Section 4.3.1 of this report).

3.2

Types of businesses and other actors affected

In terms of the types of businesses affected, biocidal products producers (such as companies
blending biocidal active substances with other chemicals), would be affected as most of the
proposed changes to the scope of the legislation target the authorisation process for biocidal
products, resulting in potential changes in compliance costs for this phase. These changes in
compliance costs could lead to changes in the number of products these businesses choose to
market.
Producers of active substances would also be affected, either directly by some policy options
(such as on scope, data sharing or fees) or indirectly as impacts on producers of biocidal
products can lead to impacts on the active substances producers that supply them (for example,
the ability to keep a product on the market would have an impact on the sales of the active
substance(s) it contains). As a consequence of these changes, there could be an effect on the
number of active substances those companies choose to market (or choose not to withdraw from
the current market).
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Businesses selling and using biocidal products would also be affected by the proposed changes,
as these changes could have an effect on product prices and would have an effect on product
availability (users might not be able to continue using some products if the proposed changes
are not implemented). In particular, a change in the scope of the proposed Regulation on the
inclusion of treated materials would affect importers of such materials, who would need to
comply with the proposed Regulation and manufacturers of those materials, who would need to
label their materials in accordance with the new rules. Whilst the costs of gaining inclusion of
active substances on Annex I or of obtaining authorisations for biocidal products may initially
be borne by the (non-EU) substance/product manufacturers (or their importers/representatives in
the UK), these costs would be expected to be passed on to the firms using the treated materials.
As some policy options would tend to reduce the amount of testing needed (for instance through
increased data sharing or waiving of certain test data), the proposed Regulation would also have
an impact on the activity of testing laboratories.
Furthermore, the final consumers of a wide range of different products would be affected,
including users of biocidal products themselves (such as wood preservatives) as well as users of
materials and articles treated with biocides (such as paints, glues and numerous other
materials). Differences in costs of the regime for biocides would affect the prices paid by
consumers for biocidal products and treated materials. Similarly, changes to the number of
products that may or may not be withdrawn from the market would affect the choice of products
available to consumers.

3.3

Markets affected

The markets upon which biocides are ultimately placed are highly diverse, comprising not only
the active substances and biocidal products themselves but also the markets for the wide range
of final treated materials and articles that incorporate biocidal products.
The proposed Regulation would affect the active substances and biocidal product markets, as
well as the markets for materials and articles in which biocidal products are used.
The exact number of producers of biocidal active substances in the UK is unknown but, under
the current regime for control of pesticides (under which certain biocides have been
regulated 12 ), there are 27 sources of biocidal active substances (companies) with manufacturing
sites in the UK 13 .
The market for biocidal products is thought by industry to be composed mostly (around 90%) of
SMEs. Those companies may market a small number or a wider range of products and may be
businesses selling locally, nationally or internationally. Overall, however, there is relatively
little information available at either an EU or a UK level on the numbers and sizes of companies
and quantities of biocidal products and associated treated materials.

12

Certain biocides which are non-agricultural pesticides (such as wood preservatives, masonry/surface
biocides, antifouling products, public hygiene insecticides, rodenticides and other vertebrate control
agents, some repellents, avicides) are regulated under the Control of Pesticides Regulations 1986
(COPR) (as amended) and will continue to be regulated and approved via HSE under this scheme
until they are reviewed under the BPD.

13

Health and Safety Executive, personal communication, 25 February 2010.
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Biocidal products are sold for consumer use as well as for industrial and institutional 14
applications.
In addition to the active substances and biocidal products markets, the markets for treated
materials and articles would also be affected. These markets encompass all articles treated with
biocidal products. They may include, for example, materials treated with:
• In-can preservatives. These biocidal products are used for the preservation of
manufactured products, other than foodstuffs or feedstuffs, such as water-based
paints, water-based cleaning products, water-based adhesives, inks and detergents.
• Film preservatives. These are used for the preservation of films or coatings by the
control of microbial deterioration such as paints, plastics, sealants, wall adhesives,
binders, papers and art works.
• Wood preservatives. These are used in products such as construction materials,
garden furniture, utility poles, fences, noise barriers, railway ties and marine
timbers.
• Fibre, leather, rubber and polymerised materials preservatives. Examples of the
types of materials treated with these biocidal preservatives include wool carpets
treated against moths and beetles, outdoor textiles, home textiles (wall coverings,
curtains), tanned leather and soft PVC plastics used in humid conditions or in
contact with soil (such as shower curtains or pool liners).
Whilst producers of active substances and biocidal products are generally fairly well defined
(within the chemicals manufacturing sector), it is clear that the range of materials that can be
treated with biocides – and hence the markets affected – is very broad and very diverse. There
are no comprehensive data available on the numbers of materials on the market that are treated
with biocides, leading to significant uncertainties in estimating the potential impacts of the
proposed legislation.

3.4

Enforcement authorities

The existing biocidal products legislation is enforced in the UK by the HSE, local authority
inspectors and trading standards officers. In particular, the HSE acts as the Competent
Authority for this legislation and is responsible for evaluating active substances and granting
product authorisations.
The implementation of the proposed policy options would not alter these roles. However, they
would affect the workload of the HSE as the options have an influence on the number of active
substance to be evaluated, the number of product authorisations and on the number of mutual
recognitions. In addition, the options considered for data sharing imply the development and
maintenance of a register of testing for active substances and biocidal products.
The introduction of new provisions for imported treated materials would also have an impact on
enforcement authorities as they would have to ensure that imported treated materials meet the
14

Institutional applications include, for example, use in schools, hospitals and commercial premises. In
these situations, the users of the biocidal products will tend to be better trained regarding their use
than is the general public.
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requirements set out in the proposed Regulation: that they contain only authorised biocidal
products based on approved active substances and that appropriate labelling is in place.
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4.

Baseline definition and proposed new
provisions

4.1

Overview

The following sections describe, for each of the five main policy issues addressed by the
proposed new Regulation, key qualitative and quantitative information on the baseline –
including shortcomings of the BPD and expected changes over time – as well as the changes
that would occur as a result of the new proposals.

4.2

Scope of the legislation

4.2.1

The status quo

Under the current regulatory regime, existing Community legislation on food contact materials
does not include a requirement for evaluation of environmental effects associated with the use
of biocidal products in food contact materials (such as persistence in the environment,
ecological impact of their constituents and their fate after the food contact material enters the
waste phase).
Furthermore, the European Commission highlights a ‘major legislative loophole’ in that
materials treated with biocidal products in order to protect the material itself are not covered by
the current Biocidal Products Directive. Materials that are treated with biocidal products in the
EU must use authorised biocidal products based on approved active substances – this ensures
that the risks are appropriately identified and controlled. However, imported materials treated
with biocidal products can be treated with any biocidal product, regardless of whether it is
authorised in the EU (unless use is controlled through other legislation). This leads to the
potential for significant health and environmental impacts, as well as placing EU producers at a
disadvantage with respect to non-EU companies 15 .
4.2.2

The European Commission’s proposals

Regarding the scope of the legislation, the European Commission’s proposals cover the
following main aspects:
• Extension of the scope to cover placing on the market of food contact materials 16 ;
and
15

Note that materials treated with biocidal products and which are intended to have an external biocidal
effect are already covered within the scope of the Biocidal Products Directive (e.g. mosquito nets).
The loophole referred to here relates to biocides added to preserve the material itself, such as waterbased paints treated against discoloration from microbes.

16

Note that food contact material are already covered under other legislation is relation to health effects.
The proposals therefore primarily introduce new requirements for evaluating environmental effects.
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• Extension of the scope to cover treated materials.
Food contact materials containing biocides could be included and evaluated under specific
product types 17 for which the active substances used have already been evaluated for very
similar uses, thus potentially reducing the efforts required for dossier preparation and
evaluation. The European Commission’s Impact Assessment assumes that this could affect 5
10 active substances at an EU level and around 70 to 280 biocidal products based on these
active substances. The number affected at a UK-level is assumed to be around 20% of this18 .
In terms of treated materials, there would be a general obligation that only materials treated
with biocidal products authorised under the legislation in order to protect the material itself
could be placed on the EU market. In order for a material treated with a biocidal product to be
placed on the EU market, that biocidal product would need to be subject to a full assessment.
Materials that are treated with biocidal products within the EU are already required to be treated
with authorised biocidal products. Therefore, this extension would only cover materials
imported into the EU and would require inclusion of the active substances in the biocidal
products on Annex I of the Regulation (if not already included) and authorisation of the biocidal
products themselves.
The European Commission’s Impact Assessment does not provide a direct estimate of the
number of active substances that would be likely to be affected and instead extrapolates from
two product types. By inference, the provisions could require the inclusion of an additional 12
to 30 active substances 19 that are not already on Annex I at an EU level.
Similarly, the number of biocidal products affected is not estimated directly but, by inference, it
could extend to around 30 to 240 biocidal products (those included in imported treated materials
but which are not already authorised within the EU).
The requirement for inclusion of active substances and authorisation of biocidal products would
be placed upon the companies marketing the treated materials in the UK and EU. In the context
of costs and benefits for industry, a key area of uncertainty relates to who is ultimately affected.
For example, a company importing treated materials into the UK from outside the EU (where
the active substance and/or biocidal product is not already authorised for use in the EU) would
be required to pay the costs of gaining authorisation to use the biocidal products in the EU. It
will ultimately depend on the companies and markets concerned as to whether these costs are
borne by the non-EU producers of the treated materials, the UK-based importers or passed on to
downstream UK companies and consumers.
17

Namely product type 7 (film preservatives) or product type 9 (polymerised materials preservatives).

18

A figure comparable to the UK’s share of the EU biocides market (one sixth, rounded to the nearest
whole number of active substances).
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Assuming 2-4 additional active substances not already on Annex I in imported paints (based on a
study for the European Commission by Milieu and DHI, 2006, related to two commonly used active
substances that were not included in the BPD review programme), extrapolated to 3.5 other sectors
(i.e. 9-18) plus 3-10 for active substances in wood preservatives. The main sectors considered to be
affected in the EU impact assessment were water-based paints, treated wood, water-based adhesives,
fungi-resistant paints, tanned leather and wool carpets. No additional (UK-specific) information has
been identified for the current assessment and therefore a similar approach has been applied herein.
This is an area of considerable uncertainty.
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All producers of treated materials – whether based in the EU or outside – would be required to
label their products.
4.2.3

Option for possible changes – labelling of treated materials and articles

Overview
The inclusion of treated materials within the scope of the legislation is the main area where
significant costs would be incurred. These costs are mainly related to the requirement for
labelling of all materials treated with biocidal products, as well as to the costs of inclusion of
active substances and authorisation of biocidal products.
As indicated in Section 2 of this document, an alternative option has been considered whereby,
instead of requiring labelling for all treated materials, a requirement would be placed upon
industry to provide information to the consumer sufficient to allow safe use of those materials
(similar to the procedure for substances in articles under Article 33 of the REACH Regulation,
on the duty to communicate information on substances in articles). This could potentially
reduce the burden on UK businesses for those treated materials where the biocides are expected
to pose negligible risk for health and the environment.
The Commission’s proposals on labelling
The Commission’s proposal includes labelling requirements, accompanying the provisions on
articles or materials treated with biocides. These labels would inform consumers that the article
was treated with a biocidal product and would alert competent and/or customs authorities in the
Member States and trigger any existing inspection provisions aimed at ensuring compliance.
The labelling provisions would apply equally to EU and non-EU manufacturers.
Specific proposals for labelling are as follows:
Treated articles or materials shall be labelled with the following information:
(a) the name of all active substances that were used to treat the article or materials or
that were incorporated in the articles or materials;
(b) where relevant, the biocidal property attributed to treated articles or materials;
(c) the authorisation number of all biocidal products that were used for the treatment or
were incorporated in the articles or materials;
(d) any hazard statement or precautionary statement set out in the authorisation for the
biocidal product.
The labelling shall be clearly visible, easily legible and appropriately durable. Where
this is necessary because of the size or the function of the treated article or material, the
labelling shall be printed on the packaging, on the instructions for use or on the
warranty of the treated article or material.
This aspect of the Commission’s proposal constitutes the most significant part of the additional
costs that would be imposed by the proposed Regulation. At the EU level, the Commission
estimates that the labelling costs would be €154m to €514m of the €194m to €706m additional
costs.
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In the UK, it is estimated that the provisions on labelling could potentially affect tens of
thousands of different product lines.
Possible alternative approach
Because the provisions would apply equally to all treated materials and articles, there exists the
potential for significant additional costs, even where there is negligible or no risk to the users of
the treated materials.
Under the REACH Regulation, Article 33 places requirements on suppliers of articles that
contain substances of very high concern to provide sufficient information to the recipients of
such articles to allow safe use of the articles. Information is also required to be provided to
consumers, on request.
If a similar approach were adopted for treated articles and materials containing biocides, there
would remain an onus on industry to provide sufficient information to ensure that health and the
environment are suitably protected. By removing the requirement for labelling of all products
and concentrating on those where specific information or actions are required in order to allow
safe use, the costs could potentially be significantly reduced. It has not been possible to
estimate how many biocidal products and treated materials would be removed from the
requirement to apply labels, given a lack of available data.
The information already available from dossiers for authorisation of biocidal products should
already provide the necessary information for suppliers of treated materials to determine what, if
any, information will need to be communicated to the recipients of such materials, including
consumers. This information could be provided by the suppliers of biocidal products, for
example, in terms of an indication as to what, if any, information should be included on labels.

4.3

Authorisation of biocidal products

4.3.1

The status quo

The current system under the BPD requires the evaluation of biocidal active substances at EU
level and ‘authorisation’ of products at national level (the Directive has a provision for the
‘registration’ of low risk products with reduced requirements 20 ).
Member States can establish (on their own or on request) a so-called “frame formulation”, for
example where concentration limits for active substances are established and applications for
products with active substances within those limits can be made (so long as the applicant has the
right of access to the frame formulation) 21 .
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Provided that a dossier in accordance with Article 8(3) has been submitted and verified by the
competent authorities.

21

The establishment of a frame formulation will usually be done as part of an application for
authorisation of a specific product that falls within that frame. Once a frame formulation is
established, subsequent applications for product authorisations may refer to that frame
formulation. If the product is within the frame formulation then the assessment required should be
minimal. For more information, see Biocidal Product Authorisation Guidance for applicants (HSE,
January 2010).
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A key aspect of authorisation is ‘mutual recognition’ (under Article 4 of the Directive). This
process allows a product that has already been authorised or registered in one Member State to
be authorised in other Member States.
Member States can only authorise a biocidal product if the active substance(s) are listed in
Annex I or IA of the Directive and meet the other conditions set out in Article 5 of the Directive
(i.e. the dossiers are evaluated in line with common principles; products classified as toxic, very
toxic or as a category 1 or 2 carcinogen, or as a category 1 or 2 mutagen or classified as toxic
for reproduction category 1 or 2, shall not be authorised for marketing to, or use by the general
public and taking account of other Community provisions to protect human and animal health
and the environment).
Authorisations can be granted for a maximum period of 10 years from the date of first or
renewed inclusion of the active substance in Annex I or I A for the product type. Authorisations
can be reviewed according to Article 6 (for example, if information is received indicating that
any of the conditions of the authorisation that are no longer satisfied) and cancelled or modified
according to Article 7 of the Directive (for example if the active substance is no longer on
Annex I or IA or the information for the authorisation has changed or is known to be false).
Under the baseline scenario, the current system would be maintained, with the evaluation of
active substances at EU level and subsequent authorisation (or registration, in the case of lowrisk products) of products containing the approved substances at national level. Without making
substantive changes to the legislation, further effort could be made to facilitate the mutual
recognition of authorisations through informal discussions between Member States and
stakeholders, as well as providing guidance on mutual recognition (these options were
considered in the European Commission’s Impact Assessment).
For the UK situation, under the current regime, because the level of authorisation and therefore
mutual recognition has not yet been established, a ‘high’ (50% of authorisation applications)
and ‘low’ (10%) level of mutual recognitions have been assumed. The number of products to
be authorised was based on these low and high figures 22 . The relatively low current use of
mutual recognition presents an area for potential improvement. This is because it avoids the
duplication of effort and costs associated with making an application to each market for the
product.
The inclusion of provisions for mutual recognition may provide benefits for industry compared
to the situation before the BPD was introduced. This is because product authorisation
requirements differed between countries and there could be requirements to develop different
product formulations for different markets (with potentially significant costs).
4.3.2

The European Commission’s proposals

The Commission’s proposals as regards authorisation of biocidal products introduce an
enhanced system of mutual recognition in which product authorisations (and registrations for
22

These were based on an estimates from the Commission’s Impact Assessment taking a sixth of the
low end of the Commission’s range (because the UK market is assumed to be around one sixth of the
EU market, an assumption made in the UK initial Impact Assessment that seems reasonable for this
study) and 50% of the Commission’s high end of the range, based on consultation which suggested
that the UK could expect a disproportionately high number of authorisation applications; up to 50%
of the EU total.
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low risk products) are still issued at Member State level but mutual recognition and conflict
resolution provisions are strengthened.
There would also be clarification of the current mechanism, including improved guidance. In
addition, EU-level authorisation is proposed for certain product types. This creates an EU-wide
procedure for product authorisation, with an application submitted to a central agency for
validation (in practice, this would be the European Chemicals Agency, ECHA). The application
for a biocidal product to be placed on the market throughout the EU would be evaluated by a
Member State Competent Authority and a recommendation made by the central agency for
authorisation at the EU-level. Ultimately, the European Commission would decide upon the
authorisation.
Under the European Commission’s proposals, EU-level authorisation would be limited to
biocidal products based on new active substances and biocidal products based on active
substances fulfilling the criteria for use in low risk products.
4.3.3

Options for possible changes – additional products in EU authorisation

Community Authorisation (herein referred to as EU-level Authorisation following the entry into
force of the Treaty of Lisbon) is currently envisaged in the Commission’s proposal for biocidal
products that are either (a) based on new active substances; or (b) based on active substances
fulfilling the criteria for use in low risk products.
EU-level authorisation of biocidal products has the potential for significant cost savings
compared to authorisation at the Member State level, even with the proposed enhanced
provisions on mutual recognition of authorisations 23 .
By including a greater proportion of biocidal products in the system for EU level authorisation,
the overall costs of gaining authorisations under the legislation could be reduced (or the cost
savings compared to the current system reduced still further).
EU-level authorisation could, for example, be extended to a range of biocidal products where
the use patterns and associated risks are likely to be similar across the EU. For example, paints
preserved with in-can biocidal preservatives are likely to be used in a similar manner regardless
of the country concerned. A range of other biocidal product types could also potentially be
included for similar reasons (see Section 2.4, above). By comparison, other product types may
be used differently in different Member States (for example due to climatic or local legislative
differences).
The table below indicates the product types that have been considered in this assessment for
possible inclusion under EU-level authorisation 24 . It provides details of the number of active
23

Under the existing BPD, EU-level authorisation is not an option. In the European Commission’s
Impact Assessment, it was assumed that, under the status quo, only between 10% and 50% of
biocidal products would be submitted for mutual recognition. Facilitation and strengthening of
mutual recognition could increase this to between 30% and 70%, which would lead to cost savings as
compared to the status quo (no improved assumptions have been identified for this UK assessment
and these are therefore retained herein). EU-level authorisation could reduce the costs still further for
biocidal products for which this route is eligible (only those based on new active substances and low
risk active substances under the Commission’s proposals).
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The impacts of allowing EU-level authorisation for these product types have been assessed by
comparison against the Commission’s proposed Regulation, under which 70% of biocidal products
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substances for which a dossier has been submitted for inclusion under Annex I of the
BPD. Based on this, perhaps 1,300 to 3,600 biocidal products could potentially benefit from
EU-level authorisation 25 . It is assumed that one sixth of these would otherwise have been
authorised in the UK, or around 200 to 600 biocidal products.

Table 4.1

Number of active substances for which a dossier has been submitted for inclusion in
Annex I of the BPD

Product type

Number of active substances

PT6 - In can preservatives

53

PT7 - Film preservatives

30

PT9 - Fibre, leather, rubber and polymerised materials preservatives

40

PT10 - Masonry preservatives

28

PT11 - Preservatives for liquid-cooling and processing systems

49

PT12 - Slimicides

43

PT13 - Metalworking-fluid preservatives

35

PT19 - Repellents and attractants

16

PT22 - Embalming and taxidermist fluids

7

Total number of AS / PT combinations

301

Number of unique AS in these PTs

131

Based on ‘List of participants/applicants to the Review Programme of existing active substances used in
biocidal products’ of 6 March 2009. Excludes polymers.

4.4

Sharing of data

4.4.1

Overview

Currently, the Biocidal Products Directive (BPD) offers the first applicant the opportunity to
share the data submitted for evaluation of active substances or for product authorisation. The
Commission’s proposed Regulation would involve the introduction of mandatory sharing of
certain data at both the active substance evaluation and product authorisation stages.

would otherwise undergo mutual recognition (with 30% undergoing separate authorisation in each
Member State).
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Assuming that between 70% and 100% of biocidal products based on the 131 active substances in
these could benefit from EU-level authorisation (some may also need to be authorised for other
product types and hence might not be eligible and some of these products may already be eligible for
EU-level authorisation if they are based on low risk or new active substances). The average number
of biocidal products per active substance is estimated to be between 14 and 28, based on the
Commission’s Impact Assessment and consultation for this UK assessment.
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4.4.2

The status quo

The baseline scenario considered in the supporting report to the European Commission’s Impact
Assessment (RPA, 2008) assumed that the conditions for data sharing would be clarified and
that between 80% and 90% of product authorisation applicants would avoid duplicating data
that already exist.
Based on consultation with the HSE it is assumed the number of products authorisations with
repeated testing would be very low (1-5% of all dossiers), as the HSE already adopts a
pragmatic view on the amount of vertebrate animal testing required at production authorisation
level for an active substance that has already been approved. Therefore the overall scale of
avoided costs and animals saved will be less than in the European Commission’s Impact
Assessment which assumes a much higher proportion of repetitive testing.
In the European Commission’s Impact Assessment, it was assumed that 25-50% of all
vertebrate animal tests required per active substance dossier are repeated again during product
authorisation based on their consultation 26 . It is highly unlikely that this range is realistic for
the UK. Based on consultation with the HSE it is very unlikely that a quarter to half of all
vertebrate animal testing undertaken at active substance approval will be required again at
production authorisation level for an active substance that has already been approved. A more
realistic optimistic and pessimistic range of 5% and 10% respectively has therefore been
assumed 27 .
The active substance manufacturer may also be willing to share the data to product
manufacturers using the active substance, given they can get a return for the testing they have
already undertaken. So long as the testing data is sold at a reasonable price (via a letter of
access), product manufacturers submitting a dossier will be willing to pay the cost so long it is
less expensive than the cost of undertaking the additional testing themselves.
Under the status quo option, there would be cost savings to product authorisation applicants
associated with this voluntary uptake of data sharing (via a letter of access to active substance
producers) in comparison with a undertaking the testing themselves. There would be revenue
for data holders from granting letters of access to applicants for authorisation of biocidal
products. Voluntary data sharing would result in a number of animals not being used for
testing.
Under the status quo option, Member States would be required to set up and maintain a register
of test and study reports for active substances. It is understood that such a requirement is not
currently present in the BPD but that it would be included to facilitate the voluntary data
sharing, regardless of whether the proposed new Regulation is adopted or not, through the
provision of additional guidance and/or clarifications from the Commission. (This would affect
the level of sharing of data in the future, as compared to the current situation).

26

3/8 consultees expected to duplicate tests. Therefore a range of 25-50% was used in the European
Commission’s assessment.

27

This means the benefits in this UK assessment are much lower than those seen in the European
Commission’s Impact Assessment.
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4.4.3

The European Commission’s proposals

The proposed Regulation would introduce a requirement for mandatory sharing of vertebrate
animal test data for product authorisation applicants as well as at active substance approval
stage.
As a consequence, the uptake of data sharing in this proposal would be 100% among product
authorisation applicants (compared to an assumed 95-99% under the current situation in the
UK). In addition, all companies requesting an evaluation of active substances after the end of
the review programme would have to fully share the supporting vertebrate animal test data.
Under the proposed Regulation there could possibly be:
• Additional cost savings for product authorisation applicants;
• Additional revenue for data holders;
• Cost savings for active substances producers;
• Further avoided tests on vertebrate animals due to the increased uptake of data
sharing at both active substance approval and biocidal product authorisation stage
(there should be no repeated tests because data sharing will be required in all
cases).
The set up and maintenance of a register of test and study reports is assumed to occur under the
status quo option and is not considered to be an additional requirement under this option.

4.5

Data requirements

4.5.1

The status quo

The existing Biocidal Products Directive includes extensive requirements in terms of testing
required to be undertaken on toxicological, ecotoxicological and other properties in order to
allow for protection of health and the environment. There are testing requirements for active
substances and further testing requirements for the biocidal products in which those substances
are used.
Conducting all of the testing that could be required for active substances and biocidal products
could be very costly: up to €3-5 million for each active substance and up to €150,000 for
biocidal products 28 .
As highlighted in the European Commission’s Impact Assessment, the high costs associated
with testing has meant that industry has abandoned its support of certain active substances
because of these high costs (i.e. these substances have not been included in the Directive’s
review programme). This has been confirmed through consultation with industry in the UK.
There are already provisions under the existing Directive for waiving of certain test data for
active substances and biocidal products. There are also provisions to require reduced levels of
testing for certain ‘low risk’ biocidal products. However, it is clear that these approaches are
28

The range quoted in the RPA (2008) report is €15,000 to €150,000 for the total testing costs for a
product authorisation of €45,000.
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not always implemented due to the lack of clear guidance on their use, with different approaches
being applied in different Member States.
If the current situation persists, it is expected (and confirmed by consultation for the present
Impact Assessment) that there will be further withdrawal of active substances and biocidal
products from the market on financial grounds – rather than on the basis of health or
environmental effects – as the Directive continues to be implemented 29 . This will lead to
reduced availability and diversity of products available to consumers and for use by industry 30 .
4.5.2

The European Commission’s proposals

The new proposals are intended to:
• Avoid certain testing requirements on vertebrate animals and hence the number of
animals used in tests;
• Improve the provisions for ‘low risk’ biocidal products in order to encourage
development of such products; and
• Provide clarifications and increase legal certainty on waiving of data requirements.
There are a number of key provisions that would be changed, all with the expected effect of
reducing the data requirements compared to that which would be expected under the current
system.
In relation to data waiving there would be three main changes. Firstly, the process for
proposing adaptations to the data requirements and for the acceptance of those adaptations
would be formalised. Member States would have to inform, and if possible assist, the
applicants (industry) with their adaptation requests.
Secondly, the grounds for data waiving provided for in the EU’s REACH Regulation would also
apply to biocides 31 . It is assumed that these would be applicable to data waiving for biocides.
Thirdly, the ‘core’ data requirements under the legislation would be modified and certain longterm animal studies (the most costly tests) only required when necessary.

29

The review programme under the existing Directive has recently been extended until May 2014
(from May 2010).

30

A study on the implementation of the biocidal products directive indicated that over 60% of active
substances which were on the market in May 2000 were not supported under the review programme.
In the UK, 18% of products reportedly had to be withdrawn (Hydrotox et al, 2007).
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The general rules for adaptation of the standard testing regime for REACH is set out in Annex XI of
the REACH Regulation. These rules are generally applicable to the proposed Biocides Regulation
and cover the following aspects: where testing does not appear scientifically necessary and the use of
existing data, including for physicochemical data and for human health and environmental properties;
taking a ‘weight of evidence’ approach; the use of quantitative structure activity relationships
(QSAR) and ‘read-across’ from similar or related substances; where testing is not technically
possible and substance tailored exposure-driven testing (in which the possibility of certain tests being
omitted on the basis of exposure scenarios is considered).
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For ‘low risk’ biocidal products, the criteria for categorising products as such would be
modified 32 . The intention of this change would be to reduce the level of testing and other costs
for such products 33 .
Consultation with UK industry for this assessment indicates that the number of active
substances that could be reintroduced due to these provisions is likely to be relatively low. For
the purposes of this analysis it has been assumed that up to 10 active substances could be
supported where they would not otherwise have been and that between 5 and 8 active
substances could be reintroduced as active substances fulfilling the criteria for use in low risk
products.

4.6

Fees and charges

4.6.1

Overview

The Biocidal Products Directive currently gives significant freedom to Member States in terms
of the fees levied for fulfilling regulatory functions such as evaluation of dossiers. These fees
vary significantly amongst Member States and the conditions of payment (and activities covered
by the fees) also differ.
The Directive only requires that the fees correspond as far as possible to the costs incurred when
Member States carry out the procedures required by the Directive. The fee may account for a
significant proportion of the total costs of supporting an active substance through the approval
process (up to 75% of the cost but in some cases as low as 5%). Consultation for the
Commission’s Impact Assessment indicated that the fees are considered to be disproportionately
high for SMEs and act as a disincentive to the development of new active substances.
The differences in levels of fees may lead to those Member States with lower fees being
overloaded with applications as companies choose to apply for authorisation with those Member
States (though other factors will also affect the choice of Member State).
Similarly, there are differences amongst Member States in the extent to which phased payments
are allowed and in whether a proportion of the fees is reimbursed if the application is
incomplete.
4.6.2

The status quo

The status quo is to not change the current way fees are set in the EU. Across Member States,
various situations are observed in terms of:
32

Under the current Directive, low risk biocidal products are a biocidal product which contains as
active substance(s) only one or more of those listed in Annex IA, which does not contain any other
substance(s) of concern and, under the conditions of use, which only poses a low risk to humans,
animals and the environment. Under the proposed Regulation, low risk products would be those
where there is a significant margin of safety between predicted exposure levels and levels at which
adverse effects may occur (Article 17), except where the active substances are particularly hazardous.
Notwithstanding this, if only negligible exposure occurs during normal use, biocidal products would
be considered to be of low risk.

33

Article 18 of the proposed Regulation.
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• Level of fees levied for active substance evaluation, product authorisation and
mutual recognition: some countries require low fees while others require very high
fees; and
• Structure of fees: some Member States apply fixed fees for the different
procedures whilst others apply reduced fees for subsequent product types when a
product authorisation is requested for several product types.
In the UK, the fees companies are currently charged are generally directly dependant on the
amount of work needed by the HSE to apply the requirements of the BPD. The fees presented
below are therefore estimates and are subject to variability 34 :
• For an active substance dossier, fees are comprised of a £10,000 non-refundable
completeness check fee and an estimated £150,000 evaluation fee. Part of the
latter can be refunded but may also need to be topped-up. These fees also cover
the evaluation of one biocidal product.
• For a product authorisation, the fee is estimated to be around £2,000 for a biocidal
product which is similar to the “representative product” in the active substance
dossier. Other product authorisation fees are calculated on a case by case basis and
so could potentially be significantly higher.
In addition, the HSE has introduced fees for frame formulations. These fees, intended to be
lower than product authorisation fees, are estimated at £500 - £2,000. As with other fees, this
range is an estimate only as the actual fees would be dependent on the amount of work required
of the HSE.
4.6.3

The European Commission’s proposals

Overview
The European Commission’s proposal includes two different features:
• The introduction of a harmonised fee structure, including three different aspects:
- Reduced fees for multiple submissions by a single active substance applicant;
- Variation in fees by product types for product authorisation applicants; and
- Refund of unused fees.
• The introduction of specific provisions for SMEs, likely to be based on the REACH
model, where fee reductions are offered in relation to the company size of the
applicant.
Harmonised fee structure
The proposed harmonised fee structure would involve a 60% reduction in fees for the evaluation
of an active substance for subsequent product types. In order to achieve the same level of
overall income (to achieve cost recovery), this would require the initial fee to be increased.

34

http://www.hse.gov.uk/biocides/bpd/fees.htm.
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This reduction would apply after the end of the review programme (for new, reintroduced and
“me too” substances 35 ) and a supporting report for the European Commission’s Impact
Assessment (RPA, 2008) indicates that currently 50% of the Member States apply fee reduction,
amounting, on average, to 60% of the initial fee.
The proposed variation in fees for product authorisation includes fee reduction when, for
example, some evaluation can be done by calculation, when an assessment of the biocidal
product authorisation has already been carried out in another Member State or if the risks
associated with the biocidal product are expected to be low.
Specific provisions for SMEs
The proposed Regulation would introduce a system of fee reduction according to size of the
company submitting an application. Whilst the specific details of this would need to be decided
in a subsequent Regulation from the Commission, the Commission’s Impact Assessment
considered a situation whereby the fees for SMEs would be reduced using the same procedure
as that under the REACH Regulation:
• 30% fee reduction for medium-sized companies;
• 60% fee reduction for small companies; and
• 90% fee reduction for micro enterprises 36 .
Application to the UK
As set out in the European Commission’s Impact Assessment, some countries already apply
some or all of the proposed options. The proposed Regulation would require that those
principles be applied in the remaining countries.
As the level of fees in the UK is directly dependant on the amount of work required for the
evaluation, and are not set fees, it is considered that the UK already applies a fee structure that is
largely in line with that under the proposed Regulation. As such, there are not expected to be
significant changes for the UK through adopting a harmonised fee structure (though this would
obviously depend on the details of any future Regulation).
The need for and applicability of specific provisions for SMEs should be considered in the light
of the structure of the UK biocidal products market, as a disproportionately high number of
small companies of micro enterprises would affect the impact of such provisions. Consultation
points towards a market predominantly occupied by SMEs, up to 90%. The impact of this
structure is considered in Section 5.2.6 of this document.
4.6.4

Options for possible changes

As indicated above, the UK market for biocidal products is understood to be dominated by
SMEs (at least in terms of numbers of companies). If the provisions on reduced fees for SMEs
were to be implemented along the same lines as under the REACH Regulation, as described
35

“Me too” substances refer to substances that already are on Annex I or IA of the BPD that additional
manufacturers want to place on the market.

36

Company sizes as defined under Recommendation 2003/361/EC concerning the definition of micro,
small and medium-sized enterprises.
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above, it is possible that there could be a significant ‘skew’ in the level of fees payable by firms
that are not SMEs.
For example, if the majority of the authorisation applications were submitted by SMEs, in order
to maintain cost recovery there would need to be an increase in the fees payable by larger firms
compared to a situation where all firms pay the same fees. The level of fees for larger
companies might therefore increase significantly, to a level much higher than that required for
cost recovery for evaluating dossiers for the specific products that they produce.
It might, therefore, be appropriate to consider a fee structure where the level of fee reduction for
SMEs is less than that under the REACH Regulation.
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5.

Costs

5.1

Overview

The following sections provide estimates of the costs (and potential cost savings) associated
with implementation of the proposed Regulation. The costs are divided into compliance costs
and administrative costs.
Compliance costs are the essential costs of meeting the policy objectives while administrative
costs usually arise from the costs associated with familiarisation with the requirements,
monitoring and enforcement, proving compliance and similar aspects 37 .

5.2

Compliance costs

5.2.1

Approach

A significant amount of work, over a number of years, went into producing the information and
analysis included in the European Commission’s Impact Assessment. In addition much of the
data included within the European Commission’s Impact Assessment and supporting reports is
based on relatively extensive consultation with industry and other research.
As a result of the constraints on time and resources for this UK level impact assessment, the
European Commission’s Impact Assessment and supporting reports (see Appendix C) were
taken as a starting point for this UK assessment. Therefore, to some extent this has necessitated
taking what has been done for the EU-level Impact Assessment and applying this to the UK
situation, rather than developing the present study from first principles. The approaches and
data sources in the EU assessment have, however, been reviewed and amended with
methodologies and data more relevant/accurate for the UK situation, where applicable and
where possible 38 .

37

Some of the costs included relate to preparation of dossiers for inclusion of active substances on
Annex I and authorisation of biocidal products. These are included under compliance costs, rather
than administrative costs, because the majority of the costs incurred relate to the technical
assessments involved, rather than simply compliance with the information obligations imposed
through the (proposed) legislation. Further information on the definition of compliance and
administrative costs is included in the Impact Assessment toolkit (www.bis.gov.uk) and standard cost
model (http://www.bis.gov.uk/files/file44503.pdf).

38

One of the key factors affecting the potential costs and cost savings is the number of biocidal
products that will be put forward for authorisation. This was estimated in the European
Commission’s Impact Assessment based on consultation with industry but it is acknowledged that
there is uncertainty associated with the range presented. For this UK assessment, the number of
biocidal products put forward for authorisation is based on the EU assessment, assuming as a high
value that the UK will invite 50% of the total EU applications (because consultation suggests that
proportionately more applications will take place in the UK) and as a low value that one sixth of the
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There are various elements of this analysis that are likely to hold true and represent the best
available information for this UK Impact Assessment.
The process for estimating costs for the UK, therefore, has been broadly as follows:
• Review of the approach to estimation of costs in the European Commission’s
Impact Assessment, including the methodologies adopted and data sources used;
• Identification of key assumptions and data points used in the European
Commission’s Impact Assessment;
• Consultation with various UK experts and industry representatives in order to elicit
information on to the likely UK implications of the proposed Regulation, in
particular:
- For those assumptions/data where the situation in the UK might be substantially
different from that at the EU level, attempt to determine better data points based
on consultation and review of UK-specific data.
- For those assumptions/data where it was considered impractical to obtain better
data within the time available (or because the approach in the European Impact
Assessment was considered likely to represent the UK situation), views were
sought from industry and regulatory consultees to confirm (or otherwise) the
validity of those data.
In the context of both costs and benefits of the proposals, a key recurring theme is that the
proposed new Regulation is intended to address failures in the current system (i.e. the Directive)
which presents a significant barrier to the continuation of the markets involved
A number of data points within the analysis are based on data from the European Commission’s
Impact Assessment, with values quoted in Euros. In such cases, the Euro values have been
converted into Sterling based on the ECB exchange rate value and uplifted to 2010 values.
Appendix C provides details of the calculations and assumptions used in estimating costs and
benefits of the proposed Regulation. The figures quoted below have been rounded, generally to
two or three significant figures.
Many of the costs (this section) and benefits (Section 6) are presented as costs over a period of
10 years. This mirrors the approach in the Commission’s Impact Assessment and reflects the
initial period for which an active substance would be included in Annex I according to Article
4(1) of the proposed Regulation. In practice, there is significant uncertainty associated with
when the costs and benefits would occur and, as such, it is assumed that the costs would be
incurred uniformly over this 10 year period for the purposes of calculating net present value
costs.

EU applications will be in the UK (representing the UK’s share of the EU biocides market). There is
considerable uncertainty with this range and thus in the cost estimations that rely on these figures.
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5.2.2

Scope of the legislation

Overview
As indicated above, the key changes to the scope of the legislation relate to extension to include
food contact materials and treated materials. The main costs likely to be incurred relate to the
following:
• For inclusion of food contact materials:
- Firms producing the active substances used in the materials would incur the
costs of testing those substances for environmental effects and preparing a
dossier for inclusion on Annex I to the Regulation (and fees for active substance
evaluation, particularly where those active substances are not already covered
by other product types). These are costs that would not otherwise have been
incurred under the current legislation.
- Similarly, firms producing biocidal products used in food contact materials
would incur the costs of submitting a dossier for authorisation of those products,
including any additional testing required beyond that undertaken for the active
substances as well as the fees for authorisation of these products.
- There would be costs to the UK competent authority associated with evaluation
of dossiers for product authorisation and potentially for additional active
substances where they are not already covered by other product types (as well
as for training and for amendment of existing systems). It is assumed that these
costs would be recovered from industry through the fee mechanisms.
- It is assumed that at some or all of the costs incurred would be passed on to
consumers of the materials.
• For extension of the scope to cover treated materials:
- The costs associated with inclusion of active substances on Annex I and
authorisation of biocidal products relate to treated materials being imported into
the UK which could – in the absence of the new Regulation – contain active
substances and biocidal products not authorised under the EU legislation. For
both active substances and biocidal products, the costs relate to testing of the
substances/products, preparation of the relevant dossiers and associated fees.
- The new requirements for labelling of treated materials would apply to all
treated materials 39 , whether produced within the UK/EU or imported from
outside the EU. All treated materials and articles would require labelling (i.e.
every product line).
- It is assumed that at some or all of the costs incurred would be passed on to
consumers of the materials.
The estimated costs associated with each of these elements are detailed below.

39

It is assumed that these requirements would not apply to food contact materials.
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Inclusion of food contact materials – costs for active substances
In order to include active substances used in food contact materials on Annex I, it is estimated
that the costs to UK industry could be in the order of £1.0m to £8.0m (over a period of 10
years) 40 . The calculation of these costs is detailed in Appendix C.
Inclusion of food contact materials – costs for biocidal products
In order to obtain authorisations for the biocidal products based on the active substances used in
the food contact materials, it is estimated that the costs for UK firms could be in the region of
£0.5m to £10m (over a period of 10 years) 41 .
Treated materials – inclusion of additional active substances for imported materials
For treated materials imported into the EU by UK companies, the costs of inclusion of the active
substances included within those materials on Annex I – where the active substances are not
already included on Annex I – is estimated to be around £4.9 to £56.9 million (over a period of
10 years) 42 .
Treated materials – inclusion of additional biocidal products for imported materials
For treated materials imported into the EU by UK companies, the costs of obtaining an
authorisation for the biocidal products included within those materials – where the biocidal
products are not already authorised in the EU – is estimated to be around £0.2 to £21 million
(over a period of 10 years) 43 .

40

It is assumed that 5 to 10 active substances would need to be included on Annex I at an EU level,
with 20% of these supported by UK-based companies (i.e. 1 to 2 active substances). The costs per
substance were assumed to be between £0.8m and £4.0m; the lower end of this range, equivalent to
€1m or one third of the lower end of the range of costs (€3-5m, as verified through UK consultation
for this assessment) for inclusion in Annex I relates to active substances already included on Annex I
but not specifically for use as food contact materials (thus the share of the total costs will be lower for
food contact materials because costs have already been borne for inclusion under existing product
types); the upper end of the range is equivalent to the upper end of the range assumed in the
European Commission’s Impact Assessment (€5m). The range of €3-5m has been confirmed as
appropriate by UK industry consulted for the current assessment.
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For each of the active substances, it was assumed that there are, on average, between 14 and 28
biocidal products, equating to an additional 14 to 56 biocidal products used in food contact
materials. The cost of obtaining an authorisation for these biocidal products was assumed to be
around £37,000 to £160,000, plus £2,000 to £15,000 in fees.
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In the European Commission’s Impact Assessment it was assumed (by inference/interpolation) that
there would be 12 to 28 such active substances at an EU level. At a UK level, it is assumed that there
could be between 2 and 14 active substances. It is assumed that the costs of inclusion of each active
substance on Annex I would be £2.4m to £4.1m (€3-5m).

43

In the European Commission’s Impact Assessment it was assumed (by inference/interpolation) that
there would be 14 to 29 such biocidal products at an EU level. At a UK level, it is assumed that there
could be between 2 and 15 biocidal products. It is assumed that the costs of authorisation for each
biocidal product would be around £36,000 to £162,000, plus £2,000 to £15,000 in fees.
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Labelling of treated materials and articles
Under the proposed Regulation, each material treated with a biocidal product would be required
to include various information 44 in order to “facilitate enforcement and to enable informed
choices by consumers”.
It is estimated that the costs for UK industry of labelling all treated materials would be in the
range of £20 to £170 million as a one-off cost 45 . These figures are subject to significant
uncertainty, given that there is relatively little data on the number of companies producing
and/or importing materials treated with biocides in the UK and the associated number of product
lines.
Overall, it is likely that the costs of labelling would represent the greatest share of the total
additional costs imposed by the proposed Regulation. This is consistent with the European
Commission’s Impact Assessment, in which the costs of labelling were estimated to be €154 to
€514 million of the €194 to €706 million total costs associated with the new proposals.
As detailed in Section 4, a possible alternative approach has been considered whereby a similar
requirement to that under the REACH Regulation would be applied. Specifically, suppliers of
treated materials and articles would only be required to label their products (and include
information on appropriate risk management measures) where a potential risk to health or the
environment is associated with use of those materials or articles. If, hypothetically, only around
25% of the treated materials and articles would require labelling on this basis, the costs of
labelling could potentially be reduced by a proportional amount (to £5 to £43 million).
Total costs from extension of the scope of the legislation
The table below provides a summary of the total estimated costs associated with the proposed
changes to extend the scope of the legislation. These costs are compared to the figures in the
European Commission’s Impact Assessment.

44

The information to be included comprises: (a) the name of all active substances that were used to
treat the article or materials or that were incorporated in the articles or materials; (b) where relevant,
the biocidal property attributed to treated articles or materials; (c) the authorisation number of all
biocidal products that were used for the treatment or were incorporated in the articles or materials;
(d) any hazard statement or precautionary statement set out in the authorisation for the biocidal
product.

45

This is based on a possible range of approximate costs per product line of between £400 and £2,000,
with around 17,000 companies affected in the UK, each with an average of 3 to 5 product lines.
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Table 5.1

Summary of total costs of extension of the scope of the legislation

Cost element

UK costs (this
assessment)

EU costs
(European
Commission IA)

Notes

Inclusion of active substances

£0.8m - £8.1m

£4.1m - £41m
(€5m - €50m)

Authorisation of biocidal products

£0.5m - £9.8m

£6.6m - £58.3m
(€8.3m - €7.3m)

Subtotal

£1.3m - £17.9m

£10.7m - £99m
(€13.3m - €123m)

Inclusion of additional active
substances

£4.9m - £56.9m

£29m - £114m
(€36m - €140m)

Applies to treated materials
imported into the EU

Authorisation of additional biocidal
products

£0.2m - £21.0m

£2.9m - £42m
(€3.6m - €52m)

Applies to treated materials
imported into the EU

Labelling

£21 - £174m

£123m - £418m)
(€154m - €514m)

Subtotal

£26.0m - £251.8m

£157m - £573m
(€193.6m - €706m)

£27m - £270m

£168m - £672m
€206.9m - €829m

Food contact materials

Treated materials

Overall total

Applies to all treated materials
(domestic and imported)

Note: EU costs in Euro are based on the European Commission’s Impact Assessment with the Sterling
equivalent values at the EU level based on the ECB’s exchange rate value for 2008, inflated by 2% to
current prices (using the HM Treasury GDP deflator – See Appendix B for further information).

Affordability of costs for UK businesses
The typical 46 cost for UK firms predominately relate to the costs associated with active
substance applications (£2.6 to 4.2m) and product authorisation applications (£39,000 to
£198,000). These are set out in the tables below:

46

These refer to typical costs per firm. In some cases costs will vary. For example imported treated
materials would also be subject to additional costs associated with labelling. The underlying
assumptions for these estimates can be seen in the general assumptions table (Appendix B).
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Table 5.2

Typical costs of an Active Substance application

Typical Cost of an Active Substance application

Low estimate

High estimate

£2,440,000

£4,060,000

£160,000

£160,000

Total cost

£2,600,000

£4,220,000

Cost (£m)

£2.6

£4.2

Cost of preparing an Active Substance application
Fee (in the UK)

One-off costs. Figures have been rounded

Table 5.3

Typical costs of a product authorisation application

Typical Cost of a product application

Low estimate

High estimate

Cost of preparing an authorisation dossier

£36,600

£162,400

Fee - 1st authorisation

£2,000

£15,400

-

£20,000

Total cost

£38,600

£197,900

Cost (£k)

£39

£198

Cost of mutual recognition (in 20 MS) - High cost scenario only

One-off costs. Figures have been rounded

In order to understand the extent of the potential financial burden that these costs carry (and
hence whether they are likely to represent a barrier to continuing to market active substances
and biocidal products), financial data on the profitability of various sectors affected by proposed
changes in the Biocides Products Directive (BPD) have been collected from Eurostat. The data
is set out in more detail in Appendix D.
Sector data has been collected for the following sectors:
• Manufacture of pesticides and other agro chemicals (NACE code 24.2);
• Manufacture of paints, varnishes and similar coatings, printing ink and mastics
(20.30);
• Manufacture of soap and detergents, cleaning and polishing preparations (20.41);
• Manufacture of glues (20.52); and
• Sawmilling and planing of wood (16.10).
The “manufacture of pesticides and other agro chemicals (24.2)” sector includes manufacturing
of biocides and per-firm data should provide reasonable data for the UK biocides manufacturing
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market. This information can be used to provide an indication of the affordability of the costs of
supporting active substances which are likely to predominately affect manufacturers of biocides.
The other sectors are likely to include firms that have biocides in their products and per-firm
data should provide a reasonable indication of the affordability of the costs of supporting
biocidal products.
The table below sets out the operating surplus (a financial indicator of the annual profits of a
firm) within each of the sectors.

Table 5.4

Annual profitability (operating surplus per firm) of different sectors by size of firm

Size of Enterprise by
number of Employees:

Number of
enterprises (%)

Average
operating
surplus 2006
(Euros)

Average
operating
surplus (in 2006
uplifted to
2009/10 prices
(£)

Average
operating
surplus (£m)

£1,192,812

£1.19

Manufacturers of Pesticides and other agro chemicals
Average (all sizes) – no
breakdown available

-

€ 1,619,178

Manufacturers of paints, varnishes and similar coatings, printing ink and mastics
From 1 to 9

61%

€ 78,218

£57,621

£0.06

From 10 to 19

12%

€ 256,667

£189,081

£0.19

From 20 to 49

: (c)

: (c)

-

-

From 50 to 249

14%

€ 4,232,353

£3,117,879

£3.12

Over 250

: (c)

: (c)

-

-

-

€ 1,694,153

£1,248,045

£1.25

Average (all sizes)

Manufacturers of soap and detergents, cleaning and polishing preparations
From 1 to 9

71%

€ 71,321

£52,541

£0.05

From 10 to 19

7%

€ 764,815

£563,422

£0.56

From 20 to 49

8%

€ 1,371,429

£1,010,301

£1.01

From 50 to 249

10%

€ 1,527,778

£1,125,480

£1.13

Over 250

4%

€ 30,970,968

£22,815,614

£22.82

-

€ 2,241,047

£1,650,929

£1.65

-

€ 801,266

£590,274

£0.59

Average (all sizes)
Manufacturers of glues
Average (all sizes) – no
breakdown available

Sawmilling and planing of wood - (relevant to wood preservatives)
From 1 to 9

70%

€ 58,185

£42,864

£0.04

From 10 to 19

12%

€ 216,162

£159,242

£0.16

From 20 to 49

10%

€ 1,041,558

£767,292

£0.77
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Size of Enterprise by
number of Employees:

Number of
enterprises (%)

Average
operating
surplus 2006
(Euros)

Average
operating
surplus (in 2006
uplifted to
2009/10 prices
(£)

Average
operating
surplus (£m)

From 50 to 249

7%

€ 2,008,929

£1,479,933

£1.48

Over 250

1%

€ 13,083,333

£9,638,197

£9.64

-

€ 406,750

£299,644

£0.30

Average (all sizes)

Source: Eurostat Structural Business Statistics (SBS).
Key: (c) – This refers to confidential data that cannot be shown on Eurostat due to the limited number of firms these
estimates refer to.
Note: Euro prices (€) were converted to pounds (£) using ECB reference exchange rates
(http://sdw.ecb.europa.eu/browseSelection.do?DATASET=0&FREQ=A&CURRENCY=GBP&node=2018794).
2006 prices were converted to 2009/10 prices using HM Treasury GDP deflators (http://www.hmtreasury.gov.uk/data_gdp_fig.htm).
These processes are consistent with the HM Treasury Green Book.

The typical annual profits of “manufacturers of pesticides and other agrochemicals (24.2)”,
which includes manufacturers of biocides, is estimated at £1.2m. Profits are likely to be higher
for larger sized firms. Compared to the total cost of an active substance (AS) application (£2.6
to 4.2m) the data on profitability would help to explain why the costs of active substance
applications are a financial barrier to supporting active substances under the current system.
Profits for smaller sized firms may tend to be lower, highlighting potentially greater barriers for
such firms under the current regime.
The reduction in costs associated with active substance applications (e.g. reduced fees, data
waiving, sharing of data) would therefore be a significant benefit to active substance producers
and should improve the affordability of applications. However it may also be possible for some
of the costs be passed through by higher prices for their products, especially if imported treated
materials are now also subject to the BPD. It is understood from consultation with UK industry
representatives that the costs of active substance approval would typically be passed on through
increased prices (and through granting letters of access).
The typical costs of product authorisation applications (£39,000 to £198,000) are again likely to
be another financial barrier to supporting these products. For the majority of sectors where
annual profit data was collected, the data suggests the bulk of the sectors are made up of small
and medium size enterprises (SMEs) that employ fewer than 20 people. The affordability of
applications for biocidal product authorisations is again therefore a significant issue and could
account for most of a firm’s annual profit (in some case more).
The reduction in costs associated with applications for approval of biocidal products (e.g.
reduced fees, data waiving, sharing of data) should therefore again be a significant benefit to
producers who use biocides in their products and should improve the affordability of product
authorisation applications. There may need to be significant cumulative benefits as a result of
proposed changes to the BPD for firms to invest in the time required to develop an authorisation
application and in associated fees, relative to the financial benefits they would receive from a
successful product stream (i.e. sales revenue). However, it may also be possible for some of the
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costs to be passed on through higher prices for their products, provided that the costs could be
financed and/or shared amongst companies.
These results would help to strengthen the argument for the inclusion of treated materials to
create a level playing field, since compliance with the proposed Regulation in terms of
applications (for active substances and biocidal products) is evidently a significant affordability
issue.
5.2.3

Authorisation of biocidal products

Overview
The proposed changes to the legislation relate to the enhancement of mutual recognition and a
EU-level authorisation procedure for certain biocidal products (those based on new active
substances and those based on active substances fulfilling the criteria for use in low risk
products). The main costs incurred relate to the following:
• The costs of preparing authorisation dossiers:
- Firms applying for authorisation face costs including the costs of product testing
and letters of access for active substance data. These costs are relevant for each
and every market (Member State) where the applicant wishes to apply for
authorisation of their products. These costs (per application) are the same as
those that occur under the current legislation but the total costs are determined
by the proportion of applications made to single Member States and those for
mutual recognition.
• Fees for authorisation:
- Each Member State has a fee structure for authorisation (see section 5.1.6).
There are also fees for EU-level authorisation. Since EU-level authorisation is
not a feature of the current legislation, these are costs that would not otherwise
have been incurred. However firms wishing to gain authorisation in more than
one Member State would need to pay fees for mutual recognition.
• The costs of mutual recognition:
- Member States charge fees for mutual recognition; in addition there are costs
for mutual recognition dossier preparation (including additional costs of
‘tailoring’ dossiers for Member State requirements).
• The costs for further information:
- These are costs that are incurred as a result of disputes associated with mutual
recognition and the resolution of disputes by the Commission (requiring the
submission of further information by the applicant).
Since authorisation and mutual recognition can take place under the current BPD, the costs
associated with this option would have occurred anyway. However, by including biocidal
products under EU-level authorisation and strengthening mutual recognition, such costs would
be reduced.
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There are already costs of authorisation at Member State level; however the opportunity to
obtain an authorisation at EU level is expected to increase the overall number of products
authorised. Therefore the number of products being authorised is expected to increase and this
would have an overall increased cost for industry (through, for example, fees and dossier
preparation). Therefore the costs should be compared to the costs that are incurred under the
current system (i.e. the baseline or status quo).
Total costs for the authorisation of biocidal products
The table below provides a summary of the total estimated costs associated with the
authorisation of biocidal products. These costs are compared to the figures in the European
Commission’s Impact Assessment, with clarifications on the reasons for differences indicated.

Table 5.5

Summary of total costs of authorisation (incurred over a period of 10 years)

Cost element

UK costs (this
assessment)

EU costs
(European
Commission IA)

Notes

Total cost of authorisation
plus mutual recognition
under current system

£320m - £610m

£1660m - £2400m
(€2040m - €2950m)

Assumes a high level of mutual
recognition

Total cost of authorisation
plus mutual recognition
under proposed regulation

£160m - £340m

£840m - £1080m
(€1030m - €1330m)

Assumes a high level of mutual
recognition

£30m - £26m

£180m - £260m
(€220m - €320m)

Total costs under proposed
regulation

£190m - £370m

£1020m - £1340m
(€1260m - €1650m)

Cost saving comparing
current system proposed
regulation

£130m - £240m

£640m - £1060m
(€780m - €1310m)

Total cost of EU
authorisation under
proposed regulation

Assumes EU authorisation for
certain products (i.e. active
substances fulfilling the criteria for
use in low risk products and new
active substances)

Notes: UK ranges are based on 750 (low) and 4,500 (high) product authorisations, EU ranges are based on 4,500 (low)
and 9,000 (high) product authorisations. Full details of the calculations are provided in Appendix C.
The proposed Regulation includes Member State authorisation with enhanced mutual recognition and EU-level
authorisation for low risk products and products based on new active substances.
The high level of mutual recognition is assumed because the increase level of guidance is assumed to promote this
higher level.

5.2.4

Sharing of data

Cost savings to industry
Overview
The introduction of a mandatory sharing of vertebrate animal test data would directly benefit:
• Product authorisation applicants;
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• Owners of data used for the evaluation of the corresponding active substance(s)
(data holders); and
• Manufacturers of new or reintroduced active substances (as it is assumed the
proposed Regulation will apply after the end of the review programme).
Product authorisation applicants
As presented in section 4.4.2, the status quo assumes sharing of vertebrate animal test data
would be voluntarily undertaken by 95% to 99% of product authorisation applicants, who would
use data submitted by active substance manufacturers thanks to the granting of a letter of access.
The net cost savings (from which the cost of the letters of access has been deducted) compared
to a situation where no data sharing happens are estimated to be in the range of £74 to £308
million over a period of 10 years.
If data sharing were made mandatory, by definition the provision would be used by 100% of
product authorisation applicants. In a similar market (with the same number of authorisations
and similar kinds of products), the related additional net cost savings, compared to the status
quo, would range from around £5m to £8m over a period of 10 years.
Benefits to data holders
Implementing mandatory sharing of data would generate an increase in the “trade” of vertebrate
animal tests data which is estimated to cost £1.2 to £1.5m per data set. This would imply that
data holders (often active substances manufacturers) could sell the data they own to a larger
number of product authorisation applicants, and cover a larger proportion of the incurred costs
(or reduce the unit costs for each letter of access).
The corresponding benefit for such data holders in the UK would be an increase in the
proportion of the costs of testing covered by the revenues from the letters of access. This is
estimated to be £0.70 to £0.95m per active substance (58-66% of the cost of testing) under the
baseline (voluntary sharing) to £0.71 to £1.01m per AS (59-69%) with mandatory sharing.
Relative to the baseline, by making data sharing mandatory there is an addition saving of around
£7 to £50k per active substance.
Benefits to manufacturers of new or reintroduced active substances
The mandatory sharing of vertebrate animal test data would also apply to the evaluation of
active substances after the end of the review programme. Therefore companies applying for
either the introduction of a new or reintroduced substance on Annex I would have to share their
knowledge on these substances. This would limit the need for testing and would decrease the
costs of application for these substances.
The cost of vertebrate animal testing for all the active substances to be evaluated after the end of
the review programme is estimated to be around £1.5 to £37m. This is based on an assumed 1
to 10 new or reintroduced active substances to be evaluated in the UK. The savings that could
be achieved through data sharing are estimated as up to around £24m (over a period of 10
years). The detailed calculations are presented in Appendix C.
Costs to industry
The main effect of mandatory data sharing is expected to be avoiding the withdrawal of
products from the market and encouraging the introduction of more active substances. The
resulting higher number of active substances on the market would mean that manufacturers of
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active substances evaluated under the review programme could see their market share
decreased, resulting in decreased revenue (it has not been possible to quantify this). However, it
is assumed that this would be offset by the increased revenue for the new and re-introduced
active substances. In addition, the increased competition could potentially lead to increased
efficiency and possibly decreased costs for consumers.
Summary
Table 5.6 presents the monetised cost savings associated with introducing mandatory sharing of
vertebrate animals tests data.

Table 5.6

Summary of total cost savings of introducing mandatory sharing of vertebrate
animals tests data

Benefit

UK benefits
(this
assessment)

EU benefits
(European
Commission IA)

£5m – £7m (NPV)

£550m - £1050m
(€675m - 1.3bn)

Net cost savings to active
substances evaluation applicants

<£20m (NPV)

£120m - £620m
(€150m – 760m)

Total

£25m – £27m
(NPV)

£670m - £1670m
(€825m – £2040m)

£7k – £50k

£78k - £330k
(€96k – €405k)

Notes

Monetised cost savings
Net cost savings to product
authorisation applicants

Net benefits to data holders (per
active substance)

Compared to a status quo with
voluntary data sharing

Compared to a status quo with
voluntary data sharing

Note: EU costs in Euro are based on the European Commission’s Impact Assessment with the Sterling
equivalent values at the EU level based on the ECB’s exchange rate value for 2008, inflated by 2% to
current prices.

Costs to testing laboratories
Similarly, an effect of the introduction of mandatory data sharing is the decrease in the number
of tests undertaken by laboratories. This decrease in activity would also lead to reduced
revenues. It has not been possible, in the scope of this project, to quantify this cost.
5.2.5

Data requirements

Revised provisions concerning data waiving and use of existing data
Under the current system – in some Member States at least – the requirements for testing and
submission of data on active substances and biocidal products are so costly that industry has not
(yet) supported various substances through the legislative system. By way of example, if all of
the tests set out in the legislation were required, the associated costs under the current regime
could be as follows:
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• £1.7 to £2.1 million per active substance 47 .
• Up to around £93,000 per biocidal product 48 .
In practice, not all of the tests would be required in all cases. However, it is clear that these
costs may be a barrier to supporting active substances and biocidal products through the
legislative system. Reducing these costs through promoting greater waiving of data where those
data are unnecessary could help to increase the number of substances and products supported, as
well as encouraging the development of greater numbers of new active substances and biocidal
products.
By removing some of these barriers, there would be additional costs incurred compared to the
status quo situation because additional substances and products would be supported through the
system – these would require testing. However, there would be a saving compared to
supporting these substances and products through the current system without the application of
data waiving.
Whilst supporting these substances and products through the legislative system would represent
an additional cost to UK industry compared to the status quo, the benefits to the UK economy
would be greater than the costs incurred, provided that additional active substances and biocidal
products are supported.
In terms of additional active substances that may be supported with the improved provisions on
data waiving, where they would not otherwise have been:
• The costs of testing without data waiving, for inclusion of 1 to 10 active substances
would be around £2 to £18 million (over 10 years). (These costs are assumed to be
prohibitive under the baseline).
• By waiving the requirements for testing on vertebrate animals, the costs could
perhaps be reduced by £1.4 to £14 million to around £0.5 to £4.6 million (over 10
years) 49 .
In terms of additional biocidal products that may be supported with the improved provisions on
data waiving where they would not otherwise have been:
• The costs of testing without data waiving, for inclusion of 750 to 4,500 active
substances would be around £70 to £420 million (over 10 years). (These costs are
assumed to be prohibitive under the baseline.); and
• By waiving the requirements for testing on vertebrate animals, the costs could
perhaps be reduced by £45 to £280 million to around £25 to £140 million (over 10
years) 50 .
47

Based on €2.0 to €2.5 million (RPA, 2008). Figures have been converted to Sterling based on the
2008 ECB exchange rate (£0.796) and uplifted to current prices (using a factor of 1.02).

48

Based on €115,000 (RPA, 2008).

49

These values assume that 5 to 8 additional active substances would be supported if improved
provisions on data waiving were introduced. The costs per active substance without data waiving are
assumed to be around £1.85 million and the costs with data waiving around £0.45 million, leading to
a reduction per active substance of around £1.4 million (75%).
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There would be a number of other costs associated with these provisions. These have not been
quantified due to lack of available data. The intention of the new provisions would largely be to
avoid tests that are not necessary; however, there is perhaps an increased potential (because the
tests have not been undertaken) that some adverse effects on health and the environment might
be missed.
Revised provisions for substances fulfilling the criteria for use in low risk products
The situation for substances fulfilling the criteria for use in low risk products is similar to that
for data waiving, namely that the new provisions would permit a greater number of active
substances and biocidal products to be supported through the system due to reduced data
(testing) requirements. The costs associated with testing would therefore be greater than under
the status quo option (where some substances would not be supported) but there would be an
overall benefit to the UK economy because these substances would remain on the market (due
to the fact that there is a greater chance of these substances remaining profitable if testing
requirements are reduced).
In terms of additional active substances that may be reintroduced due to the reduced testing
requirements for substances fulfilling the criteria for use in low risk products, the costs of
testing associated with supporting substances through the process which would otherwise have
been withdrawn could be reduced from around £1.6 to £1.9 million per active substance to
around £0.8 to £1.0 million per active substance. If between 5 and 8 active substances were
reintroduced, the costs incurred would be around £4 to £8 million, compared to £8 to £16
million without applying the provisions for active substances fulfilling the criteria for use in low
risk products.
In terms of the additional biocidal products that could be supported through the system (based
on the above active substances fulfilling the criteria for use in low risk products), the costs of
any additional testing required could be avoided. Assuming that between 70 and 230 biocidal
products would be produced incorporating the active substances fulfilling the criteria for use in
low risk products, the total costs could be reduced by up to £20 million over a period of 10
years. In practice in the UK, it is understood that it would be likely that there would already be
relatively minimal requirements for additional testing of biocidal products where the active
substances have already been approved for the use concerned. This is taken into account in the
analysis (see Appendix C for more information).
5.2.6

Fees and charges

The proposed Regulation includes a provision for a harmonised fee structure across the EU.
This would include the following main provisions:
• There would be a reduced fee for small and medium-sized enterprises within the
meaning of Recommendation 2003/361/EC concerning the definition of micro,
small and medium-sized enterprises.
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These values assume that 750 to 4,500 additional biocidal products would be supported if improved
provisions on data waiving were introduced. The costs per biocidal product without data waiving are
assumed to be around £93,000 and the costs with data waiving around £32,000, leading to a
reduction per biocidal product of around £62,000.
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• The structure and amount of the fees is intended to take into account the work
required by the authorities, such that the revenue derived from the fees is sufficient
to cover the cost of the services provided.
The current fee system in place in the UK is based on a direct correspondence with the costs
incurred for evaluating the active substance dossier of product authorisation application. As a
consequence, it is considered that any modification of this system to incorporate prescriptive
features such as fixed levels of fees or fixed reduction levels would result in higher costs to
applicants. It is understood that a new Regulation concerning fees would not prescribe the
specific levels of these fees but could propose specific reductions in fees for SMEs.
The provisions of the proposed Regulation are intended to alleviate the financial burden of
compliance for SMEs. However, other factors that should be taken into account in determining
the level of the fees levied include:
• A key concern related to the current legislation (BPD) relates to the scale of the
fees compared to the level of turnover for specific products, meaning that in some
cases it is too costly to support active substances and biocidal products through the
system. This problem may occur for all sizes of enterprise, regardless of their
overall turnover.
• It is clear that the markets for the biocidal products and the preparations in which
they are used is dominated by small and medium-sized companies. Therefore, it is
possible that reducing the fees payable by SMEs could create significantly higher
costs for larger companies because of the sheer number of SMEs. Therefore, this
could potentially make the fees payable by larger companies significantly greater
than the level of fees required for cost recovery.
To illustrate this latter point, data on UK chemicals manufacturers in 2007 have been taken in
order to investigate the potential level of increase in costs that there would need to be for larger
companies (those that would not benefit from reduced fees). This is described in Appendix C,
including a calculation of the relative (rather than absolute) value of the fees that would be
required of larger companies in order to accommodate reduced fees for SMEs.
These calculations illustrate that the extent to which costs for larger companies would need to
increase to offset reduced fees for SMEs (compared to a situation where equal fees apply to all
biocidal products and all companies) is highly dependent upon the number of biocidal products
that is produced by each company. If the number of biocidal products per company is
proportional to the number of employees per company, the additional cost for larger companies
would be relatively small. However, if the number of biocidal products per employee is less for
larger companies than smaller ones (for example, with larger companies that have more diverse
product portfolios, including those that are not biocides), there is the potential for a much
greater skew in the costs for larger companies (e.g. three times the value assumed to be required
for cost recovery).
A possible option for the future system of fees and charges that might be more equitable could
be to recover the shortfall resulting from reduced fees for SMEs from the ‘annual fee’
introduced in Article 70 of the proposed Regulation. This could involve an additional fee on top
of the fees levied for dossier evaluation which could be based on turnover for biocidal products
placed on the market, such that those companies with a larger share of the market would pay
proportionally more than those with a small share of the market (this is similar to the system
already used in the UK under the control of pesticides regulations). This could reduce the
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potential for larger companies (which may still have lower-turnover products) to decide not to
support products through the system on the grounds of excessive fees.

5.3

Administrative costs

5.3.1

Scope of the legislation

In relation to inclusion of food contact materials, the competent authorities (HSE in the UK)
would face costs associated with assessment of applications for active substances and for
product authorisation. It is assumed that fees will be levied according to the level of
administrative effort required, meaning that there should not be any net costs (the costs will, in
effect, be borne by industry).
In relation to extension of the scope to treated materials and articles, there would be costs for
the authorities associated with:
• Assessment of applications for active substances and for product authorisation. As
with treated materials, it is assumed that these would be passed on to industry
through the fees levied.
• Checking that imported treated materials contain approved active substances and
authorised biocidal products. In the UK, it is assumed that a share of these costs
would be borne by customs officials. The additional costs borne could potentially
be significant, depending upon the degree of checking of domestic and imported
treated materials that is undertaken.
In addition, there would be familiarisation costs for both industry and the authorities, in order to
understand the implications of the new legislation and understand how they will need to be
implemented for their organisations. Whilst there is a lack of information on the number of
companies that would be affected, the one-off costs of familiarisation with the requirements
could be in the order of £3-10 million 51 .
5.3.2

Authorisation of biocidal products

The competent authority in the UK (HSE) would face administrative costs associated directly
with authorisation and also with mutual recognition. It is understood (from consultation with
the HSE) that the fees would be charged according to the level of administrative effort required.
Consequently there should not be any net costs to the competent authority, as the costs of
authorisation will be borne by industry.
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Assuming 15,000 to 20,000 firms affected by the new requirements for labelling of treated materials
and articles (see Appendix C). Assumes one person in each company requires 1 to 3 days for
familiarisation, with a 7.5 hour day. An hourly wage rate of £20.38 is assumed based on the rate
including overheads (30% of standard wage) for ‘science and technology professionals’, as set out in
the UK Standard Cost Model. Prices were uplifted from 2004 to 2010 prices using a factor of 1.13.
By way of comparison, consultation for this assessment indicated that (a much smaller number of)
members of one major trade association in the UK had incurred familiarisation costs of around £1
million since the BPD was introduced in 1998.
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Consultation with the HSE suggested that they might expect a large number of authorisations,
and this seemed to be confirmed by consultation with industry. The large number of
authorisation applications results from industry’s respect for the HSE’s decision-making and
approach to regulation as well as perhaps English being a common and preferred language for a
number of applicants. Therefore, although an authorisation could be made by an applicant that
expects to market their product in the UK, this might not be the main market for the product,
since the company could use the authorisation in the UK as the basis for further mutual
recognition in other Member States. Although the UK competent authority may not expect net
costs to them from authorisation, as the fees cover the administrative costs, an increase in the
volume of work could be expected and this may have resource implications for the UK
competent authority.
5.3.3

Sharing of data

Costs to public authorities
The main cost of introducing a data sharing system lies in the need, identified in the supporting
report to the European Commission’s Impact Assessment (RPA, 2008), for Member States to
set up and maintain a register of tests and study reports for active substances.
The cost of this task has been estimated using the cost incurred by ECHA for maintaining the
classification and labelling inventory under REACH (for 30,000 substances). This cost amounts
to approximately €1m per year. This cost was pro-rated to the number of expected product
authorisations. In the UK it is assumed that there will be between 750 and 4,500 products
authorised.
The annual total cost of setting up and maintaining such a register is therefore estimated
between £20k and £122k per year.
However, this cost will be incurred under the status quo (Biocidal Products Directive) assumed
within this impact assessment as the register will be needed as soon as the voluntary data
sharing scheme is in place (this is assumed to occur in the future under the status quo option).
As a consequence, compared to the status quo, the introduction of a mandatory data sharing
scheme will not create additional costs to public authorities over a voluntary scheme which
would be expected to be implemented even if the proposed new Regulation is not adopted.
5.3.4

Data requirements

Increased waiving of test data and reduced requirements for testing of low risk substances
fulfilling the criteria for use in low risk products would, to an extent, need to be facilitated by
the UK authorities because Member States will need to inform and if possible assist applicants
with their adaptation requests. This could imply increased administrative costs for the UK
competent authority.
However, for biocidal products at least, it is understood that, in the UK, there are generally
already fewer requirements for additional testing (e.g. for toxicological effects) on products than
in some other Member States, particularly where relevant testing has already been undertaken
for the active substances contained within the products and the uses in question already
considered.
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5.3.5

Fees and charges

The implementation of the proposed changes to the way fees are levied would require changing
the fee system in the UK. This change would generate costs for public authorities (HSE),
although it has not been possible to quantify these costs. The main change would be in
determining the levels of fees that would be levied upon SMEs as compared to ‘standard’ fees.
It is not possible to assess the impacts of this at the current time as the specific changes to the
fee structure would – according to the proposed Regulation – be implemented under a separate
piece of legislation.
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6.

Benefits

6.1

Scope of the legislation

6.1.1

Extension to include food contact materials

The existing legislation on food contact materials already covers potential risks to human
health. It is therefore assumed that there would be no additional benefit for human health
associated with this provision.
The main area where additional benefits would be expected from this extension to the scope
would be in terms of potential environmental impacts of the biocides used in food contact
materials (as this is not currently covered by the existing food contact materials legislation). No
information is currently available on the likely types of environmental impacts that could be
avoided through inclusion of these materials within the scope of the biocides legislation.
6.1.2

Extension to include treated materials

Creation of a level playing field
The extension of the scope to all treated materials would primarily affect treated materials
imported to the UK from outside the EU. These materials would be subject to the same
requirements as those produced in the UK (approval of active substances and authorisation of
biocidal products), meaning that UK-based firms should no longer be at a competitive
disadvantage compared to non-EU firms. As highlighted in the European Commission’s Impact
Assessment, imported materials may constitute a significant proportion of the domestic demand
for certain products: 10-20% of the EU market for treated wood and 25-45% of the EU market
for wool carpets.
Potential for avoidance of health and environmental impacts in imported products
By ensuring that all treated materials are subject to approval of active substances and
authorisation of biocidal products, there is the potential for avoidance of potentially significant
health and environmental impacts. Under the current regime, imported treated materials can
potentially contain dangerous biocidal products to which people and the environment can be
exposed.
It is not feasible to quantify the total health and environmental benefits but, given the scale of
import of treated materials, the avoided health and environmental effects could be significant.
Examples highlighted in the European Commission’s Impact Assessment include:
• Reduction in severe allergic reactions, in particular for old people, children and
people with reduced immune systems;
• A corresponding reduction in costs associated with hospitalisation, medical
treatment and productivity losses due to missed days from work; and
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• Avoidance of the potential leaching of hazardous biocidal substances to soil and
groundwater and hence avoidance of impacts on aquatic organisms and local
ecosystems.
A number of concrete examples can be provided in order to illustrate the real potential for such
effects to occur and hence the potential for these effects to be avoided by extension of the scope
to include treated materials.
Firstly, import of wood treated with biocides into the UK is likely to be significant 52 . In the EU,
a number of biocidal wood preservatives have either (a) not been supported through the active
substance approval process under the Biocidal Products Directive 53 or (b) been restricted
through EU-wide restrictions on marketing and use due to health or environmental
concerns. There is the potential for import of wood products containing non-approved biocides
into the UK with consequent implications for health and the environment.
A second example relates to the substance dimethylfumarate (DMF) which is a biocide
preventing moulds that may deteriorate leather furniture or footwear during storage or transport
in a humid climate. Furniture and footwear available on the market in the UK and other
countries has been identified as the cause of damage to the health of consumers 54 . At present,
DMF in imported treated materials is not regulated under the Biocidal Products Directive
because it is added to protect the materials themselves. This has prompted the European
Commission to act to ensure that (a) products containing DMF are prohibited from being placed
or made available on the market and (b) products containing DMF and already placed or made
available on the market are withdrawn from the market and recalled from consumers, and that
consumers are adequately informed of the risk posed by such products. (This is currently a
temporary restriction that applies from May 2009 to March 2010.)
The example of DMF provides an illustration of the types of adverse effects that could be
avoided by bringing materials treated with biocidal products within the scope of the Directive,
particularly in relation to those imported into the EU (since those produced within the EU will
already be limited to biocidal products authorised in the EU).
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In 2005 (http://www.forestry.gov.uk/pdf/fcfs06_imports.pdf/$FILE/fcfs06_imports.pdf), UK
consumption of sawn wood was around 10.6 million m3, of which around 8.2 million m3 was
imported. 16% of imported sawn softwood and 44% of imported sawn hardwood was imported from
non-EU countries. This will include some wood treated with biocidal wood preservatives.
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It is assumed that some of these were not supported on the grounds of excessive costs and some on
the grounds of health or environmental impacts, however, the precise reasons are not known.
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DMF was most often contained in little pouches fixed inside furniture or added to footwear boxes. It
thus evaporated and impregnated the product, protecting it from moulds. However, it then also
affected consumers who were in contact with the products. DMF penetrated through the clothes onto
consumers’ skin where it caused painful skin contact dermatitis, including itching, irritation, redness,
and burns; in some cases, acute respiratory troubles were reported. The dermatitis was particularly
difficult to treat. The presence of DMF is thus a serious risk (European Commission Decision
2009/251/EC).
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6.2

Authorisation of biocidal products

6.2.1

Benefits to industry

The enhancements to the system for mutual recognition that are assumed to prompt higher level
of mutual recognition for authorised products will be of direct benefit to industry. This is
because enhanced mutual recognition leads to a reduction in the need for authorisation in each
Member State market and thus the costs of authorisation in each subsequent market are saved.
It is estimated that the implementation of the Regulation would lead to an increase of up to
25% 55 in the number of mutual recognition applications (i.e. those which would otherwise have
been authorisation applications to individual Member States).
EU level authorisation for products based on new active substances and for low risk products
has a benefit to industry as central (EU-level) authorisation reduces the need for authorisation
application to each market, since EU-level authorisation would mean authorisation in all
Member States simultaneously. It is estimated that between 10% and 20% of products could be
authorised via this route 56 . In addition, this potentially enhances the market for such products
by reducing the costs of marketing these products across the whole EU and should also
stimulate the market for low risk products and new active substances.
The cost savings arising from enhanced mutual recognition combined with EU authorisation for
certain product types are between £130 and £240 million (see Table 5.5).
6.2.2

Benefits to human health and the environment

There would be benefits to the environment and to human and animal health from increased
authorisation of biocidal products. An increased proportion of products on the market that are
authorised means that biocidal products in use have been assessed for their safety and are based
on active substances that have been evaluated. This leads to a greater level of protection for the
environment and for human health. The potential increase in the number of products based on
new active substances increases the likelihood that there will be more available products to
counter possible pest resistance to active substances in products; this has a benefit to human
health.
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This is based on the estimated number of products for which applications for mutual recognition will
be made. The numbers are presented in the background calculations spreadsheet. Under scenario 1 (a
lower number of products) the number of mutual recognition applications in the status quo (baseline)
is 7,125 and the number of mutual recognition applications with enhanced mutual recognition/Union
authorisation is 7,648 (a 7% increase) under scenario 2 (a higher number of products) the status quo
is 42,750 and 53,643 with enhanced mutual recognition/Union authorisation, which is a 25%
increase.
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This is based on the number of products for which applications for EU-level authorisation will be
made (see Appendix C). The estimated number of products for EU-level authorisation in scenario 1
(a lower number of products) is 175 compared to the total of 750 (i.e. 23%); and for scenario 2 (a
higher number of products) the number of products for EU-level authorisation is 467 compared to the
total number of product authorisations of 4,500 (=10%). This gives the range of 10 to 20%.
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6.2.3

Benefits of options for possible changes – additional products in EU
authorisation

As set out in Section 4 of this report, a further option beyond the changes set out in the
Commission’s proposed Regulation would be to extend the types of biocidal products that could
be authorised at the EU-level rather than at a Member State level.
Applying the same approach as that used to calculate the potential cost savings of the
Commission’s proposals on enhanced mutual recognition and use of EU-level authorisation (as
described above and in Appendix E), it is estimated that the maximum potential additional cost
savings of applying EU-level authorisation for the additional product types could be up to
perhaps £900 million over 10 years for all biocidal products in this product type at the EU level.
At the UK-level, the additional cost savings could be up to £150 million 57 . These are savings in
addition to those already identified in relation to the Commission’s proposals (representing a
possible additional change to the current regime).
There would thus appear to be merit in including biocidal products in these product types in the
system for EU-level authorisation, assuming that the products themselves are indeed used in a
similar manner across the EU.

6.3

Sharing of data

6.3.1

Product availability

The cost savings presented in section 5, as well as the level of investments used in the analysis
must be placed in the context of the overall UK biocidal product market and active substances
market.
The net benefits to product authorisation applicants of approximately £5m to £8m represent a
small proportion of the assumed UK market (approximately £100 to 400m). This is because in
the UK, there is already expected to be a high level of data sharing under the status quo.
It is anticipated that the additional revenues to active substance manufacturers owning data, as
well as the costs savings due to data sharing, could be used to support additional substances or
to avoid having to withdraw existing active substances from the market.
Therefore a general benefit of sharing data would be an increase in the number of active
substances and products available. It is difficult to quantify this increase due to the high
uncertainty surrounding the number of active substances expected to be evaluated after the
review programme. However, the provisions on data sharing, as well as those on data
requirements, could lead to an increase in the number of products on the UK market of between
70 and 230 (see Section 5.2.5).
Availability of a greater number of safer products would also be beneficial to all users (workers,
consumers) as well as to the environment. In addition, avoiding the withdrawal of active
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Ranges of calculated values are £191 to £894 at the EU level and £16 to £149 million at the UK
level. The analysis is based on the ‘list of participants and of applicants having submitted a dossier
in accordance with Article 5(3) of Regulation (EC) No 2032/2003 (by product-types)’ of 6 March
2009. Further details are provided in Appendix C.
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substances and products from the market would help maintain the activity of the companies
affected could therefore help to reduce the potential for losses in employment.
6.3.2

Benefits to the environment

The introduction of mandatory sharing of vertebrate animal tests data will consequently reduce
the number of tests undertaken by laboratories, both at active substance evaluation and product
authorisation stage. The direct effect of this would be a reduction in the number of vertebrate
animals used in testing.
It is estimated that for the UK:
• Data sharing for active substances could result in avoiding using up to 34,000
animals for testing; and
• Mandatory data sharing for product authorisation could result in avoiding using an
additional 600 to 35,000 animals.
In total, tests on between 600 and 69,000 animals could be avoided at the UK level.
6.3.3

Table 6.1

Total benefits from mandatory sharing of vertebrate animal tests data

Summary of total benefits of introducing mandatory sharing of vertebrate animals
tests data

Benefit

Increase in product availability
Avoided use of animals in testing

6.4

UK benefits
(this
assessment)

EU benefits
(European
Commission IA)

>70-230

<1,500

563 – 69,125

340,000 – 525,000

Notes

Compared to a status quo with
voluntary data sharing

Data requirements

As set out in Section 5, the provisions on data requirements would imply reduced costs for
industry associated with testing of both active substances and biocidal products. This applies to
the provisions on data waiving as well as the provisions for substances fulfilling the criteria for
use in low risk products.
However, these costs are only reductions as compared to a situation where the substances and
products in question would be supported through the legislative system – in practice, evidence
from consultation for the current assessment, as well as from the Commission’s assessment,
indicates that some active substances and biocidal products would not be supported due to the
prohibitive costs under the current regime. The provisions on data requirements would have the
effect that at least some of the substances and products that would not be supported under the
current system, would now be supported because of the reduced costs.
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Whilst the costs with additional data waiving and provisions for substances fulfilling the criteria
for use in low risk products are lower than would otherwise have been incurred, they are
actually additional costs compared to the baseline (status quo option). However, by incurring
these costs associated with supporting substances and products that would not otherwise be
supported, there would be a number of benefits that would outweigh the costs of supporting the
substances and products through the system 58 , such as:
• Increased revenue from active substances and biocidal products that would not
otherwise have been on the market.
• A greater range of products available on the market, benefiting both industry and
consumers, as well as reducing the potential for resistance to active substances
developing. This may imply greater levels of competition and reduced prices.
• Continued employment within the supply chains where active substances and
biocidal products are supported because of the reduced costs of so doing. This
employment might otherwise have been lost.
• The avoidance of some potentially valuable biocidal products being withdrawn
from the market purely because of the regulatory burden, rather than on the basis of
health or environmental risks.
• Reduction in the numbers of vertebrate animals used in testing for new active
substances and biocidal products.
• Reduced resources required by the competent authorities in assessing active
substances and product authorisation applications.
There would be a further benefit (reduced testing costs) for future applicants for new active
substances and biocidal products based on new active substances as compared to the baseline. It
is expected that this will tend to make it more likely for new active substances and new biocidal
products to be supported through the system in the future.

6.5

Fees and charges

The introduction of reduced fees for SMEs would lead to benefits for those SMEs, in that the
costs of complying with the legislation would be less likely to be prohibitive, making it more
likely that a greater number of active substances and biocidal products will remain on, or be
introduced to, the market.
However, as highlighted in Section 5.2.6, the UK market is primarily comprised of SMEs,
meaning that significant reductions in fees for SMEs (such as those applied under the REACH
Regulation) would need to be offset by potentially much higher fees for the smaller number of
larger companies, if the income from fees is to remain constant.
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If the financial benefits of supporting the substances through the system (with the incentive of
reduced costs) were not greater than the costs of doing so for individual companies or supply chains,
these would not be supported. It follows, therefore, that there would be a net benefit to the UK
economy, as well as a number of wider benefits.
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The specific provisions on fees would, under the Commission’s proposals, be implemented
under a subsequent Regulation. In determining the levels of these fees, it may therefore be
appropriate to consider smaller reductions in fees for SMEs than under the REACH Regulation.
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7.

Specific impact tests

7.1

Overview

This section sets out the specific impact tests included in the IA template. Where impacts are
not considered relevant for the current assessment, this has been indicated.

7.2

Economic impacts

7.2.1

Competition assessment

The competition guidelines (August 2007) 59 set out four questions to establish whether the
proposed policy is likely to have a detrimental effect on competition and competitiveness.
These include whether the policy would:
• Q1. Directly limit the number or range of suppliers.
• Q2. Indirectly limit the range of suppliers.
• Q3. Limit the ability of suppliers to compete.
• Q4. Reduce suppliers' incentives to compete vigorously.
The proposed changes to the BPD are likely to have a positive impact on competition and
competitiveness and are not expected to be detrimental to competition in the UK and the
competitiveness of UK firms compared to those outside the UK and EU.
The inclusion of imported treated materials in the scope of the Directive is expected to create a
level playing field, with imported materials subject to the same requirements as those produced
in the UK (and elsewhere within the EU). The reduction in compliance costs and administrative
costs (testing, fees, data requirements, etc.) and changes to authorisation (e.g. EU-wide
authorisations for low risk products and mutual recognition) are expected to result in a greater
number of applications than would otherwise be the case (for both active substances and
biocidal products) and ultimately more products coming onto (or staying on) the market. This
should improve competition within the market.
7.2.2

Small firms impact test

Small and medium size enterprises (SMEs) are expected to benefit from proposed changes to
the BPD. The proposed option would introduce fee reductions according to company size. The
Commission’s Impact Assessments suggests that this could follow the process in place under
the REACH Regulation (as described in Section 4.6.3):
• 30% fee reduction for medium-sized companies;
59

http://www.oft.gov.uk/shared_oft/reports/comp_policy/oft876.pdf.
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• 60% fee reduction for small companies; and
• 90% fee reduction for micro enterprises.
The reduction in compliance costs and administrative costs (testing, fees, data requirements,
etc.) and changes to authorisation (e.g. EU-wide authorisations for low risk products and mutual
recognition) should benefit SMEs in particular.
The reduction in fees for SMEs would be offset by higher fees for larger sized enterprises.
However, depending on the actual extent of fee reduction for SMEs, the additional costs
potentially imposed for larger firms in order to cover the shortfall from reduced fees for SMEs
could potentially be prohibitive, as described in Section 5.2.6).
There is also a complex system of data requirements for SMEs to understand. They may not
have adequate resources to devote to understanding the necessary data requirements.
7.2.3

Legal aid impact test

There are not expected to be any relevant changes based on the current proposed changes to the
BPD.

7.3

Environmental impacts

7.3.1

Carbon and greenhouse gas assessment

There are not expected to be any relevant changes based on the current proposed changes to the
BPD.
7.3.2

Other environmental issues

Potential environment impacts were set out in the previous section (section 6).

7.4

Social impacts

7.4.1

Health impact assessment

Potential health impacts were set out in the previous section (section 6).
7.4.2

Race equality

There are not expected to be any relevant changes that will affect any particular race over any
other based on the current proposed changes to the BPD.
7.4.3

Gender equality

There are not expected to be any relevant changes that will affect one gender over the other
based on the current proposed changes to the BPD.
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7.4.4

Disability equality

There are not expected to be any relevant changes that will affect persons with any particular
type of disability to a greater extent than other people based on the current proposed changes to
the BPD.
7.4.5

Human rights

There are not expected to be any impact on any of the rights enshrined in any of the 14 articles
of the European Convention on Human Rights, or of the 3 articles of the first Protocol thereto.
7.4.6

Rural proofing

There are not expected to be any relevant changes that will affect any particular region over
others based on the current proposed changes to the BPD.
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8.

Summary

8.1

Costs of implementing the proposed Regulation

8.1.1

Introduction

Summary tables are presented in this section that set out the potential costs (Section 8.1) and
benefits (Section 8.2) of the implementation of proposed the regulation. The values quoted are
the difference between the baseline (status quo) i.e. the BPD and the proposed regulation, unless
otherwise stated.
8.1.2

Table 8.1

Revision of scope

Summary of costs related to the inclusion of food contact materials in the scope of
the Regulation

Costs to whom

Description of costs

UK manufacturers of active
substances used in food contact
materials

There would be compliance costs for inclusion of those active
substances in Annex I (testing, fees and dossier preparation,
focused on environmental effects)

UK producers of biocidal
products

There would be a compliance cost (dossier preparation,
testing, fees) for seeking authorisation of products based on
active substances used in food contact materials

Table 8.2

Value /
significance
£1m – 8m

£0.5m – 10m

Summary of costs related to the Inclusion of treated materials in the scope of the
Regulation

Costs to whom

Description of costs

UK Government*

Additional guidance, training and enforcement to ensure
imported treated materials arriving into the UK adhere to the
requirements of the Biocides Directive

UK receivers of imported
treated materials** (or non-EU
producers of treated materials,
active substances, biocidal
products)

Value /
significance

Not quantified

Compliance costs (testing, application fees and time taken) for
importers to place an AS on Annex I of the Directive

£5m – 55m

Compliance costs (testing, fees and time taken) to apply for a
product authorisation.

£0.2m – 21m

Cost of labelling the treated materials to ensure users are
aware of the appropriate risk management measures.

£20 – 170m
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Costs to whom

Description of costs

UK producers of treated
materials and articles

Costs of familiarisation with the legislation

Value /
significance
£3 – 10m

* There will also be a cost to the European Commission but this is considered outside of the scope of this UK IA
** It is possible that some of the costs to industry (AS manufacturers and product producers) will be borne by UK
importers rather than non-EU companies. In any case, it is likely that these costs will be passed through to intermediate
products and end consumers through higher prices for imported products.

8.1.3

Table 8.3

Product authorisation

Summary of costs for strengthening of mutual recognition and EU level Authorisation

Costs to whom

Description of costs

UK companies
submitting a an
application for product
authorisation*

The total number of applications for authorisation based on the
total number of products is assumed to remain the same, but the
distribution of how those products are authorised is changed i.e.
by an increase in mutual recognitions and authorisation of
products at EU level.

Value / significance

Cost savings compared to the status quo
HSE

Costs of processing applications
(The UK is likely to receive a disproportionate number of
applications relative to the UK share of the biocides market)
Additional administrative cost to the HSE for co-ordinating
mutual recognition in other EU Member States

£130 - £240m
Cost neutral as the fees
should cover the
amount of work by HSE
(i.e. cost neutral) **
Cost neutral as the fees
should cover the
amount of work by HSE
(i.e. cost neutral) **

* Costs to firms outside of the UK are not considered in the scope of this UK Impact Assessment.
** In practice, it is understood that the HSE is not currently able to recover all of the costs associated with its regulatory
function through the fees system.

8.1.4

Table 8.4

Data sharing

Summary of costs related to the introduction of mandatory sharing of vertebrate
animal test data at product authorisation and active substance stage

Costs to whom

Description of costs

UK product
authorisation applicants

There would be an additional avoided cost associated with not having
to undertake testing compared to a voluntary scheme.
The additional avoided cost of testing would result in avoiding
withdrawing some products from the market. There would be an
avoided loss of revenues per product associated with this.

Value /
significance
£5m – £8m
Not quantified
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Costs to whom

Description of costs

Value /
significance

UK companies owning
the vertebrate animals
tests data

Any UK company that undertakes the initial testing would produce a
letter of access in exchange for a payment from any company wanting
to use that data. There would be an additional benefit compared to a
voluntary scheme.

£7k – £50k,
additional benefit
per substance

UK companies
marketing active
substances after the
end of the review
programme

There would be avoided cost associated with not having to undertake
the testing.

<£24m

UK manufacturers of
active substances
evaluated under the
review programme

The introduction of mandatory sharing at the active substance stage is
expected to encourage the marketing of new active substances. As a
consequence, the manufacturers of active substances already
evaluated under the review programme could have their market share
reduced.

Not quantified

UK testing laboratories

A reduction in the need for animal testing from the enhanced data
sharing would result in a decrease in activity for testing laboratories

Not quantified

HSE

ECHA will need to develop and maintain a register of test and study
reports (HSE contribution to that).

£20k – £121k per
year, under the
status quo option
but not currently
being incurred *

Under the status quo option it is assumed that, regardless of whether the proposed new Regulation is adopted or not,
such a register would be introduced through the provision of additional guidance and/or clarifications from the
Commission. (This would affect the level of sharing of data in the future, as compared to the current situation.).

8.1.5

Table 8.5

Data requirements

Summary of costs for rewording provisions concerning data waiving and use of
existing information

Costs to whom

Description of costs

Value /
significance

UK active substance
manufacturers

There would be a cost of introducing new active substances (albeit
reduced) that would not be introduced without the proposed reductions
in data requirements

£0.5m – £4.6m

UK product
authorisation applicants

A reduction in data requirements for UK companies submitting a
product authorisation application due to data waiving and use of
existing information is expected to result in some companies deciding
to submit applications for their products (rather than stop producing
this product). These companies will therefore incur the costs (albeit
reduced) of product applications.

£25m – 140m
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Table 8.6

Summary of costs for reformulating the system for low-risk substances

Costs to whom

Description of costs

UK active substances
manufacturers

Cost saving compared to introduction of these substances without
provisions of proposed Regulation

UK product
authorisation applicants

Reduction in costs associated with reduced data requirements for UK
companies submitting a product authorisation application (compared to
applications without provisions of proposed Regulation).

8.1.6

Table 8.7

Value /
significance
£4m – £8m
£0.9 - £19.5m

Fees and charges

Summary of costs for the introduction of a partially harmonised fee structure

Costs to whom

Description of costs

Value /
significance

HSE

There would be a need for the HSE to amend the system of fees
currently in place to introduce fixed fees and fixed reductions of fees

Not quantified

Table 8.8

Summary of costs of introducing specific provisions for SMEs

Costs to whom

Description of costs

Value /
significance

HSE

There would be a need for the HSE to amend the system of fees
currently in place to introduce fixed fees and fixed reductions of fees

Not quantified

Industry submitting
active substance or
product authorisation
dossiers

Possible increase in fees levied for larger companies to account for
reduced fees for SMEs, as compared to single cost for all companies.
(Compared to cost assumed to be required for cost recovery,
dependent on structure of sector concerned.)

Up to 3 times
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8.2

Benefits of implementing the proposed Regulation

8.2.1

Revision of scope

Table 8.9

Summary of benefits for the inclusion of food contact materials in the scope of the
Regulation

Costs to whom

Description of benefits

Human health

Additional benefits from applying the BPR in addition to the
food contact materials legislation

Environment

There could be environmental benefits in applying the BPR to
active substances and biocidal products used in food contact
materials as this aspect is not dealt with in the food contact
materials legislation

Table 8.10

Value /
significance
Nil
Not evaluated due
to the lack of
information on the
expected types of
impacts

Summary of benefits for the inclusion of treated materials in the scope of the
Regulation

Benefits to whom

Description of benefits

Value /
significance

Producers of treated
materials in the UK

The inclusion of treated materials should create a level playing field
between importers (who currently do not have to comply with the
BPD) and UK producers of treated materials (who are thought to be
passed on the cost of authorising the relevant biocidal products by the
biocidal product manufacturer)

Not quantified

This could tend to reduce the risk of firms deciding to relocate their
business to outside of the UK.
Environment

Human health

Ensuring all active substances and treated materials containing
biocides placed on the market in the UK are subject to strict testing,
authorisation procedures and labelling requirements. The possible
environmental benefits are:
•

Reduction in leaching of hazardous substances to soil and
ground water

•

Reduced indirect to aquatic organisms and local ecosystems

Ensuring all active substances and treated materials containing
biocides placed on the market in the UK are subject to strict testing,
authorisation procedures and labelling requirements. The possible
health benefits are:
•

Reduction in severe allergic reactions – in particular to old
people, children, people with reduced immune systems.

•

Reduction is costs associated with hospitalisation, medical
treatment, productivity losses due to missed working days.

Not quantified

Not quantified
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8.2.2

Product authorisation

Table 8.11

Summary of benefits from strengthening of mutual recognition and EU level
Authorisation

Benefits to whom

Description of benefits

UK companies
submitting a product
authorisation

The total number of applications for authorisation based on the total
number of products is assumed to remain the same, but the
distribution of how those products are authorised is changed i.e. by an
increase in mutual recognitions and authorisation of products at EU
level. The costs are therefore redistributed and cost savings result
from that (this is included in the costs section).
Revenue from product sales due to continuing to place and sell the
products on the market.

HSE

Revenues from application fees
(The value of fees is likely to reflect the effort in processing)

Value /
significance

Not valued
Cost neutral as
the fees should
cover the amount
of work by HSE

Increase in employment - The UK is likely to receive a disproportionate
number of application relative to the UK share of the biocides market
and therefore the HSE may need to hire additional staff (or redistribute
internal resources) to assess all the applications

Not quantified

Avoided time to process applications which were granted through
mutual recognition: some applications may be submitted outside of the
UK and the UK may accept the findings and therefore avoid time spent
processing a similar application in the UK

Not valued

Consumers

It is possible that a reduction in costs to companies will result in a
greater number of safer products being placed on the market and,
through greater competition, the consumer may benefit from reduced
product prices and safer products. Whilst prices may increase
compared to the current situation because of the need to gain product
authorisations (a process that has not yet been completed for the
majority of products), the price increases would be expected to be
lower than under the status quo.

Not quantified

Social

Continued employment along the supply chain (e.g. retailers,
distributors, producers) due to existing products being placed on the
market and potentially new substances/products due to costs savings.

Not quantified

Environment and health

Reduction in costs may encourage greater innovation within the
market to use substances fulfilling the criteria for use in low risk
products instead of substances that might have higher risks to the
environment and human health.

Not quantified

Reduction in costs could lead to more products being placed on the
market based on a wider range of active substances. This should lead
to greater diversity in products that could help to counter possible
resistance to active substances in certain products therefore leading to
a greater level of human and animal protection.

Not quantified
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8.2.3

Data sharing

Table 8.12

Summary of benefits related to the mandatory sharing of vertebrate animal test data
at product authorisation and active substance stage

Benefits to
whom

Description of benefits

Value /
significance

UK product
authorisation
applicants

There would be an additional avoided cost associated with not having to
undertake the testing compared to a voluntary scheme.

£5m – £8m
Not quantified

The additional avoided cost of testing would result in avoiding withdrawing
some products from the market. There would be an avoided loss of
revenues per product associated with this.

£7k – £50k,
additional
benefit per
substance

UK companies
owning the
vertebrate animals
tests data

Any UK company that undertakes the initial testing would produce a letter of
access in exchange for a payment from any company wanting to use that
data. There would be an additional benefit compared to a voluntary scheme.

UK companies
marketing active
substances after the
end of the review
programme

There would be avoided cost associated with not having to undertake the
testing.

Environment

There would be less testing required and therefore fewer vertebrate animals
used in testing active substances and products (in addition to a voluntary
scheme)

563 – 69,125
animals

Product availability

The avoided cost of testing active substances and products would result in
avoiding withdrawing some active substances and products from the market.

70-230 products

Consumers

It is possible that a reduction in costs to companies will result in a greater
number of safer products being placed on the market and, through greater
competition, the consumer may benefit from reduced product prices and
safer products.

Not quantified

Social

Continued employment along the supply chain (e.g. retailers, distributors,
producers) due to existing products being placed on the market and
potentially new substances/products due to costs savings.

Not quantified

8.2.4

<£24m

Data requirements

Table 8.13

Summary of benefits from rewording provisions concerning data waiving and use of
existing information and reformulating the system for low-risk substances

Benefits to whom

Description of benefits

Value / significance

UK producers of active
substances and biocidal
products

The marketing of additional active substances and biocidal
products would generate increased revenue

Not quantified*

Product availability

The marketing of additional active substances and biocidal
products would mean a greater range of AS and products
available to industry and consumers, with potentially reduced
prices. It would also increase the availability of safer
products.

Not quantified*
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Benefits to whom

Description of benefits

Value / significance

Environment

Increased data waiving would result in a reduction of the
number of tests on vertebrate animals.

Not quantified

Social

Continued employment within the supply chains where
active substances and biocidal products are supported
because of the reduced costs of so doing

Not quantified

HSE

Reduced resources required by the competent authorities in
assessing active substances and product authorisation
applications

Not quantified

* Expected to outweigh the additional costs of supporting the active substances and biocidal products through the
legislative system (this would not otherwise have occurred due to prohibitive costs)

8.2.5

Fees and charges

Table 8.14

Summary of benefits form a partially harmonised fee structure

Benefits to whom

Description of benefits

UK AS and product
authorisation applicants

Greater predictability of fees. As fees in the UK are directly dependent
of the amount of work required for the evaluation, a fixed fee rate is not
expected to significantly benefit UK applicants

Table 8.15

Low

Summary of benefits of introducing specific provisions for SMEs

Benefits to whom

Description of benefits

SMEs in the UK

The UK market for biocidal products is composed of up to 90% of
SMEs. Introducing specific fees for SMEs would mean that the deficit
in fees would need to be recovered from larger companies. However,
there would be benefits for individual SMEs that might make them
more likely to support biocidal products under the Regulation.

8.3

Value /
significance

Value /
significance
None

Comparison of quantified costs and benefits

A summary of the overall quantified costs and benefits identified in this Impact Assessment is
presented below. This does not include various non-quantified benefits which may be of greater
importance than those benefits that have been quantified, particularly those provisions that will
lead to greater availability of safer products on the market and a level playing field for UK firms
as compared to non-EU firms. These non-quantified benefits are described elsewhere in this
report.
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Table 8.16

Summary of quantified costs and benefits

Policy area and cost element

Over 10 years
(£m)

NPV (£m)

Notes / explanations

Food contact materials - cost of
including AS

0.8 to 8.1

0.7 to 6.8

Additional cost

Food contact materials authorisations for BPs

0.5 to 9.8

0.4 to 8.1

Additional cost

Treated materials - including AS

4.9 to 56.9

4.1 to 47.3

Additional cost (but potentially borne by
non-EU suppliers to UK)

Treated materials - authorisation of
BPs

0.2 to 21

0.2 to 17.5

Additional cost (but potentially borne by
non-EU suppliers to UK)

Labelling requirements for treated
materials

20.9 to 173.9

17.4 to 144.7

Additional cost

1 to 3

1 to 3

Additional cost

-133.1 to -238.5

-110.7 to -198.4

Cost saving compared to status quo

Implications of mandatory data
sharing for BP applicants

-5.5 to -8.2

-4.6 to -6.8

Cost saving compared to status quo

Mandatory data sharing for AS that
are reintroduced due to changed
requirements

0 to -24.4

0 to -20.3

Cost saving compared to separate
testing (on AS that are reintroduced due
to reduced requirements). (Note 1)

Data waiving and use of existing
data - implications for AS

-1.4 to -13.8

-1.1 to -11.5

Cost saving compared to full testing
data package on AS that are
reintroduced due to reduced
requirements. (Note 1)

Data waiving and use of existing
data - change in testing costs for
biocidal products

-46.2 to -277

-38.4 to -230.4

Cost saving compared to full testing
data package on BPs. (Note 1)

Substances fulfilling the criteria for
use in low risk products - saving on
testing AS

-4.1 to -8.1

-3.4 to -6.8

Cost saving. Relates to AS
reintroduced due to reduced
requirements. (Note 1)

Low risk products - saving on
testing BPs and letter of access

-0.9 to -19.5

-0.7 to -16.3

Cost saving

Total cost (or saving)

-162.8 to -316.9

-135.2 to -263

Total cost saving overall. Note that
above figures do not include improved
market for UK biocides (due to various
new provisions) and improved
competitive position for UK companies
(due to provisions on treated materials).

1) Scope

Familiarisation

1

2) Authorisation
Change in costs for AS and BP
associated with enhanced MR and
EU authorisation
3) Data sharing

4) Data requirements

Does not include non-quantified benefits which are likely to be significant. See other parts of this report for more
information.
1 These costs have been questions as high, however based on past experience of BPD and consultation we believe
these to be correct.
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8.4

Other options for improving legislation on biocides

A number of other options have been considered within this assessment that would involve
adopting a different approach to certain key aspects of the proposed Regulation.
Firstly, extending the potential for use of EU-level authorisation to nine product types (in
addition to those already covered by the proposed Regulation) could potentially lead to
significant cost savings, estimated to be perhaps £150 million over a period of 10 years for the
UK and perhaps £900 million at the EU-level. These savings are in addition to those already
expected to be achieved through the proposed Regulation and are based on the premise that the
cost of obtaining an EU-wide authorisation is likely to be significantly less than obtaining
authorisations to use biocidal products in most or all Member States (either through applying for
separate authorisations in each Member State or, as is more likely, through obtaining mutual
recognition of authorisations in other Member States).
Secondly, the element of the Commission’s proposed Regulation which is expected to lead to
the greatest costs overall is the proposed requirement for labelling of all materials and articles
that are treated with biocides. As an alternative to the Commission’s proposals, a possible
alternative approach has been considered whereby a similar requirement to that under the
REACH Regulation would be applied. Specifically, suppliers of treated materials and articles
would only be required to label their products (and include information on appropriate risk
management measures) where a potential risk to health or the environment is associated with
use of those materials or articles. If, hypothetically, only around 25% of the treated materials
and articles would require labelling on this basis, the costs of labelling could potentially be
reduced by a proportional amount (to £5 to £43 million from £20 to £173 million over 10
years).
Finally, as highlighted in Section 5.2.6, the proposed provisions on reduced fees for SMEs
could lead to a situation where the ‘standard’ cost of fees for non-SMEs becomes prohibitive
because of the large proportion of SMEs in the market. Indicative calculations (see Appendix
C) suggest that the fee increase required might be relatively modest but could also be potentially
high, depending on how many biocidal products will be marketed by different sizes of company.
A possible option for the future system of fees and charges that might be more equitable could
be to recover the shortfall resulting from reduced fees for SMEs from the ‘annual fee’
introduced in Article 70 of the proposed Regulation. This could involve an additional fee on top
of the fees levied for dossier evaluation which could be based on turnover for biocidal products
placed on the market, such that those companies with a larger share of the market would pay
proportionally more than those with a small share of the market (this is similar to the system
already used in the UK under the control of pesticides regulations). This could reduce the
potential for larger companies (which may still have lower-turnover products) to decide not to
support products through the system on the grounds of excessive fees.

Appendix A
List of organisations consulted
For the purpose of this analysis, Entec has undertaken a stakeholder consultation and contacted
the following organisations:
• UK Cleaning Product Industries Association,
• UK Chemical Industry Association,
• British Association for Chemical Specialities,
• British Coatings Federation,
• British Plastics Federation,
• Confederation of Paper Industries,
• Contract Flooring Association,
• British Pest Control Association,
• HSE – CRD,
• Arch Timber Protection,
• BASF,
• Quatchem Ltd,
• Chemian Technology Ltd,
• Lanxess.

Appendix B
General assumptions

Overview
This appendix sets out general assumptions which are used across several of the five policy
issues (scope, authorisation, data sharing, data requirements and fees). This appendix is split
into three sub sections:
• UK-specific assumptions:
This section sets out the general assumptions
specifically used in this UK Impact Assessment (UK IA). In some cases, the
values used in the European Commission’s IA have been used in this study 60 .
Informal consultation with UK companies and/or trade associations has been
undertaken in order to verify, where possible, these estimates for the UK
market. In a number of cases, there are good reasons for taking alternative data
and assumptions to those applied in the European Commission’s IA, for example,
because of the structure of the UK biocides industry or the regulatory regime in
place. It is also worth noting that the Commission’s IA values were based on
consultation with industry which is understood to have included consultation with
UK trade associations.
• European Commission’s assumptions: This section sets out the equivalent general
assumptions that were used in the European Commission’s Impact Assessment.
• Exchange rates and GDP deflator: This sets out the exchange rates used to convert
euro valuations (€) to pound sterling (£) as well GDP deflators used to uplift all
prices into a common year (2009/10 prices).
UK-specific assumptions
This section sets out the general assumptions used in this Impact Assessment, specifically
focused on the UK biocides market and expected impacts of the proposed Regulation for the
UK. The table below sets out the main assumptions about the current UK market in the absence
of any proposed changes to the Biocides Products Directive.

60

The analysis behind the European Commission’s IA involved more extensive consultation than was
possible in the development of the current assessment and includes various data that have also been
verified through consultation with UK industry.

Current market

Parameter

Units

low value

high value

source
It was assumed the UK market is 1/6 of the EU
market (Ref: HSE Consultative Document CD222 Proposal for a European Regulation concerning the
placing on the market and use of biocidal products Appendix IV Initial UK IA).

Total annual market
value for biocide
active substance at
the manufacturer
level

1/6 of cost estimates used in the EC IA (converted
into pounds and uplifted to 2009/10 prices) were
used for this UK IA.
£

67,683,800

135,367,600
The EC IA estimate was taken from the UK HSE
data on the global market, assuming European
contribution of 30% (used in Study on the Impacts of
the BPD).
Informal consultation with industry as part of
developing this UK IA indicates the UK market could
be considered as much as 1/5 of the EU market,
and that its value could be lower than the low value.

Total annual market
for biocidal products
at the manufacturer
level

The low estimate (£100m) was based on the value
of the COPR (control of pesticides regulations)
market in 2008/09 (£86m – based on consultation
with HSE). COPR covers some but not all biocidal
products (e.g. disinfectants) so this value was
rounded up and considered a minimum.
£

100,000,000

406,102,800

(For comparison purposes - based on the value of
the UK market presented here, the value of the EU
market, assumed to be worth 6 times the UK
market, would be £753m (approx €870m)).
The high value is based on 1/6 of the value at an EU
level (converted into pounds and uplifted to 2009/10
prices).
A sixth (1/6) of the estimates used in the EC IA was
used for this UK IA, as it is assumed the UK market
is worth 1/6 of the EU market (in terms of the
number of products) (Ref: HSE Consultative
Document CD222 Appendix IV Initial UK IA.

No. of biocidal
products currently
on the market

No

2,500

3,000

It is assumed this is the state of the UK market
before the implementation of the BPD.
Informal consultation with industry as part of
developing this UK IA indicates there will be a 1020% decrease in the number of products due to the
implementation of the BPD.

Average no.
markets on which
biocidal products
are currently placed

No

10

15

Same as EC IA value as no available data for UK
industry (Ref: EC IA on BPD)

Note: The number of significant figures quoted for some data above does not necessarily imply a high level of certainty
in the figures, but rather a figure derived by conversion factors (e.g. using exchange rate data to convert from € to
£). Rounded figures have been used in the main part of the assessment report.

The table below sets out assumptions for the UK biocides market following product
authorisation taking into consideration proposed changes to the Biocides Products Directive.
Markets following product authorisation

Parameter

Units

Low
value

High
value

Source
The starting point is to estimate the number of authorisation dossiers
submitted to the HSE as a result of proposed changes to the biocides
regulation. This takes into consideration all proposed changes rather
than just the impacts of changes of any one policy issue.
The EU Impact Assessment (IA) study estimated that around 4,5009,000 additional authorisation dossiers would be submitted in the EU
(rather than stop selling these products on the market). This estimate
was based on consultation with industry who suggested that companies
would not submit dossiers for product authorisation for around 50-75%
of products if proposed revisions are not made. Based on informal
consultation with industry, this estimate (4,500-9,000) was considered to
be reasonable at a UK level.
Based on informal consultation with industry and the HSE as part of this
UK IA, it was suggested that the UK is likely to receive a
disproportionate share of authorisation dossiers relative to its market
share (which is estimated to be 1/6 of the EU market).

Likely no.
product
authorisation
applications

No

750

4,500

With English being the native language, it is thought the UK would
receive a large proportion of authorisation dossiers from outside of the
EU. The HSE and the UK is also thought to be well respected by
industry across the EU, and therefore the UK is predicted to receive a
higher proportion of applications relative to the EU average received per
Member State (MS).
In light of this, a range was used for the UK IA:
o

750 authorisation dossiers (low scenario) – This was
calculated by taking 1/6 of the EU 4,500 estimate. This
assumes that the UK will receive applications equivalent to
the UK’s share of the EU market (1/6).

o

4,500 authorisation dossiers (High scenario) – This was
calculated by taking 50% of the EU 9,000 estimate. This
assumes that 50% of the EU authorisation dossiers will be
submitted to the HSE, which several consultees suggested,
although this may only relate to their specific product markets.

It is likely that the UK will receive a disproportionate number of
applications relative to its share of the EU biocides market, although
perhaps not always 50% in all biocide product markets. This is
considered to be an acceptable upper and lower bound for this study.
Average no.
of markets on
which each
biocidal
product will be
placed

No

10

20

The estimates used for this UK IA are the same values used in the EC
IA, which was based on consultation with industry. This was considered
to be the average typical range. This was considered suitable for this
UK IA as there was no better (and no contradictory) information
available specifically for the UK.
The estimates used for this UK IA are the same values used in the EC
IA, which was based on consultation with industry.

No. of active
substances
per product

No

1.5

2

These values were confirmed by informal consultation with UK industry
for this UK IA, who indicated that products usually contain 1-2
substances, sometimes 3. Only specific products (such as water-based
paints) seem to contain more than 3-4 active substances.

Markets following product authorisation

Parameter
Average
number of
product types
for each
active
substance
No. of active
substances
that could be
reintroduced
as new
substances

No. of 'me too'
active
substances

Units

Low
value

No

High
value

Source
The estimates used for this UK IA are the same values used in the EC
IA, which was based on estimates by the ECB and MS assessment
reports.

3.4

No further information was available from informal consultation with UK
industry to suggest different figures specifically for the UK.

No

No

1
0

Based on informal consultation with UK industry, which indicates lower
figures than those used in the EC IA (25-50 at EU level). Note that this
figure is subject to a high level of uncertainty, so a high value was also
taken (to account for possible pessimism amongst consultees).

4

8

A sixth (1/6) of the "me too" active substances estimates used in the EC
IA was used for this UK IA, as it is assumed the UK market is worth 1/6
of the EU market (in terms of the number of products) (Ref: HSE
Consultative Document CD222 Appendix IV Initial UK IA. However this
is very uncertain and the number of "me too" substances could be as
low those used for reintroduced new substances.
The estimates used for this UK IA are the same values used in the EC
IA. Informal consultation with industry as part of this UK IA indicates this
average is thought to be mathematically correct. However, it should be
noted that these values represent the upper and lower estimates of the
average value. The overall range, considering all active substances, is
highly variable (between 1 and several 100s of BPs per AS).
It is assumed UK figures are lower than those used in the EC IA (3-5)
because we would not generally expect more than one manufacturer per
AS in the UK.

1

Average no.
products per
active
substance

No

13.8

2
7
.
5

No.
manufacturers
per additional
active
substance

No

1

3

The table below sets out cost assumptions for the UK biocides market following product
authorisation taking into consideration proposed changes to the Biocidal Products Directive.
Product authorisation costs

Parameter

Units

low
value

high
value

Source
The upper estimate is the same values as the value used in the EC
IA (converted into pounds and uplifted to 2009/10 prices).

Testing costs
for authorisation
of biocidal
products
(average)

No specific data was obtained from informal consultation specifically
for this UK IA. However informal consultation indicated a broad
range of total cost for product authorisation.
£

0

48,732

A single consultee gave a value of £20k for physicochemical testing
(but these data are not expected to be required by HSE).
Overall the values quoted in the EC IA may be an overestimate for
the UK situation as testing is not expected to be required if a
biocidal product is included as an example in the AS dossier.
Therefore, zero cost was assumed as the lower bound of the range.

Product authorisation costs

Parameter

Units

low
value

high
value

Source

Dossier
preparation

£

8,122

56,854

The estimates used for this UK IA are the same values used in the
EC IA (converted into pounds and uplifted to 2009/10 prices), which
was based on consultation with industry.

Letter of access
for use of data
from the active
substance
dossier

£

25,991

73,099

The estimates used for this UK IA are the same values used in the
EC IA (converted into pounds and uplifted to 2009/10 prices), which
was based on consultation with industry.

Total cost of
product
authorisation
application
(excluding fees)

£

36,549

162,441

High value assumed to be the same as EC IA (converted into
pounds and uplifted to 2009/10 prices) - Values are thought to be
realistic if the product has not been included in the assessment
within the AS dossier and the dossier is started from scratch.
Otherwise this could represent a significant overestimate as some
consultees indicated a few hundred pounds for products of the same
family of the "representative product" used in the AS dossier.
In practice the range can start from £500 and go to the high value
indicated here. So, the low value is taken as 50% of the low EU
value (converted into pounds and uplifted to 2009/10 prices),
representing no need for additional testing (€48k of €90k based on
Table 1.2 of RPA report) - this may better reflect the situation in the
UK.
The lower estimate is based on fees outlined by the HSE (http://www.hse.gov.uk/biocides/bpd/fees.htm). £2,000 is expected
to be levied for a product which is similar to the representative
product in the AS dossier. In the context of frame formulations, fees
could be £500-2000.

Fee - 1st
authorisation

Mutual
recognition fee
(average per
market)

£

2,000

15,432

The upper end of the range is assumed to be the same as the EU
average value (converted into pounds and uplifted to 2009/10
prices): The UK seems likely to adopt a pragmatic (light touch)
approach with regard to additional testing and evaluation required
for biocidal products where AS are already included in Annex I and
use in relevant products has been considered in risk assessments.
Source: HSE website
(http://www.hse.gov.uk/biocides/bpd/fees.htm).

£

1,000
This is an estimation and the actual amount is dependant on the
amount of work required

The table below sets out cost assumptions in relation to Active Substances (AS) taking into
consideration proposed changes to the Biocides Products Directive.

Active substances costs

Parameter

Total testing costs
(including vertebrate
animal testing)

Vertebrate animal
testing costs

Units

low
value

high
value

Source
The estimates used for this UK IA are the same
values used in the EC IA (converted into pounds and
uplifted to 2009/10 prices), which was based on the
study on the impacts of the BPD and confirmed
through consultation with industry for this assessment.

£

1,624,411

1,949,293
These figures were generally confirmed by UK
industries during informal consultation. Some
consultees indicated £500k for AS fulfilling the criteria
for use in low risk products, whilst others provided an
overall cost of €3-5million for data.

£

1,218,308

1,461,970

The estimates used for this UK IA are the same
values as those used in the EC IA (converted into
pounds and uplifted to 2009/10 prices), which was
based on the study on the impacts of the BPD and
confirmed through consultation with industry.
This range was not questioned by industry during
informal consultation undertaken for this UK IA.
However some consultees indicated costs of €2million
for testing on long term effects.
The estimates used for this UK IA are the same
values used in the EC IA (converted into pounds and
uplifted to 2009/10 prices), which was based on the
study on the impacts of the BPD.

Total cost of active
substance dossier

£

2,436,617

4,061,028

The EC IA figures were generally confirmed by
consultation, although they were considered as a
minimum by some consultees. These values have
been retained as costs significantly higher or lower are
likely to be outliers (although higher/lower costs may
still occur).
Source: HSE website
(http://www.hse.gov.uk/biocides/bpd/fees.htm).

Fees

£

160,000

This is comprised of a £10,000 non-refundable fee for
a completeness check and of a £150,000 fee as an
estimate of the cost of evaluating the application. The
actual fee will vary according to the amount of work
required.

European Commission’s assumptions
This section sets out the equivalent general assumptions used in the European Commission’s
Impact Assessment (EC IA). They represent figures at the EU level, as compared to those
above which represent UK-level figures.

Current market

Parameter

Total annual market
for biocide active
substance at the
manufacturer level

Total annual market
for biocidal products
at the manufacturer
level

Units

€

€

low value

high value

500,000,000

1,500,000,000

1,000,000,000

3,000,000,000

No. biocidal products
currently on the
market

No

15,000

18,000

Average no. markets
on which biocidal
products are
currently placed

No

10

15

source

notes

UK HSE and data on
global market, assuming
European contribution of
30% (used in Study on the
Impacts of the BPD)

Eurostat data does
not distinguish
between BPD and
PPP substances

UK HSE (see above )

Eurostat data does
not distinguish
between BPD and
PPP substances.

Consultation (industry) and
61
Composite Report

Not necessarily
consistent with MS
registers, due to
duplication

Consultation (industry)

Very variable, with
a range of 1 to 27

Markets following product authorisation

Parameter

low
value

high
value

source

notes

Consultation (industry)
indicates that between
50% and 75% of products
will not be authorised

This number is likely to change if
authorisation becomes less
onerous/ costly

Likely no. product
authorisation
applications

No

4,500

9,000

Average no. markets on
which each biocidal
product will be placed

No

10

20

Consultation (industry);
'typical' range

Actual range is 1 to 27; will
depend on how onerous mutual
recognition is.

No. active substances
per product

No

1.5

2

Consultation (industry)

Some have more than this; may
depend on definition of active
substances and co-formulates

Average number of
product types for each
active substance

No

No. active substances
that could be
reintroduced as new
substances

61

No

ECB and Member State
assessment reports

3.4

25

50

Consultation (industry)

Will depend upon market factors
and data requirement options.
Some consultees considered
these numbers to be overestimates

European Commission (2008): Composite Report in accordance with Article 24 of Directive 98/8/EC
concerning the placing of biocidal products on the market Covering the period from December 2003 to
November 2006

Markets following product authorisation
low
value

Parameter

high
value

No. 'me too' active
substances

No

25

50

Average no. products
per active substance

No

13.8

27.5

No. manufacturers per
additional active
substance

No

3

5

source

notes

Consultation (industry)

Will depend upon market factors
and data requirement options.
Some consultees considered
these numbers to be overestimates

Calculated

Likely average no. of authorised
products divided by expected no.
active substances on Annex 1

Study on impacts of the
BPD

REACH Impact Assessment used
5 - 16 manufacturers for up to
100t/y; from EUSES

1. This was the consensus of the majority of industry consultees, but one company believed that the totals could be
much higher whilst another believed that the number of likely products authorisations appears to be high - unless this
figure includes both the "core" biocides as well as variations with different trade names (i.e. for sale in specific countries)
or with minor variations in the formulation

Product authorisation costs

Units

low
value

high
value

source

Testing (average)

€

48,000

60,000

Consultation
(industry)

Dossier
preparation

€

10,000

70,000

Consultation
(industry)

Letter of access
for use of data
from the active
substance dossier

€

32,000

90,000

Consultation
(industry)

Most likely to be charged as % increase in
active substance price (of below 5% to 50%)
than a lump sum

Consultation
(industry)

Based on average of responses in EC's IA.
[Note: costs are not necessarily simply a sum
of the costs of testing, dossier preparation and
letter of access because testing costs may be
higher where it is not possible to use a letter of
access - i.e. for high end of range.]

Parameter

notes

Central estimate - actual cost estimates by
industry ranged from €15,000 to over
€150,000

Total cost of
product
authorisation
application
(excluding fees)

€

Fee - 1st
authorisation
(average)

€

19,000

Consultation
(CAs) and
Composite
61
report

Average of responses

Mutual recognition
fee (average per
market)

€

2,000

Consultation
(CAs) and
composite
61
report

Average of responses

90,000

200,000

Active substances costs

Parameter

Units

low
value

high value

source

notes

Total testing
costs (including
vertebrate
animal testing)

€

2,000,000

2,400,000

Study on impacts of
the BPD, confirmed
by consultation

Derived from testing cost for full
data package Confirmed by
stakeholder information

75% of total testing cost. Based on
a study of impacts of BPD (testing
cost for full data package) quoted in
RPA (2008) report, page 6.

Vertebrate
animal testing
costs

€

1,500,000

1,800,000

Study on impacts of
the BPD - testing
cost for full data
package, confirmed
by consultation

Total cost of
active
substance
dossier

€

3,000,000

5,000,000

Study on impacts of
the BPD

Fees

€

160,000

Consultation (CAs)
and composite
61
report

Average

Exchange rates and GDP deflator
All Euro prices (€) were converted to pounds (£) using ECB reference exchange rates:
http://sdw.ecb.europa.eu/browseSelection.do?DATASET=0&FREQ=A&CURRENCY=GBP&n
ode=2018794.
All historical prices were uplifted to a constant time period (2009/10 prices) using HM Treasury
GDP deflators: http://www.hm-treasury.gov.uk/data_gdp_fig.htm.
Unless stated otherwise, all the prices indicated in the RPA report and European Commission’s
Impact Assessment were considered to be 2008 values (based on the date of the report).
Estimates were firstly converted into pounds using the prevailing exchange rate at the time (e.g.
2008 €-£ exchange rate was 0.79628). The estimate was then uplifted to 2009/10 prices using
HM Treasury GDP deflators (e.g. for a 2008/09 estimate to a 2009/10 estimate, the factor used
was = 102/100 = 2%).
These processes are consistent with the HM Treasury Green Book.
ECB reference exchange rate - UK
pound sterling/Euro

HM Treasury GDP deflators

Year

Exchange rate
(€-£)

Financial year

GDP deflator

2009

0.89094

2009-10

102*

2008

0.79628

2008-09

100.000

2007

0.68434

2007-08

97.111

2006

0.68173

2006-07

94.392

2005

0.6838

2005-06

91.832

ECB reference exchange rate - UK
pound sterling/Euro

HM Treasury GDP deflators

Year

Exchange rate
(€-£)

Financial year

GDP deflator

2004

0.67866

2004-05

90.004

2003

0.69199

2003-04

87.791

2002

0.62883

2002-03

85.174

2001

0.62187

2001-02

82.616

2000

0.60948

2000-01

80.897

1999

0.65874

1999-00

79.949

* 2009/10 rates are based on forecasts by the Treasury included in the GDP deflator (this was the best
available rate at the time of accessing the deflators).
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1.

Details of cost and benefit calculations

1.1

Overview

This appendix sets out the calculations used to estimate the main costs and benefits associated
with proposed changes to each policy issue:
• Scope
• Authorisation
• Data sharing
• Data requirements
• Fees
Under all the options, calculations are presented on the costs and benefits under the status quo
scenario and the adoption of the Commission’s proposed changes. The costs and benefits
shown in the main report are the results of the difference with the adoption of the EC’s proposed
changes relative the status quo scenario.

1.2

Issue 1 – Scope of the legislation

1.2.1

Food contact materials

Overview
The main costs expected to be incurred relate to inclusion of additional active substances (those
used in food contact materials) on Annex I where they are not already included and the costs of
gaining authorisations for use of the biocidal products used in food contact materials.
Impacts of inclusion of active substances
The table below describes the data and calculations used for estimating the cost impacts of
gaining inclusion of additional active substances on Annex I. The overall approach to
estimation of the costs of these changes for active substances is as follows:
• Estimate the number of active substances likely to be affected at an EU-level.
• Estimate the share of these that is related to UK-based firms to determine the
number of active substances affected at a UK level.
• Estimate the cost per active substance for inclusion on Annex I (based on the
general assumptions described above), taking into account that there may be
reduced costs for some active substances, where they are already on the BPD
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review programme (and hence the only additional cost would relate to the
additional data requirements for food contact materials).
• Multiply the number of active substances by the unit cost to estimate the total costs
for the UK.

Table 1.1

Estimation of costs associated with inclusion of food contact materials – active
substances

Parameter

Units

Low

High

Notes / sources

A

Number of AS affected at EU
level

No

5

10

Assumption in RPA report. Low end is
based on the 5 AS currently on the BPD
review programme for film preservatives
(PT7). High end assumes an additional
5 (assumed to be new substances). No
improved or contradictory information
was identified at a UK-level.

B

Share of AS for UK firms

%

20%

20%

Assumption for this IA. Broadly
comparable with UK share of biocides
market (rounded to give an integer) in
the absence of UK-specific data.

C

Number of AS affected at UK
level

No

1

2

Calculation based on A x B

D

Range of costs for inclusion on
Annex I

£m

2.4

4.1

Assumed same as EU IA value (€3 to
€5 million). Verified by consultation in
the UK as being accurate.

E

Share of cost for inclusion of AS
in Food Contact Materials

Proportion

0.33

1.00

The range of costs in D above could
potentially be much lower (one third) if
the AS are already being included under
the BPD for other product types (the low
end of the range).
No better information available.
Assumed same proportion as in EC IA.

F

Total cost for inclusion of AS for
UK firms

£m

0.8

8.1

Calculation based on C x D x E

Impacts of authorisation of biocidal products
It is assumed that the food contact materials treated with surface biocides would have to be
authorised as biocidal products.
The approach taken was as follows:
• Apply the general assumption on the number of biocidal products per active
substance (14 to 28, as described in the general assumptions appendix), to estimate
the number of biocidal products that are based on the active substances affected at
a UK-level (see above). Based on the 1 to 2 active substances estimated to be
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affected, 14 to 56 biocidal products based on these active substances would require
authorisation.
• The cost of obtaining an authorisation for a biocidal product to be used in food
contact materials was estimated to be £39,000 to £178,000, which is the same as
the value described above in the general assumptions section. This was multiplied
by the estimated number of biocidal products to estimate the total costs 1 .

Table 1.2

Estimation of costs associated with inclusion of food contact materials – biocidal
products

Parameter

Units

Low

High

Notes / sources

G

Number of products per AS

No

13.8

27.5

Range of average values confirmed by
consultation with UK industry for this
Impact Assessment.

H

Cost for authorisation of BPs for
food contact materials

£k

39

178

Based on general assumptions for the
UK.

I

Total cost for authorisation of
BPs for UK firms

£m

0.5

9.8

Calculation based on C x G x H

1.2.2

Inclusion of treated materials

Overview
The main effect of including treated materials within the scope of the legislation would be a
fairer competitive position for UK/EU industry compared to non-EU companies, as all
companies would be required to use only active substances that are included on Annex I and
authorised biocidal products.
Additional costs would be incurred for those active substances that are not already included on
Annex I and those biocidal products that are not already authorised in the EU.
Active substances in imported materials not already included on Annex I
There is significant uncertainty regarding the scale of these potential costs because no data have
been identified – either in this UK Impact Assessment or in the European Commission’s Impact
Assessment – on the quantities of materials treated with non-authorised biocides that are
imported into the UK/EU.
1

In the European Commission’s Impact Assessment, the costs per biocidal product were estimated to
be €118,000 to €261,000, assuming that the only additional testing costs would relate to efficacy and
ecotoxicity tests (because other data would be available under the existing food contact materials
legislation). This value was not used in the UK Impact Assessment as the cost for authorisation of
biocidal products in the UK is assumed to be lower than these values, as described in the general
assumptions section.
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Therefore, the approach adopted for this UK Impact Assessment is the same as that applied in
the European Commission’s assessment, as follows:
• Two types of treated materials were used to estimate the number of active
substances affected:
- An EU-study on treated materials (Milieu and DTC, 2006) identified two
commonly used active substances in imported water-based paints that were not
included in the BPD review programme. This was used as a low-end estimate,
with a high-end estimate of four such active substances (i.e. double). The
number of active substances that would therefore need to be included on Annex
I is therefore 2 to 4.
- For imported treated wood, it was estimated in the European Commission’s
Impact Assessment (RPA, 2008) that there could be 3 to 10 active substances
that would not already be included on Annex I of the BPD. This was based on
information suggesting that several active substances used in wood
preservatives imported into the EU are not already included.
• There are various other types of treated materials that are imported into the EU and
which may include active substances that are not included on Annex I. The
European Commission’s Impact Assessment assumed that these could be as
follows:
- 2 to 4 active substances in water-based adhesives;
- 2 to 4 active substances in fungi-resistant paints;
- 2 to 4 active substances in tanned leather;
- 1 to 2 active substances in wool carpets (fewer than for other types of materials
because, of two active substances used for this application, one is included in
the review programme, so importers would only authorisation for 1 to 2 other
active substances).
• The total number of active substances affected at an EU-level, based on the
European Commission’s Impact Assessment, is therefore inferred to be 12 to 28.
• However, the European Commission’s Impact Assessment is based on only a small
number of types of treated materials. It is assumed that the number of treated
materials – and hence the number of active substances affected – could be
significantly higher. In the absence of any better information, it is assumed that the
upper bound could be perhaps 3 times higher than in the European Commission’s
Impact Assessment, i.e. 84 active substances.
• In the absence of better information, it is assumed that one sixth of the treated
materials based on these active substances would be imported into the UK (based
on the share of the EU biocides market). This equates to between 2 and 14 active
substances at the UK level.
• Based on a cost of £2.4 to £4.1 million per active substance for inclusion on
Annex I (as described in the general assumptions), the additional costs of including
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these active substances on Annex I would be £4.9 to £56.9 million, spread over 10
years.
Biocidal products in imported materials not already authorised in the EU
The approach to estimating the costs associated with gaining an authorisation for the biocidal
products used in the above treated materials has been estimated as follows (by definition, these
biocidal products would not already be authorised in the EU because the active substances
would not already be included on Annex I):
• The costs of obtaining an authorisation are assumed to be around £39,000 to
£178,000, as described in the general assumptions section. Of this, around £2,000
to £15,000 is associated with the fees payable.
• For water-based paints it was assumed that there will be two biocidal products for
each of the active substances that are not already included on Annex I which will
need to be authorised in the EU. The same assumption is applied for most of the
other types. This is based on an assumption used in the European Commission’s
Impact Assessment, in the absence of better information.
• However, for biocidal products used in imported treated wood, it was assumed that
there are 5 to 20 biocidal products per active substance, based on the assumption
used in the European Commission’s Impact Assessment, in the absence of better
information.
• As with active substances, it was assumed that the total number of biocidal
products could be as much as three times higher, to account for types of treated
materials not included in the above. Therefore, at an EU-level, the number of
biocidal products affected is estimated to be 33 to 708, of which one sixth (6 to
118) relate to the UK, as above.
• The total cost of gaining authorisations for these biocidal products is therefore
estimated to be between £0.2 and £21 million, spread over 10 years.
1.2.3

Labelling of treated materials

Each product line where the materials or articles concerned are treated with biocidal products
would require labelling. The approach taken to estimating the costs associated with this was as
follows:
• The cost of labelling per product (treated material) line was estimated to be around
£400 to £2,000 2 .

2

£406 to £2,031 without rounding. This is based on €500 and €2,500 per product line respectively.
The European Commission’s Impact Assessment assumed a range of €500 to €1,000. However, the
supporting report (RPA, 2008) quotes an upper value of €2,500 – although this was not used in the
EC Impact Assessment – and consultation for this UK Impact Assessment indicates that the cost
could be higher than the upper end of the range. Therefore, this higher value was used in order to
estimate the likely upper end of the range of costs.
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• It is estimated that around 17,000 UK companies producing articles or materials
treated with biocides would need to apply labels to their products. This is based on
back-calculations from the European Commission’s Impact Assessment 3 .
• It is assumed that, on average, each company would be required to label between 3
and 5 product lines, equating to around 51,000 to 86,000 product lines in total.
This figure is subject to significant uncertainty as the total number of product lines
for materials treated with biocides is unknown (no reliable data on this have been
identified).
• Based on the above, the total costs of labelling are estimated at £21 to £174
million.
The only difference between this figure and that included in the European Commission’s Impact
Assessment (aside from assuming that the UK represents 1/6 of the EU market) is the
assumption that the upper range of the cost of labelling per product line could be higher than the
upper value indicated in the Commission’s Impact Assessment (€2,500 compared to €1,000).

3

This is based on the approach adopted in the European Commission’s Impact Assessment, which
quotes a figure of 34,382 companies in the EU working in sawmilling and planing of wood and
impregnation of wood. In that assessment, it was assumed that 15% of these undertake treatment of
wood (5,140 companies). The cost of labelling for these companies, assuming 3 to 5 product lines
per company (which has been confirmed as being reasonable for the UK for the purposes of this
Impact Assessment), was estimated to be €7.1 million to €25.7 million over 10 years. Based on
annual sales of treated wood as a proportion of the total industry assumed to be affected (5% of the
markets for treated wood, water-based paints, water-based adhesives, fungi-resistant paints, wool
carpets and tanned leather), the total costs were estimated to be €154 to €514 million over 10 years.
By back-calculating, this equates to 308,000 to 514,000 product lines at the EU-level or 102,800
companies, assuming 3-5 product lines per company. The UK is assumed to represent one sixth of
this, or around 17,000 companies.
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Table 1.3

AE

Estimation of costs associated with labelling of treated materials

Parameter

Units

Low

High

Notes / sources

Cost of labelling per product line

£

406

2031

Consultation with treated material
producers indicated that the cost could
be lower than the bottom of the range
(£200-300) or higher than the top of the
range depending on the labelling
requirements introduced. However, the
number of treated material producers
having given an estimate is too low to
consider the output of our consultation
on this particular issue representative.
Therefore the range used at the EU
level is also used in the UK for the lower
bound estimate (€500). The RPA
(2008) report quotes a range of €750 to
€2500 per treated material line but uses
€500 to €1000 in the analysis (it is
unclear why the higher value of €2,500
was not used). This could potentially
represent a significant underestimate
and so the upper end of the wider range
quoted (€2500 converted to GBP) is
used as the high estimate in this
analysis.

Costs for treated wood
AF

Number of companies at EUlevel undertaking treatment of
wood

No

5140

5140

RPA report - 15% of NACE DD201

AG

Number of product lines per
company

No

3

5

Based on RPA (2008). Consultation
with treated material manufacturers
showed the number of product lines
were not always easy to determine. The
answers received ranged from 1-2
product lines for treated wood
producers to 400-500 for carpets. The
assumption made at the EU level is
thought to be reasonable for treated
wood.

AH

Cost for labelling for treated
wood at EU-level

£m

6.26

52.18

Calculation based on AE x AF x AG /
1E6

Costs for all product types
AI

Share of total market for PTs
above for treated wood

Proportion

0.05

0.05

Unreferenced market share data in RPA
(2008). Applied to water-based paints,
water-based adhesives, fungi-resistant
paints, tanned leather and wool carpets.
Used approach in EC IA as no better
information available at UK level.

AJ

Implied number of companies
affected at EU-level

No

102800

102800

Calculation based on AF / AI

AK

Assumed number of companies
affected at UK-level

No

17133

17133

Assumed to be 1/6 of the EU market
(based on the share of the EU biocides
market)

AK

Implied number of product lines
affected at UK-level

No

51400

85667

Calculation based on AG x AK
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AL

Parameter

Units

Low

High

Notes / sources

Total cost of labelling

£m

21

174

Calculation based on AH / AI. As in
EC's IA, market for treated wood
assumed in RPA (2008) to represent
5% of total market for treated wood,
water-based paints, water-based
adhesives, tanned leather and wool
carpets (i.e. costs for other sectors
extrapolated from treated wood).

1.3

Issue 2 – Authorisation of biocidal products

1.3.1

Overview

The approach to estimating the potential cost savings associated with the changes to the
requirements for authorisation of biocidal products was as follows:
• Estimate for the UK market the total number of authorisations for biocidal products
under the current system based on the number of products, the number of markets
per product, the costs of preparing dossiers, the fees for authorisation and how
many products will be authorised at Member State level and by mutual recognition.
• Estimate for the UK market the total number of future authorisations for biocidal
products under the proposed Regulation based on the number of products, the
number of markets per product, the costs of preparing dossiers, the fees for
authorisation and how many products will be authorised at Member State level, by
enhanced mutual recognition and EU-level authorisation.
• Estimate for the UK the total cost of authorisation at Member State level plus the
cost of mutual recognition under the current system.
• Estimate for the UK the total cost of authorisation at Member State level plus the
cost of mutual recognition plus the cost of EU-level authorisation for certain
products under the proposed system.
• Estimate the potential cost savings per biocidal product by subtracting the total
costs of authorisation under the proposed system from those for the current system.
1.3.2

More detailed steps to estimating the cost savings resulting from the
proposed regulation

Estimating the number of UK products to be authorised
The first step in calculating the costs was to understand what had been done for the European
Commission’s Impact Assessment (and report by RPA (2008)) for EU-level calculations as.
This estimated high and low numbers of products that would be put forward for authorisation.
The numbers of products, low (4,500) and high (9,000), is set out in the general assumptions in
Appendix B and has been accepted as a basis for this study, as no better information was
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available. To scale these figures for the UK, for the high value 50% of the total EU applications
(4,500), was assumed, largely because of the understanding from industry and the Regulator,
that the UK receives a disproportionately large number of applications. The low figure (750) is
based on one sixth of the EU applications; this based on the UK’s market share for biocidal
products.
For the authorisation under the current system (i.e. the Directive) it was assumed in the
European Commission’s Impact Assessment that the number of markets (i.e. Member States)
that a product would be sold in was 20. This number was used for all scenarios (and it seems
reasonable that product manufacturers would sell their products in a large number of Member
States).
For the proportion of products that would be authorised at Member State level only and that
would be authorised through mutual recognition in other Member States, a 50/50% split was
assumed.
Assuming 20 markets for each product; for authorisation in each Member State, for each
biocidal product, the product would be authorised in one Member State (entailing the full cost of
an application) and then for the 19 additional Member States, authorisation there would incur
additional costs of converting that initial dossier into a format suitable in each of the other 19
Member States. For the UK, this calculation is represented as in the table below:

Table 1.4

Calculation of product authorisation in status quo

Parameter

Units

Scenar
io1

Scenar
io2

Notes / sources

A

No. products for which
authorisation will be sought

No

750

4,500

B

No. markets per product

No

20

20

Assumed number of Member States
in which a product is to be authorised

C

Percentage choosing mutual
recognition route

%

50%

50%

Assumption. Note, very little
experience with authorisation thus far.

D

Percentage choosing
authorisation in each market

%

50%

50%

Assumption. Note, very little
experience with authorisation thus far.

E

No. authorisation applications

No

7,875

47,250

Calculation based on A x B x D + A x
C x 1. There will be an authorisation
in each of the 20 markets for 50% of
the products. The remaining 50% will
seek authorisation for 1 market and
mutual recognition in the 19 others.

F

No. mutual recognition
applications

No

7,125

42,750

Calculation based on C x A x (B-1).

Authorisation costs
G

Costs of initial dossier
preparation, per product

£

162,441

36,549

Based on general assumptions
(Appendix B)

H

Additional cost of tailoring
dossier to MS requirements, per
application

£

16,244

4,061

Assumption – based on EC IA
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Parameter

Units

Scenar
io1

Scenar
io2

Notes / sources

I

Authorisation fee, per application

£

15,432

2,000

Based on general assumptions
(Appendix B)

J

Additional cost plus fee per
product

£

31,676

6,061

Calculation based on H + I

K

Total additional cost

£

236,976,
213

272,064,
394

Calculation based on J x E x ((B-1)/B)
(to account for number of additional
markets)

L

Total cost of product
authorisation

£

297,891,
633

354,300,
211

Calculation based on K + (G x A x D)

For mutual recognition under the current Directive, the corresponding calculations are shown in
the table below. The total cost of authorisation plus mutual recognition under the status quo is
shown on line U of the table.

Table 1.2

Calculation of product authorisation – mutual recognition in status quo

Parameter

Unit

Scenario 1

Scenario 2

Notes / sources

Mutual recognition costs
M

Mutual recognition fee, per
application

£

1,000

1,000

Based on general assumptions
(Appendix B)

N

Total fees for mutual
recognition

£

7,125,000

42,750,000

Calculation based on M x F

O

Percentage of mutual
recognition applications
referred to Commission

%

30%

30%

Assumption. Note, very little
experience with authorisation
thus far.

P

No. mutual recognition
applications referred to
Commission

No

2,138

12,825

Calculation based on O x F

Q

Costs of providing additional
information to assist referral

£

7,310

16,244

Assumption – based on EC IA

R

Total cost of providing
additional information

£

15,624,805

208,330,736

Calculation based on Q x P

T

Total cost of mutual
recognition

£

22,749,805

251,080,736

Calculation based on N + R

U

Total cost of authorisation
plus mutual recognition

£

320,641,438

605,380,948

Calculation based on T + L

Improvements to mutual recognition under the proposed Regulation are assumed to lead to
higher levels of mutual recognition. While the European Commission’s Impact Assessment
examines high and low proportions of enhanced mutual recognition, for this UK assessment the
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high figure was used as an upper level to compare to the baseline. This assumes that 70% of
products are subject to mutual recognition, with the remainder being subject to authorisation in
each Member State. The calculations set out above are applied to these figures. The number of
products subject to authorisation is that of the status quo minus the number of products that it is
assumed would be eligible for EU-level authorisation. The figures are shown below.

Table 1.3

Calculation of product authorisation in status quo

Parameter

Units

Low

High

Notes / sources

V

No. products for which
authorisation will be sought

No

575

4,033

This is the number of products that
could not benefit from EU-level
authorisation

W

No. markets per product

No

20

20

Assumed number of Member States
in which a product is to be authorised

X

% choosing mutual
recognition route

%

70%

70%

Assumption. Note, very little
experience with authorisation thus far.

Y

% choosing authorisation in
each market

%

30%

30%

Assumption. Note, very little
experience with authorisation thus far.

Z

No. authorisation applications

No

3,853

27,023

Calculation based on Y x V x W + X x
V x 1. There will be an authorisation
in each of the 20 markets for 30% of
the products. The remaining 70% will
seek authorisation for 1 market and
mutual recognition in the 19 others.

AA

No. mutual recognition
applications

No

7,648

53,643

Calculation based on X x V x (W-1)

Authorisation costs
AB

Costs of initial dossier
preparation, per product

£

162,441

36,549

Based on general assumptions
(Appendix B)

AC

Additional cost of tailoring
dossier to MS requirements,
per application

£

16,244

4,061

Assumption – based on EC IA

AD

Authorisation fee, per
application

£

15,432

2,000

Based on general assumptions
(Appendix B)

AE

Additional cost plus fee per
product

£

31,676

6,061

Calculation based on AC + AD

AF

Total additional cost

£

115,930,268

155,599,721

Calculation based on AE x Z x ((W1)/W)

AG

Total cost of product
authorisation

£

143,951,361

199,824,316

Calculation based on AF + (AB x V x
Y)

£

1,000

1,000

Based on general assumptions
(Appendix B)

Mutual recognition costs
AH

Mutual recognition fee, per
application
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AI

Total fees for mutual
recognition

£

7,647,500

53,643,333

Calculation based on AA x AH

AJ

% mutual recognition
applications referred to
Commission

%

10%

10%

Assumption. Note, very little
experience with authorisation thus far.

AK

No. mutual recognition
applications referred to
Commission

No

765

5,364

Calculation based on AA x AJ

AL

Costs of providing additional
information to assist referral

£

7,310

16,244

Assumption

AM

Total cost of providing
additional information

£

5,590,208

87,138,831

Calculation based on AL x AK

AN

Total cost of mutual
recognition

£

13,237,708

140,782,165

Calculation based on AI + AM

AO

Total cost of authorisation
plus mutual recognition

£

157,189,069

340,606,481

Calculation based on AG + AN

The total additional cost of authorisation in line AF in the table above is calculated on the basis
that the additional cost for authorisation in other Member States, after the initial authorisation
has been obtained, will be applied to 19/20th of the total number of applications.
The final part of the calculation is that for EU-level authorisation. The number of products
eligible for EU-level authorisation was assumed on the basis of the numbers of low risk biocidal
products and biocidal products based on new active substances, adjusted by 1/6th to give the
values for the UK. These are shown in the table below.

Table 1.4

Potential numbers of products eligible for EU-level authorisation

Parameter

Units

Low

High

Notes / sources

BC

Products based on low risk
AS

117

233

Based on 1/6 of 700 and 1,400
at EU level. EU-level figures
based on 50 low risk AS and
14-28 biocidal products per AS.

BD

Products based on new AS

58

233

Based on 1/6 of 350 and 1,400
at EU level. EU-level figures
derived from 25-50 new AS at
14-28 biocidal products per AS
(see general assumptions)

BE

Total

175

467

Calculation based on BC + BD.

The costs of EU-level authorisation are based on the calculations and data set out in the table
below.
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Table 1.5

Calculation of product authorisation – EU level authorisation

Parameter

Unit

Low

High

Notes / sources

AP

No. product authorisation
dossiers submitted

No

175

467

Number of UK biocidal products
eligible for EU-level
authorisation. Calculated in row
BE.

AQ

Fee to central agency

£

10,649

18,049

Calculated based on cost of staff
required and number of products
to be assessed (RPA, 2008).
Converted to £.

AR

Total fee costs (€)

€

1,863,545

8,422,789

Calculation based on AP x AQ

AS

Standard cost of preparing
application, per dossier (€)

€

162,441

36,549

Based on general assumptions
(Appendix B)

AT

Total costs of preparing
applications for all products
(€)

€

28,427,196

17,056,318

Calculation based on AS x AP

AU

% products referred to
Standing Committee

%

5%

10%

Assumption – based on EC IA

AV

No. products referred to
Standing Committee

No

9

47

Calculation based on AU x AP

AW

Costs per product of providing
additional information for
Standing Committee (€)

€

7,310

16,244

Assumption – based on EC IA

AX

Total costs of additional
information for Standing
Committee

€

63,961

758,059

Calculation based on AV x AW

AY

Total costs

€

30,354,702

26,237,165

Calculation based on AR + AT +
AX

The final calculations for the UK are the costs savings which are calculated by comparing the
costs of authorisation under the current system and of the proposed system. These are presented
in the table below.

Table 1.4

Cost savings through higher mutual recognition and EU-level authorisation

Parameter

Units

Low

High

Notes / sources

AZ

Total no of product
authorisations

No

750

4,500

BA

Total costs of dual approach
(high MR and EU-level
authorisation)

£

187,543,771

366,843,646

Calculation based on AY + AO

BB

Costs savings of applying a
higher MR and Community
authorisation compared to the

£

133,097,667

238,537,302

Calculation based on U - BA
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status quo

1.4

Issue 3 – Data sharing

1.4.1

Status Quo: no legal change but clarification of the current requirements

Impacts on industry: Avoided costs to applicants for product authorisation
The European Commission’s Impact Assessment estimated that the costs of vertebrate animal
testing would be between €1.5-€1.8m. This was converted into Sterling using ECB reference
exchange rates 4 and uplifted to 2009-10 prices using the official HM Treasury GDP deflators 5
to £1.2-1.5m. This range was thought to be acceptable by industry based on informal
consultation for this UK assessment. However some consultees indicated costs of €2 million for
testing on long term effects.
In the European Commission’s Impact Assessment it was assumed that 25-50% of all vertebrate
animal tests required per active substance dossier are repeated again during product
authorisation based on their consultation 6 . It is highly unlikely that this range is realistic for the
UK. Based on consultation with the HSE it is very unlikely that a quarter to half of all
vertebrate animal testing undertaken at active substance approval will be required again at
production authorisation level for an active substance that has already been approved. A more
realistic optimistic and pessimistic range of 5-10% has therefore been assumed for this
analysis 7 .
It is assumed that applicants will query/discuss with the HSE whether a specific or range of
active substance vertebrate animal testing data might be required within their product
authorisation application. Therefore it is highly unlikely any applicants will incur the cost of
repeating 25-50% of animal testing at a cost of (£0.3 - £0.75m) without consulting with the HSE
in advance.
Because of the uncertainty in data, the table below illustrates the potential benefits of data
sharing with two scenarios:

4

sdw.ecb.europa.eu/browseSelection.do?DATASET=0&FREQ=A&CURRENCY=GBP&node=
2018794

5

http://www.hm-treasury.gov.uk/data_gdp_fig.htm

6

3/8 consultees expected to duplicate tests in the European Commission’s Impact Assessment.
Therefore a range of 25-50% was applied.

7

This means the benefits in this UK IA are much lower than those seen in the European Commission’s
Impact Assessment. The European Commission’s Impact Assessment also appears to include a
calculation error of around €6.75bn (where a figure of €12.8bn is quoted instead of what we assume
should be €6.07bn).
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• Scenario 1 represents an “optimistic” situation, with a high level of data sharing
due to improved guidance. It uses the ‘high’ values (in Appendix B – general
assumptions) for the number of products authorised and the number of active
substances per product. It assumes that only 1% of all product authorisations will
incur an additional cost of repeating 5% of vertebrate animal tests; and
• Scenario 2 represents a more “pessimistic” situation, with a lower level of data
sharing and the ‘low’ values (in Appendix B – general assumptions) for the number
of products authorised and the number of active substances per product. It assumes
that 5% of all product authorisations will incur an additional cost of repeating 10%
of vertebrate animal tests.
Using this information it is possible to estimate the additional cost of animal testing for dossiers
submitted to the UK without data sharing (£164 - £548m) as shown in the table below.

Table 1.5

Estimating the cost of vertebrate animal testing without data sharing

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

Source / notes

A

Authorisation
dossiers
submitted

No

4,500

750

See general assumptions – Appendix B

B

Average no of
AS per dossier

No

2

1.5

See general assumptions – Appendix B

C

Total No of data
sets needed

No

9,000

1,125

D

Average cost of
AS vertebrate
animal data set

£

1,218,308

1,461,970

E

% of vertebrate
animal tests to
be repeated in
cases where
additional testing
is required at
production
authorisation
level

%

5%

10%

F

Average cost of
additional testing
for those
products not
using data
obtained via
data sharing
(letter of access)

£

60,915

146,197

Calculation based on A x B
See general assumptions – Appendix B

It is extremely unlikely that the EC IA
estimate of 25-50% of total vertebrate
testing is repeated is realistic. Based on
consultation with the HSE it is very unlikely
that vertebrate animal testing will be
required at production authorisation level
for an AS already approved. A more
realistic optimistic and pessimistic range
has therefore of 1-5% has been used. It is
worth noting that the RPA report says that
these are theoretical benefits.
Calculation based on D x E
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Parameter

G

Total cost of
animal testing
(without
additional data
sharing)

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

£

548,238,780

164,471,634

Source / notes

Calculation based on C x F

Under the status quo scenario (but with clarification of the current requirements) with data
sharing, the European Commission’s Impact Assessment assumed 80-90% of dossiers will be
based on data sharing. The active substance manufacturer may also be willing to share the data,
given they can get a return for the testing they have already undertaken. So long as the testing
data is sold at a reasonable cost (via a letter of access, Line J), product manufacturers submitting
a dossier will be willing to pay the cost so long it is less expensive than the cost of undertaking
the additional testing themselves (i.e. J<F).
This means that these applicants will pay a fee (£25k - £73k, Line J) for a letter of access to the
active substance manufacturer in order to obtain (“share”) their vertebrate animal testing data
(rather than incurring the average testing cost themselves – Line F).
Introducing data sharing measures is estimated to result in a cost saving to applicants over the
ten year period (£74 - £309m as shown in line M in the table below) due to cost savings of data
sharing rather than repeating the vertebrate animal testing. The calculations are presented below
in Table 1.6:

Table 1.6

Estimating the avoided cost of vertebrate animal testing with data sharing (Status
Quo option)

Parameter

Units

Low Scenario

High Scenario

%

99%

95%

5,482,388

8,223,582

Source / notes

H

Assumed
percentage of
dossiers using
only letter of
access for testing
data

Entec assumption. Based on
consultation of HSE and the view
that the number of products
requiring additional testing would
be very low . The proportion of
dossiers that will require additional
testing is shown in row E.

I

Total cost of
animal testing for
those that do not
use the data
sharing route

J

Cost of data
sharing per
dossier (letter of
access)

£

25,991

73,099

See general assumptions –
Appendix B

K

Cost of testing
(total cost of
letters of access)

£

233,915,213

82,235,817

Calculation based on C x J

Calculation based on G x (1-H)
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Parameter

Units

Low Scenario

High Scenario

Source / notes

L

Total cost of
authorisation with
data sharing

£

239,397,601

90,459,399

Calculation based on I + K

M

Net saving
(compared to no
data sharing)

£

308,841,179

74,012,235

Calculation based on G - L

N

% saving

%

56%

45%

Calculation based on M/G

There is too much uncertainty to predict when applicants will submit their dossiers over the 10
year period being considered. Therefore it has been assumed that there is an equal number of
dossiers submitted over the ten year period (e.g. 750/10=75 dossiers submitted per year). By
spreading the cost savings equally over the ten year period, the estimated additional cost
saving is £62 - £257m (NPV), using the HM Treasury Green book discount rate of 3.5%. This
is shown below

Table 1.7

Avoided cost of vertebrate animal testing due to data sharing

Time period

S1 - “optimistic” situation

S2 - “pessimistic” situation

Year 1

30,884,118

7,401,224

Year 2

30,884,118

7,401,224

Year 3

30,884,118

7,401,224

Year 4

30,884,118

7,401,224

Year 5

30,884,118

7,401,224

Year 6

30,884,118

7,401,224

Year 7

30,884,118

7,401,224

Year 8

30,884,118

7,401,224

Year 9

30,884,118

7,401,224

Year 10

30,884,118

7,401,224

TOTAL

308,841,179

74,012,235

NPV

£256,851,020

£61,553,055

Impacts on industry: benefits for data holders
If active substance producers get a sufficient number of requests (for letters of access) this will
ultimately reduce their costs of vertebrate animal testing (or result in additional revenue).
It estimated that there could be cost savings to active substance manufacturers (data holders) of
between £0.7 - £1.0m per active substance. When compared to the cost of vertebrate animal
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testing (£1.2 - £1.5m) this relates to a cost saving of between 58%-66%. The calculations are
shown below.

Table 1.8

Cost savings to data holders per active substance (AS)

Parameter

P

Q

R

S

Average cost of AS
vertebrate animal data
set

Units

No

Assumed percentage
of dossiers with data
sharing

%

Source / notes

1,218,308

1,461,970

See general assumptions –
Appendix B

27.5

13.8

See general assumptions –
Appendix B

99%

95%

Entec assumption. Based on
consultation of HSE and the view
that the number of products
requiring additional testing would
be very low . The proportion of
dossiers that will require additional
testing is shown in row E.

27.2

13.1

Calculation based on Q x R

25,991

73,099

See general assumptions –
Appendix B

707,594

958,321

Calculation based on S x T

58%

66%

No

T

Average price for
Letter of Access

£

U

Total value of Letter
of Access per active
substance

£

Percentage of testing
costs covered by the
value of Letter of
Access

%

V

S2 “pessimistic”
situation

£

Average number of
product authorisation
dossiers per active
substance

Number of product
authorisation dossiers
per active substance
with data sharing

S1 “optimistic”
situation

Calculation based on U/P

Impact on public authorities
The impacts on public authorities have been prorated using data on the costs of a classification
and Labelling (C&L) inventory for ECHA and the number of substances submitted under
REACH. It was estimated in the European Commission’s Impact Assessment (based on
REACH studies) that a C&L inventory would cost around €1m 8 for 30,000 substances (with an
average cost of €33 per substance). The average cost is then used to estimate the annual cost of
maintaining a register by UK competent authorities, based on 750-4,500 authorisation dossiers.

8

This was based on a cost of employing 9 staff at a cost of €133,000 per annum. The RPA study
seems to suggest that this is inclusive of overheads and therefore represent a true economic cost (in
the UK standard cost model a 30% overhead is applied for pension contributions and so forth).
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The annual cost is estimated to be around £20 - £122k per year. The calculations are shown
below.

Table 1.9

Costs to UK competent authorities for maintaining a registry

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

Source / notes

W

Annual cost of operating
C&L inventory by ECHA

£

812,206

812,206

Converted EC IA £1m
estimate (2008 prices) to
2009/10 £

X

Number of substances
submitted to C&L
inventory under REACH

No

30,000

30,000

EU-wide

Y

Number of authorisation
dossiers in the UK

No

4,500

750

See general assumptions –
Appendix B

Z

Total annual cost of
maintaining a register by
UK competent
authorities

£

121,831

20,305

Calculation based on W/X x
Y

Environmental impacts: number of animals used
As a result of not data sharing there are a number of tests that are repeated (assumed to be 1-5%
of all vertebrate animals testing). It is estimated that around 11,250-112,500 animals are used
for repeat testing (line AG). By introducing some clarifications (for data sharing) under the
status quo scenario, there are expected to be around 10,688-111,375 animals saved from being
used/bred for testing. The calculations are shown below.

Table 1.10

Environmental impacts: Avoided number of animals used for testing

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

AA

Authorisation dossiers
submitted

AB

No

4,500

750

See general assumptions –
Appendix B

Average no of AS per
dossier

No

2

1.5

See general assumptions –
Appendix B

AC

Total No of data sets
needed

No

9,000

1,125

Calculation based on AA x AB

AD

% of vertebrate animal
tests to be repeated in
cases where
additional testing is
required at production
authorisation level

10%

It is extremely unlikely that the
EC IA estimate of 25-50% of
total vertebrate testing is
repeated is realistic. Based on
consultation with the HSE it is
very unlikely that vertebrate
animal testing will be required

%

5%

Source / notes
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at production authorisation
level for an AS already
approved. A more realistic
optimistic and pessimistic
range has therefore of 1-5%
has been used. It is worth
noting that the RPA report says
that these are theoretical
benefits.
AE

Number of repeated
vertebrate animal tests

No

450

113

Calculation based on AC x AD

AF

Average number of
vertebrate animals per
test

No

250

100

Information provided by testing
laboratories

Total number of
animals used in
repeated tests

No

112,500

11,250

Calculation based on AE x AF

Number of animals
not used due to data
sharing under the
status quo

No

111,375

10,688

AG x R

AG

1.4.2

Introduction of mandatory data sharing at product authorisation and
active substance inclusion stages

Impacts on industry: benefits to applicants for product authorisation
Again the starting point is estimating the costs to applicants for product authorisation without
additional data sharing. This was estimated at £164 - £548m as was shown above (and in line
AM in the table below). By introducing mandatory data sharing it is assumed all applicants
(100% in line AN) for product authorisation use data sharing (i.e. pay via a letter of access for
the testing data rather than undertake some of testing required themselves).
It is estimated that, compared to no further data sharing, by introducing mandatory data sharing,
there would be a cost saving of £82 - £314m. Compared to the status quo option (see above),
there would be an estimated saving of around £5 - £8m.

Table 1.11

Estimating the avoided cost of vertebrate animal testing with data sharing (Mandatory
sharing option)

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

Source / notes

AH

Authorisation
dossiers submitted

No

4,500

750

See general assumptions –
Appendix B

AI

Average no of AS
per dossier

No

2

1.5

See general assumptions –
Appendix B
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Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

No

9,000

1,125

Source / notes

AJ

Total No of data sets
needed

Calculation based on AG x AH

AK

Average cost of AS
vertebrate animal
data set

£

1,218,308

1,461,970

AL

% of vertebrate
animal tests to be
repeated in cases
where additional
testing is required at
production
authorisation level

%

5%

10%

AL

Average cost of
additional testing for
those products not
using data obtained
via data sharing
(letter of access)

£

60,915

146,197

Calculation based on AK x AL

AM

Total cost of animal
testing (without
additional data
sharing)

£

548,238,780

164,471,634

Calculation based on AJ x AL

AN

Assumed
percentage of
dossiers with data
sharing

%

100%

100%

AO

Total cost of animal
testing with data
sharing

£

0

0

AQ

Cost of data sharing
per dossier (letter of
access)

£

25,991

73,099

AR

Total cost of testing
(with data sharing)

£

233,915,213

82,235,817

Calculation based on AQ x AJ

AS

Total cost of
authorisation with
data sharing

€

233,915,213

82,235,817

Calculation based on AO + AR

AT

Net saving
(compared to no
data sharing)

£

314,323,567

82,235,817

Calculation based on AM-AR

AU

% saving

%

57%

50%

Calculation based on At/AM

AV

Additional saving
compared to the
status quo

£

5,482,388

8,223,582

Calculation based on AT-M

See general assumptions –
Appendix B
It is extremely unlikely that the
EC IA estimate of 25-50% of
total vertebrate testing is
repeated is realistic. Based on
consultation with the HSE it is
very unlikely that vertebrate
animal testing will be required at
production authorisation level for
an AS already approved. A
more realistic optimistic and
pessimistic range has therefore
of 1-5% has been used. It is
worth noting that the RPA report
says that these are theoretical
benefits.

Data sharing mandatory

Calculation based on AM x (1AN)
See general assumptions –
Appendix B
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There is too much uncertainty to predict when applicants will submit their dossiers over the 10
year period being considered. Therefore it has been assumed that there is an equal number of
dossiers submitted over the ten year period (e.g. 750/10=75 dossiers submitted per year).
By spreading the cost savings equally over the ten year period, an NPV estimated cost saving of
£68 - £261m is estimated, using the HM Treasury Green book discount rate of 3.5%, or a
saving of around £4.5 - £6.8m (NPV) compared to the status quo option (where there will be
some data sharing but not mandatory for all). This is shown below.

Table 1.12

Avoided cost of vertebrate animal testing due to mandatory data sharing

Option - mandatory data sharing

S1 - “optimistic”
situation

S2 - “pessimistic”
situation

Net saving (compared to no data sharing)

£314,323,567

£82,235,817

Net saving (compared to no data sharing) – NPV

£261,410,505

£68,392,283

Additional saving compared to the status quo

£5,482,388

£8,223,582

Additional saving compared to the status quo – NPV

£4,559,486

£6,839,228

Impacts on industry: benefits for data holders
Currently the active substance manufacturer has to pay the cost of vertebrate animal testing
(£1.2 - £1.5m). Without any data sharing, it is assumed that all producers (of biocidal products)
submitting a product authorisation application will be required to reproduce this test for their
dossier and incur the same cost. By introducing mandatory data sharing it is assumed all
applicants (100% in line AZ in the table below) for product authorisation use data sharing (i.e.
pay via a letter of access for the testing data rather than undertake the testing themselves).
Using this information is it estimated that there could be cost savings to active substance
manufacturers (data holders) of between £0.7 - £1.0m per active substance (line BC in the table
below). When compared to the cost of vertebrate animal testing (£1.2 - £1.5m) this relates to a
cost saving of between 59% and 69%. Relative to the status quo option, there is a further saving
of around £7 - £50k per active substance. The calculations are shown below.

Table 1.13

Cost savings to data holders per active substance (AS)

Parameter

AX

Average cost of AS
vertebrate animal data set

AY

Average number of
product authorisation

Units

S1 “optimistic
” situation

S2 “pessimisti
c” situation

Source

£

1,218,308

1,461,970

See general assumptions –
Appendix B

No

27.5

13.8

See general assumptions –
Appendix B
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dossiers per active
substance
AZ

Assumed percentage of
dossiers with data sharing

%

100%

100%

Due to mandatory data sharing

BA

Number of product
authorisation dossiers per
active substance with data
sharing

No

27.5

13.8

Calculation based on AY x AZ

BB

Average price for Letter of
Access

£

25,991

73,099

BC

Total value of Letter of
Access per active
substance

£

714,741

1,008,759

BD

Percentage of testing
costs covered by the value
of Letter of Access

%

59%

69%

Calculation based on BC/AZ

BE

Additional benefits to
data holders compared
to the status quo

£

7,147

50,438

Calculation based on BC - U

See general assumptions –
Appendix B
Calculation based on BA x BB

Impacts on industry: benefits for active substance applicants
By making data sharing mandatory it is possible for active substance manufacturers to share
vertebrate animal testing data for applying for an active substance to go onto Annex I. If the
manufacturers all had to submit vertebrate animal testing data for each active substance they
would all incur the cost of testing, totalling up to £44m (Line BK in the table below).
By sharing the costs of testing, it is estimated there could be savings of up to £29m (equilivant
to £24m NPV). However this would depend on the number of manufacturers to share the costs
between e.g. if there is only one manufacturer (low scenario) there will be no cost savings.
Based on consultation with the HSE, the UK is unlikely to ask for vertebrate animal testing data
for active substance already on Annex I. Therefore it is assumed that no “me too” active
substance will require any vertebrate animal testing. If an active substance manufacturer
submits an active substance dossier for inclusion on Annex I, other active substance
manufacturers (“me too”) can free ride on the submitted animal testing data. Any product
manufacturers who need to get active substance vertebrate animal testing data (if required),
however, will need to obtain a letter of access to the active substance manufacturer who
undertook the original testing. This will allow them to recoup some or all of the testing costs.
This differs from the European Commission’s Impact Assessment, where it is assumed that “me
too” active substance require vertebrate animal testing data even when the active substance is
approved on Annex I.
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Table 1.14

Cost savings to AS applicants from data sharing vertebrate animal testing data

Parameter

BF

BG

BH

BI

BJ

BK

BL

BM

Number of
substances
reintroduced

Number of
relevant "me
too"
substances

Units

No

No

S1 “optimistic”
situation

10

0

S2 “pessimistic”
situation

1

Based on consultation with UK industry, which
indicates low figures. Note that this figure is
subject to a high level of uncertainty, so a high
value was also taken (to account for possible
pessimism amongst consultees).

0

Based on consultation with the HSE, the UK
does not ask for vertebrate animal testing data
for AS already on Annex I. Therefore it is
assumed that no "me too" AS will require any
vertebrate animal testing
See general assumptions – Appendix B

Average cost
of of AS
vertebrate
animal data
set

£

1,218,308

1,461,970

Total cost of
animal testing
(assumed
100% sharing)

£

12,183,084

1,461,970

Number of
manufacturers
per substance

Source

Calculation based on BH x (BF + BG)

No

3

1

Total costs of
separate
animal testing

£

36,549,252

1,461,970

Cost savings
due to data
sharing

£

24,366,168

0

Cost savings
due to data
sharing (NPV)

£

20,264,380

0

Assume figures lower than EC IA because we
would not expect more than one manufacturer
per AS in the UK (because there are only 10
AS manufacturers in UK (Source consultation
with the CIA)
Calculation based on BI x BJ

Calculation based on BK - BI

Based on discount rate of 3.5% and equal split
over of AS applicants over 10 year period

Impact on public authorities
The annual cost is estimated to be around £20 - £122k per year to public authorities for
maintaining a registry (see above). Since the number of applications is not assumed to increase
(just the proportion of applications that use data sharing) there is not estimated to be any change
in costs to public authorities relative to the status quo scenario.
Environmental impacts: avoided number of animals used due to data sharing
Avoided number of animals used in testing by active substance applicants
As a result of mandatory data sharing, there is expected to be some avoided vertebrate animal
testing for active substance applicants (for inclusion onto Annex I) and therefore fewer animals
used/bred for testing purposes. This has been calculated based on the difference between the
numbers of animals used without data sharing (Line CA) and that with data sharing (line CB).
The greater the number of manufacturers (Line BT – 1 to 3), the greater the overall savings in
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animals required. When there is only one active substance manufacturer there are no savings
since there is no one else benefiting/using the testing results (line BX) but with greater numbers
of active substance manufacturers (up to 3 estimated in the UK) up to 34,000 animals could be
saved for the use of testing (Line CC).

Table 1.15

Avoided number of animals used in testing by active substance applicants

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

Source

BW

Number of AS after
the end of the
review programme

No

10

1

Reintroduced AS substances (BF)

BX

Number of
manufacturers per
substance

No

3

1

Assume figures lower than EC IA
because we would not expect more than
one manufacturer per AS in the UK
(because there are only 10 AS manfs in
UK (Source consultation with the CIA)

BY

Number of data
sets, no sharing

No

30

1

Calculation based on BW x BX

BZ

Number of
vertebrate animals
per data set

No

1,700

1,200

Information from testing laboratories

CA

Number of
vertebrate animals
used when no data
sharing

No

51,000

1,200

Calculation based on BY x BZ

CB

Number of
vertebrate animals
used when sharing

No

17,000

1,200

Calculation based on BW x BZ

CC

Reduction in the
number of animals
used for testing
through data
sharing

No

34,000

0

Calculation based on CA - CB

Avoided number of animals used in testing by product authorisation applicants
As a result of mandatory data sharing, there is expected to be some avoided vertebrate animal
testing for producers submitting a product authorisation, as they will be able to purchase
(“share”) vertebrate animal testing data from data holders (e.g. active substance manufacturers)
via a letter of access.
Overall there is expected to be around 563-35,125 animals saved compared to the status quo
(line CJ). This has been calculated based on the difference between numbers of animals used
with mandatory data sharing (Line CH) and the number under the status quo scenario (Line CF).
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Table 1.16

Avoided number of animals used in testing by product authorisation applicants

Parameter

Units

S1 “optimistic”
situation

S2 “pessimistic”
situation

Source

CD

Total number of animals used in
repeated testing for product
authorisations

No

112,500

11,250

CE

Assumed percentage of dossiers
with data sharing in the status
quo

%

99%

95%

CF

Number of animals not used due
to data sharing under the status
quo

No

111,375

10,688

Calculation based on
CD x CE

CG

Assumed percentage of dossiers
with data sharing when data
sharing is mandatory

%

100%

100%

Recall of line AN

CH

Number of animals not used due
to data sharing when data
sharing is mandatory

No

112,500

11,250

Calculation based on
CD x CG

CI

Additional reduction in the
number of animals used
(compared to the status quo)

No

1,125

563

Calculation based on
CH - CF

CJ

Total reduction in the number
of animals used (compared to
the status quo)

No

35,125

563

Calculation based on
CC + CI

1.4.3

Recall of line AG

Recall of line H

Summary

The table below summaries the costs and benefits of mandatory data savings relative to the
status quo scenario.

Table 1.17

Summary of costs and benefits of mandatory data sharing (relative to the status quo
scenario)

S1 - “optimistic”
situation

S2 - “pessimistic”
situation

£4,559,486

£6,839,228

Cost savings to data holder - Total value of Letter of
Access per active substance

£7,147

£50,438

Cost savings to AS applicants related to vertebrate
animal testing costs (NPV)

20,264,380

0

Annual costs to public authorities for maintaining a
registry

£121,831

£20,305

34,000

0

Parameter
Costs to applicants for production authorisation related
to vertebrate animal testing costs (NPV)

Avoided number of animals used in testing by AS
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applicants (Ten year period)
Avoided number of animals used in testing by product
authorisation applicants (Ten year period)

35,125

563

Note 1 – Costs to public authorities is a cost increase, whereas all other costs are cost savings

1.5

Issue 4 – Data requirements

1.5.1

Overview

The approach to estimating the potential cost savings associated with rewording provisions
concerning data waiving and use of existing data was as follows:
• Estimate the potential cost savings per active substance or biocidal product,
assuming that certain tests (with associated costs per test) could be waived.
• Estimate the number of future applications for inclusion of active substances on
Annex I within the UK and multiply by the potential cost saving per active
substance.
• Estimate the number of applications for authorisation of biocidal products in the
UK and multiply by the potential cost savings per biocidal product.
The approach for estimating the potential cost savings associated with reformulating the system
for low risk substances was as follows:
• For active substances:
- Estimate the number of active substances that could be reintroduced due to the
reduced testing requirements.
- Estimate the share of standard testing costs that could be avoided for low risk
active substances and hence the avoided costs per active substance.
- Multiply the cost saving by the number of active substances affected.
• For biocidal products:
- Estimate the number of biocidal products using low risk active substances,
based on the assumed average number of biocidal products per active substance.
- Apply assumed maximum costs of testing per biocidal product (without waiving
of data requirements) and the costs of testing assumed to be required for
products based on low risk active substances to determine the potential cost
saving per product.
- Multiply the potential cost saving per product by the number of biocidal
products affected to give the total cost saving.
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1.5.2

Rewording provisions concerning data waiving and use of existing data

Active substances
The European Commission’s Impact Assessment is based on an assumption (RPA, 2008) that
the costs of undertaking testing of active substances is around €2.04 million for Annex IIA core
data and around €0.34 million for Annex IIIA additional data. This is based on data from a
study on testing costs 9 and data from four laboratories and is assumed to be a reasonable
estimate for the purposes of the current assessment.
Of these costs, those that relate to testing on vertebrate animals are estimated to constitute
around 75% of the total costs, or around €1.7 million (£1.4 million) per active substance.
By rewording the provisions concerning data waiving and the use of existing data, at a
maximum, the costs avoided could be as much as this £1.4 million per active substance,
assuming that, under the status quo, all of these tests are currently required and that, with the
revised provisions, none of the tests would be required in some cases.
For the European Commission’s Impact Assessment, it was assumed that there could be 50
future applications for inclusion of active substances on Annex I over a period of 10 years and
that, as a maximum, these could all benefit from the above reduction in testing requirements and
associated costs.
Consultation within the UK for this current assessment indicates that the expected number of
active substance applications is likely to be low (less than 10 in the UK), with some consultees
suggesting that the number at an EU-level, could be much lower than assumed in the European
Commission’s assessment (e.g. 5 at the EU-level). This is obviously an area of significant
uncertainty and, for the purposes of this assessment, it is assumed that the number of additional
applications will be between 1 and 10.
Therefore, the cost savings that could potentially be achieved are estimated to be between £1.4
and £14 million over a period of 10 years. Under the status quo, these substances may not have
been supported (inclusion on Annex I applied for) but, if they were, the costs of doing so
without data waiving would be around £1.8 to £18 million, so the costs actually incurred would
be £0.5 to £4.5 million over 10 years.

Table 1.18

Potential reduction in testing costs for rewording provisions concerning data waiving
and use of existing data (additional active substances)

Parameter

Units

Low

High

Notes / sources

A

Potential reduction in testing
costs per AS

£m

1.4

1.4

Assumed same as in EC IA (converted
into GBP). Break-down of costs of
different tests from Fleisher (2007) and
information from 4 laboratories (costs of

9

Fleischer M (2007): Testing costs and testing capacity according to the REACH requirements –
results of a survey of independent and corporate GLP laboratories in the EU and Switzerland.
Journal
of
Business
Chemistry
Vol.
4,
Issue
3,
p96-114
(http://www.wirtschaftschemie.de/journal/2007_iss3_96-114.pdf).
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vertebrate tests amount to around 75%
of total testing costs).
B

Expected number of future
applications

No

1

10

Number of expected substances that
will be reintroduced (based on general
assumptions sheet).

C

Maximum potential reduction in
testing costs

£m

1.4

13.8

Calculation based on A x B

D

Standard testing costs without
these savings

£m

1.8

18.4

Calculation based on (A / 0.75) x B.
75% represents the maximum potential
saving that could be achieved through
waiving of vertebrate animal tests.

E

Testing costs actually incurred

£m

0.5

4.6

Calculation based on D - C.

Figures have been rounded.

Biocidal products
The main cost savings that could potentially be achieved through revised provisions on data
waiving relate to biocidal products, particularly given that very few products have thus far been
authorised.
The European Commission’s Impact Assessment is based on an assumption (RPA, 2008) that
the costs of undertaking testing of biocidal products is around €115,000 to €125,000 for Annex
IIB core data and around €88,000 for Annex IIIB additional data (i.e. €203,000 to €213,000 in
total). This is based on data from a study on testing costs 10 and data from four laboratories and
is assumed to be a reasonable estimate for the purposes of the current assessment.
Based on a review of the types of tests that could be exempted under the current regime (BPD),
as set out in a guidance document 11 , it was estimated that up to €75,800 (£61,600) could be
saved compared to a situation where all tests are required 12 . This represents a maximum of
around two thirds of the assumed standard costs of €115,000 (£93,000).
Based on the general assumptions set out previously, it is estimated that there could be between
750 and 4,500 applications for authorisation of biocidal products in the UK.

10

Fleischer M (2007): Testing costs and testing capacity according to the REACH requirements –
results of a survey of independent and corporate GLP laboratories in the EU and Switzerland.
Journal
of
Business
Chemistry
Vol.
4,
Issue
3,
p96-114
(http://www.wirtschaftschemie.de/journal/2007_iss3_96-114.pdf).

11

Technical guidance document in support of the Directive 98/8/EC concerning the placing of biocidal
products on the market – guidance on data requirements for active substances and biocidal products,
European Chemicals Bureau, February 2008.

12

These relate to (a) physical, chemical and technical properties (explosive properties, oxidising
properties, flash-point and flammability), (b) analytical methods for detection and identification
(analytical methods in soil, air, water, and animal/human body fluids and tissues), (c) toxicological
studies (acute toxicity (at least two routes), oral, dermal, inhalation, skin and eye irritation (CV), skin
sensitisation (guinea pig or LLNAS) and information on dermal absorption).
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Therefore, the potential cost savings associated with more explicit data waiving requirements
(where data is not scientifically necessary, if it is technically impossible to supply, or if it is not
relevant) could be between £46 and £280 million.

Table 1.19

Potential reduction in testing costs for rewording provisions concerning data waiving
and use of existing data (biocidal products)

Parameter

Units

Low

High

Notes / sources

F

Standard costs per product for
testing

£k

93.4

93.4

Assumed same as in EC IA. Based on
costs of different tests from Fleisher
(2007).

G

Potential reduction in testing
costs per product

£k

61.6

61.6

Based on maximum potential reduction
in testing costs associated with
specified tests (estimated at €75.8k per
biocidal product in the EC's IA), using
cost data from Fleisher (2007).

H

Estimated number of future
applications

No

750

4500

Based on general assumption.

H

Maximum potential reduction in
testing costs

£m

46.2

277.0

Calculation based on G x H x 0.001.
Assumes that each application for
authorisation is only for one product (i.e.
distinct products rather than frame
formulations).

I

Standard testing costs without
these savings

£m

70.1

420.3

Calculation based on F x H x 0.001

Figures have been rounded.

Total potential cost savings
Based on the above, the total potential cost savings associated with rewording the provisions
concerning data waiving and use of existing data could be up to £48 to £290 million over a
period of 10 years (£1.4m to £13.8m for active substances and £46.2m to £277.0m for biocidal
products).
These costs are subject to significant uncertainty, particularly with regard to (a) the number of
active substances for which an application will be made for inclusion on Annex I, (b) the
number of future applications for authorisation of biocidal products, (c) the extent to which
certain data requirements would otherwise already be waived and (d) the extent to which data
waiving will actually be allowed in practice, given that certain data will be deemed to be
required in order to assess the risks adequately.
Therefore, these potential cost savings are likely to be maximum values.
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1.5.3

Reformulating the system for low risk substances

Active substances
It is estimated that perhaps 5 to 8 active substances could be reintroduced as low risk active
substances under the new regulation. The lower figure is based on consultation with UK
industry which suggests that the number affected is likely to be relatively low (see the table
below). The upper figure is based on the European Commission’s Impact Assessment,
assuming that one sixth of the active substances that could be reintroduced at the EU level are
produced by UK companies (the UK’s share of the EU biocides market).
It is currently uncertain as to what test requirements could be avoided in the process for
applying to have these low risk active substances included on Annex I. In the absence of better
information, it has been assumed that 50% of the standard costs of testing for active substances
(which are £1.6 to £1.9 million, as described in the general assumptions, above) could be
avoided.
Based on the above, the total reduction in testing costs for these active substances could be
around £4 to £8 million over 10 years.

Table 1.20

Potential reduction in testing costs low risk active substances

Parameter

Units

Low

High

Notes / sources

K

No of AS reintroduced due to
reduced testing requirements for
low risk substances

No

5

8

At EU-level, around 15% of active
substances already in the review
programme are assumed to meet the
criteria for low risk (e.g. through
inclusion on positive lists under other
legislation - see RPA, 2008). EC IA
assumed 50 AS could be reintroduced
at EU level and UK market is 1/6 of EU,
giving upper bound estimate. Lower
bound estimate reflects information from
UK consultees suggesting that the
figure could be much lower (e.g. 1-2 at
UK level from one consultee, 3-4 from
another and 5 at EU level from a third
consultee). Upper estimate retained
because UK consultation is not
comprehensive.

L

Standard testing costs per AS

£m

1.6

1.9

Based on general assumptions

M

Percentage of standard testing
costs for low risk AS

%

50%

50%

Assumed same as in EC IA - no better
information available.

N

Testing costs per low risk AS

£m

0.8

1.0

Calculation based on L x M

O

Cost savings for testing of low
risk AS

£m

4.1

8.1

Calculation based on (L - N) x K

P

Standard testing costs for all AS
without waiving

£m

8.1

16.2

Calculation based on K x L

Q

Testing costs for all AS with data
waiving

£m

4.1

8.1

Calculation based on K x N

Figures have been rounded.
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Biocidal products
For each of the active substances identified as low risk, there would be reduced requirements for
testing at the biocidal product authorisation stage.
Based on the standard assumption that there are, on average, 14 to 28 biocidal products per
active substance, the number of UK biocidal products based on low risk active substances could
be around 70 to 230 13 .
It is not currently clear what costs could be avoided at the biocidal product authorisation
stage. However, the following has been assumed for the purposes of this analysis:
• Potentially all of the costs of undertaking testing on the biocidal products could be
avoided. Based on the general assumptions (described above), the average cost of
these tests is estimated to be up to £49,000 per biocidal product, although the actual
cost could be much lower (even zero), as highlighted through consultation with
HSE experts. (There could be no need for additional testing at biocidal product
authorisation stage, regardless of whether the biocidal product is based on a low
risk active substance.)
• Given that the testing costs for low risk active substances are assumed to be lower,
it is assumed that the costs of a letter of access (usually £26,000 to £73,000 based
on the general assumptions for this assessment) would also be reduced. Since the
testing costs for active substances are assumed to be reduced by 50%, the costs of a
letter of access are assumed to be reduced by the same factor.
Note that this approach is different to that applied in the European Commission’s Impact
Assessment 14 .

Table 1.21

Potential reduction in authorisation costs for low risk biocidal products

Parameter

Units

Low

High

Notes / sources

R

Number of products per AS

No

13.8

27.5

Based on general assumptions (see
separate sheet).

13

5 to 8 active substances with 13.8 to 27.5 biocidal products per active substance, gives 69 to 229
biocidal products.

14

In a supporting report for the Commission’s Impact Assessment (RPA, 2008), the standard testing
costs are assumed to be €200,000 (although the basis for this is not clear, given that a value of
€48,000 to €60,000 is used elsewhere in that assessment e.g. Table 1.2 and Annex VI of the formal
Impact Assessment). It was assumed that these costs could be reduced to either €0 or €45,000 (Table
5.7), although the basis for the latter figure is not clear. The cost savings therein appear to be
overestimates, given that the standard testing costs per product are expected to be significantly less
than the figure quoted. An alternative approach has therefore been adopted for the current
assessment.
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S

Number of products using low
risk AS

No

69.0

229.2

Calculation based on K x R

T

Standard testing cost per
product without data waiving

£k

0.0

48.7

Based on general assumptions (see
separate sheet).

U

Standard letter of access cost
without data waiving

£k

26.0

73.1

Based on general assumptions (see
separate sheet).

V

Reduction in costs per biocidal
product

£k

13.0

85.3

Calculation based on T + (M x U)
(testing costs are all potentially avoided
for low risk BPs and letter of access is
assumed to cost less because cost of
testing for AS is also reduced, i.e. letter
of access cost is reduced by same
proportion as AS testing costs are
reduced).

W

Total reduction in costs

£m

0.9

19.5

Calculation based on S x V / 1000

Figures have been rounded.

1.6

Issue 5 – Fees

1.6.1

Introduction

This appendix provides an exploration of the potential increase in the ‘standard’ fee that would
be payable by larger companies in order to compensate for lower fees for SMEs while
maintaining the same overall income from fees.
There are no comprehensive data on the structure of the UK biocidal active substances and
biocidal products industry. Therefore, data from the Office for National Statistics have been
used in order to provide a representation of the likely size distribution (based on companies
involved in ‘manufacture of chemicals and chemical products’).
The European Commission's proposed Regulation does not specify the specific level of fee
reduction that would be applied for SMEs (this would be determined through a future
Regulation). However, reference is made in the European Commission's Impact Assessment
(page 31) to the fee reductions applied under REACH and these are assumed to apply for the
purposes of this analysis.
A key factor in determining the fees relates to the number of biocidal products or active
substances relevant for each company. Two scenarios have been explored for this, based on
different assumptions:
• Scenario 1 – Assume that the relative number of biocidal products per company is
proportional to the number of employees.
• Scenario 2 – For sensitivity purposes, assume a different relative number of
biocidal products per company to take into account the fact that larger companies
will tend to produce larger volume chemicals.
For the purposes of this analysis, SMEs are defined as including: 1-9 employees = micro, 10-49
employees = small, 50-249 employees = medium, >249 employees = large.
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1.6.2

Assumed structure of the industry

The table below presents data from the Office for National Statistics on companies involved in
‘manufacture of chemicals and chemical products’ in the UK.

Table 1.22

Employment in manufacture of chemicals and chemical products in the UK

Number of employees per company

Enterprises

Employment
(thousands)

Turnover
(£ millions)

All enterprises

10360

213

54263

With no employees (Note 1)

7570

8

494

All employers

2790

205

53768

1-4

1035

3

406

5-9

485

3

533

10-19

375

5

614

20-49

355

12

1796

50-99

215

16

3129

100-199

145

20

4182

200-249

30

6

1200

250-499

80

28

7291

500 or more

65

111

34617

1) “With no employees” comprises sole proprietorships and partnerships comprising only the self-employed ownermanager(s), and companies comprising only an employee director.
Source: http://stats.berr.gov.uk/UKSA/ed/sa20080730.htm.

1.6.3

Scenario 1

Under this scenario, the relative number of biocidal products per company is proportional to the
number of employees.
The indicative calculations for scenario 1 are provided below. Note that this is not a calculation
of total fee income. The figures are purely intended to be illustrative to indicate the relative
changes in fees that would need to occur in order to accommodate reduced fees for SMEs.
The approach taken was as follows:
• Assume that the number of biocidal products per company is proportional to the
number of employees (number of employees is taken as the mid-point of the size
range).
• Estimate the relative number of biocidal products per company (compared to
micro-enterprises).
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• Calculate the total fee income required for cost recovery based on a standard
hypothetical fee (of 100 units).
• Apply a fee reduction as per the REACH Regulation (this is an assumption as the
fees would be decided by a subsequent Commission Regulation).
• Calculate the standard fee (for larger companies) required to allow for SME
discounts and maintain the same overall income.
• Calculate fees for each company size taking into account reduced fees for SMEs.
• Cross-check to confirm total fees are the same with revised fees for SMEs.
This is illustrated in the table below.
1.6.4

Scenario 2

Under this scenario, alternative assumptions are applied on the average (relative) number of
biocidal products for each size of company. These are purely hypothetical because data were
not available on the number of biocidal products marketed by different sizes of company.
The approach taken is the same as that for scenario 1.
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Table 1.23

Scenario 1 - relative number of biocidal products per company is proportional to number of employees

A

Company size category

Micro

Small

Medium

Large

B

Number of employees (range)

1 to 9

10 to 49

50 to 249

Over 250

From National Statistics above

C

Average number of employees

1.5

23.3

107.7

958.6

From National Statistics above

D

Percentage of total number of companies

88

7

4

1

E

Relative number of products per company

1.0

15.1

69.9

622.4

Value relative to micro businesses. Divided no of
employees in each category by no in micro size (row C).

F

Fee payable per product (no SME fee reduction)

£100

£100

£100

£100

Hypothetical fee (for example purposes only)

G

Total fee payable with no reduction for SMEs
(hypothetical)

£8,780

£10,584

£26,571

£87,139

H

Assumed fee reduction for SMEs

90%

60%

30%

0%

I

Percentage of total fee payable

10%

40%

70%

100%

Calculation based on 1 - H

J

Standard fee to allow for SME discounts
(hypothetical)

£120

Based on total fee with no reduction (from row G) divided
by sum of (D x E x I) for each size category.

K

Revised fees payable with SME discounts
(hypothetical)

Based on percentage payable (row I) multiplied by
standard fee to allow for SME discounts (row J).

L

Cross-check total fees payable

M

Fee with SME discount as % of standard fee

£12

£48

£84

£120

£1,054

£5,082

£22,328

£104,609

12%

48%

84%

120%

Total

100

£133,074

Notes

From National Statistics above

Calculation based on D x E x F
Based on REACH Regulation.

£133,074

Calculation based on sum of (D x E x K) for each size
category to cross-check total income payable.
Fees as a percentage of the standard fee (i.e. 120% is a
20% increase in fees). Calculated based on K / F
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Table 1.24

Scenario 2 – alternative assumptions on average (relative) number of biocidal products for each size of company

N

Company size category

Micro

Small

Medium

Large

O

Number of employees (range)

1 to 9

10 to 49

50 to 249

Over 250

From National Statistics above

P

Average number of employees

1.5

23.3

107.7

958.6

From National Statistics above

Q

Percentage of total number of companies

88

7

4

1

R

Relative number of products per company

1.0

3.0

5.0

10.0

Hypothetical - for illustration purposes only.

S

Fee payable per product (assuming no fee
reduction for SMEs)

£100

£100

£100

£100

Hypothetical fee (for example purposes only)

T

Total fee payable with no reduction for SMEs
(hypothetical)

£8,780

£2,100

£1,900

£1,400

U

Assumed fee reduction for SMEs

90%

60%

30%

0%

V

Percentage of total fee payable

10%

40%

70%

100%

Calculation based on 1 - U

W

Standard fee to allow for SME discounts
(hypothetical)

£319

Calculation based on total fee with no reduction (from row
T) divided by sum of (Q x R x V) for each company size
category.

X

Revised fees payable with SME discounts
(hypothetical)

Calculation based on percentage payable (row I) multiplied
by standard fee to allow for SME discounts (row J).

Y

Cross-check total fees payable

Z

Fees with SME discount compared to standard
fee

£32

£128

£223

£319

£2,799

£2,678

£4,240

£4,463

32%

128%

223%

319%

Total

100

£14,180

Notes

From National Statistics above

Calculation based on Q x R x S
Based on REACH Regulation (see European Commission
Impact Assessment).

£14,180

Calculation based on sum of (D x E x K) for each size
category to cross-check total income payable.
Fees expressed as a percentage of the standard fee (i.e.
120% is a 20% increase in fees). Calculated based on M /
F
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Appendix D
Eurostat Sector Data

D1

Introduction

This section sets out data for sectors that are likely to be affected by proposed changes in the
Biocides Products Directive (BPD) and in particular by policy issue 1 (scope of the Directive).
It is not a comprehensive list of sectors affected given the vast range of products that might
contain biocides, but a representative range of affordability indicators for sectors potentially
affected by the proposed changes to the BPD.
The sector data has been collected from Eurostat 62 based on sector NACE codes (v1.1). The
NACE code sectors are not exclusive to biocide products only (given the diverse use of products
containing biocides) but average costs per firm (referred to as enterprises in Eurostat) are likely
to be the most relevant data publicly available in order to help put some significance to the
potential costs and benefits as a result of proposed changes to the BPD.
Sector data has been collected for the following NACE code sectors:
• Manufacture of Pesticides and other agro chemicals (24.2);
• Manufacture of paints, varnishes and similar coatings, printing ink and mastics
(20.30);
• Manufacture of soap and detergents, cleaning and polishing preparations (20.41);
• Manufacture of glues (20.52); and
• Sawmilling and planing of wood (16.10)
The “Manufacture of Pesticides and other agro chemicals (24.2)” sector includes manufacturing
of biocides and per firm data should provide reasonable data for the UK biocides manufacturing
market. This information can be used to provide an indication of the affordability of the costs of
active substances which are likely to predominately impact manufacturers of biocides.
The other sectors (20.30, 20.41, 20.52 and 16.10) are likely to include firms that have biocides
in their products and per firm data should provide a reasonable indication of the affordability of
the costs of active substances.
The affordability assessment was presented in Chapter 5.1.

62

Structural Business Statistics (SBS) –
http://epp.eurostat.ec.europa.eu/portal/page/portal/european_business/data/database

D2

Manufacture of Pesticides and other agro chemicals (24.2)

What is covered by NACE code 24.2?
This class includes:
• Manufacture of insecticides, rodenticides, fungicides, herbicides, acaricides,
molluscicides, biocides;
• Manufacture of anti-sprouting products, plant growth regulators;
• Manufacture of disinfectants (for agricultural and other use); and
• Manufacture of other agrochemical products n.e.c.
This class excludes:
• Manufacture of fertilisers and nitrogen compounds.
Key Statistics – Trends over time
The table below sets out several key statistics for this NACE code over a five year time period
(2002-06):
Table D.1

NACE code 24.2 – Key Statistics 2002-06

Key Statistic

2002

2003

2004

2005

2006

74

71

68

74

73

€ 1,683

€ 1,690

€ 1,238

€ 1,218

€ 1,148

Gross operating surplus (€m)

€ 344

€ 282

€ 239

€ 192

€ 118

Goods and services purchased (€m)

€ 994

€ 1,101

€ 795

€ 827

€ 830

Number of people employed

5160

4671

3718

3487

3515

R&D expenditure (€m)

: (c)

: (c)

€ 20

€ 16

€ 17

Number of R&D personnel

: (c)

: (c)

181

161

: (c)

Average number of employees

70

66

55

47

48

Gross operating rate (%)

20%

17%

19%

16%

10%

Personnel costs (€m)

€ 334

€ 285

€ 212

€ 200

€ 207

Number of enterprises
Turnover (€m)

Key: : (c) – This refers to confidential data that can not shown on Eurostat (due to the limited number of firms these
estimates refer to)
Source: Eurostat Structural Business Statistics (SBS)

Key Statistics (2006)
The table below sets out several key statistics for this NACE code specifically for 2006. This
represents the latest data available (which also contains the most complete records). The
information contains overall sector information as well as at a per firm (enterprise) level.

Table D.2

NACE code 24.2 – Key Statistics 2006

Column Heading

Total Value (2006)

Per Enterprise
Value (2006)

73

-

€ 1,148

€ 15.73

€ 118

€ 1.62

-

€ 0.03

Total Purchases of Goods and Services (€m)

€ 830

€ 11

Number of Persons Employed

3,515

48

€ 17

€ 0.24

161

5%

Personnel costs (€m)

€ 207

€ 2.83

Gross operating surplus/turnover (gross operating rate) (%)

10.3%

10.3%

Number of Enterprises
Turnover or gross premiums written (€m)
Gross Operating Surplus (€m)
Gross Operating Surplus per person(€m)

Total Intra-mural R & D expenditure (€m)
Total Number of R & D personnel

1

1

– 2005 level as there is no publicly available record for 2006

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics – By Enterprise Size
For this NACE code the necessary data is not available in order to understand how the number
of firms (and associated profitability) varies by different size firms (based on employee numbers
e.g. number of firms with 1-9 employees, 10-19, etc).

D3

Manufacture of paints, varnishes and similar coatings, printing
ink and mastics (20.30)

What is covered by NACE code 20.30?
This class includes:
• Manufacture of paints and varnishes, enamels or lacquers;
• Manufacture of prepared pigments and dyes, opacifiers and colours;
• Manufacture of vitrifiable enamels and glazes and engobes and similar
preparations;
• Manufacture of mastics;
• Manufacture of caulking compounds and similar non-refractory filling or surfacing
preparations;
• Manufacture of organic composite solvents and thinners;
• Manufacture of prepared paint or varnish removers; and
• Manufacture of printing ink.

This class excludes:
• Manufacture of dyestuffs and pigments; and
• Manufacture of writing and drawing ink.
Key Statistics – Trends over time
The table below sets out several key statistics for this NACE code over a five year time period
(2002-06):
Table D.3

NACE code 20.30 – Key Statistics 2002-06

Key Statistic

2002

2003

2004

2005

2006

555

534

501

504

496

€ 5,427

€ 4,815

€ 5,134

€ 5,145

€ 5,539

€ 769

€ 677

€ 813

€ 820

€ 840

Goods and services purchased (€m)

€ 3,599

€ 3,216

€ 3,354

€ 3,339

€ 3,692

Number of people employed

23695

23166

21361

20528

20275

€ 66

€ 50

€ 60

€ 59

: (c)

-

-

-

-

-

Average number of employees

769

698

947

737

916

Gross operating rate (%)

43

43

43

41

41

14%

14%

16%

16%

15%

Number of enterprises
Turnover (€m)
Gross operating surplus (€m)

R&D expenditure (€m)
Number of R&D personnel

Personnel costs (€m)

Key: : (c) – This refers to confidential data that can not shown on Eurostat (due to the limited number of firms these
estimates refer to)
Source: Eurostat Structural Business Statistics (SBS)

Key Statistics (2006)
The table below sets out several key statistics for this NACE code specifically for 2006. This
represents the latest data available (which also contains the most complete records). The
information contains overall sector information as well as at a per firm (enterprise) level.
Table D.4

NACE code 20.30 – Key Statistics 2006

Column Heading

Number of Enterprises
Turnover or gross premiums written (€m)
Gross Operating Surplus (€m)
Gross Operating Surplus per person(€m)
Total Purchases of Goods and Services (€m)

Total Value (2006)

Per Enterprise
Value (2006)

496

-

€ 5,539

€ 11

€ 840

€2

-

€ 0.04

€ 3,692

€7

Column Heading

Total Value (2006)

Per Enterprise
Value (2006)

20,275

41

Total Intra-mural R & D expenditure (€m)

: (c)

-

Total Number of R & D personnel

916

5%

-

-

15.2%

15.2%

Number of Persons Employed

Personnel costs (€m)
Gross operating surplus/turnover (gross operating rate) (%)

Key: : (c) – This refers to confidential data that can not shown on Eurostat (due to the limited number of firms these
estimates refer to)
Source: Eurostat Structural Business Statistics (SBS)

Key Statistics – By Enterprise Size
The table below sets out the distribution of firms by firm size (based on employee numbers e.g.
number of firms with 1-9 employees, 10-19, etc) and how profitability (operating surplus) varies
for these firm sizes.
Table D.5

NACE code 20.30 – Key Statistics 2006

Percentage of
Total Number of
Enterprises
(2005)

Average
Operating
Surplus
(2005)

Percentage of
Total Number of
Enterprises
(2006)

Average Operating
Surplus (2006)

From 1 to 9

63%

€ 92,767

61%

€ 78,218

From 10 to 19

10%

€ 482,692

12%

€ 256,667

From 20 to 49

10%

€ 1,486,275

: (c)

: (c)

From 50 to 249

14%

€ 4,870,423

14%

€ 4,232,353

Over 250

2%

€ 28,641,667

: (c)

: (c)

Size of Enterprise
by number of
Employees:

Key: : (c) – This refers to confidential data that can not shown on Eurostat (due to the limited number of firms these
estimates refer to)
Source: Eurostat Structural Business Statistics (SBS)

D4

Manufacture of soap and detergents, cleaning and polishing
preparations (20.41)

What is covered by NACE code 20.41?
This class includes:
• Manufacture of organic surface-active agents.
• Manufacture of paper, wadding, felt etc. coated or covered with soap or detergent.
• Manufacture of glycerol.

• Manufacture of soap, except cosmetic soap.
• Manufacture of surface-active preparations:
- washing powders in solid or liquid form and detergents
- dish-washing preparations
- textile softeners
- manufacture of cleaning and polishing products:
- preparations for perfuming or deodorising rooms
- artificial waxes and prepared waxes
- polishes and creams for leather
- polishes and creams for wood
- polishes for coachwork, glass and metal
- scouring pastes and powders, including paper, wadding etc. coated or covered
with these
This class excludes:
• Manufacture of separate, chemically defined compounds, see 20.13, 20.14.
• Manufacture of glycerol, synthesised from petroleum products, see 20.14.
• Manufacture of cosmetic soap.
Key Statistics – Trends over time
The table below sets out several key statistics for this NACE code over a five year time period
(2002-06):
Table D6

NACE code 20.41– Key Statistics 2002-06

Key Statistic

2002

2003

2004

2005

2006

358

355

342

366

363

€ 3,833

€ 3,980

€ 4,488

€ 4,560

€ 4,583

€ 537

€ 382

€ 792

€ 709

€ 814

Goods and services purchased (€m)

€ 2,544

€ 2,847

€ 2,881

€ 3,084

€ 2,965

Number of people employed

17362

18035

17084

16550

16470

-

-

-

-

-

-

-

-

-

-

49

51

50

45

45

Number of enterprises
Turnover (€m)
Gross operating surplus (€m)

R&D expenditure (€m)
Number of R&D personnel
Average number of employees

Key Statistic

2002

2003

2004

2005

2006

Gross operating rate (%)

14%

9.60%

17.60%

15.60%

17.80%

Personnel costs (€m)

€ 722

€ 739

€ 783

€ 776

€ 767

Key Statistic

2002

2003

2004

2005

2006

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics (2006)
The table below sets out several key statistics for this NACE code specifically for 2006. This
represents the latest data available (which also contains the most complete records). The
information contains overall sector information as well as at a per firm (enterprise) level.
Table D7

NACE code 20.41– Key Statistics 2006

Column Heading

Total Value (2006)

Per Enterprise
Value (2006)

363

-

€ 4,583

€ 13

€ 814

€2

-

€ 0.05

Total Purchases of Goods and Services (€m)

€ 2,965

€8

Number of Persons Employed

16,470

45

Total Intra-mural R & D expenditure (€m)

-

-

Total Number of R & D personnel

-

-

Personnel costs (€m)

€ 767

€2

Gross operating surplus/turnover (gross operating rate) (%)

17.8%

17.8%

Number of Enterprises
Turnover or gross premiums written (€m)
Gross Operating Surplus (€m)
Gross Operating Surplus per person(€m)

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics – By Enterprise Size
The table below sets out the distribution of firms by firm size (based on employee numbers e.g.
number of firms with 1-9 employees, 10-19, etc) and how profitability (operating surplus) varies
for these firm sizes.

Table D8

NACE code 20.41– Key Statistics 2006

Percentage of
Total Number of
Enterprises
(2005)

Average
Operating
Surplus
(2005)

Percentage of
Total Number of
Enterprises
(2006)

Average Operating
Surplus (2006)

From 1 to 9

66%

€ 84,600

71%

€ 71,321

From 10 to 19

9%

€ 454,412

7%

€ 764,815

From 20 to 49

10%

€ 1,050,769

8%

€ 1,371,429

Percentage of
Total Number of
Enterprises
(2005)

Average
Operating
Surplus
(2005)

Percentage of
Total Number of
Enterprises
(2006)

Average Operating
Surplus (2006)

From 50 to 249

11%

€ 2,736,765

10%

€ 1,527,778

Over 250

5%

€ 33,542,857

4%

€ 30,970,968

Size of Enterprise
by number of
Employees:

Size of Enterprise
by number of
Employees:

Key: : (c) – This refers to confidential data that can not shown on Eurostat (due to the limited number of firms these
estimates refer to)
Source: Eurostat Structural Business Statistics (SBS)

D5

Manufacture of glues (20.52)

What is covered by NACE code 20.52?
This class includes:
• Manufacture of glues and prepared adhesives, including rubber-based glues and
adhesives.
This class excludes:
• Manufacture of gelatines and its derivates.
Key Statistics – Trends over time
The table below sets out several key statistics for this NACE code over a five year time period
(2002-06):
Table D9

NACE code 20.52– Key Statistics 2002-06

Key Statistic

2002

2003

2004

2005

2006

89

85

82

79

79

€ 1,015

€ 856

€ 960

€ 896

€ 1,002

Gross operating surplus (€m)

€ 143

€ 96

€ 189

€ 175

€ 63

Goods and services purchased (€m)

€ 700

€ 602

€ 621

€ 585

€ 742

Number of enterprises
Turnover (€m)

Key Statistic

2002

2003

2004

2005

2006

Number of people employed

3723

3763

3642

3308

3247

R&D expenditure (€m)

-

-

-

-

-

Number of R&D personnel

-

-

-

-

-

42

44

44

42

41

Gross operating rate (%)

14%

11%

20%

20%

6%

Personnel costs (€m)

€ 169

€ 151

€ 147

€ 136

€ 180

Average number of employees

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics (2006)
The table below sets out several key statistics for this NACE code specifically for 2006. This
represents the latest data available (which also contains the most complete records). The
information contains overall sector information as well as at a per firm (enterprise) level.
Table D10

NACE code 20.52– Key Statistics 2006

Column Heading

Total Value (2006)

Per Enterprise
Value (2006)

79

-

€ 1,002

€ 13

€ 63

€1

-

€ 0.02

Total Purchases of Goods and Services (€m)

€ 742

€9

Number of Persons Employed

3,247

41

-

-

-

-

Personnel costs (€m)

€ 180

€2

Gross operating surplus/turnover (gross operating rate) (%)

6.3%

6.3%

Number of Enterprises
Turnover or gross premiums written (€m)
Gross Operating Surplus (€m)
Gross Operating Surplus per person(€m)

Total Intra-mural R & D expenditure (€m)
Total Number of R & D personnel

1

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics – By Enterprise Size
For this NACE code the necessary data is not available in order to understand how the number
of firms (and associated profitability) varies by different size firms (based on employee numbers
e.g. number of firms with 1-9 employees, 10-19, etc).

D6

Sawmilling and planing of wood (16.10)

What is covered by NACE code 16.10?
This class includes:
• Sawing, planing and machining of wood;
• Slicing, peeling or chipping logs;
• Manufacture of wooden railway sleepers;
• Manufacture of unassembled wooden flooring; and
• Manufacture of wood wool, wood flour, chips, particles.
This class also includes:
• Drying of wood; and
• Impregnation or chemical treatment of wood with preservatives or other materials.
This class excludes:
• Logging and production of wood in the rough;
• Manufacture of veneer sheets thin enough for use in plywood, boards and panels;
• Manufacture of shingles and shakes, beadings and mouldings; and
• Manufacture of fire logs or pressed wood.
Key Statistics – Trends over time
The table below sets out several key statistics for this NACE code over a five year time period
(2002-06):
Table D11

NACE code 16.10– Key Statistics 2002-06

Key Statistic

2002

2003

2004

2005

2006

973

909

862

825

800

€ 1,995

€ 1,691

€ 1,738

€ 1,764

€ 1,880

€ 193

€ 253

€ 237

€ 297

€ 325

Goods and services purchased (€m)

€ 1,447

€ 1,166

€ 1,207

€ 1,169

€ 1,248

Number of people employed

13002

11182

10699

10413

12950

R&D expenditure (€m)

€1

€2

€1

€1

€1

Number of R&D personnel

10

25

14

15

8

Average number of employees

13

12

12

13

16

Number of enterprises
Turnover (€m)
Gross operating surplus (€m)

Key Statistic

2002

2003

2004

2005

2006

Gross operating rate (%)

10%

15%

14%

17%

17%

Personnel costs (€m)

€ 347

€ 255

€ 280

€ 306

€ 332

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics (2006)
The table below sets out several key statistics for this NACE code specifically for 2006. This
represents the latest data available (which also contains the most complete records). The
information contains overall sector information as well as at a per firm (enterprise) level.
Table D12

NACE code 16.10– Key Statistics 2006

Column Heading

Total Value (2006)

Per Enterprise Value
(2006)

800

-

€ 1,880

€2

€ 325

€0

-

€ 0.03

Total Purchases of Goods and Services (€m)

€ 1,248

€2

Number of Persons Employed

12,950

16

€1

€ 0.001

8

0%

Personnel costs (€m)

€ 332

€0

Gross operating surplus/turnover (gross operating rate) (%)

17.3%

17.3%

Number of Enterprises
Turnover or gross premiums written (€m)
Gross Operating Surplus (€m)
Gross Operating Surplus per person(€m)

Total Intra-mural R & D expenditure (€m)
Total Number of R & D personnel

1

Source: Eurostat Structural Business Statistics (SBS)

Key Statistics – By Enterprise Size
The table below sets out the distribution of firms by firm size (based on employee numbers e.g.
number of firms with 1-9 employees, 10-19, etc) and how profitability (operating surplus) varies
for these firm sizes.

Table D13

NACE code 16.10– Key Statistics 2006

Percentage of
Total Number of
Enterprises
(2005)

Average
Operating
Surplus
(2005)

Percentage of
Total Number of
Enterprises
(2006)

Average Operating
Surplus (2006)

From 1 to 9

79%

€ 52,227

70%

€ 58,185

From 10 to 19

9%

€ 528,767

12%

€ 216,162

From 20 to 49

7%

€ 1,243,333

10%

€ 1,041,558

From 50 to 249

4%

€ 2,570,270

7%

€ 2,008,929

Over 250

0%

€ 13,600,000

1%

€ 13,083,333

Size of Enterprise
by number of
Employees:

Source: Eurostat Structural Business Statistics (SBS)

Appendix E
Alternative option – extending EU
authorisation to other product types

1.

Details of calculations

1.1

Alternative option – extending EU authorisation to
other product types

1.1.1

Overview

This section provides a description of the calculations used in estimating the potential cost
savings that could be achieved through extending EU-level authorisation to other product types,
as set out in Sections 4.3.3 and 6.2.3 of the main report. These product types are as follows:
• PT6 (in can preservatives)
• PT7 (film preservatives)
• PT9 (fibre, leather, rubber and polymerised materials preservatives)
• PT10 (masonry preservatives)
• PT11 (preservatives for liquid-cooling and processing systems)
• PT12 (slimicides)
• PT13 (metalworking-fluid preservatives)
• PT19 (repellents and attractants)
• PT22 (embalming and taxidermist fluids)
An assessment has been made of the potential cost savings that could be made compared to (in
addition to) the savings that would already be expected under the proposed Regulation.
1.1.2

Estimated number of active substances and biocidal products affected

The table below indicates the product types that have been considered in this assessment for
possible inclusion under EU-level authorisation 1 . It provides details of the number of active
substances for which a dossier has been submitted for inclusion under Annex I of the BPD.

1

The impacts of allowing EU-level authorisation for these product types have been assessed by
comparison against the Commission’s proposed Regulation, under which 70% of biocidal products would
otherwise undergo mutual recognition (with 30% undergoing authorisation in each Member State). This
percent split is based on that presented in RPA (2008); only the high end assumption was used as only the
more optimistic option was considered for this assessment.

Table 1.1

Number of active substances for which a dossier has been submitted for inclusion in
Annex I of the BPD

Product type

Number of active substances

PT6 - In can preservatives

53

PT7 - Film preservatives

30

PT9 - Fibre, leather, rubber and polymerised materials preservatives

40

PT10 - Masonry preservatives

28

PT11 - Preservatives for liquid-cooling and processing systems

49

PT12 - Slimicides

43

PT13 - Metalworking-fluid preservatives

35

PT19 - Repellents and attractants

16

PT22 - Embalming and taxidermist fluids

7

Total number of AS / PT combinations

301

Total number of AS in these PTs

131

Based on ‘List of participants/applicants to the Review Programme of existing active substances used in biocidal
products’ of 6 March 2009. Published by the EC. Excludes polymers.

Biocidal products based on 131 active substances could potentially be suitable for EU-level
authorisation. As detailed in the table below, the number of biocidal products based on these
active substances could potentially be around 1,300 to 3,600 for the EU as a whole and around
200 to 600 for the UK.

Table 1.2

Estimated number of additional active substances and associated biocidal products
that could potentially benefit from EU-level authorisation

Parameter

Units

Low

High

Notes / sources

Number of AS in selected
product types for which EU-level
authorisation could be possible
(for EU as a whole)

No

92

131

High figure is based on no of AS having
submitted a dossier in accordance with Article
5(3) of Regulation No 2032/2003 for selected
PTs. Low figure is 70% of this to account for the
possibility that some products based on AS for
these product types may also need to be
authorised for other product types and hence
might not be eligible and because some of these
products may already be eligible for EU-level
authorisation (if they are based on low risk or
new AS).

A

Number of AS

No

15

22

Assumed 1/6 of EU figures for UK

B

Number of BPs per AS

No

13.8

27.6

Based on general assumptions

C

Total number of BPs

No

210.91

602.6

Calculation: A x B

1.1.3

Costs for authorisation of these biocidal products under the proposed
Regulation

Under the proposed Regulation it is assumed that, with the enhanced mutual recognition
promoted by the proposals, 70% of dossiers would undergo mutual recognition when gaining
authorisation for other markets (i.e. in other Member States) and 30% would opt for separate
authorisation in each Member State (see policy issue 2,.
The number of authorisation applications expected in the UK for these products is therefore as
shown in the table below.

Table 1.3

Estimated number of biocidal product authorisations for the selected product types
under the proposed regulation

Parameter

Units

Low

High

Notes / sources

D

Percentage of biocidal products
adopting (enhanced) MR route

%

70%

70%

As for policy issue 2

E

Percentage choosing
authorisation in each MS

%

30%

30%

As for policy issue 2

G

No of markets per product

No

20

20

Based on EC's IA (RPA, 2008). This is
considered to be a reasonable
assumption, given that the products
concerned are expected to be widely
used across the EU.

H

No of initial authorisation
applications

No

211

603

Number of biocidal products (C from
above)

I

No of authorisation applications
for other MS

No

1202

3435

Calculation: H x E x (G-1) (i.e. excludes
authorisation in the first Member State)

J

No of mutual recognition
applications

No

2805

8015

Calculation: H x D x (G-1) (i.e. excludes
authorisation in the first Member State)

Under the proposed Regulation, costs will thus be borne in relation to obtaining either
authorisations in other Member States directly or mutual recognition of the authorisation in the
first Member State. The estimated costs associated with these are detailed in the tables below.

Table 1.4

Estimated costs of obtaining authorisations in separate Member States for biocidal
products for the selected product types under the proposed regulation

Parameter

Units

Low

High

Notes / sources

K

Costs of initial dossier
preparation, per product

£

36,549

162,441

As used elsewhere within this analysis
(based on general assumptions sheet)

L

Additional cost of tailoring
dossier to MS requirements, per
application

£

4,061

16,244

Based on EC's IA (from consultation
with industry stakeholders, equivalent to
€5000 to €20,000 per application)

M

Authorisation fee, per application

£

2,000

15,432

Based on general assumptions section.

N

Additional cost plus fee per
product

£

6,061

31,676

Calculation: L x M

O

Total cost of initial product
authorisations

£k

7,709

97,887

Calculation: H x K / 1000

P

Total cost of authorisation
applications in other MS

£k

7,286

108,801

Calculation: I x N / 1000

Q

Total cost of product
authorisation

£k

14,995

206,688

Calculation: O + P

Table 1.5

Estimated costs of obtaining mutual recognition for biocidal products for the selected
product types under the proposed regulation

Parameter

Units

Low

High

Notes / sources

R

Mutual recognition fee, per
application

£

1,624

1,624

Based on EC's IA (€2,000). Note MR
fee for the UK is expected to be lower
but other Member States may have
higher fees so figures from EC's IA are
retained (i.e. UK companies would have
to pay fees in other Member States).

S

Total fees for mutual recognition

£k

4,557

13,019

Calculation: J x R / 1000

T

Percentage of mutual
recognition applications referred
to Commission

%

30%

30%

Assumption used in the EC's IA. This is
the assumed number of dossiers
submitted for EU-level authorisation that
will be disputed and referred to the
Commission for resolution.

U

No. mutual recognition
applications referred to
Commission

No

842

2,404

Calculation: J x T

V

Costs of providing additional
information to assist referral

£

7,310

16,244

Based on EC's IA. Used in this analysis
as a reasonable estimate of the likely
level of expenditure required in
providing additional information to
support the referral.

W

Total cost of providing additional
information

£k

6,151

39,057

Calculation: U x V / 1000

X

Total cost of mutual recognition

£k

10,708

52,076

Calculation: S + W

The total costs for all of the biocidal products of obtaining either authorisation in each Member
State (30% of products) or mutual recognition (70%) under the proposed Regulation are
therefore as shown in the table below.

Table 1.6

Y

Estimated total costs of authorisation in each Member State and mutual recognition
for biocidal products based on the selected product types under the proposed
regulation

Parameter

Units

Low

High

Notes / sources

Total cost of authorisation plus
mutual recognition

£k

25,703

258,764

Calculation: Q + X

1.1.4

Costs of EU-level authorisation for biocidal products based on the
selected product types

If, instead of obtaining authorisation in each Member State or mutual recognition, biocidal
products based on the active substances in the selected nine product types were all able to obtain
EU-level authorisation, the costs associated with doing this are estimated to be as shown in the
table below.

Table 1.7

Estimated costs of obtaining EU-level authorisation for the selected product types
under the proposed regulation

Parameter

Units

Low

High

Notes / sources

AC

No. of product authorisation
dossiers submitted to the
Agency

No

211

603

Number of biocidal products (C from
above)

AD

Fee to central agency per
biocidal product

£

10,649

18,049

Based on EC's IA

AE

Total fee payable to Agency

£k

2,246

10,876

Calculation: AC x AD / 1000

AF

Standard cost of preparing
application, per dossier

£

36,549

162,441

As used elsewhere within this analysis
(based on general assumptions in
Appendix C)

AG

Total costs of preparing
applications for all products

£k

7,709

97,887

Calculation: AC x AF / 1000

AH

% products referred to Standing
Committee

%

5%

10%

Assumption based on EC's IA. Used
here in the absence of further insights
as to how likely it is that products will
be referred to the standing committee.

AI

No. of products referred to
Standing Committee

No

11

60

Calculation: AC x AH

AJ

Costs per product of providing
additional information for
Standing Committee

£

7,310

16,244

Based on EC's IA. Used in this
analysis as a reasonable estimate of
the likely level of expenditure required
in providing additional information to
support the referral.

AK

Total costs of additional
information for Standing
Committee

£k

77

979

Calculation: AI x AK / 1000

AL

Total costs of authorisation

£k

10,032

109,742

Calculation: AE + AG + AK

1.1.5

Potential cost savings of EU-level authorisation for the selected product
types

Based on the above, the total costs under the proposed Regulation of authorisation in each
Member State and of mutual recognition could be around £26 to £260 million, spread over a
period of 10 years.
If instead all of these biocidal products were instead authorised through the EU-level
authorisation process, the costs of doing this could be perhaps £10 to £110 million, spread over
a period of 10 years.
These estimates are obviously subject to a various uncertainties 2 , but serve to illustrate that
there could be very significant cost savings if biocidal products based on these product types
could be authorised through the EU-level process. These cost savings are estimated at between
£16 and £150 million, spread over a period of 10 years.
At an EU scale, in relation to all of the biocidal products in these nine product types, the
potential cost savings of EU-level authorisation could be between £190 and £900 million,
spread over a period of 10 years.

2

Particularly in relation to the number of biocidal products that would actually be eligible, the
extent to which authorisation in each Member State compared to mutual recognition would occur under
the proposed Regulation and the extent to which additional data might be required where these
applications are referred to the Commission (under mutual recognition) or the European Chemicals
Agency (under EU-level authorisation).
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Title:

Impact Assessment of the Proposed Biocides
Regulation (BPR)

Impact Assessment (IA)
IA No:

HSE 001

Date: 23/07/2010

Lead department or agency:

Health and Safety Executive

Stage: Consultation

Other departments or agencies:

Source of intervention: EU
Type of measure: Primary legislation
Contact for enquiries:

Pierre Cruse/ Robin Foster

Summary: Intervention and Options
What is the problem under consideration? Why is government intervention necessary?

The current biocides regime contained in the Biocides Product Directive (BPD) is not working well and
improvements are needed if it is to achieve its aims. Some of the problems identified were:
•
A loophole in the current Directive allowing import of articles treated with unauthorised biocides;
•
A lack of clarity over data protection and data waiving
•
The extensive data requirements for dossier preparation leading to high costs;
•
Lack of sufficient incentives to support low-risk products and basic substances
•
Varying and sometimes high fees for supporting active substances (AS) and for product authorisation
What are the policy objectives and the intended effects?

A number of policy measures were proposed in order to rectify the BPD. These included revisions to the
scope of the BPD to include biocides articles or materials treated with biocidal products, proposed changes
to the provisions on authorisation of biocidal products to facilitate greater use of data sharing and reduced
data requirements, changes to the fee structure to provide more harmonisation across the EU and to
require reduced fees for SMEs, and provisions for certain biocidal products to be authorised for use across
the EU rather than in each individual Member State. The chief objective of these measures is to reduce
costs and administrative burdens for companies and regulatory authorities, without reducing the high level
of protection for the environment and human and animal health.
What policy options have been considered? Please justify preferred option (further details in Evidence Base)

Three options were considered:
1. Status Quo - continuation of the existing BPD, as implemented in the UK by the BPR
2. Introduce the changes in the European Commission's proposed Regulation
3. Introduce the changes in the Commission's proposed Regulation with some possible changes
Option 1 is not favoured since maintaining the status quo would not address the acknowledged problems
with the BPD. Of Options 2 and 3, Option 3 is preferred, since it introduces additional streamlining to the
Commission's proposal and would help to further reduce the costs of the regulatory system. Option 3
corresponds to changes to the Commission's proposal which could be achieved if the UK's proposed
negotiating strategy is successful.
When will the policy be reviewed to establish its impact and the extent to which
the policy objectives have been achieved?

2021-2022 (depending on
timing of Cion’s review)

Are there arrangements in place that will allow a systematic collection of
monitoring information for future policy review?

Yes

Ministerial Sign-off For consultation stage Impact Assessments:

I have read the Impact Assessment and I am satisfied that, given the available evidence, it
represents a reasonable view of the likely costs, benefits and impact of the leading options.
Signed by the responsible Minister: ...................................................................... Date: ......................................
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Summary: Analysis and Evidence

Policy Option 2

Description: Introduce the changes in the European Commissions proposed Regulation

Price Base
Year 2009

PV Base
Year 2009

COSTS (£m)

Time Period
Years 10

Net Benefit (Present Value (PV)) (£m)
Low: 135m

Total Transition
(Constant Price)

Years

High: 264m

Best Estimate: 200m

Average Annual

Total Cost

(excl. Transition) (Constant Price)

(Present Value)

Low

-

-32m

-264m

High

-

-16m

-135m

Best Estimate

-

-24m

-200m

Description and scale of key monetised costs by ‘main affected groups’

Cost to industry Revision to the scope (£24m to £227m)
Cost saving to industry - Product authorisation (-£111m to -£198m)
Cost saving to industry - Data sharing (-£5m to -£27m)
Cost saving to industry - Data requirements (-£44m to -£265m)
Lower and upper figures in the above ranges correspond to low and high levels of biocide market activity.
Other key non-monetised costs by ‘main affected groups’

Costs to the HSE to process applications - This is assumed to be cost neutral as the fees should cover
costs incurred. The HSE will also need to amend the current system of fees. Larger sized firms are likely to
incur higher fees in order to provide reduced fees to SMEs.

BENEFITS (£m)

Total Transition
(Constant Price)

Years

Average Annual

Total Benefit

(excl. Transition) (Constant Price)

(Present Value)

Low

not monetised

not monetised

not monetised

High

not monetised

not monetised

not monetised

Best Estimate

not monetised

not monetised

not monetised

Description and scale of key monetised benefits by ‘main affected groups’

-

Other key non-monetised benefits by ‘main affected groups’

70-230 products will now be available on the market and sales will generate revenue to industry which is
assumed to be higher than costs of applications. Between 600 and 69,000 animals might be saved from
reduced testing. Consumers will also benefit from greater choice and associated health and environmental
benefits from product use.
Key assumptions/sensitivities/risks

Discount rate (%)

3.5%

It is assumed that changes in the proposed Regulation will result in more active substances and products
containing biocides staying on the UK market. It is therefore indirectly assumed that the benefits (i.e. sales
revenue - not quantified) will outweigh the costs of submitting AS for approval and product authorisations.
The estimated costs and cost savings involve comparisons with a baseline (Option 1) which is itself a
forecasted estimate, assuming some planned improvements to the functioning of the Directive.
The NPV range is based on two scenarios, the minimum / maximum number of authorisation applications,
rather than the spread from “maximum cost / minimum benefit” to “minimum cost / maximum benefit”.
Impact on admin burden (AB) (£m):
New AB: 0

AB savings: 0

Net: 0
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Impact on policy cost savings (£m):

In scope

Policy cost savings: 200m

Yes

Summary: Analysis and Evidence

Policy Option 3

Description: Introduce the changes in the Commissions proposed Regulation with some possible changes

Price Base
Year 2009

PV Base
Year 2009

COSTS (£m)

Time Period
Years 10

Net Benefit (Present Value (PV)) (£m)
Low: 161m

Total Transition
(Constant Price)

Years

High: 495m

Best Estimate: 328m

Average Annual

Total Cost

(excl. Transition) (Constant Price)

(Present Value)

Low

-

-60m

-495m

High

-

-19m

-161m

Best Estimate

-

-40m

-328m

Description and scale of key monetised costs by ‘main affected groups’

Cost to industry Revision to the scope (£12m to £119m)
Cost saving to industry - Product authorisation (-£124m to -£322m)
Cost saving to industry - Data sharing (-£5m to -£27m)
Cost saving to industry - Data requirements (-£44m to -£265m)
Lower and upper figures in the above ranges correspond to low and high levels of biocide market activity.
Other key non-monetised costs by ‘main affected groups’

Costs to the HSE to process applications - This is assumed to be cost neutral as the fees should cover
costs incurred. The HSE will also need to amend the current system of fees. Larger sized firms are likely to
incur higher fees in order to provide reduced fees to SMEs.

BENEFITS (£m)

Total Transition
(Constant Price)

Years

Average Annual

Total Benefit

(excl. Transition) (Constant Price)

(Present Value)

Low

not monetised

not monetised

not monetised

High

not monetised

not monetised

not monetised

Best Estimate

not monetised

not monetised

not monetised

Description and scale of key monetised benefits by ‘main affected groups’

Other key non-monetised benefits by ‘main affected groups’

As with Option 2, 70-230 products will now be available on the market and sales will generate revenue to
industry which is assumed to be higher than costs of applications. Between 600 and 69,000 animals might
be saved from reduced testing. Consumers will also benefit from greater choice and associated health and
environmental benefits from product use. In addition, Option 3
Key assumptions/sensitivities/risks

Discount rate (%)

3.5%

It is assumed that changes in the proposed Regulation will result in more active substances and products
containing biocides staying on the UK market. It is therefore indirectly assumed that the benefits (i.e. sales
revenue - not quantified) will outweigh the costs of submitting AS for approval and product authorisations.
The estimated costs and cost savings involve comparisons with a baseline (Option 1) which is itself a
forecasted estimate, assuming some planned improvements to the functioning of the Directive.
The NPV range is based on two scenarios, the minimum / maximum number of authorisation applications,
rather than the spread from “maximum cost / minimum benefit” to “minimum cost / maximum benefit”.
Impact on admin burden (AB) (£m):
New AB: 0

AB savings: 0

Net: 0
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Impact on policy cost savings (£m):

In scope

Policy cost savings:

Yes

Enforcement, Implementation and Wider Impacts
What is the geographic coverage of the policy/option?

United Kingdom

From what date will the policy be implemented?

1/01/2013

Which organisation(s) will enforce the policy?

HSE, Local Authorities

What is the annual change in enforcement cost (£m)?

not estimated

Does enforcement comply with Hampton principles?

Yes

Does implementation go beyond minimum EU requirements?

N/A

What is the CO2 equivalent change in greenhouse gas emissions?

Traded:

Non-traded:

(Million tonnes CO2 equivalent)

unknown

unknown

Does the proposal have an impact on competition?

Yes

What proportion (%) of Total PV costs/benefits is directly attributable to
primary legislation, if applicable?

Costs:

Benefits:

100

Annual cost (£m) per organisation

Micro

< 20

Small

Medium

Large

(excl. Transition) (Constant Price)

-

-

-

-

-

Are any of these organisations exempt?

No

No

No

No

No

Specific Impact Tests: Checklist
Set out in the table below where information on any SITs undertaken as part of the analysis of the policy
options can be found in the evidence base. For guidance on how to complete each test, double-click on
the link for the guidance provided by the relevant department.
Please note this checklist is not intended to list each and every statutory consideration that departments
should take into account when deciding which policy option to follow. It is the responsibility of
departments to make sure that their duties are complied with.
Does your policy option/proposal have an impact on…?

Impact

Page ref
within IA

Statutory equality duties1

No

58

Competition Competition Assessment Impact Test guidance

Yes

57

Small firms Small Firms Impact Test guidance

Yes

57

Greenhouse gas assessment Greenhouse Gas Assessment Impact Test guidance

No

58

Wider environmental issues Wider Environmental Issues Impact Test guidance

Yes

50

Health and well-being Health and Well-being Impact Test guidance

Yes

50

Human rights Human Rights Impact Test guidance

No

59

Justice system Justice Impact Test guidance

No

n/a

Rural proofing Rural Proofing Impact Test guidance

No

59

Sustainable development

No

n/a

Statutory Equality Duties Impact Test guidance

Economic impacts

Environmental impacts

Social impacts

Sustainable Development Impact Test guidance

1

Race, disability and gender Impact assessments are statutory requirements for relevant policies. Equality statutory requirements will be
expanded 2011, once the Equality Bill comes into force. Statutory equality duties part of the Equality Bill apply to GB only. The Toolkit provides
advice on statutory equality duties for public authorities with a remit in Northern Ireland.
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Evidence Base (for summary sheets) – Notes
Use this space to set out the relevant references, evidence, analysis and detailed narrative from which
you have generated your policy options or proposal. Please fill in References section.

References
Include the links to relevant legislation and publications, such as public impact assessment of earlier
stages (e.g. Consultation, Final, Enactment).
No.

1

2

3

4

Legislation or publication

European Commission (2009a): Proposal for a Regulation of the European Parliament and of the
Council concerning the placing on the market and use of biocidal products, COM(2009) 267 final,
12.6.2009.
European Commission (2009b): Impact Assessment – Commission Staff Working Document,
accompanying document to the proposal for a Regulation of the European Parliament and of the
Council concerning the placing on the market and use of biocidal products, SEC(2009) 773
final, 12.6.2009.
RPA (2008): Assessing the Impact of the Revision of Directive 98/8/EC concerning the Placing
of Biocidal Products on the Market, Final Report Prepared for European Commission
Directorate General Environment, RPA in association with Hydrotox GmbH and Milieu Ltd,
August 2008.
Milieu and DTC (2006): Study on impacts of possible measures to manage articles or materials
treated with biocides – in particular when imported, Final Report for Tasks 2.1 & 2.2, Milieu
Ltd. (Belgium) and Danish Toxicology Centre (DHI Group, Denmark).

+ Add another row

Evidence Base
Ensure that the information in this section provides clear evidence of the information provided in the
summary pages of this form (recommended maximum of 30 pages). Complete the Annual profile of
monetised costs and benefits (transition and recurring) below over the life of the preferred policy (use
the spreadsheet attached if the period is longer than 10 years).
The spreadsheet also contains an emission changes table that you will need to fill in if your measure has
an impact on greenhouse gas emissions.

Annual profile of monetised costs and benefits* - (£m) constant prices
OPTION 2
Y0
Transition costs
Annual recurring cost

Y1

Y2

Y3

Y4

Y5

Y6

Y7

Y8

Y9

-

-

-

-

-

-

-

-

-

-16m to -16m to -16m to -16m to -16m to -16m to -16m to -16m to -16m to -16m to
-32m
-32m
-32m
-32m
-32m
-32m
-32m
-32m
-32m
-32m

Total annual costs

-

-

-

-

-

-

-

-

-

-

Transition benefits

-

-

-

-

-

-

-

-

-

-

Annual recurring benefits

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

Y1

Y2

Y3

Y4

Y5

Y6

Y7

Y8

Y9

-

-

-

-

-

-

-

-

-

Total annual benefits
OPTION 3
Y0
Transition costs
Annual recurring cost
Total annual costs

-19m to -19m to -19m to -19m to -19m to -19m to -19m to -19m to -19m to -19m to
-60m
-60m
-60m
-60m
-60m
-60m
-60m
-60m
-60m
-60m
-

Transition benefits

-

-

-

-

-

-

-

-

-

-

Annual recurring benefits

-

-

-

-

-

-

-

-

-

-

5

Total annual benefits

-

-

-

-

-

* For non-monetised benefits please see summary pages and main evidence base section
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-

-

-

-

Evidence Base (for summary sheets)
There is discretion for departments and regulators as to how to set out the evidence base. However, it is
desirable that the following points are covered:
• Problem under consideration;
• Rationale for intervention;
• Policy objective;
• Description of options considered (including do nothing);
• Costs and benefits of each option;
• Risks and assumptions;
• Administrative burden and policy savings calculations;
• Wider impacts;
• Summary and preferred option with description of implementation plan.
Inserting text for this section:
Select the notes here and either type section text, or use Paste Without Format toolbar button to paste
in the standard EBBodyPara Style. Format text by applying EB styles from the toolbar.
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Annexes
Annex 1 should be used to set out the Post Implementation Review Plan as detailed below. Further
annexes may be added where the Specific Impact Tests yield information relevant to an overall
understanding of policy options.

Annex 1: Post Implementation Review (PIR) Plan
A PIR should be undertaken, usually three to five years after implementation of the policy, but
exceptionally a longer period may be more appropriate. A PIR should examine the extent to which the
implemented regulations have achieved their objectives, assess their costs and benefits and identify
whether they are having any unintended consequences. Please set out the PIR Plan as detailed below.
If there is no plan to do a PIR please provide reasons below.
Basis of the review: [The basis of the review could be statutory (forming part of the legislation), it could be to review existing
policy or there could be a political commitment to review];

As this is a directly-acting European Regulation, its effects should be assessed at European level and it is
properly the European Commission's responsibility to carry out a PIR. Accordingly, the draft Regulation
contains a requirement in Article 54(4) for the Commission to "draw up a report on the implementation of the
Regulation, and in particular on the functioning of the union authorisation procedure and mutual recognition,
by 1 January 2023". Rather than conduct a separate PIR the UK should conduct a proportionate
assessment of the effects of the Regulation in UK specifically, and feed this into the Commission’s review.
Where possible UK should subsequently work with the Commission to ensure that its own review is as
robust as possible.
The Commission review is planned 10 years after the planned entry into force date of the Regulation, to
allow the relevant transitional periods to elapse and for the requirements of the Regulation to become
embedded. However the precise date of the review is still under negotiation and UK and other Member
States propose to negotiate for a shorter deadline. UK will conduct its PIR 1-2 years before the
Commission’s review so that it can feed the results into the Commission’s review.
Review objective: [Is it intended as a proportionate check that regulation is operating as expected to tackle the problem of
concern?; or as a wider exploration of the policy approach taken?; or as a link from policy objective to outcome?]

The Regulation aims mainly to streamline the existing biocides Regulatory system through various process
changes, and thereby reduce regulatory burdens for industry across the EU. The Review should check that
the intended cost savings have been realised in the UK as estimated in the IA, and should check that no
further anomalies or unintended consequences have arisen in UK specifically as a result of the changes
made in the Regulation.
Review approach and rationale: [e.g. describe here the review approach (in-depth evaluation, scope review of monitoring
data, scan of stakeholder views, etc.) and the rationale that made choosing such an approach]

The review will use a similar approach to the Impact Assessment. Stakeholder consultation will be used as
the main method to determine whether the intended cost savings have been realised in the UK.
Baseline: [The current (baseline) position against which the change introduced by the legislation can be measured]
The baseline against which cost savings are measured is the 'do nothing' scenario in which the Biocidal
Products Directive continues to apply and its costs are fully felt by UK industry. This will become clearer as
we move towards 2013 when the Regulation is planned to enter into force. However, because the BPD will
be replaced by the new Regulation costs in the counterfactual situation where the BPD is not replaced will
need to some extent to be estimated (as is the case with the current IA).
Success criteria: [Criteria showing achievement of the policy objectives as set out in the final impact assessment; criteria for
modifying or replacing the policy if it does not achieve its objectives]

Success criteria for the Regulation will include:
Reduced costs (especially for SMEs) and reduced timescales for Annex I inclusion of biocides and
authorisation of biocidal products
Significant take-up and efficient functioning of Union Authorisation and revised mutual recognition
procedures
Efficient and more consistent functioning of the market in treated articles and materials after increase in
scope of biocides regime to cover such articles, including proportionate compliance costs for articles and
materials which are newly covered. Improved consumer safety for such articles, as measured by lower
levels of reported .
8

New requirements for treated materials/articles can be effectively enforced.

Monitoring information arrangements: [Provide further details of the planned/existing arrangements in place that will
allow a systematic collection of monitoring information for future policy review]

UK is already required under Article 24 of the Biocidal Products Directive to report every three years to the
Commission on implementation of the Directive in the UK. The report contains information on enforcement
activity taken and on any poisoning incidents, and on any other specific issues raised by the Commission.
Similar arrangements will continue under the new Regulation.
The National Poisons Information Centre collects information on poisoning incidents involving Biocides.
The EU Register for Biocidal Products contains information on all annex I inclusions and authorised biocidal
products, enabling monitoring of which products are authorised, and more generally, intelligence on
products on the market.
Reasons for not planning a PIR: [If there is no plan to do a PIR please provide reasons here]
N/A

Add annexes here.
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Health and Safety
Executive

UK impact assessment of the proposed
biocides regulation
In 2009 the European Commission proposed a directlyacting European Regulation on placing on the market and
use of biocidal products. The Regulation will replace the
existing Biocidal Products Directive (98/8/EC), and aims
to streamline and reduce the cost of the existing regime
while maintaining the level of protection to human and
animal health and the environment that it currently offers.
Following the production of an EU-level Impact
Assessment by the European Commission, HSE, who
lead on negotiations on biocides on behalf of UK
Government, commissioned Entec UK ltd to complete a
full UK impact assessment for the Regulation. This report
outlines the conclusions of this assessment, and sets out
the costs, benefits and other impacts on the UK of the
main elements of the Regulation.
The impacts considered are based on preferred options
included in the Commission’s proposal of 12 June 2009.
The report identifies savings from improved product
authorisation procedures and from provisions for datasharing and data-waiving, though some increased costs
are expected as a result of the scope increase to cover
treated articles and materials. Non-monetised benefits
identified include an estimated increase in the number
of biocidal products which will be brought to market,
and a reduction in animal testing. Overall the Impact
Assessment estimates that the Regulation as proposed by
the Commission would lead to a cost saving of between
£135m and £264m for UK industry over 10 years. The
study also identifies possible areas where savings could
be greater if further simplification and streamlining of the
regime is achieved.
This report and the work it describes were funded by the
Health and Safety Executive (HSE). Its contents, including
any opinions and/or conclusions expressed, are those of the
authors alone and do not necessarily reflect HSE policy.
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