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1.

1.1

INTRODUCTION

Background

Regulation (EC) No 1907/2006 concerning the registration, evaluation,
authorisation and restriction of chemicals (REACH) places specific
requirements on Member States, the European Chemicals Agency (ECHA),
the European Commission (EC) and industrial organisations to report on the Q
implementation and operation of REACH. (1/

Defra (as lead UK-government department for REACH) has develo %
strategy that will enable the collection, collation and assessment of all nt
information in a manner to enable not only the timely completio Qs first
report to the EC but to also provide the UK-government with addi insight
into the operation of REACH within the UK context. Thi y is based
upon a number of staged activities that are to be undertaken%mg the course
of 2009:

Scoping study; (1/

Design of evaluation questionnaire; Q
Possible design/development of database; @

Data assessment and gathering.

Regulation (EC) No 1272/2008 on @?fication, labelling and packaging of
substances and mixtures (CLP), IsQ aces requirements on Member States to
report on the enforcement of visions of CLP to ECHA and for ECHA,
supported by Member Sta xtg istudy the impact of labelling under CLP on
the safe use of chemic?éy consumers. The UK reporting requirements
under CLP are primarily responsibility of the HSE. In addition, the HSE
has obligations to_réwidw the predictions in the UK Impact Assessment (UK
IA) prepared HSE during the consultation period prior to the
introduction

CLP w@? implemented in parallel with REACH and there are several
over etween the two pieces of legislation. This study therefore seeks to
i the evaluation and reporting of REACH and CLP.

e current study constitutes only the initial scoping element for the
evaluation of both REACH and CLP. It provides an outline specification for a
monitoring programme over the longer-term that is suitable to meet
information needs for the future periodic reporting to ECHA and the EC as
well as the UK-government’s more general requirements for information on
the impacts of REACH and CLP in its territory.

Page 1
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1.2

1.3

The Study Objectives
The specific objectives of the scoping study are to:

ascertain the feasibility of obtaining information on how the principal
objectives of REACH and CLP are being delivered, and how baselines for
each of these may be established for evaluation purposes;

identify possible options for data-gathering methodologies suitable to
meeting the requirements for REACH and CLP; and

propose possible options for longer-term monitoring, evaluation a
reporting of REACH and CLP impacts on the UK. %

To meet these objectives, it was also important to bear in mind th |es
being proposed at the EU level for evaluation of REACH. Q

Approach to the Study (2)5
The approach to the study comprised five main tasks:(l/

Task 1:  Inception meeting with De@ nd HSE to clarify the
requirements of the stud ation to REACH (following
inclusion of the consideratiof of CLP in the study, a scoping
meeting to address thi ﬁg et was also held);

Task 2:  ldentification of tthys and objectives of REACH and CLP
and baselines;

Task 3:  Identificatio S|ble sub-objectives and review of potential
mdwatorelﬁ a sources — including a consultation phase;

Task 4:  Screenin prioritisation of indicators; and
Task 5: Dev ent of evaluation proposals.

The approac & reed with the Steering Group as the work progressed and,
in some led to modifications of the approach to ensure that it fully
met the rements of the Defra and HSE and that the results would be
robu Q)artlcular, there was an increase in the level of consultation with
i takeholders, as an important way of checking data availability.

addition, there were several iterations in the work carried out under Tasks 3
0 5, to reflect changes in information on the likely availability and usefulness
of different data sources, stakeholder views on indicators, and to incorporate
consideration of CLP requirements into the study (including limited specific
consultation on this aspect with stakeholders of particular relevance).

More details on the work undertaken in Tasks 2 to 5 are provided in the main
sections of the report.

Page 2
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1.4 Organisation of the Report

The remainder of this report has been organised as follows:

Section 2 provides further discussion on the context to this study,
including key issues likely to affect any future evaluation in relation to
setting the baseline, defining the counterfactual and disentangling impacts
due to other confounding economic or policy factors;

Section 3 sets out the conclusions of our review of the key aims for the

evaluation of REACH and CLP; ;

Section 4 summarises, for each of the main aims of REACH and CLP,&
potential objectives and sub-objectives that have been identified] h
further details on the scoring of indicators and potential data set ded

in Annexes 2 and 3, respectively;
Section 5 presents the output from the detailed critical nt of each

S
indicator; a;
Section 6 presents the proposals developed to meet thé*Scoping studies
main objective of establishing — in outline — opti %the monitoring and
evaluation of the impact of REACH and of CLP ;(n"ibe UK; and
Section 7 provides details of the time-line inst which various actions
should be considered. 0

Annex 1 details the organisations co d, Annex 2 contains tables with data
sources for all indicators and s 3 and 4 set out the scores used to
inform the assessment of ea ator for the evaluation of REACH and

CLP respectively. KO
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2.1

211

2.1.2

THE STUDY CONTEXT

The REACH Regulation
Introduction

EC Regulation No. 1907/2006 concerning the Registration, Evaluation,
Authorisation and Restriction of Chemicals (REACH) was adopted on 18 Q
December 2006 and entered into force on 1 June 2007. (1/

The overall aim of REACH is to achieve: 26

a high level of protection of human health and environment;
free movement of substances on their own, in preparations, 3 Ik articles;

while
enhancing competitiveness and innovation. >

Main Obligations and Timescales Q(l/

registration of all chemical sub Q placed on the EU market in
amounts greater than 1 tonne per\@per manufacturer or importer);

evaluation of registration ogz s (for completeness and compliance,
vertebrate animal testing spand prioritisation of substances for further

The key steps involved in REACH are:

evaluation;
authorisation of su?ﬁmes of very high concern, aimed at progressive
replacement by alternétive substances or technologies where viable; and
restriction, ali at addressing risks not adequately controlled on a
Community asis.

Althoughsql{t)e g into force in 2007, for practical reasons reflecting the
comple f the considerations required, the number of stakeholders
invo nd resource constraints (not just on regulatory authorities but also

@ try), REACH is to be implemented in stages up to June 2018 (Table
h

ows the timescale for the main activities under REACH).

Table 2.1: Timescale for Main Activities under REACH

Date Activity

Manufacturers and importers must register new substances, or
From 1 June 2008 those not pre-registered

Manufacturers and importers complete pre-registration of existing

1 December 2008
substances

The European Chemicals Agency (ECHA) publishes a list of pre-

1 January 2009 registered substances on its web site

All potential registrants who have pre-registered will become part
From 1 January 2009 of a Substance Information Exchange Forum (SIEF)
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Table 2.1: Timescale for Main Activities under REACH

Date Activity

ECHA will make its first recommendations for substances to be
included in Annex XIV (The candidate list was published in
October 2008)

Substances produced/imported in volumes over 1000 t/y, CMR
category 1 and 2 substances in amounts of 1 t/y or more, and
substances classified as R50/53 in amounts of 100 t/y or more
must be registered by their manufacturers/importers

By first delivery after 1 | Manufacturers/importers must provide a safety data sheet Q
December 2010 of a | compiled in accordance with Annex Il of REACH', which may rL

substance to be | include an exposure scenario

registered by 2010

Producers or importers of articles must notify ECHA if a le 4
From 1 June 2011 contains a substance identified according to Article 59. %
concentration of 0.1%

Within 12 months of | Downstream users must apply the appropriate co@ms within

receiving a safety data | the safety data sheet
sheet

Deadline 31 May 2013 All other substances produce_dllmporte@n amolints of 100 tonnes

1 June 2009

30 November 2010

per year or more must be registered facturers/importers

By first delivery after 1 | Manufacturers/importers must pro{id@ a‘révised safety date sheet,

June 2013 of a | which may include an exposure scenafi

substance to be

registered by 2013 Fa\

Deadline 31 May 2018 All other substances p d_uanorted in amounts of 1 tonnes per
year or more must be tered by manufacturers/importers

By first delivery after 1 | Manufacturers/im ust provide a revised safety date sheet,

June 2018 of a | which may inclu Xposure scenario

substance to be ‘\

registered by 2018
Note 1: Where no safety data sh€etIs required (under Article 31 of REACH), the supplier

must provide the registration r& (s) of the substance(s), indicate where the substance(s)
is subject to authorisatio% ny restrictions, and any other available and relevant
information to enable risk makagement measures to be applied (see Article 32 of REACH)

2.1.3 Factors Lea@to the Development of REACH

Prior tt@@ ception of REACH, control of the chemicals used industrially
and nsumer products within the European Union had been largely
a by two regulations, Council Regulation (EEC) No 793/93 of 23

h 1993 which established the requirements for the evaluation and control

the risks of existing substances (the so called Existing Substances

C) Regulation, ESR) and the Notification of New Substance Regulations 1993

60 (NONS).

The NONS regulations implemented part of the Seventh Amendment
Directive (92/32/EEC) and replaced the earlier Notification of New
Substances Regulations 1982.

ESR provided for the EC or Member States to undertake data gathering and
risk assessments, and to develop proposals for risk reduction where there was
considered cause for concern, for any chemical included in the European

Page 6
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Inventory of Existing Commercial Chemical Substances (this contained details
of commercial substances which were present on the market in the EC at some
time between 1 January 1971 and 18 September 1981). Substances on this list
were exempt from the NONS regulations.

Together, ESR and the NONS Regulation were intended to protect human
health and the wider environment from the possible harmful effects of
substances and, particularly in the case of new substances, to create a ‘single
market” across the EU. The risk assessment process for chemicals covered by

Requirements on producers to provide data on existing substances were |j
while the level of information required on chemical characteristics and
potential in order to introduce a new substance onto the mar?ep led

these regulations was co-ordinated by the European Chemical Bureau (EC )t:
d

depending on the quantities to be produced, increasing increme rom a
minimal data set at 10 kg per year to quite extensive requirem at annual
productions of 1000 tonnes or greater.

Particular issues with the NONS Regulation and e that the onus to
undertake risk assessments, and produce periodic updates as new information
became available for chemicals already on t arket, was placed upon
regulatory authorities rather than the orga rﬁ marketing the chemical.
Furthermore, the scope of the data requir or the marketing of both new
and existing chemicals did not fuIIy addr ome important toxicological and
environmental endpoints; exposur ent requirements were also limited
in scope. These factors, in paf r the extensive burden on regulatory
bodies to undertake any asse@ of risks, limited the rate of progress in
reviewing existing substan d may have acted as a disincentive to
companies to innovate and forward new products.

to address the m ent of chemicals that provided for the unification of

In order to addre;?ﬁﬂc;ncems, in October 2003 the EC adopted a proposal
and existing substances through the creation of the

requirements
REACH system.” Following much discussion and negotiation, the REACH
Regula@\lo. 1907/2006) was adopted on 18" December 2006.

LP Regulation

2. Qntroductlon

60

On 20 January 2009, the CLP Regulation entered into force with the intention
of aligning existing EU legislation with a Globally Harmonised System (GHS)
developed by the United Nations (UN).

The overall aims of CLP are:

to ensure a high level of protection of human health and the environment;

Page 7
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2.2.2

to ensure the free movement of chemical substances, mixtures and certain
specific articles; while
enhancing competitiveness and innovation.

Main Obligations and Timescales

Regulation (EC) No 1272/2008 of 16 December 2008 on classification, Q
labelling and packaging of substances and mixtures (CLP) also pIaces(l/
reporting obligations on Member States relating to enforcement activitie

which may overlap with Member State obligations for reporting of RE@
implementation and enforcement. (b

Acrticle 46(1) requires Member States to submit a report to ECH@y five
years by 1 July on the results of the official controls, and ot rcement
measures taken. The first report shall be submitted by uary 2012.
Furthermore, it is clear from Article 46(2) that the Memker e Enforcement
Forum formed under REACH will also act as the ent Forum under
CLP. Inthe UK, the HSE will be responsible for préparing and submitting this
report to ECHA.

In addition to reporting on enforceme a@ties, Article 34(1) requires
ECHA to carry out a study on the ¢ unication of information to the
general public on the safe use of su s and mixtures and the potential
need for additional information . This study shall be carried out in
consultation with competent Nies. Therefore, it is likely that HSE will
have to collect and collate %ation on the safe use of substances and
mixtures, which may over Q some areas with the reporting requirements
associated with REACH@ mentation.

In addition to its %ng obligations, the HSE has plans to review the impact

of CLP in the to two key milestones: 1 December 2010, the date from
which all su es should be classified according to CLP; and 1 June 2015,
the date which all mixtures should be classified according to CLP. This

evaluati@is expected to involve chemical suppliers, enforcing authorities and
dow m users, through both existing stakeholder networks and those
shed for evaluation purposes.

fter a transitional period, CLP will replace current rules on classification,
labelling and packaging of substances (Directive 67/548/EEC) and mixtures
(Directive 1999/45/EC). Together with CLP, the European Parliament and the
Council adopted two related acts which adapt further Community acts to the
new rules on classification and labelling, Directive 2008/112/EC and
Regulation (EC) No 1336/2008.

Provisions under Community legislation other than CLP (downstream
legislation) may be triggered by the classification of a substance or mixture.
The relevant acts are listed in Table 2.2.

Page 8
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Table 2.2: Community Legislation that may be Triggered by the Classification of a
Substance or Mixture

REACH

Control of major-accident hazards involving dangerous substances (Seveso Il): Council
Directive 96/82/EC of 9 December 1996

Plant protection products: Council Directive 91/414/EEC (PPPD) of 15 July

Biocidal products: Directive 98/8/EC (BPD) of 16 February 1998

Chemical agents at work: Council Directive 98/24/EC of 7 April 1998

Carcinogens and mutagens at work: Directive 2004/37/EC 29 April 2004

Young people at work: Council Directive 94/33/EC of 22 June 1994

Pregnant and breastfeeding women at work: Council Directive 92/85/EEC of 19 October 1992

Health and safety signs at work: Council Directive 92/58/EEC of 24 June 1992 -\
Cosmetic products: Council Directive 76/768/EEC of 27 July 1976

Toy safety: Council Directive 88/378/EEC of 3 May 1988 as amended by ive
93/68/EEC O \

Detergents: Regulation (EC) No 648/2004 of 31 March 2004

Eco-label award scheme: Regulation (EC) No 1980/2000 of 17 July 2000

Aerosol dispensers: Council Directive 75/324/EEC of 20 May 1975: \rticle 14 (2c)
takes account of the Aerosols Directive Article 8 (1a)
Limitation of emissions of volatile organic compounds: -q; rective 1999/13/EC

(VOCD) of 11 March 1999 and Directive 2004/42/EC of 21 m

Ambient air quality assessment and management: Council vectlve 1996/62/EC of 27

September 1996
Export and import of dangerous chemicals: RegulatiNo 689/2008 of 17 June 2008

Hazardous waste: Council Directive 91/689/EC of 12{Degember 1991, including Commission
Decision 2000/532/EC of 3 May 2000

Batteries and accumulators: Council Directiv /EEC of 18 March 1991
End-of-life vehicles: Directive 2000/53/ECg September 2000

Waste electrical and electronic equipme@ E): Directive 2002/96/EC of 27 January 2002

\Q\
Other Community legisla g&ill, over time, be amended to refer to CLP

rather than to Directi /548/EEC (hazardous substances) or Directive
1999/45/EC (hazardgus mixtures).

The key date@P are:

20 2009: CLP Regulation entered into force

ember 2010: Substance classification and labelling to be consistent
e new rules; and

une 2015: Mixture classification and labelling to be consistent with the
new rules.

bQ.S Development of CLP

¢ 6 Following a decision in 1992 by the UN Conference on the Environment and
\Q\ Development (UNCED), the UN has been working to develop a Globally
& Harmonised System of Classification and Labelling of Chemicals (GHS), to

provide a harmonised basis for globally uniform physical, environmental and
health and safety information on hazardous chemical substances and mixtures.

Page 9
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2.3

SN

The UN anticipates that once fully implemented, GHS will act to:

enhance the protection of human health and the environment by providing
an internationally comprehensible system for hazard communication;
provide a recognized framework for those countries without an existing
system;

reduce the need for repeat testing (including animal testing) and evaluation
of chemicals for classification and labelling purposes; and

facilitate trade in chemicals whose hazards have been properly assessed (I/Q

and identified on an international basis. *

In Johannesburg in September 2002, the World Summit on Sust@le
Development adopted an implementation plan to encourage co% to
implement this harmonised system. Subsequently, the European ission
and its Member States endorsed the UN recommendation to i ﬁant GHS
into domestic law. %

Like REACH, the introduction of CLP has as a pringi im to ensure a high
level of protection of human health and the enviro . CLP also aims to
maintain the overall current level of protectigmof *human health and the
environment provided by Directive 67/5@ (Dangerous Substances
Directive), as well as Directive 1999/ C (Dangerous Preparation
Directive). 96

The EU CLP Regulation thus contgihutes to the UN GHS aim that the same
hazards will be described and N in the same way around the world. By
using internationally agreed jfication criteria and labelling elements, it is
expected to facilitate trad 0 contribute towards global efforts to protect

humans and the envir(@e t from hazardous effects of chemicals. This
Regulation thus con%m ts the REACH Regulation.

Costs a@fits of REACH

Prior to\tfe announcement of its proposals, the EC carried out studies to
un d the business and other impacts of its proposals. Following the
of the 2003 proposals, the EC commissioned a further series of impact
essment studies, covering issues such as the macroeconomic impacts of

QEACH, impacts on low value and low volume substances, impacts on SMEs

and impacts on health and the environment.

This led to a wide range of other impact assessments being carried out at the
national level and by various non-governmental bodies. The UK undertook its
own impact assessment work during this period, including preparation of a
partial RIA and commissioning of a study to understand supply chain effects.
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2.3.1 Potential Costs of REACH

under phase-in provisions for non-Annex XV substances;
@ - assessment of alternatives;
N - preparation of socio-economic assessment (as appropriate);
\-> - preparation of justification for authorisation, including details of
C) research and development activities; and

A key focus of the impact assessments prepared for the EC and by the various
industry bodies and associations was the impact that REACH would have, not
only on manufacturers and importers of chemicals but also on downstream
users of chemicals. This is likely to be a key area of on-going interest for
Defra and HSE in relation to the UK chemicals industry and its supply chain;
it includes not only impacts on individual operators but also on industry

sectors as a whole. (19

the chemicals industry, on traders in and downstream-users of ch

The impact assessment studies highlighted a wide range of potential effec§h\
throughout the supply chain. This includes implications for the retalg

The main direct costs that we have identified from a rew% available
studies which are relevant to UK companies are summarised

Table 2.3: Direct Costs of REACH to Business ~
Pre-registration administrative costs of collating data*al mitting pre-registration

form;

may also include contractual tiations with a third party
representative

Registration . representation at a SIEFN,

supply chain communicé @ to identify exposure scenarios;

data gathering and golfafion and potentially purchase of data from

other membergo% ;
preparation of t\ mical safety report or contributing to the costs
of preparing{thésshiared components of a registration dossier; these
costs ma depending on the complexity of the supply chain, the
abilit (1I5¢" QSARs and other read-across methods, and the extent
to \@ isks have already been assessed due to other regulatory

rivers;

ertaking any testing necessary following evaluation of testing
oposals;

& producing an extended safety data sheet;

- supply of revised safety data sheet to downstream customers

Evaluatio - provision of further information upon the request of authorities
Authori§at - responding to Candidate List consultations;
@ - preparation of chemical safety assessment sooner than required

responding to Committee opinions on application
Restrictions - responding to Member State requests for data;

preparing own submissions of a SEA or input to one; and
responding to Committee opinions

Pre-REACH estimates of the likely effects vary across all of the above cost
items, with many of these variations stemming from differences in assumption
as to what exactly will be required by a ‘typical’ company. Cost estimates
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also vary depending on the size of companies (with reduced fees for SMESs)
and by tonnage of the chemical of concern.

Undertaking an evaluation of REACH in relation to the direct costs set out

above would effectively be an ex post assessment of the degree to which the

predicted costs of REACH were reliable estimates. It is understood from % .
discussions with the Steering Group that this is not the main aim of this study, '\
although it may be one important aspect of REACH evaluation.

Also of interest are some of the potential indirect effects that may arise fro (1/
REACH, as they may affect the structure of industry and hence provid

indication of the impacts of REACH on the free movement of chemic@god
on competitiveness and innovation within the UK (and the % ore
generally). The main indirect costs that we have identified fro arious
impact assessments are listed in Table 2.4. \é@

Table 2.4: Indirect Costs/Effects of REACH o )
: Substance withdrawal for economic reasons, and the co%ent impacts on supply
chains. This may be associated with either:
- low value products;

- low volume products; or Q
- substances produced as a by-product gh recycling and which are of
variable composition over time, m ingmtration prohibitively costly.
Substance withdrawal for risk reasons substances that are only produced as a
by-product of another substance’s cturer, with production of the main

substance ceased for hazard or othe ;
Dissemination of sensitive busi information (e.g. in relation to monomers in

polymers);
Supply chain effects, wi Qﬁhe loss of substances or the increased cost of
substances has an imp C)ctivities in the remainder of the value chain, impacting
on levels of manufa and other activities.
Re-location of certa?%ﬁvities outside of the EU, due to
- increases%)sts of chemical inputs due to REACH requirements;

f chemicals from EU market but which remain available

- withd
else ;
- i y to demonstrate safe use and hence to register the chemical for the

s\gl:o sses of concern; or

ift of some links in the value chain for above reasons leads to other links in
the chain also relocating to enable ‘just in time’ delivery/working, etc. to
continue.

Research and development, with potential impacts including:

- reduction in spend due to diversion of resources towards registration activities,
reducing innovation in the short term and hence global competitiveness;

- redirection of spend towards ‘green chemistry’ initiatives, leading to greater
innovation rates and improved competitiveness.

Interestingly, none of the direct or indirect costs identified in the various
impact assessments reflect impacts that may arise in relation to the free
movement of chemicals, preparations and articles. This is an aim of much EU
legislation and is linked to the justification for the EC taking action. As
requirements for registering manufacture and import of chemicals existed pre-
REACH under the ESR, it is not surprising that no ‘new’ costs were identified
in relation to achievement of this aim.
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2.3.2 Potential Benefits of REACH

2.4

The benefits of REACH are expected to accrue mainly in terms of reduced
risks to human health, reduced risks of damage to the natural environment and
benefits to the chemical industry in terms of improved reputation and
competitive advantages. There are also provisions, such as the increase in the
tonnage threshold for the registration of new substances that should lead to
direct cost savings.

assessment work preceding formal adoption of REACH. This was p

Predicting and quantifying these benefits was a major difficulty in the impa? (1/
r

because of the difficulty of separating the effects of REACH from
factors such as other regulations, market trends and developments, etc® I
stemmed from the fact that such benefits will arise from additi
being placed on substances which are found by REACH to
man or the environment — risk on which we currently have b ery limited
information and thus cannot easily predict the value of ithey<«afe reduced.

SO

The main anticipated benefits identified to date are s%arised in Table 2.5:

Table 2.5: Main Anticipated Benefits of REACH =N\,

Reduction of environmental risks: \ U]
- from production processes; and é
28

use and final disposal of chemical s
Reduction of risks to human health:

from use of consumer pr, S.
Benefits for industry:
- improvement of th &wical industry’s reputation and in the public’s attitudes (and
attached values) to chemicals and the chemical industry (linked to a perceived
higher degree fety);

savings assoegl with a lightening of the regulatory burden for registration
(notifica new low production volume chemicals;

through occupational exposu%
through exposure via the@ ent; and

inno associated with R&D to create substitutes and reformulated products;

ngs may also result from decreases in special disposal or other requirements

- & to downstream users stemming from an increased knowledge on chemicals.
Vi
V= Y

sts and Benefits of CLP

Prior to the finalisation of CLP, the HSE commissioned a Regulatory Impact
Assessment (RIA) on the proposed new regulation (HSE, 2007a). The focus
of the RIA was on the potential costs and benefits to UK industry. As the EU
had a well established system of classification and labelling prior to the
introduction of CLP, it was not considered likely that its introduction would
result in significant impacts to human health or the environment.
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The RIA notes that the enhancement of international trade may be impaired by
the non-harmonised ‘building block’ approach to the world-wide adoption of
GHS,; this was a particular concern of industry.

The RIA identified six main affected groups: chemical manufacturers,
downstream businesses, wholesalers, retailers, the public authorities and retail
consumers of chemical products. It also differentiated impacts by company
size.

2.4.1 Potential Costs of CLP

The potential costs of CLP to different affected groups identified by tpbﬁk

RIA are summarised in Table 2.6. The costs to industry are all pr%é to
occur during the transition period over which the CLP will be imp@ d.

A
N
P

Table 2.6: Potential Costs of CLP to Different Groups

O
D

Affected Group Impacts

Manufacturers
to produce new labelling;

Staff training and familiarisation t
CLP;

Reclassification of chemica ith costs from:

- the reassessment o hazata to reclassify;

- the potential use oﬁc;nversion table for reclassification;
- the potential fi

sting;

Replacement or updating of informa%echnology (IT) systems

miliarise employees with

er’ classifications (For example, may

result in ma edning and detergent products being classified
for skin dryi n and skin corrosion for the first time); and
- the bridging principles, and other alternatives to

/|

@ming consumers and downstream users of chemicals about
%:L ;and
- Proposing new harmonised hazard classification

Downstream
businesses

N
o)

&

sb'

Staff training and familiarisation to familiarise employees with
CLP;

Reviewing labels;

Undertaking new risk assessments relating to chemicals classified
under CLP;

Stock losses; and

Informing consumers and downstream users of chemicals about
CLP

holesalers  and Staff training and familiarisation to familiarise employees with
retailers CLP;
Stock losses; and
Informing consumers about CLP
Public sector Training and familiarisation of enforcement officers; and
Training and familiarisation of emergency services staff
(paramedics)
Retail consumers Consumers taking time to familiarise themselves with CLP
of chemical
products
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24.2

2.5

251

Potential Benefits of CLP

The main economic benefits to the UK are predicted to arise from an
enhancement of the international trade in chemicals. These benefits relate to:

reduced costs for complying with different hazard classification and
communication systems (with cost reductions from the reduced need for
different testing, labelling, packaging and safety data sheets); and

increased ease of access to world chemical markets due to the reduced

need for expertise in multiple classification systems. *

These benefits may in turn lead to increased international competl
chemical products, giving rise to increased innovation, productivity
prices.

These benefits to industry are expected to arise over the Io§j rm and will
be dictated by the pace at which the UN GHS is applie out the world;
they will also depend on the degree of harmonisatio en the GHS-based
systems adopted.

Some of the hazard categories included in th&HS go beyond the scope
of the Dangerous Substances Directive. ] heseshave not been adopted under
CLP. Therefore, classification for hazarcé&gories in addition to those under
CLP may be necessary to facilitate @ 0 some countries outside the EU.
In addition, there were elements o incorporated into the CLP which are
not (yet) included in the UN r example the additional EU hazard class
“Hazardous to the ozone la gc? 59). These differences between CLP and
the GHS that may be ado y non-EU countries may limit the benefits to
international trade predi or GHS and CLP.

S

Setting Ba$@> for Evaluation Purposes

Baselin@um the Impact Assessments

T %\CH and CLP impact assessments provide a wealth of data that could
sed to set the baseline for any evaluation exercise. This includes:

C)Q- Basic assumptions: numbers, types and sizes of companies, numbers of

chemicals to be registered by tonnage band, numbers of PBT substances,
numbers of carcinogens, numbers of uses for chemicals placed on the
market in different tonnages per manufacturer or importer, etc.;

Assumptions underlying key calculations of costs and benefits: likely
levels of substance withdrawal by tonnage, availability of data, average
costs of testing for each Annex, costs of preparing a registration dossier,
costs of preparing exposure scenarios, numbers of SVHC, costs of
reclassification, costs of updating IT systems, costs of stock losses, costs
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from provision of information, costs of stock disposal, benefits from
increased international trade, benefits to competitiveness and innovation,
benefits to human health and the environment;

Assumptions on the functioning of REACH and CLP: numbers of
manufacturers joining in consortia, numbers of breakaway consortia, costs
of participating in a consortium or SIEF, numbers of companies seeking
authorisations, numbers of applications for harmonised classification,
numbers of restrictions dossiers to be prepared per annum, costs to MS of
meeting REACH and CLP obligations, etc.

S

Unfortunately, some of this information was generated for earlier propo
REACH and the final legislation may have changed to an extent he
assumptions or the manner in which they were combined is no lon id. In
addition, the assumptions are just that — assumptions base(g%&the best
available information, but assumptions nevertheless; thus, t not a true
baseline.

However, it should still be possible to carry out an%ost assessment along
the same lines as some of the predictions presented in the impact assessments.
Even if some of the assumptions change, it e possible to follow similar

calculation approaches for comparison pugpo

In addition, it should be possible to fo =Up on some of the case study work
that was undertaken to examine w mpacts were as expected, different in
nature, or higher or lower i itude. For example, RPA and London
Economics' undertook a stu efra and BIS (then DTI) which looked at

the potential impacts of x H on three chemicals supply chains: can
coatings semiconduct@. nd fragrances. These case studies include
predictions on, for , the number of substances that might be removed
from the supply he costs that would be passed on by manufacturers in
the form of p eases, impacts on innovation, etc. It also looked at the
potential mp&mns for these sectors as a whole within the UK. Other
similar w was undertaken by some of the industry associations (e.g. the
Brltlsh?mgs Federation did some work to predict the impacts of REACH
in te f substance withdrawal). These case studies provide both baseline
ation for the situation in 2004/5 and also predictions as to the impacts of
CH. It should therefore be possible to revisit such assessments, bearing
mind that the provisions in the Regulation that was finally adopted vary
from those in the proposals being discussed in 2004/5.

In other cases, the impact assessment work would be of no use in setting a
baseline, but would be of value for a comparison of ex ante and ex post
estimates of costs. For example, during the REACH negotiations phase, RPA

RPA & LE (2005): Project to Assess the Impact of the New EU Chemicals Strategy and to
Develop a Model, prepared for Defra
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developed a computer model to predict the number of organisations that would
join in consortia in response to the introduction of the “one substance, one
registration” requirement. This model made assumptions on the number of
companies that might pre-register and then fully register a substance (with
predictions being probabilistic, using a combination of a random number
generator and Monte Carlo analysis). However, even in this probabilistic
model it was not assumed that more than say 100 companies would be
registering the same substance (even in the >1000 t/y tonnage band). In
reality, there would appear to be numerous cases of far higher numbers of

5000 companies pre-registered for zinc metals, with over 7000 companies
registering copper metals. Even if only 10% of these companies go on

companies pre-registering chemicals. For example, it is understood that ovef (]/
!

registration, they are much larger numbers than expected and this will an
impact on the administrative costs associated with REACH (altho% costs
ompanies

per company may be the same as assumed, the higher numbe(b
means that total costs would have been underestimated).

Baselines from Other Data Q)

For some of the other variables of concern, settipg,the baseline is likely to be
more straightforward, for instance where it is ible to use environmental or
occupational health monitoring data from&e in which REACH came into

force (and which is prior to the entry int ce of CLP). Progress could then
be measured against these data, loo i@ changes between 2006 figures (or
2008 for CLP) and those for (say)é.

A baseline for the applicatio@visions relating to new substances may be
provided by data relatin % NS. Similarly, for CLP a baseline may be
provided by data relatinf@t e situation in the UK under CHIP.

It is not always ‘ea. cut, though, how the baseline should be set. Some
indicators hav itive annual baselines against which any perturbations can
be clearly atn$abIe as an impact of REACH or CLP. For other indicators,
however baseline data set may be poor (or absent), or confounding factors
may separately impact on the indicator, decreasing the level of confidence

whi n be placed in its value as reflecting impacts of REACH or CLP
unding factors are treated separately and described in greater detail

d‘ ow). In other cases, the issue may be more as to what constitutes a suitable

O

ata collection period or frequency of collection in order to judge the extent of
any impact of REACH or CLP.

An example of a case where the impact of REACH might be expected to be
seen quickly is the costs of SIEF formation and registration dossier
preparation, as such information should become available as the first phase-in
deadline of 1 December 2010 approaches. Similarly, there are historic
examples where taking measures to safeguard occupational health has led to
measurable short- to medium-term improvements. For example, Danish
legislation approved in 1983 reduced the content of water-soluble chromate to
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below 2 ppm in cement. This was followed by a noticeable decrease in the
prevalence of allergic eczema (from 8.9% in 1981 to 1.3% in 1987) in Danish
cement workers (CSTEE, 2002). Impacts such as this should show up fairly
quickly in the annual occupational health data collected by HSE; although they
would need to be adjusted to reflect only those disease burdens that can be
attributed to REACH (rather than to on-going action to reduce disease burdens
associated with exposures to chemicals already known to cause a particular
iliness/health effect). In contrast, impacts related to other health endpoints,
such as changes in cancer rates, can only be expected to show a response over

much longer time-scales. *
Most of the costs of CLP are predicted to coincide with implementatio its

provisions on substances (by 1 December 2010) and on mixtures (b
2015). However, the benefits are expected to occur over a

timescale. The monitoring of international trade, innovation, ivity and
prices are therefore likely to need to continue well beyond 2
For industry, the current economic climate may, e most important

influence on its response to REACH or CLP. Howevgr, it may be feasible to
identify indications of the extent to which REAGH and CLP has impacted on
the EU through comparison with trends in hemical industries of non-
European jurisdictions and with other Eur n business sectors (e.g. has
turnover in the chemicals industry red by a disproportionate amount
compared to other primary industrial s). The REACH Baseline Study,
commissioned by the EC, identifi hemical industry as one of the main
drivers in economic growth AL, 2009). More specifically, it was
determined that “The growttgltb 0ss Domestic Product (GDP) as a measure
of economic growth c¢ s with the volume growth of chemical
production. In additir@e growth of toxic chemicals or even CMR
chemicals (carcinogeas, mttagens and reproductive toxicants) is following this
trend”. Thus, th&mic performance of the chemical industry, expressed

as a proporti DP, may provide a measure of performance that is
relatively in ent of the prevailing economic climate.

26 E @&ng an Evaluation Counterfactual

SN

Q order to correctly estimate the impact of REACH or CLP, it is also

mportant to consider what the ‘state of the world” would have been had
REACH or CLP not been put into place, i.e. establishing what is termed as the
counterfactual or the situation in the absence of the policy.

The aim of developing a counterfactual is to provide the basis for evaluating
the ‘outturn’ of a policy compared to what was predicted and to what would
have happened in any event (i.e. the alternative state — or states - without the
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2.6.1

policy)>. This type of approach is important to understanding the role of
REACH or CLP compared to other legislation that may have impacts similar
those of REACH or CLP.

Counterfactual to REACH

With regard to REACH, legislation such as the Water Framework Directive
would still have been implemented and thus have contributed towards a
reduction of chemicals in the water environment, whereas other effects might
have taken much longer to take place or never taken place at all. This i
highlighted in Figure 2.1 taken from a Eurostat report, which provide A
illustration of the potential difference between the post REACH stat

without REACH state. 0

by REACH

pre-REACH | RE C;Q)

Risk caused by chemicals

Risk reduction
for other reasons

Risk reduction

Figure 2.1: @ le Future Evolution of the Risk Caused by Chemicals
(Source: at, 2009b)

O

Thu aim of an ex post evaluation should be to assess what the impacts of
have been, how these compare with the ex ante assessments of

.e. one or more counterfactuals).

d cts and how these compare to what might have taken place in any event

One approach to assessing what would have happened in the absence of
REACH would be through the use case studies of, for example, particular
chemicals on which action was taken because of REACH; these would
compare the real outcome with the most likely outcome under the previous
regulatory framework. This is similar to the methodology applied in the

See also the Treasury “Green Book: Appraisal and Evaluation in Central Government”
(2003), HM Treasury, London.
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SN

assessment of REACH’s predicted impact on health and the environment, as
carried out by RPA and BRE for DG Environment (RPA & BRE, 2003). This
project looked at four chemical case studies to examine the damages that had
arisen over time due to the failure to control the risks associated with a given
substance. This was then compared to the most likely outcome had REACH
already been in place, i.e. the case studies attempted to identify whether
REACH would have:

o'

required the same level of test data as required under ESR or other(l/Q

regulatory regimes;
identified the same endpoints and risk compartments as those ident@
(historically) and controlled by the existing legislative arrangements;

if so, whether the risk reduction measures recommended he
retrospective application were likely to be similar to those im ted at

the time. @

The study identified four key advantages of REACH 0\%18 evious system,

occurs by assessing the properties of ces and thereby making
information available more quickly at han waiting for monitoring
(which is slow and underfunded) to p@de evidence of harm;

namely that:
1. REACH has the potential to identify a h%g(e (substantial) damage

2. It may allow effective risk @ment measures to be identified, by
providing data in a systen@nanner, thus enabling risks to be assessed
rigorously; O

3. It enables industry (%ﬂicals manufacturers and downstream users) to
take voluntary agéion Th response to stakeholder pressure and/or their own
policies beca% he availability of information on risks; and

4. It provi asis for quicker regulatory action for the most hazardous
substafces (e.g. through authorization).

This odology would naturally have to be reversed to carry out a

rfactual analysis of REACH,; the starting point would be what happened
r REACH and the analysis would then focus on applying the old

gislation (and making further assumptions on prioritisation for risk
assessment and risk management) to the same chemicals to see how the
outcome might have differed.

For example, there were numerous initiatives underway to improve the
protection of human health and the environment from the impact of chemicals
even before REACH was first proposed. The OECD introduced the High
Production Volume Programme and several member states had their own
programmes or policies too, such as Germany (VCI Initiative) or Sweden
(which was the driving force behind substitution). In the UK, there was a
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Chemicals Strategy and government agencies such as the Environment
Agency had their own chemicals strategies with specific focus on their work
areas. These programmes would have continued even in the absence of
REACH and any counterfactual-based evaluation of the impact of REACH
would therefore have to allow for the changes that would have happened under
these programmes®.

However, REACH does offer further protection of health and the environment
beyond what these programmes offered. For instance, it covers other
endpoints than the OECD (such as for instance endocrine disruption) and als
makes certain tests (like sensitisation) obligatory where they were a volur@
requirement under OECD. In addition to this, REACH is the onIy c I
strategy or policy to reverse the burden onto industry.

Counterfactual to CLP

Prior to the introduction of the CLP, the classification, }and packaging
of substance was regulated across the EU by t erous Substances
Directive 67/548/EEC (DSD) and the Dangeron?slP/eparatlons Directive
1999/45/EC (DPD). In the UK, these directives,were implemented as the
Chemicals Hazard Information and Packagin@pply Regulations (CHIP).
Therefore, the standard of classification, label and packaging of substances
IS not expected to change. Genuine im of CLP will therefore be those
that would not have occurred und r@ ast version of CHIP before the
introduction of CLP. o\i

CHIP and CLP are concept@milar in that they deal with classification,
hazard communication thrqugh labelling and packaging. CLP is aimed at
workers and consumers,@ covers the supply and use of chemicals. It does
not cover the transpaJ chemicals, although testing for physical hazards is
largely driven by, N Recommendations on the Transport of Dangerous
Goods. Cla(s;g for transport is covered by the Framework Directive
(2008/68/E plementing the European Agreement concerning the
Internati Carriage of Dangerous Goods by Road (ADR), the Regulations
conce he International Carriage of Dangerous Goods by Rail (RID) and

by Inland Waterways (ADN).

th?E pean Agreement concerning the International Carriage of Dangerous

O

Allowances are made for many of these programmes in the Business Impact Assessments
carried out for REACH; for example, reducing the costs of preparing registration dossiers due
to the fact that similar dossiers would have been prepared for submission to the OECD, etc.
Thus, the previous impact assessment work is likely to be of value to establishing a
counterfactual. Indeed, the first “preliminary” Regulatory Impact Assessment carried out on
REACH for Defra in 2001 contained assumptions as to what would have been required under
the UK Chemicals Strategy, including a fairly simply based set of cost estimates and more
limited information on benefits.
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CLP adopts those hazard classes from the UN GHS which most closely match
the DSD/CHIP categories of danger. However, while the overall scope of
classification under CLP is comparable with CHIP, the number of hazard
classes has increased, in particular for physical hazards (from 5 to 16), leading
to a more explicit differentiation of physical properties.

Unlike CHIP, the classification of mixtures under CLP is for exactly the same
hazards as substances and bridging principles can be used for the
determination of some health and environmental hazards, using data on similar
tested mixtures. Furthermore, the formulae used for the classification o
mixtures often differ from those used under CHIP and the application of ex

judgement and weight of evidence determination are more explicit in t I

text of CLP. 0

CLP replaces the CHIP risk phrases, safety phrases and sy with the
mostly equivalent hazard statements, precautionary statemen ictograms.

CLP also introduces two signal words, ‘Danger’ and ‘Warning# to indicate the
severity of a hazard as a new feature in EU Iegislatio?}

particular substances of very high concern. ever, under CLP it is now
possible for manufacturers to make propgsa r such classifications. Both
CHIP and CLP require companies to cla the substances and mixtures that
they supply. Under CLP, compani | have to notify ECHA of the
substance classifications and labelli at they use. Suppliers of the same
substance should seek to r \greement on the classification of that
substance. It is intended th js'will lead to greater harmonisation of the
classification and Iabellinga the increased transparency may also lead to

DSD and CLP both have provisions for the prm nised classification of

more rigorous classifica substances.

2.7 Addressing Cqﬁnding Factors

In assessing ’HSﬂpacts or effects of REACH or CLP, there will be several
confoun factors which must be taken into account since neither REACH
nor C re agreed against a static socioeconomic backdrop, and a range of
ot licy initiatives and legislative changes will be introduced over the
ged period of their implementation. These can be expected to either
ctly or indirectly influence many of the indicators against which REACH
0 nd CLP will be assessed.

bo In seeking to attribute an effect to the impact of REACH or CLP, it will

therefore be important to consider what other confounding factors may also

have caused or contributed to that effect, such as other legislation which may

have come into force or common practises which may have changed thus
contributing towards the effect.
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2.7.1 Confounding Factors to REACH

As highlighted above, a number of other regulations and directives also exist
within the EU which regulate certain classes of chemicals, such as
agrochemicals, biocides, food-packaging materials and pharmaceuticals; the
introduction of REACH has not significantly affected these. In addition,
chemicals considered hazardous at work are covered by various legislation,
such as the COSHH regulation (which also addresses the control of hazards
from other potential occupational sources such as gases, fumes, dusts and

biological agents). *
Other international initiatives that predate and have been progressed al ‘d

the development of REACH include the voluntary initiative co-ordir@ nce
1998 by OECD and the International Council of Chemical ations
(ICCA) to collate information on, and conduct risk assessmen a priority
list of 1000 HPV chemicals (referred to above m& on to the
counterfactual). A similar initiative in the US, the gh Production
Volume (HPV) Challenge Program is intende ake health and
environmental effects data publicly available ommicals produced or
imported in the United States in high volupres. * Although not having
regulatory status, these initiatives are gover@ authoritative bodies and
have generated a considerable amount ofdat t can be used to support the
registration of existing HPV chemicals uréREACH.

echnical or scientific innovations and
or services may also be relevant. For
te that there has been an effect in the
environment such as reddced” levels of a given chemical in the water
environment. This may e result of REACH or may stem from changes in
best practise, the pment of new technologies which reduce net
emissions throug %clmg, or a switch to another chemical or process (that

Changes in the state of the econ
in the demand for partlcular
example, monitoring may

was not drive substitution principle under REACH).
Such fa ould therefore have to be identified for each indicator and taken
|nto before attributing any impacts to REACH. The presence of such

co |ng factors does not mean that REACH has had no impact, only that
be important to attribute only a share of any change to REACH.

xamples of expected confounding factors include:

responses by industry due to the anticipated implementation of REACH.
For example, once the intention to require the registration of chemicals and
to require demonstration of ‘safe use’ was proposed, industry may have
sought to act early to replace potential SVHCs or to streamline their
product portfolios so as to obtain a commercial advantage;

implementation of policies designed to reduce the impact of chemicals on
health and the environment (e.g. Control of Substances Hazardous to
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Health, Chemical Agents Directive, Water Framework Directive, the
Marine Strategy Framework Directive, the Biocides and Pesticides
Directives, Integrated Pollution Prevention and Control, the proposed
Directive on Industrial Emissions, and waste legislation. For instance, the
Waste Framework Directive may change the definition of waste, and
substances which were previously classified as waste - and therefore not
covered by REACH - may soon be classified as reclaimed, and thus be
covered by REACH);

o'

introduction of other (non-chemical) health related policies which ma (1/

impact on the incidence of particular diseases which may be adopte{
indicators of REACH’s impact; (b

other non-legislative factors that could affect the endpoints u@}assess
the impacts of REACH (e.g. changing demographics, clima nge);

changing consumer attitudes (e.g. previous work Rb indicates that
consumer concerns/NGO pressure may lead to wal of substances
from consumer products even in the absence of evidepce of risks);

general economic factors, such as the cu@cession, which may have
an impact on the viability of indiwiduah.€ompanies, on their product
portfolios, on the ability to fund R&@c. Such impacts may also affect
others in the value chain, wi potential for wider shifts in
manufacturing demand, etc.; an

factors influencing the \%[itiveness of industry in general or the
chemical industry (orﬁ s thereof) in particular, such as changes in
prices of raw materi(& d in the relative cost of labour, or the impact of
any changes in chemicals regulation that may be introduced by competitor

economies. @

2.7.2 Confou@qg Factors to CLP

CLP

rs substances and mixtures in general but for certain chemicals, such
cosmetics or flavourings, the labelling elements introduced through CLP
be complemented by further elements which are required by the relevant

roduct-specific legislation. The impacts of CLP on the export and import of

OC) Dangerous Chemicals, Regulation (EC) No 689/2008, may also impact on any
b enhancement of trade. Therefore, in addition to confounding effects from
REACH and other chemicals legislation, the impacts of CLP on international

trade will also be influenced by changes in the economic climate.

2.7.3 REACH and CLP: Mutual Confounding Factors

It was the intention to implement CLP within the EU in parallel to REACH,
with the timetable for CLP relating to key dates in the implementation of
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REACH. For example, the deadline for the reclassification of substances
under CLP is the same as that for the first phase-in deadline under REACH
and the deadline for the reclassification of mixtures was calculated from this
important REACH date. CLP amends the sections of REACH that refer to
DSD or DPD to relate to itself and removes any reference to ‘dangerous’
substances or preparations, replacing these with references to CLP hazard
classifications.

o'

The UK RIA predicts that most, if not all, of the costs of CLP will occur (19

transition are expressly linked to key points in the implementation of RE

during the initial period of transition from CHIP. Given that key points in thi
it is likely that impacts to industry from one will be confounded by i 355

from the other. For example, data from REACH registration dossiess be
used to re-classify substances under CLP thus reducing the im CLP
alone. The UK Competent Authority and enforcement agenci LP will

be the same or closely linked to those for REACH. Therefo sts from the

management and enforcement of CLP are likely to be rediced:

Given the extent of the overlap between certain aspe(tipf REACH and CLP, it
is likely that one will result in significant confoupeing ‘of the other. However,
through the evaluation of REACH and CLI@ ther it is hoped that each
evaluation will provide data for the corre(g onfounding to the other.
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3.1

3.2

IDENTIFICATION OF REACH AND CLP AIMS AND
OBJECTIVES

Introduction

The initial focus of the study was to confirm the overarching aims and
objectives suitable for the evaluation of REACH and CLP through a review of Q
key source documents, the expert knowledge of the team based on its previous (1/
work on the development of the REACH and CLP legislation and supportin

guidance documents, and in discussions with the client. Work was Q&
undertaken to establish the anticipated reporting format requireme r
Member State quinquennial reports to the Commission. 0

The key sources of information used for these purposes were as{b S:

relevant articles of the REACH and CLP Regulatio

the Eurostat Baseline Study (for REACH);

output from the recent first meeting of the ent Authorities for
REACH and CLP (CARACAL) on the Reporting under REACH
Project (ENV.D.1/SER/2008/0095r); '\b

Final report of the Forum for Exchange o rmation on Enforcement for
the Working Group ‘Member States rt to the Commission’;

reporting and evaluation obligatio r Regulation (EC) No 1272/2008;
UK Regulatory Impact Assess CLP; and

initial considerations deve y Defra.

Relevant information dra r@om these source documents is summarised
below, with full citation n in the References section.

o

Reporting tions under REACH

f stakeholders are detailed in the REACH Regulation. In
he obligations on Member States to report are defined within

Arti 117 (Reporting) and 127 (Report) of the REACH Regulation. The
ments of Article 117 are set out in Table 3.1.

C)Qrticle 117(4)(a) of REACH obliges the Commission to publish a general

60

report on experience with the operation of REACH. Paragraphs 1 to 3,
together with Article 127, set out the reporting obligations for Member States
and ECHA to the EC, in relation to this report. Each Member State is required
to submit a report to the EC every five years on the operation of REACH in its
territory, with the first such report due by 1 June 2010. However, the articles
do not provide detailed descriptions of the reporting that will be required, and
efforts are still underway at the European level to develop detailed
specifications and a standardised reporting and submission mechanism.
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Table 3.1: Reporting Obligations under REACH Article 117

Article 117
1.

@information referred to in paragraph 1, 2 and 3 and
N\ b) The amount and distribution of funding available by the Commission for the

C}J

Every five years, Member States shall submit to the Commission a report on the
operation of this Regulation in their respective territories, including sections on
evaluation and enforcement as described in Article 127. The first report shall be
submitted by 1 June 2010.

Every five years, the Agency shall submit to the Commission a report on the operation of
this Regulation. The Agency shall include in its report information on the joint
submission of information in accordance with Article 11* and an overview of the
explanations given for submitting information separately. The first report shall be(
submitted by 1 June 2011.

testing methods, shall submit to the Commission a report on the status of imple ion
and use of non-animal test methods and testing strategies used to generat% ation
on intrinsic properties and for risk assessment to meet the requi@ of this

Every three years the Agency, in accordance with the objective of promoting non-?im

Regulation. The first report shall be submitted by 1 June 2011.

Every five years, the Commission shall publish a general report ony
a) The experiences acquired with the operation of thissRegutation, including the
information referred to in paragraph 1, 2 and 3 and %
b) The amount and distribution of funding availatﬁb
development and evaluation of alterative test methods.
The first report shall be published by 1 June 2012.

e Commission for the

operation of this Regulation in their rgspective territories, including sections on
evaluation and enforcement as descri Article 127. The first report shall be
submitted by 1 June 2010.

Every five years, Member States shall sebmi@ the Commission a report on the

*
Every five years, the Agency let to the Commission a report on the operation of
this Regulation. The Age hall include in its report information on the joint
submission of informatio ccordance with Article 11° and an overview of the
explanations given for itting information separately. The first report shall be
submitted by 1 June 20

Every three ye
testing meth
and use of

@Agency, in accordance with the objective of promoting non-animal
| submit to the Commission a report on the status of implementation
imal test methods and testing strategies used to generate information
properties and for risk assessment to meet the requirements of this

Reg . The first report shall be submitted by 1 June 2011.

five years, the Commission shall publish a general report on
he experiences acquired with the operation of this Regulation, including the

development and evaluation of alterative test methods.
The first report shall be published by 1 June 2012

Article 127

The report referred to in Article 117(1) shall, in relation to enforcement, include the results of
the official inspections, the monitoring carried out, the penalties provided for and the other
measures taken pursuant to Articles 125 and 126 during the previous reporting period. The
common issues to be covered in the reports shall be agreed by the Forum

* Article 11 refers to the responsibilities of registrants of chemicals to submit certain information
® Article 11 refers to the responsibilities of registrants of chemicals to submit certain information
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3.3

Reporting Obligations under CLP

The reporting obligations on Member States in relation to the CLP Regulation
are somewhat more limited than those specified under REACH. Specific
reporting requirements are defined under Articles 34, 45 and 46 of the
Regulation and are set out in Table 3.2. In particular, Article 46 places the
principal requirement on Member States for reports to be submitted to ECHA
at five yearly intervals, the first being due on 20 January 2012.

Within the UK, the Competent Authority for CLP is the same as for th:rll

REACH regulation (HSE). This offers considerable opportunities forg
efficient gathering of data and reporting on the impacts of each regulati n
particular, it is likely that HSE will be tasked with the collection an@;on
of information on the safe use of substances and mixtures, and Q\ is will
overlap in some areas with the reporting requirement REACH
implementation.

It is also clear from Article 46(2) that the Member %nforcement Forum
under REACH will also act as the EnforcementyForum under CLP.
Furthermore, hazard communication is a key o pping feature of REACH
and CLP and it may be that the REACH Co@f nt Authority and Helpdesk
will, therefore, take up the responsibitities Competent Authority and
Helpdesk for CLP. 6

Article 45 of CLP imposes a reqm@nt on the UK government to establish a
body with responsibility for g@g'ng information from manufacturers and
importers of mixtures, hol % in a secure manner and using the data to
support the preparation g e of a medical nature that may be required in
cases of exposure to su:@xtures. This body/ies will also be responsible for
supplying data to a% the UK government to decide if there is a need to
improve risk man nt measures. Although it may be anticipated that the

HSE will b Iy responsible for some aspects of this function, the
manner o ry and the extent to which other departments and agencies
may be 4 ved has yet to be fully defined. It is however it is considered

t "Article 45 will be implemented in the UK by Health Protection
HPA) and the National Poisons Information Service (NPIS) on behalf
HSE.

Qhus while it appears that the HSE will be in an excellent position to collect

and collate much of the information on the safe use of substances and
mixtures, particularly with regard to those areas where there are overlaps in
reporting requirements with REACH, in a number of areas there remain issues
as to which other government bodies may also be involved in the various
processes and activities.
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Table 3.2: Reporting Requirements of CLP

Article 34 (1)
The Agency shall carry out a study on the communication of information to the
general public on the safe use of substances and mixtures and the potential need for
additional information on labels. This study shall be carried out in consultation
with competent authorities

Article45

1. Member States shall appoint a body or bodies responsible for receiving information
relevant, in particular, for formulating preventative and curative measures, in
particular in the event of emergency health response, from importers and
downstream users placing mixtures on the market. This information shall include

hazardous on the basis of their health or physical effects, including the chemj
identity of substances in mixtures for which a request for use of an alter,
chemical name has been accepted by the Agency, in accordance with Articl

2. The appointed bodies shall provide all requisite guarantees for maintaining the
confidentiality of the information received. Such information m used:
b\

(a)to meet medical demand by formulating preventative and ¢ ve measures, in
particular in the event of an emergency; and %

(b)where requested by the Member State, to undert statistical analysis to
identify where improved risk management sures may be needed. The
information shall not be used for other pur

3. The appointed bodies shall have at their, osal all the information required from
the importers and downstream user: sible for marketing to carry out the
tasks for which they are responsibl

possibility of harmonisin information referred to in paragraph 1, including
establishing a formal he submission of information by importers and
downstream users t L$ainted bodies. On the basis of this review, and following
consultation with re%l stakeholders such as the European Association of Poison
Centres and ical Toxicologists (EAPCCT), the Commission may adopt a
Regulation @%n Annex to this Regulation

\

Article 46 &\
I\w‘bse tates shall submit a report to the Agency every five years by 1 July on
ults of the official controls, and other enforcement measures taken. The first
port shall be submitted by 20 January 2012. The Agency shall make those
@reports available to the Commission, which shall take them into account for its
report under Article 117 of Regulation (EC) No 1907/2006

*
4. By 20 January 2012 th@sion shall carry out a review to assess the

v

6@1 Eurostat Baseline Study

‘\6 3.4.1 Types of Indicators

Eurostat has recently completed the initial development of approaches to data
collection and modelling to inform on the impacts of REACH. It
commissioned a baseline study to develop a ‘snap shot’ of data for 2007 that
will be used for future comparisons (Eurostat, 2008 & 2009b). These systems

the chemical composition of mixtures placed on the market and classified as 1\%
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are intended to address many, but not all, aspects relating to REACH
implementation (Table 3.1). It is intended that a range of metrics will be
produced on the implementation and operation of REACH processes, on the
degree of transparency and consumer awareness, and on a series of indicators

addressing health and environmental aspects.
<b *

This baseline study is designed around three main sets of indicators (Eurostat,
2009b):

1. Administrative indicators: used to monitor the REACH process, an (1/
refer to the registration, evaluation, authorisation and restriction
defined by REACH. These will include indicators on, for examma e
numbers of substances registered and the number of chemi ety
reports documented by ECHA, Q

2. Risk and quality indicators: links to two of the main@)f REACH,
namely reduction in the nominal risks of chemicals, forsftumans and the
environment and the improvement in the quality icly available data.
These indicators are assessed for a defined sub-sgiyzw substances; and

3. Supplementary indicators: covers the R@objectives not covered by
the other two indicator types, includigg ease in the quality of safety
data sheets and use of alternative test éﬁods.

These indicators are focused on th§§erall European situation. Those relating
to the availability and quality hemical data sets (and the consequences
with regard to the degree of@ence as to the ‘safety’ of a chemical) will
draw on a small subset emicals. There are approximately 30,000
substances which fall wighim the scope of REACH. Eurostat considered it
unmanageable to a%ss all these substances, so a stratified subset of 237
substances has % andomly selected from the approximately 10,000
existing subs of known high, medium and low production volume
chemicals a me Substances of Very High Concern (SVHC). Eurostat
consider Smyﬁsubset large enough to detect changes in the risks and the quality
of th bases for chemicals. Information to determine the impact on

co r safety is largely drawn from pre-existing reporting systems in
@any (BfR consumer products database) and Scandinavia (SPIN data).

C)Qhe extent to which the Eurostat exercise is of relevance to assessing the UK-
O specific situation is uncertain. Importantly, the Eurostat system does not
b address the competitiveness of the chemical industry or fragmentation of
internal markets. Table 3.3 sets out the objectives of REACH as interpreted

by the Eurostat Baseline Study and the relevant indicator types.
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3.4.2

3.4.3

Table 3.3 Objectives of REACH as Interpreted by the Eurostat Baseline Study

Central elements & objectives of | Baseline Study Indicator System

REACH Administrative | R&Q Supplemental

indicators indicator indicators
system

Registration of chemicals V]

Evaluation of chemicals U

Authorisation and restriction of .

chemicals u

Establishment of a central agency (indirect)

Protection of human health and the .. ..

environment u u A

Improvement of knowledge on properties

and safe uses of chemicals u P\\“

Assessment of existing and new
chemicals in a single, coherent system

Increased transparency and consumer \ (@)

awareness “

Promotion of alternative methods for )V N

assessment of hazards of chemicals N u

Maintenance and enhancement of the

competitiveness of the EU chemical Not within the scopg of the Baseline Study

industry -

pi:]e,:;]e: ::](:2 rg;f rrzgmi?tatlon Not withir@;pe of the Baseline Study
A4

Conformity with EU’s international

NotNin the scope of the Baseline Study

@V
0\\5
Administrative Indicators c\)Q
The administrative indi involve the monitoring of basic REACH metrics
such as the number of régistrations. As data for these indicators will only

become available e application of REACH, the baseline was taken to be
zero. These indi s will be calculated from data provided by ECHA.

obligations under WTO
Source: Eurostat (2008)

Risk andwallty Indicators

The @) se of REACH, as set out in Article 1, is to ensure a high level of
Ion of human health and the environment. Thus, the change in human
environmental risk from exposure to chemicals would be an important
dicator of the impact of REACH. To measure such a change, exposure and a
toxicity assessments were undertaken for the sample of 237 substances
(including two substances identified as having endocrine disrupting
properties). From these assessments, each substance was awarded a risk score
of between 1 and 1000 (or more). Changes in these scores over time will be
taken as indicators of change in risk.

One way that REACH is intended to ensure a high level of protection is by
ensuring that information of sufficient quality to prepare accurate risk
assessments is available throughout the supply chain. It was assumed that the
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3.4.4

implementation of REACH should result in more complete testing of
toxicological properties, better data from alternative test methods, improved
reporting and better quality exposure data. The data sources used to produce
the risk scores described above were therefore each given a score of between 1
(very good data quality) and 100 (very poor data quality). Changes in these
scores over time will be taken as indicators of changes in data quality.
However, while noting that REACH is expected to result in an increased
number of substances classified as dangerous, Eurostat (2009b) also

o'

recognises that changes arising from CLP will have an influence. (I/Q

Supplementary Indicators 6
A number of additional or ‘supplementary’ indicators were identifisp. %ese
vel

indicators will be derived from existing statistics and other dat s that
may be available at the Member State level rather than the ?b The
supplementary indicators are:

changes in quality of safety data sheets; (f/b

availability of hazard data;

availability of use and exposure data;

changes in use patterns in Scandinavia an@any;
changes in classification and labelling

registration of new chemicals; b
production of toxic chemicals; @

toxic chemicals in households;

cross-border transport of tex micals;

occupational skin disease
use of alternative metheq on-testing and non-animal testing methods).

Directive 67/548/, r Directive 1999/45/EC into:

&utagenic and reprotoxic (CMR);

xic chemicals;
oxic chemicals;
iI¢ chemicals;

Chemicals were ;%te by their current classification for toxicity under

&rmful chemicals; and
0 chemicals not classified under any of the classifications above.

50°

Outstanding Issues Identified by the Eurostat Baseline Study

While many of the indicators and supporting data sets intended to be used in
the Baseline study by Eurostat are now well established, a number of issues
still remain which may impact on the availability and value of the proposed
indicator sets. Those particularly highlighted by Eurostat (2009b) include:

arrangements for administrative indicator data gathering have to be
established with ECHA,
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3.5

351

many indicators are currently informed by IUCLID 4 but in future
Eurostat will seek to establish access to IUCLID 5;

a formal agreement between Eurostat and the German Federal Ministry
for the Environment has yet to be established to obtain output from the
BfR database to inform the “Toxic chemicals in households’ indicator;
identified data limitations and gaps have cast doubt on the suitability of
the proposed indicator on occupational skin disease, so alternative
approaches are to be sought;

a formal agreement between Eurostat and the Nordic Council of (I/Q

Ministers, Chemicals Group has yet to be established to enable access
to output from the SPIN database for the “use patterns in Scandinav@
indicator;

confirmation of intended frequency of publication of statisticséb
animal testing has to be sought from DG Environment;

the absence of adequate baseline data for year 2007 on afﬁesting

has to be addressed; and b{

further work on indicators to inform on endocri%sr ing chemicals

and persistent or bioaccumulative chemicals PL necessary.

Working Group of the Forum for E@ge of Information on

Enforcement b

Thematic Areas for Reporting AQ
*

DG Environment is curren eloping detailed specifications of the
reporting requirements for r States to meet the requirements of Article
117(1) of REACH. A onic tool is also under development by the
Commission that is to aszb'l\/lember States with their submissions.

These developmeb?!?lvities are being overseen by a Working Group of the
Forum for ge of Information on Enforcement.  Although the
recomme% s from the Working Group have not yet been finalised, and it
y be for the Commission to determine the overall format of the

1) report, some insights as to the probable scope and nature of the
requirements have started to emerge. The following summary draws
icular on the outputs from the recent first meeting of the Competent
thorities for REACH and CLP (CARACAL) on the MS Reporting under

re

()QEACH Project (ENV.D.1/SER/2008/0095r) and from the recent (January

60

2009) Final Report of the Forum for Exchange of Information on Enforcement
for the Working Group ‘Member States Report to the Commission’.

It is believed that information requirements will be structured around ten
thematic areas. These are detailed below, together with brief summaries of the
aspects that would fall within each.

Page 34



This document has been archived.

Risk & Policy Analysts

Theme 1: Competent Authority. This theme focuses on basic information
on the Member State and its Competent Authority (CA), such as the numbers
and skill sets of the staff at the CA and other co-operating institutions, in order
to establish that adequate resourcing has been made available.

Theme 2: Co-operation and communication with other Member States,
the Agency and the Commission. The focus here is on capturing data on the
level of contribution made by the CA to meetings and other appropriate fora
about REACH and also details of any provisional, unilateral measures that the
Member State may have introduced (in order to protect human health or
environment) during the period covered by the report. %

Theme 3: Operation of the National Helpdesk and pro&

communication to the public of information on risks of subs The
theme covers the operation of the National Helpdesk (e.g. yﬁ of staff
working on the Helpdesk on a yearly basis, the number of es received,
extent of participation in REHCORN) and public awa |5|ng activities
(e.g. number of awareness raising activities un , usage data on

websites and feedback received, etc.).

Theme 4: Promotion of the develop evaluation and use of
alternative test methods. This them rmto gain an insight into the
activities undertaken to raise awareness @[ernatlve test methods, the extent
of contributions made by the Mem @tate to EU and OECD test method
development activities (in te man-hours expended) and other
contributions made that are of ce to this subject.

Theme 5: Participation% CHA Committees and Fora. This theme
comprises the collectio ata (mainly in terms of man hours or financial
expenditure) on theslevel of Member Sate participation in various ECHA
activities. The identified to date include the ECHA Forum and its
Committees ;@ber States, Risk Assessment, Socio-economic Analysis
and Co-operati

The QEvaluation activities and draft decisions prepared. This theme

ad he number of institutions involved in evaluations and the amount of

enting and related activities that have been undertaken by the Member

te. It is proposed that the information will be recorded in terms of numbers

T dossiers and other document types handled and the amount of resources
expended.

Theme 7: Annex XV Dossiers. Similarly to Theme 6, this will report on the
resources (in terms of man-hours) spent on Annex XV production or in
commenting on submissions by others.

Theme 8: Enforcement Activities. It is anticipated that Member States will
be asked to provide the following details under this theme:
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General information: all the enforcement authorities in the Member State
and their roles and responsibilities. There may also be an option to report
on those with duties under REACH.

Enforcement strategy: the overall strategy of the Member State for

the Commission Forum. Where no strategy has yet been implemented,

enforcement and clarification as to whether this reflects that arising from '\% .

details of any plans to do so, and the state of their progress will be

required. (I/Q

Co-ordination, co-operation and information exchange: details on%
mechanisms established to ensure good co-operation and excha f
information across Enforcement Authorities and the Competent Autharity
within the Member State and evidence that these mec S are
functioning adequately in practice. $
Enforcement activities: the sanctions availghle Enforcement
Authorities where contravention of REACH i
numbers of inspections, investigations and fo enforcement actions
undertaken, with scope and outcome of t@ti ns (including numbers

and types of legal action taken and if thes o0 convictions). This will
include reporting on the basis for ynd ing each investigation and
information on the duty holders (inclbg role in supply chain and size of
company) that were subject to @ nspections or actions. Optional
reporting of the methodologie techniques used during the various
inspections and investigati y also be possible.

There will also be a requir Qto report any requests for enforcement arising
from ECHA or other M(&r States and any other measures that were taken
during the reporting period under Articles 125 or 126 of REACH.

Theme 9: E ness of REACH on the protection of health and the
environmen nd the effects of REACH on Innovation and
Competitiyeness. This theme is to address two quite distinct aspects, firstly,
the effe€tiveness of REACH in protecting human health and the environment
and ndly the effects of REACH on business innovation and

itiveness.

C)O‘or human health, the theme will be supported by information on the level of
O human and environmental protection that has been achieved and to report any
evidence of a reduction in, or potentially accumulation of, chemical exposures.

Assessment of the impact of REACH on business is likely to include the ex
post evaluation of the costs that have been incurred in producing registrations
dossiers, and the extent to which this has impacted on the availability and costs
of chemicals. The relative performance of the EU chemical industry compared
to competitor regions is also to be considered, including the need for indicators
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3.6

on the relative level of innovation (e.g. in terms of new products and
chemicals).

Theme 10: Other Issues. Information on any general aspects that are not
covered by the other themes will be collated. The scope and nature of
reporting requirements under this theme have not yet been defined.

Anticipated Reporting Requirements for REACH

Based on consideration of the reporting requirements in the RE
Regulation and available outputs from Eurostat and the Working Grou e
Member States Report to the Commission, it appears that the EC’s ¢r1 for
judging the success of REACH primarily relate to administrative s. An
important aspect of this is to demonstrate adequate operatio he central
European bodies (particularly the EC and ECHA).

At the Member State level, the focus of EC reporti rements appears to
be on the extent to which Competent Authoriti%d other contributing
departments and agencies) have met their oblig s under REACH, and the
degree of success they have had in assistin@sgtry in understanding their
obligations under REACH.

A further aspect will be for the tent Authority to demonstrate the
adequacy of its enforcement syst and to show proof of activities in this
area. Since this responsibilit ply to the Competent Authorities across
Member States, and there '&ted to be a standard Commission report
format, Member States d over time to adopt a common data gathering
and reporting approac However, differences in the organisation of
responsibilities amo%governmental bodies across Member States exist and
this may restrict cope for implementation of a truly standardised data
collection syst

Each of rious themes that have been adopted by the Forum for Exchange
of | ation on Enforcement could be considered analogous to the term

K\ e” as used in this report:
0 Themes 1 to 3 and 5 to 8 focus is on the process-driven aspects of REACH

implementation, with the intention being to report the inputs and
achievements by the Member State, in numeric terms wherever possible.

Theme 4 will include quantification of effort, mainly in terms of resource
expenditure rather than the achievements or progress made.

Since the nature of requirements for Theme 10 have yet to be confirmed,
no conclusions can yet be reached on its intended scope.
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3.7

3.8

For Theme 9, while reporting of some elements (e.g. numbers of new
chemicals produced and costs associated with registration) will be
addressed in terms of simple metrics, other aspects may involve more
complex analysis and assessment reporting requirements.

Other issues — particularly relating to environment and human health (where
historically approaches have shown marked differences between Member
States) — are currently to be reported in a manner determined by each Member
State. This is particularly the case for human health and environmental effects
for which chemical exposure is only one factor of uncertain relativ
importance compared to other environmental or socioeconomic factors.

such issues, the focus of concern is likely to vary considerably b n
Member States or even at a regional level within a State. 0

)

In the original Study Specifications, Defra identifiem%s of objectives and

Indicators Identified by Defra Relating to REAC

potential evaluation indicators relevant to REACH thatlif.considers might meet
not only the immediate needs for information t pare quinquennial reports
to the EC, but that might also address Government’s wish to
understand the consequences of the intgodtetion of REACH. The main
objectives and indicators identified are sh@ in Table 3.4.

It was noted that these suggestio nstituted Defra’s initial thoughts as to
potential indicators and sour ata. In many cases, the suggestions also
implied potential sub-objecti or example on maintaining competitiveness,
implied sub-objectives i benefiting small businesses through reduced
fees, effective operation% Fs, substitution of substances).

S

UK Regul@mpact Assessment on CLP

The U on the CLP regulation identified a number of issues that may
warr sideration in the establishment of appropriate indicators to support
fu aluation of the impact of CLP in the UK.

% detailed in Section 2.4, the UK RIA predicts that the implementation of

O

LP will result in costs to industry and consumers during and shortly after its
phased implementation. The UK RIA also predicts benefits to industry over
the longer term from the enhancement of the international trade in chemicals.
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Table 3.4: Indicators relating to REACH ldentified by Defra

»

Protection of human health and environment, including:

- identification of possible baselines for both public and occupational health impacts
and indicators of improvements through REACH, e.g. usage of REACH-format
Safety Data Sheets (SDSs); and

- ldentification of possible indicators of the environmental impact of REACH and
appropriate baselines from which to measure them.

Maintaining industry competitiveness and encouraging innovation, including;

- What, why, how many substances withdrawn from market (i.e. not due to direct

register, etc.)
- Has the reduced SME registration fee structure been of benefit to small businessesé;!.
E

regulatory action; too hazardous (e.g. not adequately controlled); too expensive to rLQ

- How have SIEFs operated in practice especially with respect to competi
between members (e.g. recovered waste producers and primary manufacture

- Can conclusions be drawn on the effects of REACH on wider U %EU
recycling/waste recovery/sustainability agendas?

- Evidence of substitution arising from REACH (e.g. from cons@‘ pressure;
changing supplier; increase in new substance registrations); and

- Differences in impact on different social groups (differen of the UK,
industrial or business sectors, large companies versus SMEs, et

Increased transparency of information, including: %

- Use of REACH-format SDS; and

- Levels of customer/consumer requests for information.

Minimise animal testing including:

- Home Office statistics on numbers of animal ;

- ECHA statistics from registration test pgopo and

- ECHA/Home Office data on promotio on-animal alternatives.

Identify the extent to which REACH ¢ benefits set out in the original Impact

Assessment can be evaluated (i.e. com -ante and ex-post impacts).

Awareness-raising/communicatioﬁ@gy with results measured by:

- Numbers of pre-registrati ibly available from ECHA via CA);

- Numbers of enforcem Q%ons (low if good awareness leading to pre-
registrations); and t)

- Defra-commission reness telephone surveys.

Operation of the CA in%g:

- Participation j HA committees;
i rdous substances (from ECHA);

- Co on other MS” Annex XV dossiers;

of Helpdesk — statistics, achievement of response targets; feedback from
i ry, etc.

P reness-raising (CA-specific, but link with above awareness point);
Information to general public — Risk Communication Network, etc.; and
CA contacts with other MSCAS/ECHA/Cion, and levels of cooperation.

Annual budgets for REACH implementation work, comprising:

- CA budget; and

- Defra budget.

REACH enforcement (to be provided by Enforcement Forum reporting), including:

- Explanation of arrangements;

- Numbers and types of enforcement actions;

- Possible impacts of enforcement, e.g. increased levels of compliance, such as
registrations; and

- UK participation in ECHA Enforcement Forum
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3.9

3.9.1

60

O

Any major improvements to human and environmental health in third
countries from the adoption of CLP may result in a more level trading
environment for EU exporters. However, in addition to confounding effects
from REACH and other chemicals legislation, international trade will also be
influenced by changes in the economic climate. The impacts of CLP on the
export and import of Dangerous Chemicals Regulation (EC) No 689/2008 may
also impact on any enhancement of trade.

Public authority costs identified in the RIA were limited to the training of

CLP relevant to them. However, the development, and oversight of CLP
require additional public authority resources, including UK contributio
formulation, implementation, oversight and update of CLP in th(&
within the UK. For example, there will be costs associa the
establishment and running of the UK CLP Competent Authorj mether or
not this is combined with that for REACH. There will al he costs to
establish and maintain the provisions relating to emergency agtions as set out
in Article 45 of CLP. %

HSE is interested in exploring the feasibility of zglﬁng the predictions of
the UK RIA in addition to any evaluation or @g commitments set out in

CLP. b

Outcome of the Rewew‘qk ACH and CLP Aims and

Objectives
&0

Based on the rev% the above data sources, the aims and main objectives

REACH Aims

of REACH to bhe forward are:

ensurg ,a Mgh level of protection of human health and the environment
isks that can be posed by chemicals;

te alternative methods for assessment of hazards of substances;

e the free circulation of substances on the internal market; while

@hance competitiveness and innovation.

hile these high level objectives should form the basis for reporting, many of
the recitals® to REACH stress the importance of communication in the supply
chain in order to achieve the effective implementation of each of the three
aims stated in Article 1(1). Therefore, “Increase the availability and
transparency of information” would appear to be a further implied aim for the
evaluation of REACH.

In particular see Recitals 17, 56, 57, 62 95, 97 and 119.
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3.9.2

SN

In order for the identified aims of REACH to be realised, its provisions need to
be implemented in the UK. An additional aim has therefore been identified
for the evaluation of REACH, namely to “Ensure the efficient
implementation of REACH requirements”.

It should be noted that there are some inconsistencies in the interpretation and
communication of the aims of the REACH regulation between different
documents. For instance, the REACH regulation has the stated aim to ‘ensure
a high level’ of protection of human health and the environment. In contrast,
an ECHA summary of the regulation on their website states that REACH aim
to ‘improve’ protection of human health and the environment. Clearly,
could be a significant difference in the outcome of an assessment de g
on whether one is assessing performance against ‘ensuring a high I% or
‘improving’ protection, especially given the current variabl nt of
knowledge about the nature of different types of chemicals anvﬁ level of
‘protection’ that may or may not exist.

Similarly, the ECHA website does not address Q?ﬂ of REACH of
enhancing innovation. For these reasons, the potential relevance of particular
objectives was assessed against the REACH regﬁo itself, as the definitive

information source, and the additional sugges@ Defra as presented in the

Study Scope.

The review process also highlights t anticipated scope and nature of the
Member State reporting require to the EC are minimal compared to the
types of indicators suggested vant by Defra. This study has therefore
adopted a scope that extend | beyond expected Member State reporting

requirements to try and id&c a range of possible options for future UK
specific reporting. The ations of this for future options for the proposed
Defra monitoring pgegramme that is intended to support both, the Member
State report to && mmission and the wider requirements of the UK
government, a idered in Section 7.

CLP Ai

Li @[ CH, CLP has the express purpose to “ensure a high level of
teéetion of human health and the environment”. Recital 8 of CLP also

& resses the intention to maintain the overall current level of protection of

uman health and the environment provided by Directive 67/548/EEC, as well
as Directive 1999/45/EC. However, due to the relatively minor differences
between CHIP and CLP, the UK RIA predicted that there would be no human
or environmental health impacts from CLP. It is however noted that the
introduction of CLP may result in substances and mixtures being reclassified
with higher or lower classifications which may impact human and
environmental health. Some, limited, evaluation of this aim may therefore be
justified as part of the evaluation of the UK RIA.
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The second expressed purpose of CLP is to “ensure the free movement of
chemicals (while enhancing competitiveness and innovation)”. Due to the
similarities between CHIP and CLP there are unlikely to be significant impacts
on the free movement of chemicals within the EU. However, the UK RIA
predicts benefits from the enhancement of international trade while noting that
these may be impaired by the non-harmonised “building block’ approach to the
world-wide adoption of GHS. It also predicts secondary benefits from the
encouragement of innovation resulting from increased competiveness in the
international market for chemicals.

In addition to the expressed purpose of the CLP, Recitals 40 and 42 ma@
clear that the labelling provisions are intended to be important tools % e
communication of chemical hazards to both workers and consume
communication is seen as supplementing the provisions for safet
set out in REACH and might indicate relevancies of the impli
to increase in the availability and transparency of in ion to the
evaluation of CLP. However, given the similarities betweens€HIP and CLP,
this is unlikely to have the same importance for the n of CLP as it has
for REACH. The submission of classification a elling details to the

classification and labelling inventory may$¢ r, encourage a more

harmonised and rigorous approach to the ification and labelling of

substances.

It was intended that CLP should t@Qcount of promoting alternative
methods for the assessment of haz substances and mixtures to generate
information (Recital 27) and N ould reduce the need for repeat testing
and evaluation of chemicals.&ever, such considerations are secondary to
the expressed purposes of

In order for the iden@a@ms of CLP to be realised, its provisions need to be
implemented in t . An additional aim has therefore been identified for

the evaluation P, namely to “ensure the efficient implementation of
CLP requir s”. This aim would include objectives needed to evaluate

the cost_pkedictions made by the UK RIA, however it would also include
others such as, ‘Encourage the efficient operation of the REACH and CLP
proc@b UK Industry’ which go beyond the scope of the UK RIA. The

IS clearly identifies any evaluation of CLP beyond the that needed to
ﬁthe reporting requirements set out in the regulation, or that needed for the

0 evaluation of UK RIA.,
b .3 REACH and CLP Objectives

Table 3.5 sets out the aims and objectives to be carried forward for the
evaluation of REACH and CLP in the UK.

Some of the objectives listed in the table apply wholly or mostly to REACH
rather than CLP. However, only those of relevance to CLP are included in any
option for the evaluation of that Regulation.
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Table 3.5: The Aims and Objectives Carried Forward for the Evaluation of REACH

and CLP

Evaluation Aims

Objectives

Ensure a high level
protection of human health
and the environment from
the risks that can be posed
by chemicals

Reduce the negative health impacts arising from occupational
exposure to chemicals

Reduce the negative impacts on public health of exposure to
chemicals

Reduce the negative impacts on the environment arising from
chemicals

Enhance competitiveness
and innovation

Maintain the competitive position of the UK chemical sector

Minimise adverse structural changes to UK industry

Minimise adverse effects on the pattern of industrial activ@

in the UK
\

Increase the availability
and transparency of
information on chemicals

Maximise the potential for innovation

Encouraging the dissemination and utilisation bysa N
stakeholders of information sources and advi tihg to
chemicals %

N\
Ensuring the provision of high quality info@a'ﬁon and
advice about chemicals

Promote alternative
methods for assessment of
hazards of substances

especially non-

Promote the development of al
vertebrate) test methods f ' V.
Promote the use of alternatiye(esp€cially non-vertebrate) test
methods 6

Minimise the usage of \%?T?)r'ates in the testing of chemicals
that fall within the Sggpe of REACH or CLP

Ensure the efficient
implementation of reach
requirements

Support the effici eration of the REACH and CLP
processes by vernment and governmental

organisations \

Ensuge \d&]uacy of the UK government resource base to
mee H and CLP obligations

LN

Epdeurage the efficient operation of the REACH and CLP
ess by UK Industry

ourage the provision of an adequate resource base by UK

industry with which to meet REACH obligations
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4.1

4.2

IDENTIFICATION OF PossIBLE SuB-OBJECTIVES,
INDICATORS AND DATA SOURCES

Overview

Sub-objectives, indicators and data sources that might be of potential value in
evaluating the success of the primary aims and objectives of REACH and/or

o'

CLP were sought through a staged approach involving: (19

1) initial identification of sub-objectives; *
2) identification of indicators and data sets; and K
3) repeated iterations of these two activities. 0@

the indicators being proposed, on alternatives to these and o r indicators

that could be considered or included in the list. :2

Initial Identification of Sub-ObjectivesQ

Detailed comments were also received from the Steering C’WSome of

The initial step in establishing the identity oh€levant sub-objectives was to
review the REACH Regulation and %. REACH Technical Guidance
Documents to gain additional insigh @?o possible sub-objectives that might
support the established aims a jeCtives of REACH (together with the

other sources considered i first task). A number of the pre-
implementation REACH im assessments were also consulted for these
purposes (including work ed out for the European Commission (DG

Enterprise and Environ ) in the period spanning 2002 to 2006, by NGOs
such as the Europe rade Unions Congress, and for the UK both pre- and
during Presidencﬁweh was also the period for final negotiation of the
Regulation’).

This ste M then extended by a review of the CLP Regulation and the UK
RIA Qﬂ insights as to the possible sub-objectives that might support the

itional sub-objectives where required.

ev n of CLP. This included the re-evaluation of sub-objectives
i ied for their relevance to REACH, as well as the identification of

From these reviews, an initial draft list of sub-objectives was developed. This
was then supplemented through searches which drew wherever possible on
readily available sources (such as Internet sites) and through in-house searches

Note that not all of the assessment work carried out during the Presidency period would have
been published as it was aimed at informing Defra on a day-to-day basis on the implications of
proposals for amendment of the then draft Regulation and whether these should be promoted
or discouraged. For example, work was undertaken to understand different permutations in
the requirements for substances of very high concern.
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O

(due to the extent of the impact assessment work carried out pre-Regulation,
RPA holds an extensive range of studies, position papers, and other documents
related to both REACH and CLP). The searches covered as wide a range as
possible of potential sources of information. These included but were not
restricted to:

Government departments, agencies and committees, such as:
- BIS; Defra, Department of Health (DH), Environment Agency, Health

o'

and Safety Executive (HSE); Health Protection Agency; Home Office; (I/Q

NIEA SEPA,; and
- Chemical Stakeholder Forum, Joint Nature Conservation Committe@
Industry associations and trade unions, such as:

- Chemical Industries Association; and 0@

- European Trade Union’s Congress.

NGOs, such as Q
- Chemtrust; and 5@'

- RSPCA.

Authoritative statistical data sources, such as: (b
- Eurostat; and (1/
- UK National Statistics.
While not intended to be exhaustive or {0 i(@ify all possible indicators or
monitoring activities that are currently e considered (or are underway),
the intention was to establish an initigl”g€neral picture’ of the nature, types
and extent of monitoring and oth Evant activities that have been or are

being carried out. \Q\

Additional insights were s sgAently gained by undertaking targeted searches
based on information a e from the above and earlier sources. This was
supplemented by adgditiornal searches to follow-up suggestions arising during
the consultation p (see Section 4.4).

In addition, ist of sub-objectives was reviewed at intervals during the
search pro€ess to establish any gaps that might exist either in the list of main
objectives'or in the sub-indicators already identified. For example, one of the
unde®1 philosophies of REACH is the precautionary principal, whereby

i0n should be taken to minimise the potential impacts of a chemical’s use
though hazardous effects have not yet been proven (e.g. vPvB

bstances). It was therefore recognised as essential to consider not only
issues and particular substances for which there is already concern and for
which monitoring is already being carried out, but also to include an element
of “‘blue sky’ thinking on how other insights into the wider impacts of REACH
might be assessed. Regular consultation with the Steering Group ensured that
the relevance to the needs of the UK-government of the various potential sub-
objectives could be established with a high degree of confidence.
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4.3

43.1

Identification of Indicators and Data Sets
Introduction

Once a consolidated list of sub-objectives had been developed and discussed
with the Steering Group, the various information sources were reviewed to
establish possible indicators that might inform on the sub-objectives and to
determine the current and likely future availability of data sets that could serve

o'

to support such indicators. During this review, particular attention was given (1/:

to establishing for each data set: *
. the nature, quality and source of the data set; K
the extent to which the continued availability of the data set was as ;
whether suitable baseline information is currently available or@ would
need to be established; @.
the extent to which the data set might be subject to conf% g by factors

other than those related to REACH or CLP; and
the frequency of recording of the data. %

The list generated through this process was er supplemented through
application of the expert knowledge and pers&ntacts of the project team
and from suggestions and ideas arising du& course of the consultations.
In line with the guidance received @1 the Steering Group, only limited
consideration was given to ileating the essentially administrative
information on processes inv in REACH or CLP implementation (e.g.
number of staff employed b petent Authority, budgets and time spent on
REACH/CLP-related tas onetheless, some of these ‘process’ focused
aspects were included it was considered that they might potentially aid
in the evaluation o% wider impacts of REACH or CLP and the extent to
which each fulfil Ims. Such sub-objectives and indicators are generally
reported un(&im of “Efficient implementation of REACH or CLP
requirements™

Final p analysis was carried out to ensure that each aim and objective

ha %Iable a range of potential sub-objectives and indicators, and that

Ible supporting data sources had been identified for each. Where gaps

re identified, more targeted searches or consultation were undertaken in
rder to attempt to identify suitable indicators and/or data sources.

Details of the comprehensive list of sub-objectives, indicators and data sets are
presented in Section 4.5.

A highly iterative approach was adopted during the information gathering
phases of this study, including consultation with key stakeholders. In some
cases, the scope and focus of the sub-objectives and indicators were modified,
although none were discarded; i.e. all identified sub-objectives and indicators
were considered during the assessment phase (see Section 5).
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4.3.2

All information sources consulted during the various searches are presented in
the References section.

Identification of Stakeholders of Relevance to REACH and CLP
An important issue for the evaluation of both REACH and CLP is the clear

and consistent identification of different types of industry stakeholder. One
possibility is to use the SIC codes used by the UK Office of National Statistics

(ONS).

NACE codes and the 2007 PRODCOM categories match NACE classificatio
to the first four digits (but have a lower level fifth digit unique to the UK).

Unfortunately, SIC (or NACE) codes were not designed with REA
in mind and they are therefore not an exact match for the diff
types of interest to an evaluation of REACH or CLP. Howev

to use an understanding of the sectors concerned to dete
industry most approximated by different SIC codes or ERO

This issue is also addressed in the UK R

made to match SIC codes with relevant CLP stakeholdeér

A major revision of both SIC and PRODCO

baseline data relate to the 2003 (or

IA, which

o0

cmgzm
erentNmdustry
onssible
he type of

M categories.

he approximations
dustry sectors.

er) SIC codes.

% to match updated NACE

The industry

codes became effective on 1 January ZOOé b%e UK RIA of CLP and other

definitions used for the 2003 SIC co@

match those used for the 2007 o
almost exact comparison betw.

types of relevance to th

ation of REACH or CLP.

d PRODCOM categories do not
d categories in every respect but an
wo is possible to construct with care.

Table 4.1 sets out 2003 ;&bm SIC codes alongside respective industry

Table 4.1: SIC Codes of Re & to REACH or CLP
2007 SIC Codes and Des m Nearest 2003 | Industry Type of Relevance to:
$ SIC Codes REACH UK RIA of
CLP
A0l - Cr(_)p a _’_‘a&mal production, hunting and A0 DU (M/1) Downstream
related servic ities businesses
C13 — Manuf e of Textiles
C13.1 —Preparation and spinning of textile fibres DB17.1 DU
013i2$ aving of textiles DB17.2 DU
. inishing of textiles DB17.3 DU Downstream
4 — Other textiles DB17.52 to DU businesses
17.54
b C17.1 — Manufacture of pulp, paper and paperboard DE21.1 DU
C19 - Manufacture of coke and refined petroleum products
C19.1 - Manufacture of coke oven products DF23.1 M/l Not included
C19.1.0 - Manufacture of coke oven products DF23.10 M/I Not included
C20 - Manufacture of chemicals and chemical products
C_20.1 - Manufacture of bas_ic chemicals, fe_rtilisers aqd Chemical
nitrogen compounds, plastics and synthetic rubber in | DG24.1 M/I (DU) Manufacturers
primary forms
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Table 4.1: SIC Codes of Relevance to REACH or CLP

2007 SIC Codes and Descriptions

Nearest 2003

Industry Type of Relevance to:

coatings, printing ink and mastics

SIC Codes REACH UK RIA of
CLP
C20.1.1 - Manufacture of industrial gases DG24.11 M/
C20.1.2 - Manufacture of dyes and pigments DG24.12 M/1 (DU)
020.1_.3 - Manufacture of other inorganic basic DG24.13 M/l
chemicals
C20.14 - Manufacture of other organic basic DG24.14 M| < :>
chemicals
C20.1.5 - Manufacture of fertilisers and nitrogen
compounds DG24.15 M/1 (DU)
C20.1.6 - Manufacture of plastics in primary forms DG24.16 DU K
E;Zr?ﬁij - Manufacture of synthetic rubber in primary DG24.17 DU \:>‘2 "
C202 - Manufacture of pesticides and other | j, . Exempt fro
agrochemical products ' REACH™)
C20.2.0 - Manufacture of pesticides and other Exermpt fzgm
. DG 24.20
agrochemical products EA
C20.3 - Manufacture of paints, varnishes and similar DG24.3 n(

C20.3.0 - Manufacture of paints, varnishes and similar
coatings, printing ink and mastics

,DU

C21 - Manufacture of basic pharmaceutical products

DG24. SOQ

Excempt from

and pharmaceutical preparations 6 REACH and
CLP
C20.4 - Manufacture of soap and detergents, cleanl
and po_llshlng preparatlonz perfumgs and Q ’13624.5 fDréJm(ngAngL)
preparations
C20.41 - Manufacture of soap and detergenw‘hmg DG24.51 DU (Exempt
and polishing preparations ) from REACH)
C20.42 - Manufacture of perfum&\dj toilet | 5oy cs DU (Exempt
preparations ) from REACH)
C20.5 - Manufacture of other che‘mlca(dr‘oducts DG24.6 M/I (DU)
C20.5.1 - Manufacture of exploﬁ@ DG24.61 M/1 (DU)
C20.5.2 - Manufacture of g{‘ - DG24.62 DU
C20.5.3 - Manufacture oftesseritial oils DG24.63 M/ (DU)
C20.5.9 - Manufacture “of other chemical products | DG24.64 to DU (M/1)
n.e.c. DG24.66
C20.6 - Manufacture’of man-made fibres DG24.7 DU
C20.6.0 - Mal ture of man-made fibres DG24.70 DU
C22 - faeture of rubber and plastic products
C22.1 nufacture of rubber products DH25.1 DU (M/1)
- Manufa_ctu_re of rubber tyres and tubes; | DH25.11 & DU (M/1)
ding and rebuilding of rubber tyres DH25.12

2.1.9 - Manufacture of other rubber products DH25.13 DU (M/1)
C22.2 - Manufacture of plastics products DH25.2 DU Downstream
C22.2.1 - Manufacture of plastic plates, sheets, tubes businesses
and profiles P P DH25.21 DU
C22.2.2 - Manufacture of plastic packing goods DH25.22 DU
C22.2.3 - Manufacture of builders’ ware of plastic DH25.23 DU
C22.2.9 - Manufacture of other plastic products DH25.24 DU
C23 - Manufacture of other non-metallic mineral products
C23.1 — Manufacture of glass and glass products | DI26.1 | DU (M/1) | Downstream
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Table 4.1: SIC Codes of Relevance to REACH or CLP

2007 SIC Codes and Descriptions Nearest 2003 | Industry Type of Relevance to:
SIC Codes REACH UK RIA of
CLP
businesses
C24 — Manufacture of basic metals DJ27 DU (M/1) Not included
C25 - Manufacture of fabricated metal products, .
except machinery and equipment P DJ28 DU Not included
C25.4 — Manufacture of weapons and ammunition DK29.6 Exempt from Doyvnstream\.
' REACH busmess@
C26 - Manufacture of computer, electronic and optical DL30, DL33 DU
products
C27- Manufacture of electrical equipment DL31,DL32 & 6
DL33 DU luded
C28 - Manufacture of machinery and equipment n.e.c. | DL31, DL32 & DU \> nelude
_ _ DL33 .(\‘
C29-  Manufacture of motor vehicles, trailers and | /-, BU @
semi-trailers \
C30 - Manufacture of other transport equipment D
C31 - Manufacture of furniture DN36.1
C32 - Other manufacturing DN36 (not 0
DN36.1) Downstream
E38.3 - Materials recovery DN37 DU businesses
E38.31 - Dismantling of wrecks DN \ DU
E38.32 - Recovery of sorted materials DU
G46.75 - Wholesale of chemical products ’é Dis (M/1) Whol_esalers of
) Q P chemicals
G46.77 - Wholesale of waste and scrap . A ¥G51.57 M/1 (Dis) Not included
G47.1 - Retail trade, except of motor vehicles otorcycles
G47.11 - Retail sale in non-specialised s “with G52 11 Dis (M/1)
food, beverages or tobacco predommatl
G47.19 - Other retail sale in non- spe g\d stores G52.12 Dis (M/1) Retailers
G47.52 - Retail sale of hardware, and glass in .
specialised stores P ’ 65246 Dis (M/1)

* Key to types of REACH agtox, «”
M/I: Manufacturers and/of\i rters.
DU: Downstream user.

<

Dis: Distributors.
(): Less promin of stakeholder and potential confounding factor.
g

impacts of REACH or CLP are likely to be felt to different extents by

panies of different sizes, even where such companies fall within the same

IC code. Therefore, an evaluation of REACH and CLP must also attempt to

differentiate impacts to companies of different sizes, as defined by

Commission Recommendation of 6 May 2003 concerning the definition of
micro, small and medium-sized enterprises (2003/361/EC).

In addition, it is understood that the possibility of differentiating industry data
by UK regions might be of value to the evaluation of REACH but not to CLP.
It is therefore recommended that any surveys or case studies include
companies distributed across the UK wherever possible. However, it is
possible that not all industry associations will be able to differentiate the data
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4.4

that they collect or supply by region. Furthermore, it is likely that data
provided from one address (i.e. a head office) may represent the position of
many separate sites.

Consultation

support the main aims and objectives of the evaluation, representatives of a
limited number of government departments and agencies were contacted
asked to provide initial comments and observations.

During the early development of ideas on suitable sub-objectives that might (I/Q

Subsequently, after consultation with the Steering Group, the sc

consultation exercise was extended to include additional nment
departments and agencies (including the devolved administrati ome non-
governmental public bodies, a number of non- governmen% blic interest
organisations (NGOs addressing areas of particular re Trade Unions,
and several major UK industrial associations. d consultation of
academics was also included. The organisation%sulted are listed in

Annex 1. Q

An initial email outlining the objectives Qpe of the study, the focus of
the consultation and, where appropriat @ummary of the main objectives,
sub-objectives, indicators and data s identified to date was sent to the
identified representative of each nisation. In some cases, the original
recipient considered that they\% ot the most appropriate person to address
the issues raised. In these cﬁ cascade approach was used to identify and
contact a more appropri native. In a very limited number of cases, a
suitable person was not tified or was unavailable during the time window
for consultation. 6

The initial e ntact was followed by a teleconference in which the
study’s ai S pproach were described. The representative was then asked
for their jons on the relevance of objectives, sub-objectives and indicators
and tre and availability of data sources. Where appropriate, discussion
ght to establish the robustness of available data, its frequency of
ion and the suitability of data for use as a baseline. Views on possible
founding factors and the extent to which allowance could be made for them
uring data analysis were also discussed. Opportunity was provided for
representatives to suggest alternative approaches and/or data sources.
Information on the costs of data collection was also sought, although feedback
on this was generally limited and qualitative in nature.

Following the interview, short notes detailing the issues discussed were sent to
the representative for their comment and approval.

Where considered appropriate, suggestions as to additional indicators and/or
data sources were included within the comprehensive lists and relevant
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44.1

opinions incorporated into discussions set out in subsequent sections of this
report. Due to concerns regarding confidentiality, detailed transcripts of the
consultation discussions are not presented in this report. However, brief
summaries of key findings are presented below, on a sectoral basis.

A number of non-UK organisations was identified that might also provide
valuable information and, although not consulted for this study, it may be
useful to discuss particular issues with such organisations at a later stage

UK Government Departments and Agencies *
There was general support for the proposed evaluation of REACH an P
implementation by Defra across the various Departments and Ies,

although some concern was expressed that the burden on resourc d not
be onerous, particularly given existing Better Regulation t %hus, in
several areas it was suggested that proposals shoulds de careful
consideration of cost and benefits, and that there might be«d need to agree
budget allocations between departments. The Devo %ministrations were
in favour of this exercise but were content to se%rogressed by central
government.  Support also came from the ({io S government expert
committees consulted. O

Particular concerns were expressed as t extent to which the impacts of
REACH or CLP could be distinguishe those of other legislation and the
wider socioeconomic and enviro actors. This was most apparent with
regard to the evaluation of t an and environmental health impacts of
REACH. Here there was ge agreement that, while the identified data sets
probably were the best Hable, they would be subject to significant
confounding factors an@icularly in relation to human health, the issue of
be difficult to address. Therefore, a focus on alternative
ted, such as evidence of withdrawal of chemicals
cerns or other types of response by industry that would
n of exposures to potentially harmful chemicals. It was also
at great care would be needed to distinguish the economic impacts
or CLP from the cumulative impact of regulation (i.e. again
ng factors were seen as a problem). Thus, it was suggested that the
should be on those aspects of REACH or CLP that had only limited

disease latency wou
approaches was
because of safi
indicate a re

ctors likely to be particularly affected by REACH or CLP be adopted.

u
j@ction with other factors, and that an approach which focused on the key

60

Some of these concerns, particularly regarding the confounding effect of
overlapping legislation, may be somewhat reduced by adoption of a single
evaluation system for REACH and CLP (although other confounding factors
will remain). Consideration of CLP also highlighted that issues regarding the
assignment of roles for certain aspects of its implementation are outstanding.
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4.4.2

4.4.3

Independent Government-supported Bodies

Various bodies were consulted but, while generally being supportive of the
initiative, the extent to which they could assist was limited. The Government
Chemist indicated that it does not currently hold data of relevance but intends
to mount future case-study investigations on REACH implementation.
However, these may be in quite specialised areas and it was noted that the
Government Chemist would need to ensure that it maintains its impartiality. In

o'

contrast, the Office of National Statistics has indicated that it would be able to (1/5

provide a data set specific to the needs of this study, at limited cost.

Industry Associations (ﬁ

The majority of the industry associations consulted expressed @}est in
and willingness to co-operate with this exercise. There w, wever, a
general concern regarding confidentiality/data protection is%&hich would
mean that some surveys may need to be organised Alrough and feedback
reported by the relevant associations. It was sugg t there was still a
lack of awareness by some sectors (e.g. small businesses) of the potential
impacts of REACH and CLP and that this may~ead 'to serious problems as
substances are registered (and eSDS produce(&ﬁthdrawn from the market.
Some industry sectors were so focused an the<fequirements of REACH that
associations felt that their members w: have little interest in providing
information on CLP at the current i@ t was anticipated that this would
change as the demands of CLP eg& 0 be felt, but that CLP data may be
obtained beforehand if combing(( requests for data on REACH.

In contrast some, but not @presentatives of the waste recovery and non-
ferrous metals sectors st at their membership did not, at this time, regard
REACH and CLP agra_issues of concern and were unlikely to be interested in

co-operating. Ot hly specialised sectors — while willing to co-operate —
noted that t embership was perhaps more concerned about other
incoming, legislation (such as the Cosmetics Regulations and Aerosols

Dispenser Rirective) than REACH or CLP.

Al @1 most sectors were more concerned with the impacts of REACH than
~concerns were expressed about the more stringent thresholds at which
ious classifications would be applied and with regard to difficulties implicit
toxicity data interpretation due to the need to undertake route-to route
extrapolations in relation to aerosol products. Concerns were also expressed
as to the extent to which industry would be able to provide robust
comprehensive estimates of the costs incurred in meeting the demands of
REACH or CLP, since there were felt to be significant ‘invisible’ costs that
might be difficult to capture.
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4.4.4

4.4.5

4.4.6

Environmental and Animal Rights Organisations

The NGOs consulted were generally supportive of the need for an evaluation
exercise. Furthermore, they were realistic as to the extent to which it would be
practical to show direct evidence of changes in human health, environmental
status or in animal testing practices as a result of REACH, particularly in the
short- and mid-term. However there was an expectation that other indicators
of REACH (and, by inference, of CLP) impacts might be more valuable, such

o'

as evidence of withdrawal of potentially hazardous chemicals from, for(l/Q

example, consumer products in the UK. Such expectations echo advic
provided by relevant government departments and agencies. &

Interest was expressed in the extent of UK industry and governmen

and support for the development of, alternatives to animal tests. dents
noted that the UK government has been a leader in e on the
development/use of alternative testing and expressed hope %ﬂs position
will be maintained in the future. Others commented that, his time, their
focus on animal rights had changed from REACH t g to influence the
course of the European testing directive. A number ofNGOs noted that, while
they do not monitor specific costs related to RE , they would be willing to
provide estimates and wider feedback with re@ the effects of REACH or
CLP. Unfortunately, because of resourceJimitations, CHEMTrust was unable
to contribute at this time. 96

Academic Institutions . \AQ

The academic institutions co \@’did not have data of direct relevance to the
evaluation of REACH or ¢ However, they were willing to provide, or
facilitate the provision@; expert comment. In some cases a limited
administrative cost r@b charged.

Trade Unions

Trade Un?&Q'contacts were, in most cases, willing to provide qualitative data
and co nt regarding the impacts of REACH or CLP, although it was
felt that this should be sought via the TUC rather than from
tdual unions.

Summary of Objectives and Sub-Objectives

The objectives and sub-objectives identified for each of the main aims for the
evaluation of REACH or CLP are summarised in Table 4.2. For each of the
identified objectives and sub-objectives, a number of potential indicators have
been developed. These and possible supporting data sources are detailed and
discussed in the sections that follow.
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Table 4.2: The Objectives
Evaluation REACH and CLP

and Sub-Obijectives Considered to Support the Aims of the

Objective

Sub-objective

Ensure a High Level Protection of Human Health and the Environment from the Risks that can

be Posed by Chemicals

Reduce the negative health
impacts arising from
occupational exposure to
chemicals

Reduce the incidence of chemical-related occupational dermatitis
and other skin diseases.

Reduce the incidence of chemical-related occupational respiratory
disease.

Reduce the incidence of chemical-related occupational cancers.
Reduce the incidence of chemical-related industrial injuries. %

Reduce the negative impacts
on public health of exposure
to chemicals

workplace

public.

Reduce the level of public exposure to che,
Promote withdrawal of substances of ¢
Increase substitution of substances by lessth

Implement national emergency actign un
rapid safeguarding of human healt‘&lK
N

Reduce or eliminate exposure to chemicals of concern in the
Reduce the incidence of chemical-related conditiﬁ Jib?general
icals oncern.
m the market.
rdous alternatives.
Article 129 to ensure

Reduce the negative impacts
on the environment arising
from chemicals

Increase population levels spMs susceptible to chemical
pollution.

Reduce the extent of ¢
Reduce the IeveLof
environmental m
Reduce the
Implement
rapid sa

-induced effects in wildlife species.
als of concern present in abiotic

hemicals of concern present in wildlife.
al emergency action under Article 129 to ensure
ing of the environment in UK

Maintain the assessment of
hazards to human and
environmental health \(

[
Maintaw’the current high standard of hazard classification

Enhance Competitivem@\d

Innovation

Maintain the co &e
position of th hemical
sector

<

Maintain the competitive position of UK substance producers and
downstream users.

Maximise the ease of export of chemicals from the UK

Maximise the ease of import of chemicals into the UK

N
i N} adverse structural

nges to UK industry

Minimise adverse structural changes to the UK chemicals sector.
Minimise adverse structural changes to the UK downstream user
sector.

Minimise adverse structural changes to the UK chemicals trading
sector.

Minimise adverse structural changes to the UK recycling sector

Minimise adverse effects on
the pattern of industrial
activity in the UK

Avoid damaging increases in input prices.

Maintain competition in the supply of chemicals.

Minimise costs associated with loss of substances.

Minimise withdrawal of substances for non risk-related reasons

D
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Table 4.2:
Evaluation REACH and CL

The Objectives and Sub-Objectives Considered to Support the Aims of the

P

Maximise the potential for
innovation

Maximise innovation by UK substance producers.
Maximise innovation by UK downstream users

Increase the Availability and

Transparency of Information on Chemicals

Encourage the
dissemination and utilisation
by stakeholders of
information sources and
advice relating to chemicals

Encourage the dissemination of information by the UK CA.
Encourage the dissemination of information by industry.

Encourage the dissemination of information from all sources
\

Ensure the provision of high
quality information and
advice about chemicals

"
Ensure the availability of high quality information from the &
Encourage the availability of high quality information frogNndustry.

Encourage the availability of high quality information t@,coRsumers

Promote Alternative Methods for Assessment of Hazards of Substances

\’b

Promote the development of
alternative (especially non-
vertebrate) test methods

Promote the development, evaluation a tion of alternative
methods for chemical testing

Promote the use of
alternative (especially non-
vertebrate) test methods

Promote the replacement of ex vertebrate test methods.
Encourage the use of non-ghi pproaches in REACH and CLP
risk assessments

Minimise the usage of
vertebrates in the testing of
chemicals that fall within
the scope of REACH and
CLP

Promote minimis Hse of vertebrates in the testing of

chemicals fo @Q and CLP

Ensure the Efficient Implemen&)ny.REACH Mechanisms

Support the efficient (‘
operation of the REAC@
and CLP process by U
government and

governmental or@ations
~

Mient participation in REACH implementation process by UK
government

Ensure th cy of the
UK govérmegent to meet
d CLP

Ensure adequate resourcing by UK government

courage the efficient
operation of the REACH
and CLP process by UK
Industry

Encourage participation of UK industry in REACH and CLP
processes.

Minimise the regulatory burden and maximise benefits.
Minimise adverse impact on competitiveness.

Establish economic benefits from improvements to human and
environmental health.

Minimise adverse impacts on recycling and waste recovery
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Evaluation REACH and CLP

Table 4.2: The Objectives and Sub-Objectives Considered to Support the Aims of the

by UK industry with which
to meet REACH and CLP
obligations

Encourage the provision of | Encourage provision of an adequate scientific and technical resource
an adequate resource base base for UK industry to meet REACH and CLP Obligations
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5.1

O

SCREENING AND PRIORITISATION OF INDICATORS

Overview of the Approach

A list of possible indicators was developed with the potential to inform each of
the sub-objectives set out in Section 4. All indicators were developed for their
potential relevance to the evaluation of REACH and for their potential
relevance to CLP (except for environment). Therefore, when data are
gathered, it will be necessary to differentiate between data relating to REACH
and those relating to CLP.

Once the long list of possible indicators was developed, some e@‘of
screening these and prioritising those for future consideration was\eguired.
To aid this process, a simple scoring and weighting system wa %ﬂ oped to
allow the different indicators to be compared against ther in a
consistent and transparent manner.

This involved the following stages®: (f/b

1. criteria were defined against which all o(me indicators were to be
assessed,

2. the indicators were then scored, usingaLikert scale of 1 to 5°, against each
criterion;

3. weights were assigned to e‘%&he criteria to reflect a subjective
judgement on their importan he end priority that should be given to

each in developing an evaluation and monitoring framework for the UK

weighted scores were d or each indicator;

sensitivity analysis ndertaken, in particular on the weights assigned

to the different critemnd

S

6. the results were@werted to a set of reporting priorities for each of the
main objecti

The profegsional judgement of the study team was applied to both the scoring
and wi m exercise and to the subsequent prioritisation of indicators for
the tion of REACH or CLP.

indicator was assigned to one of four options for frameworks for the
aluation of REACH and CLP. This is described in greater detail in Section
7, but the four options are:

Option 1: Indicators representing the minimum needed to meet the
evaluation requirements of REACH or CLP respectively;

See also Multi-criteria analysis: a manual, dated January 2009, published by Department for
Communities and Local Government, Eland House, Bressenden Place, London.

Except for one criterion for which a scale of 0 — 5 was used, as described in Section 5.2.
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Option 2: Indicators that offer valuable data for the evaluation of REACH
or CLP respectively, at a low to moderate cost (except indicators needed
for Option 1);

Option 3: Indicators that offer useful data for the evaluation of REACH
or CLP respectively, at a moderate to high cost (except indicators needed
for Option 1); and

Option 4: All indicators that do not meet the requirements of the other
options but have the potential to provide data of some use to the evaluation
of REACH or CLP. Also included are indicators which were not needed

considered for other options but would require very expensive

gathering. @
O

5.2 Results of the Scoring and Weighting Exercise @Q

Four criteria were chosen against which to score each ir%lt 7 namely:

1.

Specificity: how closely does the indicator magap the sub-objective at

the UK level? Q

Quality of Information: is the data rQbuSt=based upon its source and the
extent of quality control that is appar%vithin data sets?

Confounding Factors: how e %lve and significant are the confounding
factors, and to what extentg&ese be addressed?

Cost: how easy will i % collect the data and what will be the extent of
additional analysis r@; d?

The professional&ment of the study team was used to assign a score
between 1 arr;j(g ach indicator against the four criteria. Each indicator was

scored sepa

for the evaluation of REACH or CLP. However, it was
ough the factors underlying the criteria “‘Quality of information’,
g factors’ and ‘Cost’ did differ slightly with regard to the
n of REACH or CLP, such differences were not sufficient for the

ev.
@s to differ significantly for any indicator. The scores produced for

N

ecificity” were found to be significantly different for REACH and CLP and

ese were used as a guide to the relative importance of each indicator to the

no relevance to either REACH or CLP, a score of zero was introduced for

E OC) two separate evaluation processes. In addition, to allow for indicators that had

‘Specificity’.

The definitions used in assigning the scores are summarised in Table 5.1
provided on the next page.

Summaries of the reasoning behind the assigned scores were recorded for each
indicator (other than where a score of one or five was assigned, where the
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rational was considered self-evident from the definition) and used to inform
the further analysis of each indicator.

In addition to the scoring, four different systems of weights were applied to
each criterion to assess the importance of each indicator for the evaluation of

REACH or CLP: \% ¢

- with equal weight for each criterion but regardless of cost — System A, Q
- with equal weight for each criterion including cost — System B; (1/
- with priority given to ‘Specificity’ and *Quality of information” — Syste

C;and &
- with priority given to ‘Cost’ and *Confounding’ — System D. @

The weights applied to each criterion under systems A to %Qset out in
Table 5.2 below.
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Table 5.1: The Definitions Used in Assigning Scores to each Criterion

Specificity: how
closely does the
indicator match to the
sub-objective at UK
level?

Quality of
information: is the
data source robust?

Confounding factors:
how significant are the
confounding factors
and how easily can
these be addressed?

Cost: how easy will it
be to collect the data
and extent of additional
analysis required?

0. Irrelevant: of no
relevance to the
evaluation of REACH
or of CLP, as
appropriate

1. Questionable:
tenuous fit with the
sub-objective and will
inform on a non-UK
level only

1. Unreliable: no
apparent quality control
in place

1. Very high
confounding: many
confounding factors
that it will be difficult
to address

1. Very high: requires
collection of new d
through extensi 4

monitoring/a
(possibly d@yment
of new nge logies)

ore surveys
speeifically to gather
da

2. Limited: limited fit
with sub-objective and
may inform only on a
non-UK level

2. Borderline:
collecting organisation
has some quality
control measures in
place, but no cross-
checking is possible

2. Some confoundin
some confoundin
factors with limited
potential for ¢ tion

LY bo

j. High: requires

ollection of new data
through additional
monitoring/analysis
using existing
methodologies, or
surveys in co-operation
with other
organisations

3. Moderate:
reasonable fit with sub-
objective but may
inform only on a non-
UK level

|

3. Reasonable: some ‘\‘
independent cross

checking of c '
information isQ i

N3\Moderate

Nconfounding: some

" confounding factors but
with some potential for
correction

3. Medium: requires
collection of new data
(monitoring or surveys)
but this will be
undertaken at little or
no cost to Defra, or
may involve addition of
some questions to
existing questionnaire
survey

4. Good fit: reasona&
fit with sub-objecti

and relates to 0
relevant dat lé

»
~High: information

collected by
authoritative source,
but quality control

4. Little confounding:
some confounding
factors but they can be
largely corrected

4. Moderate: data
already collected, but
significant additional
analysis required

unspecified
5. Spe excellent 5. Robust: information | 5. No confounding: no | 5. Very low: already
fit f gJsub-objective | collection by confounding factors collected on ongoing

authoritative source
and is subject to
recognised quality
control

basis in a usable
format, from a reliable
source, with no data
protection issues. May
need some reformatting
or limited additional

analysis.
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Table 5.2 The Weights Applied under Systems A to D
Criterion Weighting

System A System B System C System D
Specificity 1 1 60 10
Quality of Information 1 1 60 10
Confound Factors 1 1 10 40
Cost 0 1 10 100

o'

To allow comparison of the results from each of these four systems, the result (1/
were normalised by presenting them as the percentage of the maxi

available points obtained under each system, so that obtaining 15/20

under System A is equivalent to obtaining 600/800 points under Syst%

Viewing the results of the different weightings together
sensitivity analysis to be carried out, for instance to deter

the emphasis placed on different criteria affected the relati\;a%p
indicators. The different sets of scores produced und
systems were then used to inform (but not dictate) t

of indicators for the evaluation of REACH a

(provided in Section 6).

Sections 5.3 — 5.9 set out the potential i
objective, the possible confounding fa
the suitability of each indicator yvit ect to the evaluation of REACH or

CLP.

For brevity, the scores giv G)each indicator for each criterion, as well as the
four scoring systems, have not been reproduced
les given in Annex 3 and 4. The main findings of
ng exercise are summarised below, however.

total scores under each
here, but are included in

the scoring and wgi

The results @vesented in tables, and the final column of these sets out
which opg n edach indicator might be expected to be assigned to, based on a
0

combi
appli

b

\

OWS some

changing

ortance of the

e different scoring

quent prioritisation

r@)r e evaluation of CLP

icators for each objective and sub-

d the results of the assessment of

of legal requirements, results of the scoring and weighting and
f expert judgement. Additional detail about potential sources of
the nature of available baselines can be found in Annex 2.

ts
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5.3

5.3.1

60

Objective: Reduce the Negative Health Impacts Arising from
Occupational Exposure to Chemicals

Indicators

HSE, in association with other government bodies, has for many years
supported an extensive array of monitoring programs designed to quantify the
UK’s occupational health burden. This covers both occupational diseases with
short latency (e.g. dermatitis and asthma) and others with latency periods

cancer). Other identified government-supported datasets provide informafio
on the level and severity of injury suffered by UK workers and the relati ip
of such injuries to the use of chemicals.

While many of the chemicals responsible for some ‘classica upational-
diseases are known (e.g. asbestos) and are already the subjget of separate
control measures outside of either REACH or CLP, th enidins a significant
UK occupational disease burden that has yet to %uted to particular
chemicals or other agents. Indicators and data colection systems have
therefore been identified that could potentially. rm on the impact of the
introduction of controls on previously unrecw chemical hazards, which
may be identified as a result of REACH\or t8”a somewhat lesser extent by
CLP. Furthermore, these indicators a supporting datasets are the same
or similar to many of those used in &are-implementation REACH impact
assessments, such as those for thé mission or other bodies (e.g. Pickvance
et al., 2005; RPA, 2002). Inclgsier of such indicators might therefore allow
an ex post evaluation of the i@ t of REACH.

Other indicators, sugge@ by the HSE, which could indirectly inform on
workers’ exposure hemicals associated with the common occupational
diseases of derm% r occupational asthma, comprise:

changgs ithe levels (or strength) of prescriptions for those diagnosed with
occ al dermatitis or asthma during the period immediately following
ir@;n‘;xntation or REACH (and CLP), since a change in these indicators

be inferred to indicate that worker exposure to the causative
&emicals had been influenced by REACH (or CLP); and

0 ’ changes in expenditure by industry on protective gloves (both numbers and

types purchased) or on local or general ventilation equipment may inform
on the level of concern about the potential dermal or respiratory effects of
chemicals and thus indicate positive action by industry to increase worker
safety as a result of increasing information availability through REACH.

Other indirect indicators that would imply increased worker safety could
include the withdrawal or substitution of hazardous chemicals by industry
(either as a result of regulatory action or voluntarily). However, because of
their wider potential significance, these have been included in the
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5.3.2

consideration of possible indicators of public health, rather than specifically
within an occupational context.

Two further indicators specific to CLP have been identified that inform on the
changing classification profile of chemicals in the workplace. Such changes
may arise as a result of the review of available data for substances or mixtures
because of the implementation of the CLP regulations.

Confounding Factors

5.3 are probably the best available indicators of occupational health avp&
in the UK, any fluctuations in incidence patterns would be extremely ‘aifficult
to ascribe specifically to either REACH or CLP, because of the @}vel of
potential confounding that exists. A further problem wi e disease
indicators (except for dermatitis and asthma) is that any e REACH or
CLP is very unlikely to be detectable within a reasongble timeframe because
of the prolonged latency periods for these conditions(ii%

use of incidence figures for these diseases indicator for the combined
effect of CLP and REACH would have e attraction, since jointly
considering the impact of these two ely related regulations would
somewhat reduce the extent of ¢ nding. However, the remaining
confounding factors are still consj to be extensive (indeed many of the
recognised causative agents fo@e indicators are of a biological rather than
chemical nature) casting do their value for the purposes of this study.
The extent of difficulties s ding the use of incidence data is exemplified
by the recent withdrawaf@occupational skin disease from consideration as an
indicator from the Egrgstat REACH baseline study (Eurostat, 2009).

In the case of occupational asthma and ski@e, particularly dermatitis,

For the possisg(aaicators addressing industrial injury compensation, the
types of dis at are linked with compensation provisions are very limited
and rela specific causative chemicals that are already closely defined. It
is hi uestionable whether REACH or CLP, either separately or
co , will result in the identification of any previously unrecognised
&cals with sufficiently robust information on cause-effect relationships to

gal compensation framework.

0 tify the inclusion of such a chemical-disease linkage within the existing
O™

60

The possible indirect indicators of prescription practice by physicians treating
occupational cases of dermatitis or asthma have the benefit of drawing on a
pre-defined study population using established data collection networks and
structures. However, these may be subject to significant confounding factors —
such as changes in medical practice or the influence of other legislation
outside of the combined effects of REACH and CLP. Similarly, the
requirement to meet occupational exposure limits for particular chemicals
introduced outside the REACH or CLP regulations and, importantly, the
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5.3.3

5.34

general economic climate may influence any changes in industrial expenditure
on worker protective measures such as PPE and ventilation.

Changes in the indicators relating to the reclassification of substances will be
essentially driven by the CLP process and will be derived from the C & L
database, so should represent robust information and be subject to relatively
few confounding factors. While some external factors may influence the data,
for example withdrawal of chemicals from the market as a result of
economically-based decisions, these can be allowed for to some extent from

insights gained by the survey of industry. *

Results of Indicator Assessment

Recommendations have been made for the assignment of @}f the
occupational health indicators to one of the four options. Ta% presents
the assessment of each indicator against each of the four a described
above. The full set of scores arising from the scoring % ting exercises

evaluation of CLP. However, consideration i to two indicators that are
highly CLP-specific; these relate to the um of substances and mixtures
that are subject to reclassification to hig r lower categories. These have
been assigned to Option 2, rather th ion 1, as they are not specific to
either the CLP or REACH minimumA ation requirements.

can be found in Annex 3
Impacts on occupational health are likely to F(l{ttle relevance to the

For a number of the remag\@occupational health indicators, however,
reservations have been id ied as to their ultimate usefulness in reliably
informing on the impac@ﬁEACH and/or CLP. A small number of other
more promising ind'Etor ave been assigned to the higher tiers of the option

scenarios conside gely because of concerns regarding cost. These issues
are dlscussed fi in Section 6.

Results%ﬁ'ormg and Weighting

For ccupational health indicators, there was little difference in the

ghted scores with or without consideration of anticipated cost, except for
|nd|cators relating to the incidence of occupational diseases. Adoption

these was favoured by inclusion of cost, since they are derived from readily
available governmental information produced on a yearly basis for other
purposes. For the same reason, the aggregate score for the indicator ‘change
in numbers claiming compensation because of industrial injuries attributable to

chemicals’ showed a marked rise when cost was included in considerations.

The ranking of indicators under System C (in which specificity and quality of
information were given priority) was very similar to that under System A
although there were small differences between the indicators relating to the
number of mixtures or substances reclassified and those relating to

Page 66



This document has been archived.

Risk & Policy Analysts

occupational disease incidence. The score for ‘numbers claiming
compensation because of industrial injuries attributable to chemicals’ was
higher than for System A, reflecting the high quality of the data source that
would be used to support this indicator.

Under the scenario with priority given to cost and the degree of confounding
factors present (System D), the indicators on numbers of mixtures and
substances reclassified showed a slight fall in relative ranking compared with
System C, reflecting the anticipated costs of extracting and analysing data
from the C&L database. Nonetheless, they remain high scoring indicator
Although readily available at little cost, the anticipated extensive confoun@
factors in the data sources for the indicators relating to occupational % e
incidences significantly reduced their value. In contrast, the anticip sts
relating to the development and performance of studies to ascerta&re are
changes in prescription practice for sufferers of selected occu% al disease
(together with some concern as to confounding) affected th ive ranking
of the associated indicators.
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Table 5.3: Objective: Reduce the Negative Health Impacts Arising from Occupational Exposure to Chemicals

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

4
PR Kecommendatlon

Sub-objective: Reduce the Incidence of Chemical-related Occupational Dermatitis and other Skin Diseases

Change in incidence of
chemically-related
occupational skin disease
(short- to medium-term
indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Occupational incidence
data derived directly from
UK government sources
that are subject to rigorous
quality assurance
procedures

Wide range — including other
legislative changes, general
improvements in occupational
hygiene, technological

changes in industrial practice. N

Data are alfeatly "
collect%
coll nimal
% be incurred
act and format
quired data.

Addresses legal minimum
requirement of REACH so
required for Option 1.
Recommended for Option 2
for CLP

Change in number of
prescriptions for
chemically-related
occupational dermatitis
(short-term indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Can use collection systems
under HSE control so good
quality data can be
expected

general improvemen
occupational hygiepe,

changes in induStgiaPpractice.
Could be addresbed by careful

study design

Wide range — including
changes in medical m
S

VN

igh, as will require
generation of new
data from survey of
appropriate health
professionals but cost
can limited by using
established HSE data
gathering systems

Potentially a novel and
informative indicator on
occupational health..
Recommended for Option 3
for REACH and CLP

Change in incidence of
work-related chemically-
induced skin disease
(short- to medium-term
indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Quality of data likely to be
limited because of source

and imprecise nature of
end-point being (
investigated. &

ge — including

W,
q&e orting, impacts of other
\ggl lative changes, general

tmprovements in occupational
hygiene, technological

changes in industrial practice
- background trend data only

High, as targeted
surveys of workers in
industrial sectors
considered at
particular risk would
be required.

Will provide limited
background trend data;
monitoring at REACH and
CLP deadline dates may
provide some indication of
overall progress in
occupation health and safety.
Not carried forward for
REACH or CLP

Sub-objective: Reduce the Incidence of Chemical-related Ogtbtional Respiratory Disease

Change in incidence of
chemically-related
occupational asthma
(short- to medium-term
indicator)

Directly relevant to
occupational health but

not particularly specific {

to REACH or to CLP.

2

(0] nal incidence
ived directly from

B
} government sources
at

are subject to rigorous
quality assurance
procedures

Wide range — including other
legislative changes, general
improvements in occupational
hygiene, technological
changes in industrial practice
Provides background trend

data only

Data are already
collected and
collated. Minimal
costs will be incurred
to extract and format
required data

Addresses legal minimum
requirement of REACH so
required for Option 1.
Recommended for Option 2
for CLP
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Table 5.3: Objective: Reduce the Negative Health Impacts Arising from Occupational Exposure to Chemicals

Indicator

Specificity

Quality of Information

Confounding Factors

Recommendation

Change in incidence of
chemically-related
occupational chronic
obstructive pulmonary
disease (COPD)
(long-term indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Occupational incidence
data derived directly from
UK government sources
that are subject to rigorous
quality assurance
procedures

Time course over which
disease develops suggests
level of confounding would
be considerably greater than
that for asthma or dermatitis.
Provides background trend
data only

Low cost and ready
availability would suggest
but significant limitations
and extensive latency period
suggest that consideration be
given to use of alternative
indicators

Change in number of
prescriptions for
occupational asthma
(short-term indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Can use collection systems
under HSE control so good
quality data can be
expected

Wide range — includifig \.J
changes in medical pragtiee,
general improveprents i

occupational hiygiene,
changes in i rial practice.

High, as will require
generation of new
data from survey of
appropriate health
professionals but cost

Could ddressed by careful | can limited by using
stud established HSE data
) gathering systems

Potentially a novel and
informative indicator on
occupational health..
Recommended for Option 3
for REACH and CLP

Change in incidence of
work-related chemically-
induced respiratory
disease

(timescale of indicator
dependent on conditions
under consideration)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Quality of data likely to be ¢
limited because of sour

and imprecise nature o w
end-point being Kb

investigated.

e range — including
\isreporting, impacts of other
egislative changes, general
improvements in occupational

hygiene, technological
changes in industrial practice
- background trend data only

High, as targeted
surveys of workers in
industrial sectors
considered at
particular risk would
be required.

Monitoring at REACH and
CLP deadline dates may
provide limited indication of
overall progress in
occupation health and safety.
Not carried forward for
REACH or CLP

Sub-objective: Reduce the

Incidence of Chemical-related Oc %nal Cancers

Change in incidence of
chemically-related
occupational respiratory
cancers

(long-term indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Occup i\‘ahncidence
da ed directly from
5% ernment sources
!

are subject to rigorous
A procedures

Wide range —.level of
confounding would be
considerably greater than that
for asthma or dermatitis
background trend data only

Data are already
collected and
collated. Minimal
costs to extract and
format required data

Not carried forward for
REACH or CLP

Change in incidence of
chemically-related
occupational skin cancers
(long-term indicator)

Occupational incidence
data derived directly from
UK government sources
subject to rigorous QA

Wide range —level of
confounding would be greater
than that for asthma or
dermatitis. Background trend
data only

Data are already
collected and
collated. Minimal
costs to extract and
format required data

Not carried forward for
REACH or CLP

L8
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Table 5.3: Objective: Reduce the Negative Health Impacts Arising from Occupational Exposure to Chemicals

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

4
2N

Recommendation

Sub-objective: Reduce the Incidence of Chemical-related Industrial Injuries

Change in the number of
chemical incidents
involving exposure of
workers

(short- to medium-term
indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Draws on data from UK
central and local
government sources so
expected to be robust

Wide range — including other
legislation, general
improvements in occupational
hygiene, technological

changes in industrial practice. N
Background trend data only

Data are alfeatly "

Potential for Option 3 for
REACH or CLP. However,
limitations suggest that
consideration be given to use
of alternative indicators.

Not carried forward for
REACH or CLP

Change in the number of
the workers affected by
chemical incidents
(short- to medium-term
indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Draws on data from UK
central and local
government sources so
expected to be robust

Wide range — includifig other
legislation, general
improvements i up tional

hygiene, tech
changes in | rlal practlce
Backgr trend data only

Data are already
collected but will
require additional
collation, formatting
and analysis

Potential for Option 3 for
REACH or CLP. However,
limitations suggest that
consideration be given to use
of alternative indicators.

Not carried forward for
REACH or CLP

Change in rates of serious
worker injury or death
attributable to chemicals
(short-term indicator)

Directly relevant to
occupational health but
not particularly specific
to REACH or to CLP

Draws on data from UK
central government
sources so expected to
robust

)

*

ge dataset on which

Wi
aq‘s lyses would be based
\ be small. Provides

C< \)ackground trend data only

Data are already
collected but will
require some
collation, formatting
and analysis

Significant limitations
therefore not carried forward
for REACH or CLP

Change in numbers
claiming compensation
because of industrial
injuries attributable to
chemicals

(long-term indicator)

Directly relevant to
occupational health but
not specific to REACH
orto CLP

Draws on data fr
central and local
governmentseurces so

expecte bust

N

Wide range — including other
legislation, general
improvements in occupational
hygiene, technological
changes in industrial practice.
Background trend data only

Data are already
collected but will
require additional
collation, formatting
and analysis

Potential for Option 3 for
REACH or CLP. However,
limitations suggest that
consideration be given to use
of alternative indicators.

Not carried forward for
REACH or CLP

Sub-objective: Reduce or

Eliminate Exposure to

als of Concern in the Workplace

Change in industry
expenditure on protective
gloves

(short-term indicator of
improvement in worker
exposure)

Directly relevant to
occupational health
could be linked
varying extentSito
REACH and/0 P

1

R

and nature of end-point
being investigated.

s ality of data likely to be
limited because of source

Wide range — including other
legislative changes, general
improvements in occupational
hygiene, technological
changes in industrial practice,
overall economic conditions.

High cost — would
require targeted
surveys of industrial
sectors considered to
be at high risk of
relevant diseases

Would potentially provide a
novel background trend
indicator on the impact of
REACH and CLP on
occupational health.
Recommended for Option 3

P
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Table 5.3: Objective: Reduce the Negative Health Impacts Arising from Occupational Exposure to Chemicals

4

A
vV

Indicator

Specificity

Quality of Information

Confounding Factors

Cost

Recommendation

Background trend data only

Y

for REACH and CLP

Change in industry
expenditure on local and
general ventilation
equipment

(short-term indicator of
improvement in worker
exposure)

Directly relevant to

occupational health and

could be linked to
varying extents to

REACH and/or CLP

Quality of data likely to be
limited because of source
and nature of end-point
being investigated

Wide range — including other
legislative changes, general
improvements in occupational
hygiene, technological |
changes in industrial practice.
Background trend data
progress in occupati %

and safety

High cﬁ uld
req eted
@f industrial
@vs considered by
} to be at high risk
f relevant
occupational diseases

Would potentially provide a
novel background trend
indicator on the impact of
REACH and CLP on
occupational health.
Recommended for Option 3
for REACH and CLP

Number of substances/
mixtures reclassified with
a ‘higher’ classification

CLP specific indicator

Draws on data from the
ECHA C& L database so
considered of high quality

Very few confo&g Hctors

\Qé

Based on an
established EU
dataset so only
minimal costs for
extraction and
formatting of the
required data

This indicator is not
considered appropriate for
REACH. Recommended for
Option 2 for CLP

Number of substances/
mixtures reclassified with
a ‘lower’ classification

CLP specific indicator

S o
Draws on data from the ery few confounding factors
ECHA C& L database sDC\
considered of high q{i

Based on an
established EU
dataset so only
minimal costs for
extraction and
formatting of the

required data

This indicator is not
considered appropriate for
REACH. Recommended for
Option 2 for CLP

Page 71




This document has been archived.

REACH and CLP Evaluation Scoping Study

5.4 Objective: Reduce the Negative Impacts on Public Health of
Exposure to Chemicals

5.4.1 Indicators

The scope for direct indicators of the impacts of REACH or CLP on public health is

very limited. Other than in the case of acute chemical poisoning incidents, the extent '\
to which the health of the general public is affected by environmental chemi Q
exposure is very poorly understood; this is particularly true at background exposga/
levels. Probably the best characterised understanding of the health effect§ o
chemicals on the general population is in respect of air pollution, where the
concerns relate to substances generated through combustion or pho
reactions. These pollutants fall outside of the scope of either REACH or

and sensitivity to REACH and CLP are highly questionable. HPA has also
suggested establishing (e.g. through surveys) changes 4 ¢ opinion on the
perceived risks associated with chemicals, the strength %ble regulation and the
degree to which ill-defined worries over the adverse sequences of chemical

exposure persist. However, we believe that Wect is most relevant to the

A number of measures of health endpoints have been identifi? eir relevance
u

objective of increasing the availability and trans y of information on chemicals,
as it relates to perception rather than actual riéj

Other indicators may provide some insi to the influence of the REACH or CLP
Regulations on public exposure to* icals of concern and on the amount of
information available on these ch@c Is. A monitoring programme to inform on
changes in the residue levels o @ icals identified as of concern under REACH in
the UK population is likely a legal requirement. A number of more indirect
markers of public exposure emicals, such as levels of chemicals in environmental

media, are considered b@v in relation to assessing environmental risks.

Any national erm& action by the UK government to ensure public health, as
permitted ur@{‘ CH Article 129 (the safeguard clause), could be taken as a
demonstrati the increased flexibility provided by REACH to act in response to
d&j risks. Similarly, evidence of enforcement actions taken under

uld represent a potential measure of increased public protection; these

ould not inform on CLP. However, consideration will need to be given as to
erpretation/presentation of trends over time. In particular, there is likely to be
an“fhcrease in enforcement action over the initial period of REACH implementation —
bo s failures by industry to meet the stricter regulatory requirements are identified by

the inspection systems. During later stages of implementation, numbers of such
actions are likely to fall, as industry adjusts to and meets the new regulatory
requirements.

5.4.2 Confounding Factors

While data from public health monitoring schemes (e.g. poisoning incidents or
congenital abnormalities) are robust data sets, they are collected for purposes other
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5.4.3

than either REACH or CLP. The numbers of chemical incidents occurring in the UK,
and the resultant numbers of individuals exposed to particular chemicals, depend on a
very wide range of factors. Many of these will be quite independent of the level of
knowledge about the hazard potential or the nature of the classification and labelling
of the chemical(s) involved. Thus the extent to which indicators based upon these
endpoints will inform on a reduction in public risk as a consequence of the CLP or
REACH Regulations, combined or separately, is open to question. In addition,

are unlikely to be influenced by CLP and are unlikely to show particular sensitivit
the impacts of REACH, at least within the time frame of REACH implementatio
because of the extensive confounding factors (e.g. economic status, genetigs,
style, nutrition and infection) to which they are subject. @

t
n,
e_

It is therefore suggested that the main focus for indicators of the eﬁe@iACH on
public health should be to establish evidence of a greater level o ledge of the
hazard potential of chemicals and an associated reduction in%(tent of public
exposure to chemicals of concern. Demonstration of tr it“Such metrics could
provide reassurance to the public that the governm %ctively enforcing the
regulation and that it is leading to concrete changes Soﬂ}be nature of chemical use
within the UK. A number of government departme nd agencies, trade unions and
NGOs expressed agreement with this approach d@e consultation process.

Many of the possible public health indicat ntified are unrelated to CLP and no
indicators specific to CLP were identifi ndicators on the level of knowledge of
the properties of chemicals, and cor&%&nt changes in use of chemicals in products
to which the public may be e¥gosed, are suggested for inclusion in the CLP
evaluation process. Although @will be subject to considerable confounding
factors, utilising them as indj &Q of the combined impact of REACH and CLP will
help to address this.

Results of Indicator&sment
The results o@ssment are summarised in Table 5.4.

For RE@he selected indicators include four that are considered necessary to
meet quirements (Option 1); these are:

ergency actions undertaken under REACH to protect human health;

0 hange in number of substances selected for monitoring produced or marketed in

the UK

change in number of substances of very high concern in articles on the UK
market; and

levels of chemicals of concern in body tissues within the UK population.

None of these are considered of relevance to CLP.

Most of the other REACH-relevant indicators are recommended for Option 3 with the
exception of ‘introduction of alternative substances’ which was only recommended

Q

indicators such as levels of congenital abnormalities occurring in the UK popula;i?al
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5.4.4

for Option 4, because of concerns regarding quality of information, level of
confounding factors and cost. However, a number of the indicators assigned to Option
3 are considered to have significant limitations which suggest that it might be
preferable to use alternatives wherever these are available (this is discussed further in
Section 6).

Of the four available CLP indicators, none are specific to CLP alone although
‘numbers of substances withdrawn from the UK market because of concerns

regarding human health’ was considered to be particularly relevant to both REA%
0

and CLP combined. Overall scores for this and ‘change in usage of chemica
concern in consumer products’ were identical. Given that the latter indica
considered to be influenced slightly more by REACH than by CLP, it is pr that

the indicator ‘numbers of substances withdrawn from the UK market use of
concerns regarding human health’ is adopted for Option 1 of CLP, i r to meet
the minimum evaluation and reporting requirement. @

Results of Scoring and Weighting 5

The assessment summarised in Table 5.4 provides th%s on which scores were
assigned to each of the criteria used to judge the valuef the indicator. The full set of
scores arising from the scoring and weighting exe@;ﬁan be found in Annex 3.

As indicated above, for REACH, the se%d indicators include four that are
considered necessary to meet the legal re@ ent and hence should be assigned to
Option 1; none of these relate to ClsP. er REACH-relevant indicators tended to
have similar scores irrespective weighting scenarios considered, with the
exception of ‘introduction of al ive substances’, which was recommended only
for inclusion in Option 4 becads concerns regarding quality of information, level
of confounding factors and

Only four of the ide?ﬁindicators were considered relevant to CLP, all of which
are co-indicators impact of REACH (for which they have been assigned to
Option 3). Mo@f these scored similarly when cost was not included in the
considerations\(System A and C). While the expected cost of these indicators were
not dissimi@(he levels of specificity and confounding factors varied.
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Table 5.4: Objective: Reduce the Negative Health Impacts on Public Health of Exposure to Chemicals

>

Indicator |

Specificity

| Quality of Information

| Confounding Factors

| Cost

Sub-objective: Reduce the Incidence of Chemical-related Conditions in the General Public

Change in the numbers of
the public affected by
chemical incidents
(short- to medium-term
indicator)

Directly relevant to public
health but not particularly
specific to REACH or to a
lesser extent CLP

Draws on data from UK
central and local
government sources so
expected to be robust

Wide range —including
other legislation, general
improvements in
industrial practice.
Background trend data

only.
O\

ata

are alre Iected
but U|re
| collation,

ting and analysis

A
é | Recommendation
Relatively @

Potential for Option 3 for
REACH or CLP. However,
limitations suggest that
consideration be given to use
of alternative indicators.

Not carried forward for
REACH or CLP

Change in the level of
congenital abnormalities
in the UK public that can’t
be attributed to causes
other than chemicals
(medium- to long-term
indicator)

Directly relevant to public
health but not particularly
specific to REACH and
unlikely to be a valid
indicator for CLP

Draws on government
funded data sources so
reasonable quality, but
may be subject to changes
in recording practices and
coverage of UK
population not universal

Wide range — incldding "

co-exposure to other

agents, life-st ctors,
other legislativyexchanges,
general im ments in
oc&nal hygiene,
te ical changes

Significant - data are
already collected but
will require additional
collation, formatting
and analysis

As above

Sub-objective: Reduce the

Level of Public Exposure to Chemicals of Concern

\<J

Change in usage of
chemicals of concern in
consumer products
(short- to medium-term
indicator)

Informative of public
exposure to chemicals of
concern; any changes are
likely to be related to the
implementation of both
REACH and CLP

Proposed data set for

draws upon non-UK Q\h
government source gj

to be used in Eur
REACH Baseli dy)
S0 expected to f high

quality

“"Sme uncertainty as to

ow representative the
data may be of the UK
situation. Careful study
design (and investigation
to confirm relevance)
should reduce this.

Data derived from
existing robust source
but will require
additional manipulation
and analysis to
establish and improve
relevance to UK.

Recommended for Option 3
for CLP and REACH

Change in the number of
chemical incidents
involving exposure of the
public

(short- to medium-term
indicator)

Directly relevant to public
health but not particularly
specific to REACH or, to
a lesser extent, CLP

a from UK
local
ent sources so
expected to be robust

Draw:
central

Wide range — including
other legislation, general
improvements in
industrial practice.
Background trend data
only

Low - data are already
collected but will
require additional
collation, formatting
and analysis

Potential for Option 3 for
REACH or CLP. However,
limitations suggest that
consideration be given to use
of alternative indicators.

Not carried forward for
REACH or CLP

L8

N
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Table 5.4: Objective: Reduce the Negative Health Impacts on Public Health of Exposure to Chemicals

v

Indicator

Specificity

Quality of Information

Confounding Factors

Recommendation

Change in tissue levels of
chemicals of concern in
the UK population
(anticipated EU core
reporting requirement)

Monitoring for targeted
substances selected for
monitoring in the UK
population will be highly
REACH specific. No
relevance for CLP

Some tissue archives
already exist, access to
tissues would have to be
negotiated and quality
criteria agreed

Wide range. Could be
limited by careful study
design

Cost P
Could be very ffigh,
0

depending o

chemica@ ered
and e

Addresses legal minimum
requirement for REACH so
needed for Option 1 for
REACH. Not recommended
for CLP

Sub-objective: Promote Withdrawal of Substances of

Concern from the Market

m%'n required.
\ -
D

Numbers of substances
withdrawn from the UK
market because of
concerns about human
health, restrictions or
other reasons under
REACH or CLP

Highly specific indicator
for both regulations

Draws on data from
authoritative sources but
will require additional
survey information

influences of CLP an

Wide range of econo
factors and overla;g]g/
d

REACH (can beseduce
by considering\¢combined
impact).

Some data will be
readily available but
potentially-costly
surveys, additional
collation, formatting
and analysis will be
needed.

Recommended for Option 3
for CLP and needed for
Option 1 for REACH

Change in numbers of
chemicals of concern
produced or marketed in
the UK

Addresses a REACH-
specific endpoint.
Not relevant to CLP

Draws on data from
authoritative sources
L

N

o~

A\

Wide'xanbe of economic
@ Provides

% round trend data

Norty

Data already collected.
Minimal costs to
extract and format
required data

Addresses legal minimum
requirement for REACH so
needed for Option 1 for
REACH. Not recommended
for CLP

Change in number of
substances of very high
concern (SVHC) in
articles on UK market

Addresses a REACH-
specific endpoint. Not
relevant to CLP

Draws on data fro U‘
authoritative s &
although no e%
baseline %

Wide range of economic
factors. Provides
background trend data
only

Data already collected.
Minimal costs to
extract and format
required data

Addresses legal minimum
requirement for REACH so
needed for Option 1 for
REACH. Not recommended
for CLP

Sub-objective: Increase Substitution of Substances by

Less H@

dous Alternatives

Introduction of alternative
substances to replace
chemicals of concern
under REACH

Addresses a REACH-

relevant endpoint althoug
strength of association

with public health m
difficult to establish@

relevant to CLP,

% of data
quéstionable because of

urce, method collection
method and limitations
implicit in end-point being

investigated

Wide range of economic
factors. May be possible
to partly correct through
use of case studies

High cost for new data
collection. Some
savings may be
possible by combining
surveys for several
indicators

Of only limited value for
REACH and not a CLP
indicator.

Not carried forward for
REACH or CLP

\\
&

Page 76 &\Q

N




This document has been archived.

*
R'Q@ol icy Analysts

g

Table 5.4: Objective: Reduce the Negative Health Impacts on Public Health of Exposure to Chemicals

O

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

Sub-objective: Implement Emergency Action under Article 129 to Ensure Rapid Safeguarding of Human Health in UK

é | Recommendation

Number of national
emergency actions taken
relating to human health
(under Article 129)
(anticipated EU core
reporting requirement)

Addresses a specific
REACH-relevant
endpoint. Not relevant to
CLP

Draws on data from
authoritative UK
government sources

No applicable

Minimal cast:

inclusi @
infor@ in report,
ssion of

a .
ations

Addresses legal minimum
requirement for REACH so
needed for Option 1 for
REACH. Not recommended
for CLP
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5.5

5.5.1

5.5.2

Objective: Reduce the Negative Impacts on the Environment
arising from Chemicals

Indicators

Progress on this objective would ideally be demonstrated by linking REACH
activities to measurable changes in significant markers of environmental

health. These could include specific (non-lethal) markers of toxicity in (]/Q

wildlife (e.g. anatomical or patho-physiological changes in some species
exposed to chemicals with particular endocrine activities), alterations i
population levels for species that are particularly susceptible to chemicals

overall biodiversity of particular environmental media. Possible indicat 0
relate to the levels of chemicals of concern in key abiotic and bioti dia.
Other indicators that may provide more indirect evidence of th nce of

the REACH on the potential for the release of chemicals in QW vironment
include any safeguard actions taken by the UK govern because of
concerns regarding environmental protection.

Confounding Factors (]/

In practice, it is considered extremely doub at any changes in wildlife
indicators could be attributed to a single ¢ausebecause of the subtle nature of
some changes (e.g. loss of genetic divg within a species or population).

The multitude of potential confou factors (e.g. habitat loss, climate
change) would make attribution df,échanges to REACH questionable.

Measuring the level of che

of concern in environmental media may be
subject to practical lim Establishing a robust pan-UK picture of
pollutant levels across ntire range of environmental media, regions and
habitats of concerng®quld be extremely costly as well as scientifically and
technologically ging. There are also practical uncertainties, such as
what chemica Id be monitored in which media.

ses on persistent, bioaccumulative and toxic (PBT) and very
ery bioaccumulative (vPvB) chemicals. Monitoring of river
s (both suspended and deposited) and biota might be most
riate, because such chemicals tend accumulate in sediments and biota.
wever, such monitoring is more complex and expensive than sampling of
ater bodies. Various sampling strategies and analytical approaches might be
adopted. Developing a time-series of sample archives for the key media might
be of particular value since this would provide the material on which any
future targeted analyses to address chemical specific issues could be
undertaken, at moderate cost.

Indicators on the potential for chemical release into the environment would be
valuable. However, changes in the amounts released might arise for many
reasons, for example where a company decides to stop producing or using a
substance because it is not registered or because it is a by-product from the
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5.5.3

5.5.4

production of a non-registered substance or one that is restricted under
REACH. In order to link a reduction in releases directly to REACH, it would
be necessary to establish the underlying causes for the change. In many
instances, though, it is likely that multiple factors will have contributed.

Results of Analysis

The results of the analysis of the indicators are shown in Table 5.5. All the
environmental indicators have been proposed for one of the four options, as
they all relate to different environmental compartments or effects an
therefore tell a different part of the story.

Results of Scoring and Weighting 0@

The assessment summarised in Table 5.5 provides the basi Q@h scores
were assigned for each of the criteria used to judge the vaIu%>< e indicator.
The full set of scores arising from the scoring and weighting“€xercises can be
found in Annex 3. %

The unweighted scores for the environmenta icators, with or without
consideration of cost, were identical in terms icator importance ranking.
However, there were significant differégces=tepending on the weighting
criteria considered. This was largely_due)to the influence of costs on the

overall scores, particularly for Systg which cost was weighted highly.

*
For example, there is potentia \ery high cost associated with establishing
and maintaining extensiv @ itoring programmes for the presence of
chemicals in environme mpartments (air, water and sediment, sludge
and soil). However, %‘e is an overall legal requirement to establish
indicators of ‘reg%al accumulation of chemicals in environmental
compartments’. t of indicators scored very highly when specificity and
quality of info$ n were given priority (System C). As a result, options for
developing a™~wore cost-effective monitoring programme are outlined in

Section brk

Sai @Uiversity is only a moderately specific indicator for this sub-objective
thus had a lower score under System C. However, data collection systems
already being actively considered by Defra, thus making its anticipated

ost very low, so it obtained a much higher score in System D.

Under weighting System C, eight indicators scored less than 400 points
(mainly due to high costs), as such, would be included only in Option 4.
However, they could be included in the lower cost options by undertaking a
more basic monitoring programme for all or some of the environmental
compartments (see Section 6.1).
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Table 5.5: Objective: Reduce the Negative Impacts on the Environment Arising from Chemicals

Indicator | Specificity | Quality of Information | Confounding Factors | Cost PR} | Recommendation
Sub-objective: Increase in Populations Levels of Species Susceptible to Chemical Pollution
Change in population Specific to REACH in the | Biodiversity indicator data | Wide range — e.g. co- Data is alread) ected, | Recommended for Option
numbers of species with UK. The species have from Defra and exposure to non-REACH | but somea nal 3 for REACH.
established susceptibility | already been identified as | government agencies, but | chemicals ( pesticides analysi ossibly Not carried forward for
to chemical pollution having susceptibility to information on different etc.), habitat loss, climate | for, of data will be | CLP

chemical pollution species will be collected change.,. Background therefore medium

No relevance to CLP by different organisations. | trend data only ~&rall cost

Sub-objective: Reduce the

Extent of Chemical-induce

d Effects in Wildlife Species

O~

Change in population
levels of chemical induced
non-lethal effect in
wildlife species

Indicator is specific to
REACH in the UK
No relevance to for CLP

Would draw from existing
programmes but
information on different
species will be collected
by different organisations
so quality may vary.

Wide range — incly@ig\./
co-exposure to non-
REACH chemijeal agents,

habitat loss a

changg, otr&}aﬂom
Back@d trend data
0

Data is already collected,
but some additional
monitoring and analysis
and possibly formatting of
data will be required -
medium overall cost

Recommended for Option
3 for REACH.

Not carried forward for
CLP

Sub-objective: Reduce the

Level of Chemicals of Concern Present in Abiotic Envi

Change in levels of
selected chemicals in
ambient air samples
(anticipated EU core
reporting requirement)

Monitoring for the right
substances across the UK
will be REACH specific
No relevance to CLP

Sampling and analysis to*
be carried out by
government organizati
—high degree of i

control 0
9
\

N

n
rq@tal Media
\Wiide range — e.g. other

Nlegislation, improvements

in industrial hygiene,
changes in industrial
practice. May be
addressed by study design

A full scale monitoring
programme will entail
very high costs, but
modified, less costly
versions could be adapted.

Fulfils a legal requirement
so will have to be included
in Option 1 for REACH
despite the high costs.
Costs can be reduced by
limiting the extent of the
monitoring programme.
Not carried forward for
CLP

Change in levels of
selected chemicals in
water and sediment
samples

(anticipated EU core
reporting requirement)

Monitoring for the right
substances across the UK

e
will be REACH specifi%‘\government organizations

No relevance to CLP@

&

S@ng and analysis to
be Carried out by

®— high degree of quality
control

Wide range — e.g. other
legislation, improvements
in industrial hygiene,
changes in industry
practice. May be
addressed by study design

A full scale monitoring
programme will entail
very high costs, but
modified, less costly
versions could be adapted.

Fulfils a legal requirement
so will have to be included
in Option 1 for REACH
despite the high costs.
Costs can be reduced by
limiting the extent of the
monitoring programme.
Not carried forward for
CLP

O

60
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Table 5.5: Objective: Reduce the Negative Impacts on the Environment Arising from Chemicals

Indicator

Specificity

Quality of Information

Confounding Factors

Cost

Recommendation

Change in levels of
selected chemicals in soil
samples

(anticipated EU core
reporting requirement)

Monitoring for the right
substances across the UK
will be REACH specific
No relevance to CLP

Sampling and analysis to
be carried out by
government organizations
—high degree of quality
control

Wide range — e.g. other
legislation, improvements
in industrial hygiene. May
be addressed by study

design
AD

A full scalem%

Fulfils a legal requirement
so will have to be included
in Option 1 for REACH
despite the high costs.
Costs can be reduced by
limiting the extent of the
monitoring programme.
Not carried forward for
CLP

Change in levels of
selected chemicals in
waste sludge samples

Monitoring for the right
substances across the UK
will be REACH specific
No relevance to CLP

Sampling and analysis to
be carried out by
government organisations
—high degree of quality
control

Wide range — e.g. othgy”

legislation, i ements
in industri iene.
May ke ad ed by
study&n

A full scale monitoring
programme will entail
very high costs, but
modified, less costly
versions could be adapted.

Different monitoring
programmes could be used
for each option, depending
on funding available.

Not carried forward for
CLP

Sub-objective: Reduce the

Level of Chemicals of Concern Present in Wildlife

7~
\OJ)

Change in levels of
selected chemicals in
tissue samples of
terrestrial species
(anticipated EU core
reporting requirement)

Monitoring especially for
selected substances
covered by REACH and
all samples are UK based,
so specific.

No relevance to CLP

Sampling and analysis to’\‘
be carried out by

government organis@Q

—high degree of gffa

control @

lJide range — e.g. habitat
Nloss, climate change, other
| legislation, May be
addressed through study
design

Some substances are
likely to require new
testing methodologies so
costs may be very high

Scores highly on
specificity and quality of
information, but high cost
Recommended for Option
4. Not carried forward for
CLP

Change in levels of
selected chemicals in
tissue samples of aquatic
species

(anticipated EU core
reporting requirement)

Monitoring especially for
selected substances
covered by REACH and

Samplin% analysis to
be cam& by

t organisations

go
all samples are UK based, $degree of quality
so specific. x\?n ol

No relevance to CLP

Wide range — e.g. habitat
loss, climate change, other
legislation May be
addressed through study
design

Some substances are
likely to require new
testing methodologies so
costs may be very high

Scores highly on
specificity and quality of
information, but high cost
Recommended for Option
4. Not carried forward for
CLP

Change in soil
biodiversity

UK specific, but looki
at indirect effects

moderate specifi
REACH
gn&ft}c

No relev; LP

Sampling and analysis to
be carried out by
government organisations
—high degree of quality
control

Wide range — e.g. climate
change, other legislation,
May be addressed through
careful study design

Very low — existing data

Fulfils a legal requirement
at minimal cost, so should
be included in Option 1.
Not carried forward for
CLP

L

L8

N
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Table 5.5: Objective: Reduce the Negative Impacts on the Environment Arising from Chemicals

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

Sub-objective: Implement Emergency Action by UK under Article 129 to Ensure Rapid Safeguarding of the Environment i

_\x | Recommendation
UK

No. national emergency
actions taken under article
129 (anticipated EU core
reporting requirement)

UK and REACH specific
but no relevance toCLP

Information collated by
UK government with
suitable quality control,

Not applicable

Verylow /%"

~N

Fulfils a legal requirement
at minimal costs and
needed for Option 1 for
REACH. Not carried
forward for CLP

>
%

(f/b
O
O

<
Q
N
>

NC
J

Page 82




This document has been archived.

Risk & Policy Analysts

5.6 Objective: Maintain the Competitive Position of the UK Chemicals
Sector

5.6.1 Indicators

*
The potential indicators are designed to measure the overall competitive position of '\%
the UK chemicals sector and the downstream user sectors. The relevance of theseQ
indicators is then assessed for the evaluation of REACH or CLP.

ONS on output, volume and value of imports and percentage contributio P.
As these statistics are collected continuously, they also provide baseline d MRC
Customs Trade statistics and the Annual Business Inquiry are impo urces of
trade data which feed into the ONS database. The categories used publication
frequency of ONS publications may not always fit the requi ts of REACH
reporting’®.  As highlighted in Section 4, an important issue f(l)’rbe indicators based
on ONS statistics will be the selection of the SIC code production and GDP
data) and PRODCOM categories (trade data) for which % s should be sought.

The indicators draw primarily on data available in regularly-published statisti g%m
&G

ONS does not produce statistics on the profitabili companies within particular
sectors; some data are collected by BIS and_by stry associations and it may be
possible to draw on these.

WRAP would be able to provide da;aﬂ@g to the plastics, aggregates and metals
sectors including: \

overall output of recovere Gdjct;

volume and value of imgﬁvf waste and recovered product;
volume and value of exposts of waste and recovered product;
percentage contri% to GDP;

profitability;

number of c@ues;

size distrh*tio of companies (large, medium, small and micro);
emplo

chang@i

price of waste inputs (compared to overall industry inputs); and
ge change in price of waste outputs (compared to non-waste outputs).

range of market research reports is also produced by commercial organisations.
wever, these may not be published on a regular basis, they can be costly to
EO purchase and the robustness of the data is not always clear. Industry is unlikely to be

10 However, it is possible to download the business enquiry data for a fee, with limited additional data

requests free of charge. Alternatively, ONS could prepare all available data to pre-specified
requirements. To do this ONS would levy an hourly charge£70 for the first hour and £35 for each
subsequent hour involved in preparing the data. It is likely to only require a few hours of time to pull
together the data identified here.
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5.6.2

5.6.3

5.6.4

able to provide exact figures but may be willing to estimate the effect of REACH on
specific sectors and the chemical industry as whole.

The UK RIA of CLP identified potential benefits to UK industry from enhanced
international trade. The four indicators associated with import and export are
therefore of particular value to the evaluation of CLP, especially over the longer term.

Confounding Factors

The potential indicators for changes in relative competitive position provide indir
trend data rather than measuring the impacts directly, as many other factors c
competitive position, including the general state of the UK economy co
those of its markets and suppliers. Nevertheless, the data may show
coincide with the different stages of implementation of REACH or
could be an indicator of the effects of REACH or of the effects of

of«\REACH and CLP,
act as a confounding

Due to the overlapping nature of scope and implementat
there is potential for the impacts of one on the UK eco
factor to assessment of the impacts of the other. This
statistical data alone. A key date for both REACH ape,CLP will be 1 December 2010
so it will be difficult to disentangle early impam m these pieces of legislation.
However, later key dates differ sufficiently «or e correction to be attempted in
subsequent assessments. 6

Results of Indicator Assessment \AQ

Table 5.6 sets out the results Lgf(\%essment of the indicators. For two of the
indicators, ‘overall output o chemical industry’ and ‘profitability’, CLP is
expected to have such a m impact compared to other confounding factors that
it is not recommended that theéy be used for its evaluation.

It is likely that, will have the greater impact on these indicators due to its
wide-ranging s -* However, with the exception of the ‘overall output of UK
chemical inddstry’ and ‘profitability’, the indicators will be equally relevant to the
evaluatio ACH and CLP.

Res@f Scoring and Weighting

@assessment summarised in Table 5.6 provides the basis on which scores were

60

signed for each criterion. A full set of scores for each indicator under Systems A to
D are detailed in Annex 3.

Apart from identifying two indicators of no value to the evaluation of CLP, the
indicators generally scored similarly with respect to the evaluation of REACH and
CLP. This applied whichever scoring system was used. The only further
differentiation resulted from ‘profitability’ requiring industry data rather than ONS
statistics. This resulted in a lower score for ‘quality of information’ and ‘cost’
criteria.

9>
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Table 5.6: Objective: Maintain the Competitive Position of the UK Chemicals Sector

\
Indicator | Specificity | Quality of Information | Confounding Factors | Cost 3\ | Recommendation
Sub-objective: Maintain the Competitive Position of UK Substance Producers and Downstream Users K J
Overall output of UK UK specific and of Data from ONS and Will be impacted by other | Data alrea @(gcted High quality, low cost
chemical industry relevance to REACH as subject of rigorous quality | chemical legislation and pr y ONS indirect indicator of value to
key chemicals legislation. | assurance control including CLP and at li the evaluation of REACH.

Of little relevance to the
evaluation of CLP (score
0)

economic conditions.
Consideration of industry

trends and CLP may a
some correction

Recommended for Option 2
for REACH only

Profitability As above Data from industry of As above ( Cooperation with data | High quality indicator of
variable quality and QA gathering promised,; relatively low cost.
control Q costs will arise from Recommended for Option 3
O data preparation, for REACH only
distribution, collection
and analysis
Percentage contribution to | As above Data from ONS and Data already collected | High quality, low cost

GDP

subject of rigorous quality )

assurance control N\

>
2

A
3

and provided by ONS
at limited cost

indirect indicator of value to
the evaluation of REACH
and CLP. Recommended for
Option 2 for CLP and Option
1 for REACH (as it is the
best low cost indicator for
‘Relative performance
compared with competitor
regions’ )

Sub-objective: Maximise the Ease of Export of Chemical

mthe UK

Value of exports UK specific and of e As above As above High quality, low cost
relevance to REACH as indirect indicator of value to
key chemicals Iegisl$‘ the evaluation of REACH
Of equal relevance t and CLP. Recommended for
evaluation of C Option 2 for REACH and

& Option 1 for CLP (as a key
benefit predicted by the UK
A Y
Value of imports As above As above As above As above
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Table 5.6: Objective: Maintain the Competitive Position of the UK Chemicals Sector

4
Indicator | Specificity | Quality of Information | Confounding Factors | Cost | Recommendation
Sub-objective: Maximise the Ease of Import of Chemicals into the UK
Volume of exports As above As above As above As above ‘m' As above
Volume of imports As above As above As above As abovkv\v As above

@

Dy
RN
Qb

N
O
&C)

>
%)
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5.7 Objective: Minimise Adverse Structural Changes to UK Industry
5.7.1 Indicators
of the UK industry sectors most likely to be affected by REACH or CLP, where this

includes substance manufacturers, downstream users, chemicals traders and the

recycling industry (which has indicated particular concern about the effects Q
o)
0

The aim of the indicators is to identify any pattern of adverse changes to the structure % N

REACH). The focus is on the number of companies (to identify any impacts
consolidation), their size distribution (to identify any reduction in the num
SMEs) and levels of employment, plus information for the recycling or yn
volumes of materials recycled and use of recycled products.

The source of data for many of the indicators is ONS statistics wh@will provide
a

both baseline and indicator data. For some indicators, it may ry to rely on
other sources, such as information from industry associations WRAP (which
collects data on its specific targets, including diversion of e from landfill and use

of recyclate in manufacturing). Data are also cdlléc by various regional
development agencies but, in many cases, these will not cayér the whole UK.

5.7.2 Confounding Factors O
While they do not directly measure the i f REACH or CLP and are subject to
a wide range of confounding factors‘, th ntial indicators may flag up trends that
could be investigated further. \

relevant SIC codes for sub; manufacturers and downstream users. Chemical
traders are included within .75 — wholesale of chemical products; but there are
particular issues with id@fying the appropriate SIC codes for the recycling sector.

The same issue applies here agﬁ\}?e previous objective in terms of identifying the

5.7.3 Results of Indic ssessment

It is felt
confoungh

s\QLP will have so little impact on these indicators compared to
actors that these should not be used for the CLP evaluation. However,
n of CLP will be of value to minimising the impact of confounding
or the evaluation of REACH.

5.76(&sults of Scoring and Weighting

b The assessment summarised in Table 5.7 provides the basis on which scores were
assigned for each criterion. Full sets of scores for each indicator under Systems A to
D are detailed in Annex 3. It is of note that all indicators scored equally for all
criteria and under all scoring systems for REACH (with none proposed for CLP).
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Table 5.7: Objective: Minimise Adverse Structural Changes to UK Industry N

| Recommendation

Indicator | Specificity | Quality of Information | Confounding Factors | Cost

Number of companies

UK specific and of relevance
to REACH as key chemicals
legislation.

Of little relevance to the
evaluation of CLP (score 0)

Data from ONS and subject
of rigorous quality assurance
control

Will be impacted by other
chemical legislation
including CLP and economic
conditions. Consideration of
industry trends and CLP maiy|
allow some correction

lected and
ONS at

Data alr,
provi
li

Sub-objective: Minimise Adverse Structural Changes to UK Industry (Chemicals Sector C20, Downstream Users, Distributors ant@cyelinc Sectors)
t

High quality, low cost indirect
indicator of value to the
evaluation of REACH.
Recommended for Option 2 for
REACH only

Size distribution of As above As above As above Cb As above As above

companies ‘A

Employment As above As above As above " V As above As above
NaN

Volume of materials As above As above As above \ - As above As above

recycled/recovered N O
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5.8 Objective: Minimise Adverse Effects on the Patterns of Industrial
Activity in the UK

5.8.1 Indicators

2
The aim of the indicators for this sub-objective is to determine whether the concerns '\%
expressed by industry about the potential adverse economic effects of REACH or
CLP have been realised in practice. It will also test the extent to which the vari Q
impact assessments on REACH or CLP anticipated the actual effects (although th
timing of the impact assessments, carried out at different stages in the develop of
the REACH regulation will need to be taken into account). The UK RIA fo P
did not identify any economic costs beyond the implementation period.

The indicator, ‘percentage change in price of chemical inputs’, s¥not directly
measure the impact of REACH or CLP and suffers from man nding factors;
however, it may provide useful background data on how _input _prices change over
time during the implementation of REACH and of CLP, t sser extent. It will be
possible to draw some relevant data on this from ONS statistics but it may also be
necessary to use BIS or industry sources.

based on the number registered, assuming all #égistered substances are available in the
UK. However, the baseline is more diffl(‘% determine. Although the IUCLID IV
database provides some mformaugn& widely acknowledged as incomplete.

Information on the number of substances OE tI@?market post-REACH can be

Industry also challenged estimat arious impact assessments of the numbers
of substances on the market prio&EACH and the numbers of manufacturers. The
number of pre-registered sub may provide a better indicator of the numbers
actually on the market, tho iIs may be affected by issues of substance identity.

IT. Information on mbers of preparations on the UK market is likely to be
harder to obtain, hould be possible to identify PRODCOM categories that
approximate to rations, for which data on value rather than volume would be

available. \

A surve nggested to test the reasons for withdrawal of substances; this will
I ormation on the identity of pre-registrants that did not proceed to
ion; otherwise, a wider pre-survey will be necessary to identify such
anies. As many companies have pre-registered substances with no intention to
ister, such a survey will be essential to assess the number of substances actually
withdrawn.

Data on registrations an g |strations will be available to the HSE via REACH-

65 .8.2 Confounding Factors

&Q All other indicators for this objective rely on case-studies or surveys. By definition,
these will provide only a partial picture of the impacts of REACH or CLP on
economic activity, although they should give the opportunity to explore the reasons

for impacts in more detail. One approach would be to select the same sectors or even

companies that were used for case studies in the impact assessments (for example,
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RPA’s work for Defra on supply chain impacts) in order to provide a comparable
baseline. As these case studies were focused on sectors where REACH was expected
to have the greatest impact, this may result in a biased sample. However, it could also
explore whether the fears of the sectors were realised.

5.8.3 Results of Indicator Assessment % .

The results of the assessment are summarised in Table 5.8. Only one indicator isQ
recommended for the evaluation of CLP, ‘reasons for withdrawal of substanc

Should data from this indicator show a major influence from CLP, then this
signal that other indicators of economic cost are more relevant to the evalu
CLP than predicted by the UK RIA. However, for indicators with low spegffiCity for
CLP that are useful for the evaluation of REACH, the data gathered cou@ sed for
the evaluation of CLP at a later stage.

One indicator, “hazard characteristics of withdrawn substances”B have relevance
to the evaluation of REACH if it could be combined w on the identity of
withdrawn substances to identify whether or not awals were focused
particularly on hazardous substances. As this informatiol gan be provided by other,
more relevant indicators it has not been considered f

The other indicators have a high level of s cifQ/ for the evaluation of REACH.
Two, relating to the total number of substa and preparations on the market, are
expected to provide particularly high ity information and the indicator on
substances would provide data at as ew&r cost than others (via REACH-IT). The
remaining indicators will require\@cosﬂy case studies but these could provide
information across many indicat(c,)' cluding those assessed under different aims.

5.8.4 Results of Scoring and We@l g

The scoring identifie&e indicators that were of no relevance to CLP and these
were only carri ard for the evaluation of REACH. One of these ‘risk
characteristics o&hdrawn substances’ also scored very low for specificity to
REACH. ‘Pgreentage change in price of chemical inputs’ scored significantly lower
under eac em than other indicators of relevance to REACH or CLP. All other
indica d low scores for specificity to CLP except ‘reasons for withdrawal of
sub&@s’, which scored a maximum for both REACH and CLP.

@)’ indicators, ‘total numbers of substances’ and ‘total number of preparations’

O ored particularly highly under System C for REACH, indicating both have high
b specificity and quality of information. However, both have significantly lower scores
under System D due to a high level of confounding factors. The remaining indicators

* 6 scored moderately highly (around 70%) under System C and System D. However,
\Q\ one indicator ‘number products removed from market due to unsupported uses’
& outscored the others as it had a maximum score for specificity.

Page 90



This document has been archived.

N

N2

L 4

isk & Policy Analysts

>

Table 5.8: Objective: Minimise Adverse Effects on Patterns of Industrial Activity

Indicator

| Specificity

| Quality of Information

Confounding Factors

Sub-objective: Avoid Damaging Increases in Input Prices

\ v
| Cost G | Recommendation

Percentage change in price of
chemical inputs (compared to
overall industry inputs)

UK specific and of relevance
to REACH as key chemicals
legislation and to evaluation

of UK RIA of CLP

Data from industry of
variable quality and QA
control

Many, e.g. other chemical
legislation including CLP
and economic conditions

such as commodity prices.

\

Cooperatic

gat
premi
@g rom preparation,

ith data
s been
but costs will

Only recommended for further
consideration under Option 4 for
REACH and CLP because it is
only indicator for this sub-

Comparison with industry ribution, collection objective
trends may allow som ~>and analysis of data
correction b\
Sub-objective: Maintain Competition in the Supply of Chemicals (1Y
Total number substances UK specific and of relevance | High quality data from Many, e.g. other chemfcal Data readily available but | Needed for Option 1 for
available on UK market and | to REACH as key chemicals | REACH-IT data with high legislation in CLP some extraction and REACH.
comparison with EU legislation. level of quality control and econo ditions analysis needed Not considered further for the
Of limited relevance to the such as co dity prices. evaluation of CLP
evaluation of CLP Consion of industry
tr ay allow some
__| Gprkection
Total no. preparations UK specific and of relevance | ONS data with high level of'\ above Relatively high: will Needed for Option 1 for

available on UK market

to REACH as key chemicals
legislation.

Of little relevance to the
evaluation of CLP

quality control

L

>\/alue data used as
approximation of volume

data

require consultation with
industry combined with
readily available ONS

REACH.
Not considered further for the
evaluation of CLP

Percentage change in number
of suppliers per DU company

UK specific and of relevance
to REACH as key chemicals
legislation.

Of little relevance to the
evaluation of CLP

Case study
some inde
checkin

data s@a to
t cross-

X,

Economic factors will
confound but REACH is
likely to be a major impact.
Some correction from case-
studies

gathering
promised

Cooperation with data

arise from preparation,
distribution, collection
and analysis of data

has been
but costs will

Recommended for Option 3 for
REACH.

Not considered further for the
evaluation of CLP

Sub-objective: Minimise Costs Associated with Loss of Sulfstaptes

Percentage change in DU As above @ s above As above As above As above

product portfolios N

Number of product As above Q‘ As above As above As above As above
reformulations carried out J\

Number of products removed | Asabove  ~ N/~ As above As above As above Needed for Option 1 for

N

e
N
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Table 5.8: Objective: Minimise Adverse Effects on Patterns of Industrial Activity N

Indicator Specificity Quality of Information Confounding Factors Cost Recommendation

from market due to REACH.

unsupported uses @. Not considered further for the

\Q evaluation of CLP

Number of process changes | As above As above As above AQ\ As above

carried out

Sub-objective: Minimise Withdrawal of Substances for Non Risk-related Reasons @‘

Reasons for withdrawal of High degree of specificity for | As above Confounding factors largely #As above Needed for Option 1 for

substances REACH and CLP (Score 5) accounted for by RE REACH.
and CLP focused sb%/ Recommended for Option 2 for
questions CLP.

o)
D
'
\)
&
o
9
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5.9 Objective: Maximise the Potential for Innovation
5.9.1 Introduction
whether REACH has provided a driver for innovation by industry. It also aims to test

the concern identified in some impact assessments that REACH could divert
resources from innovation to registration and other REACH activities. (I/Q

The aim of the indicators for this objective and its sub-objectives is to identify % N

5.9.2 Indicators

Data on R&D expenditure by substance manufacturers and downs @» users
provides only a background indicator which may show trends related various
REACH or CLP implementation dates. Some data may be available{from BIS but it
is likely that these data will be available only via selected cas @9 sourced with
the aid of industry associations. Case studies should also&sg to differentiate
between expenditure due to REACH and that due to CLP.

The number of new substances registered under REACH(M appear to fall compared
with notifications under NONS, due to the increased@mage threshold under REACH
(and because non-UK companies made NONS n tions in the UK). The number
of PPORD exemptions sought will provide gn alternative indicator though and may

provide some validation of any trends. T ns for such exemptions will provide
for a further level of evaluation of FEE hile allowing for an assessment of the
R&D impact of CLP. \

capture the extent to which nies are providing REACH advice and assistance to

We have suggested including an, indicator on ‘value of REACH-related services’ to
their customers, moving fro@:?juct to service business models.

5.9.3 Confounding Fa$®»6

The other potential*indicators rely on case studies and are subject to the limitations
described in this section. The case studies for the two objectives of
‘REAC)—@ related R&D expenditure’ and ‘value of REACH/CLP-related
servi uld be combined (and, potentially, could also provide insight to other
ob'e@s) to increase their cost-effectiveness.

5.96 sults of Indicator Assessment

b The results of the assessment are summarised in Table 5.9. Two indicators were
assessed to have no relevance to the evaluation of CLP.

The remaining indicators would appear to be of equal value for the evaluation of
REACH. Four of these indicators are relevant to the evaluation of REACH and CLP.
However, the remaining three indicators mostly inform and evaluation of REACH and
are not considered further for the evaluation of CLP.
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5.9.5

5.10

5.10.1

5.10.2

Results of Scoring and Weighting

Two indicators, one relating to new substance registrations and the other to PPORD
exemptions, scored the maximum for specificity for the evaluation of REACH but
scored zero for the evaluation of CLP. These both had significantly higher scores
under System C and System D as they both would provide high quality data at a
moderate (but not low) cost for the evaluation of REACH.

o'

All indicators had low scores for confounding factors (score 2), except ‘value Q

REACH/CLP-related services’ (score 3) and most had moderate costs (score 3),an
would provide moderate quality data (score 3). K

Objective: Encouraging the Dissemination and Utilisati
Stakeholders of Information Sources and Advice Rela to
Chemicals

Indicators (&

The primary responsibility for the dissemination ?qformation lies with the UK
Competent Authority (CA) for REACH and CL erefore, a number of indicators
relate to the methods of information provisio the CA.

4

article containing a substance on the‘ idate list for authorisation or included in
Annex X1V to REACH. Based@ast experience with the Cosmetics Directive,
some industry representatives have gxpressed concern that they could face significant
costs in preparing informati requests that may never arrive. The number of such
requests received is therefor indicator of the effectiveness of this provision.

S

The level of ir@?n and guidance made available to industry by the UK

Consumers have the right to request@aﬁon necessary for the safe use of an

government alsq s the REACH aim “Ensure the Efficient Implementation of
REACH Mechanisms”.

Confou@:actors

T does not currently record data for all indicators but would have no difficulty
G% so in the future. Other data are routinely recorded. Data on consumer requests

ill require surveys of relevant industry sectors. The CA for REACH and CLP are
likely to be one integrated body or closely related, therefore the activity of the CA
will relate to the operation of both REACH and CLP.
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Table 5.9: Objective: Maximise the Potential for Innovation

\
Indicator | Specificity | Quality of Information | Confounding Factors | Cost =\ | Recommendation
Sub-objective: Maximise Innovation by UK Substance Producers and Downstream Users K J
REACH/CLP related Maximum specificity for | Variable data quality but Many confounding factors | Medium cost case | Needed for Option 1 for both
R&D expenditure as both REACH and CLP cross-checking across case | primarily economic. studies St8 shared REACH and CLP
percentage turnover for studies could address this | Some correction possible | betwegn Many
selected sectors from case studies ind S
(manufacturers and DUs) \
REACH/CLP related As above As above As above As above As above
R&D expenditure as

percentage of total R&D
for selected sectors
(manufacturers/DUs)

i

O\
O\

Number of new Maximum specificity for High quality data from As above Relatively high costs Needed for Option 1 for
substances registered (UK | REACH but of no REACH-IT for collation and REACH. Not considered
sites) (manufacturersand | relevance to CLP 6 analysis of REACH-IT | further for the evaluation of
importers) . data CLP

Number of PPORD Maximum specificity for | As above . ofenfounding factors As above Needed for Option 1 for both
exemptions sought with REACH and relevant to N REACH. Indirect REACH and CLP

reasons (UK sites) innovation benefits from Q}indicator of R&D activity

(manufacturers and UK RIA of CLP C) for CLP therefore high

importers) ( level of confounding

Value of REACH/CLP- Maximum specificity for | Variable data ity but Availability of alternative | Medium to high costs Recommended for Option 2
related services provided both REACH and CLP cross-checking aefoss case | advice/ information for case studies. Costs | for both REACH.

to customers studies ¢ ddress this | sources will reduce value | shared between many Needed for Option 1 for CLP

(manufacturers, importers
and DUs)

indicators

A0

Number of high-risk Maximum specificity for Many confounding factors | As above Recommended for Option 3
substances substituted REACH but of little \ primarily economic. for REACH. Not considered
(and cost) by downstream | relevance to CLP Q‘ Some correction from further for the evaluation of
users n. case studies CLP

Reasons for substitution Maximum specifiei As above As above As above Recommended for Option 3
by downstream users both REACH for both REACH and CLP
Number of new products Maximum % ity for | Asabove As above As above Recommended for Option 3

i

developed by downstream
users using lower risk

for both REACH. Not
considered further for the

REACH ttle
relev. CLP
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Table 5.9: Obijective: Maximise the Potential for Innovation N

Indicator Specificity Quality of Information Confounding Factors Cost Recommendation
substances evaluation of CLP

Value of new products Maximum specificity for | As above As above As above ‘bf Recommended for Option 3
developed by downstream | REACH but of little 0 for REACH. Not considered
users using lower risk relevance to CLP Q further for the evaluation of
substances % CLP
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5.10.3

5.10.4

Results of Indicator Assessment

The results of the assessment are summarised in Table 5.10. The indicators that are
assessed as least useful for CLP relate to the activity of the expected combined
REACH/CLP Competent Authority. They are therefore relevant to CLP but do not
inform the reporting requirements under CLP or the evaluation of the UK RIA; thus,
none of these indicators will be considered further for the evaluation of CLP. It will,

e

however, be necessary to assess the CLP contribution to these indicators to remo?.i/Q

the confounding factor of CLP when these indicators are used to evaluate REACH.

Apart from one indicator regarding consumer requests, all indicators are spen@wd
provide high quality information with no confounding factors at low ¢ hése
indicators all relate to the working of the REACH/CLP Competent Al ; three
are needed for Option 1, the others are recommended for Option 2. Q

The indicator, “number of consumer requests for informationkgaaing SVHCs in
articles” is very specific to the application of REACH few confounding
factors, but the quality of information provided is likely w and the cost may be
relatively high. However, this is the only indicator under objective that relates to
the impact of REACH on consumers. Thereforg;\this is considered a valuable
indicator for the evaluation of REACH and is rec@(‘jed for Option 2.

Results of Scoring and Weighting

All indicators scored a maximum f6 CIfICIty for the evaluation of REACH but

scored zero or only 2 for the eva of CLP. Apart from one indicator regarding
consumer requests, all |nd|cat ed a maximum 100% under each of the scoring
systems.
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Table 5.10: Objective: Encourage the Dissemination and Utilisation of Information Sources and Advice Relating to Chemicals |,
Indicator | Specificity | Quality of Information | Confounding Factors | Cost ‘\% Recommendation
Sub-objective: Encourage the Dissemination of Information by the UK CA \
Number of visits to UK UK data specific to the Government data with No confounding factors Governmentﬁﬁ‘ Required for Option 1 for
CA website application of REACH. high level of QA. except the contribution of | already ava or REACH.
Of relevance to the CLP. Consideration of could e Not considered further for
application of CLP but not impact of CLP therefore co @ the evaluation of CLP
to the evaluation under needed for correction %
consideration here S
Number of guidance items | As above As above As above As above As above
downloaded from CA
website (1/
Number of subscriptions | As above As above As above As above Recommended for Option 2
to CA e-Bulletin Q for REACH.
O Not considered further for
A the evaluation of CLP
Number of CA helpdesk As above As above As As above Required for Option 1 for
enquiries REACH.
8 44 Not considered further for
N the evaluation of CLP
Number of information As above As above ( ¥ As above As above Required for Option 1 for
events (CA and other 0 REACH.
government bodies) K Not considered further for
the evaluation of CLP
Sub-objective: Encourage the Dissemination of Information by |pelustry
Number of consumer UK data specific to the Data I' yia be Not able to correct but New data from survey | Only indicator under this
requests for information application of REACH. inconipfef€ and no cross- | few confounding factors of retailers shared with | objective informing on
regarding SVHC in Not relevant to the @wg possible only one other consumer impacts.
articles evaluation of CLP indicator. However, Recommended for Option 2
survey very limited and | for REACH.
industry cooperation Not considered further for
_ Q) promised the evaluation of CLP
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5.11 Objective: Ensuring the Provision of High Quality Information and
Advice about Chemicals

5.11.1 Indicators

*
The CA is charged with overseeing the effective implementation of REACH; this '\%
function is likely to be extended to include the implementation of CLP. The indicatorsQ

consider the quality of information provided from two main sources; the CA web
and the helpdesk. | '/

A major feature of REACH is the transfer of responsibility for the control of @m
the regulator to the supplier. Therefore, the quality of information r@

suppliers can only be assessed in terms of that provided through the s
(e)SDS and the information made available to consumers. CLP is ¢
accurate classification of the hazards of substances an ures and the
communication of those hazards (with relevant precautionary delvice) is regulated
through the CLP provisions relating to labelling and packa However, the impact
of CLP on communication in the supply chain is ex;fieé 0 be limited, with the
relevance of these indicators to the evaluation of the CLP th€refore being limited.

5.11.2 Confounding Factors O

Consultation with industry associations c@ovide a way to validate information
provided by the CA on the quality of theiffefmation available via the website and the
helpdesk.

In terms of the indicators relat@s, there are few confounding factors other than
the potential need to control LP when assessing the impacts of REACH.

%Jmer knowledge of REACH in general, and the right to
substances in articles, may only be available through a
cifically conducted for this evaluation. However, it may be
possible to idgntify*a small subset of key stakeholders for each indicator that may be
asked for %ﬂalitative feedback. The percentage of respondents with knowledge

i consumers to request information has been chosen as the basis for two
o0 provide specific and quantifiable data.

Data on the level of
demand informatio
consumer surve

ose indicators directly relating to the functioning of the CA involve the collection
of data on CA activities relating to both CLP and REACH. Correction will be needed
O to remove the confounding factor of REACH to CLP and vice versa.

. 65.11.3 Results of Indicator Assessment

,&\Q\ The results of the assessment are summarised in Table 5.11. No indicators except
‘number of substance and mixture labels meeting CLP requirements’ will be
considered further for the evaluation of CLP. This indicator will not be considered

further for the evaluation of REACH.
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5.11.4

5.12

5.12.1

60

The indicator ‘percentage of retailers with knowledge of their customers’ right to
request information’ will have relatively high costs and a high level of confounding
factors. However, consultation indicates that a lack of retailer knowledge of such
rights may lead to requests not being forwarded appropriately. This indicator would
therefore provide some useful background information (and is included in Option 4).

Results of Scoring and Weighting

o'

All but one of the indicators scored a maximum of five for specificity to fxa/Q

(e)SDS failing legal requirements’ scored 99% under System C and 95% er
System D. The other indicators, except one, each scored around 89% under, C
and around 70% under System D. The remaining highly specific REA dicator

‘percentage of retailers with knowledge of their customers@ request

evaluation of REACH and zero or two for CLP. One of these indicators ‘numbSIr 0

information’ scored significantly lower under System C and Syste ith scores of
66% and 44% respectively.

The remaining indicator ‘number of substance and pai labels meeting CLP
requirements’ scored zero for the evaluation of REA! ut three for CLP. This
indicator scored well under all other criteria with a sgere ot 81% under System C and
85% under System D. OQK

Objective: Promote the Develox@ of Alternative (Especially Non-
vertebrate) Test Methods

N\
Indicators C\)Q

The development and vaIid@h for regulatory purposes of alternative approaches to
hazard assessment is n UK-specific function. It takes place at the European level
led by the Europeanﬁ@e for Validation of Alternative Methods (ECVAM) and in
the wider internati rena through the activities of the Organisation for Economic
Co-operation,and~®evelopment (OECD). Routinely, a new alternative test method
AM will be submitted to the OECD for approval. Exceptionally, if
ué delay” in the OECD process, DG Environment (on behalf of the

Commi ) may decide to progress the approval process at the European level only
S0 @nay be used for REACH purposes.

@) UK government is an active participant in the various bodies involved in such

ecisions and it is therefore appropriate to include indicators of the level of UK
resource committed. Various UK government departments and agencies, including
Defra, provide funding for basic and applied research intended to develop novel
hazard and risk assessment approaches. The UK government also makes contributions
to the debate over testing approaches, thus helping to raise awareness of the issue and
it is therefore important to include indicators that document these contributions.
Indeed, evidence to indicate the level of UK-government support for these aspects is
expected to be included in the core Member State reporting requirements.
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Table 5.11: Objective: Ensure the Provision of High Quality Information and Advice about Chemicals

O

Indicator | Specificity | Quality of Information | Confounding Factors | Cost é | Recommendation
Sub-objective: Ensure the Availability of High Quality Information from the UK CA
Quality of CA website UK data specific to the Good - qualitative data No confounding factors New data se Required for Option 1 for
information application of REACH. from CA with case-studies studies bt costs shared | REACH.
Of relevance to the for cross checking betwegn many Not considered further for
application of CLP but not in% S the evaluation of CLP
to the evaluation under 3
consideration here ~
Completeness of CA As above As above As above LO As above As above
website information n
Relevance of CA website | Asabove As above As above V As above As above
information O\
Quality of CA helpdesk As above As above As above O\ As above Recommended for Option 2
responses for REACH.
6 Not considered further for
o D the evaluation of CLP
Completeness of CA As above As above Amve As above As above
helpdesk responses ¢
Relevance of CA As above As above As above As above

helpdesk responses

@As above
C.

Sub-objective: Encourage

the Availability of High Quality Information fromdndustry

Number of (e)SDS failing
legal requirements

UK data specific to the
application of REACH.
Of no relevance to the
CLP evaluation under
consideration here

UK enforcem ata with

quality co@l

Key confounding factor is
CLP, for which full
correction may not be
possible

UK enforcement data
already collected or
could be collected at
limited cost

Recommended for Option 2
for REACH.

Not considered further for
the evaluation of CLP

Number of SDS meeting
DU requirements

UK data specific to the
application of REACH.
Of relevance to the
application of CLP

to the evaluation
consideration

, due to cross-
checking from case
, Studies

As above

New data from case
studies shared between
many indicators

. Recommended for Option
4 for REACH.

Not considered further for
the evaluation of CLP

Number of substance and
mixture labels meeting

CLP requirements

Professional CHCS data
of high quality.

No confounding factors.

Further CHCS surveys
may require funding if

frequency required for

Not considered further for
the evaluation of REACH.
Recommended for Option 2

Of no releva i
REACH rticular
relev& he effective

L8

N
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Table 5.11: Objective: Ensure the Provision of High Quality Information and Advice about Chemicals

4

v

Indicator

Specificity

Quality of Information

Confounding Factors

Cost P

Recommendation

working of CLP but falls
outside of the evaluation
under consideration here

evaluation diff xﬁ%
CHCS surve@

for CLP despite being
outside of the CLP
evaluation under
consideration here

Percentage of retailers
with knowledge of their
customers’ right to request
information

UK data specific to the
application of REACH.
Maximum score of 5.
Relevant to the
application of CLP but not
to this objective

Moderate: only limited

survey possible but some

cross-checking. Can be
carried out

Many confounding factors
with limited possibility of

correction

R Qﬁh: new

m limited
supvey of retailers
shared with only one

other indicator

Recommended for Option 4
for REACH.

Not considered further for
the evaluation of CLP

Sub-objective: Encourage

Percentage of consumers
with knowledge of right
to request information on
SVHCs in articles

UK data specific to the

Only limited cross-

the Availability of High Quality Information to Consumers
No confou@&tors

application of REACH.
Of no relevance to the
evaluation under
consideration here

checking possible

O

\)

. Could be
incorporated into
existing consumer
survey at moderately
low cost

Only indicator for this
objective related to consumer
impacts of REACH.
Recommended for Option 2

>
%

*

S
™
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5.12.2

5.12.3

5.12.4

An additional set of indicators that is non-UK specific has also been identified. While
the UK-government is not in a position to make final decisions on the validation of
tests for international regulatory purposes, as a leading contributor to such work it is
in an excellent position to promote adoption of alternative test methods by these
bodies. Thus, it is important to include an indicator which captures the numbers of
alternative tests adopted by the lead organisations in order to assess the extent to
which the UK’s efforts have resulted in progress. The need for such evidence is

supported by feedback from consultation with independent organisations (such filg

NGOs) active on the issue of animal testing.

Confounding Factors 6

Many of the identified indicators will draw on resource utilisation reco#@the UK
government departments and agencies in relation to clearly defined s (such as
attendance at specific committees) or will utilise readily at@i le published
information from ECVAM and OECD. As such, the burd% collection and
collation and the extent to which confounding factors witl_afféct interpretation is
generally limited. However, some aspects, such as the f; f primary research on
alternative test approaches, may be influenced by other fagtors, for example changes
in the overall levels of governmental discretionary s ing.

Results of Indicator Assessment O

The results of the assessment are summa i@in Table 5.12. The indicators have been
assessed only for their potential vw&to the evaluation of REACH; none are
considered of relevance to CLP. \Q

Three of the indicators (U &gé’rnment contribution to EU and OECD work on
alternative testing method d guidance, UK Government contribution to the
development of altern test methods (UK focus only), and UK Government’s
alternative testing ess raising activities) are anticipated to fall within the
minimum (legal) ing requirements and so have been assigned to Option 1 for
REACH. The otler indicators, although varying in the extent of data analysis or
investigatiog t may be required to address confounding factors and inform

interpretati re considered of value. Given the likely active political interest in this
asp% ACH, they have therefore been assigned to Option 2 for REACH.
esults o

f Scoring and Weighting

quality of data and cost of collection. Issues remain, however, with regard to the

bogiven the ready availability of data, these indicators score highly with regard to

specificity of the information for some and the level to which confounding factors
(particularly other legislation) may limit interpretation or require further analysis or
investigation to assess their relevance.
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Table 5.12: Objective: Promote the Development of Alternative Test Methods

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

Sub-objective: Promote The Development, Evaluation And Validation Of Alternative Methods For Chemical Testing

UK Government
contribution to EU and
OECD work on
alternative testing
methods and guidance
(anticipated EU core
reporting requirement)

Activity driven by
REACH and other
legislation but not relevant
to CLP

Derived from UK
government data on staff
utilisation so considered
robust

Activity also driven by
other legislation and UK
policy initiatives - could
be clarified through
discussion with relevant
departments.

Data are alrefq
collecte
require™n

collation and

‘\‘\ Kecommendation
N\

Addresses legal minimum
requirement for REACH so
recommended for Option 1.
Not considered to be a CLP
indicator

UK Government
contribution to the
development of alternative
test methods (UK focus
only)

(anticipated EU core
reporting requirement)

Activity driven by
REACH and other
legislation but not relevant
to CLP

Derived from UK
government budget data
so considered robust

O
Data will include fufging )
of research into teses]{
intended for n EACH
related areas; Influénced
by generalrnmental
expenditure levels.

e careful

Data are already
collected but will
require limited
additional collation and
analysis

Addresses legal minimum
requirement for REACH so
recommended for Option 1.

Not considered to be a CLP
indicator

UK Government’s
alternative testing
awareness raising
activities

(anticipated EU core
reporting requirement)

Activity driven by
REACH and other
legislation but is not
relevant to CLP

Derived from UK
government budget

so considered rob{

* 4
N

b

Wi
ration of tests
%’ d

above

Data are already
collected but will
require limited
additional collation and
analysis

Addresses legal minimum
requirement for REACH so
recommended for Option 1.
Not considered to be a CLP
indicator

Number of alternative
(non-vertebrate) test
methods subject to
validation at European
level

Directly relevant to issue
of alternative testing but
not specific to REACH or
the UK

Not relevant to CLP

AN

Vol
Data r@jvailable
fro data source
@\ TSAR
al

ase)

Decisions not in control of
UK government but UK
can promote progress

Data readily available.
Minimal costs to
extract and format
required data

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator

Number of ECVAM
validated alternative (non-
vertebrate) test methods

Directly relevant to is
of alternative testin

L&‘

® Data readily available

from robust data source
(ECVAM TSAR
database)

Decisions not in control of
UK government but UK
can promote progress

Data readily available.
Minimal costs to
extract and format
required data

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator
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Table 5.12: Objective: Promote the Development of Alternative Test Methods

O

Indicator

Specificity

Quality of Information

Confounding Factors

A\
Cost

Recommendation

Number of alternative
tests adopted by EU

Directly relevant to issue
of alternative testing but
not specific to REACH or
the UK

Not relevant to CLP

Data readily available
from robust data source
(ECVAM TSAR
database)

Decisions not in control of
UK government but UK
can promote progress

Data readily %
Minimal c @‘
extract aﬁ&umat
requi@a

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator

Number of alternative
(non-vertebrate) test
methods subject to
validation at OECD level

Directly relevant to issue
of alternative testing but
not specific to REACH or
the UK. Not relevant to
CLP

Data readily available
from robust data source
(OECD via Home Office)

Decisions not in control of

UK government but U
can promote progress

.\
taeadily available.
imal costs will be
incurred to extract and
format required data

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator

Number of OECD
validated alternative (non-

Directly relevant to issue
of alternative testing but

Data readily available
from robust data source

Decisions not,QQntrol of
UK goverrmO ut UK

Data readily available.
Minimal costs to

Recommended for Option 2
of REACH.

vertebrate) test methods not specific to REACH or | (OECD via Home Office) | can pxomo gress extract and format Not considered to be a CLP
the UK 6 required data indicator
Not relevant to CLP S
*
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5.13

5.13.1

5.13.2

5.13.3

Objective: Promote the Use of Alternative Test Methods
Indicators

As previously noted, the formal validation for regulatory purposes of alternative
approaches to hazard assessment is an international, not a UK-specific, function.
Similarly, the UK can promote - but not enforce - the withdrawal of ‘traditional’ test

‘traditional’ tests withdrawn at European or OECD level do, however, represen

benchmark against which UK efforts to promote their withdrawal will be judged b
stakeholders. Some UK-specific measures are available, since the UK will
project licenses for test methods where clear alternative designs ( ssihg

reduction, refinement or replacement) exist. Inclusion of such U n thus
néﬁc

guidelines where suitable alternatives are available. Measures such as the number{%

H aim.

provides a useful UK specific indication of government support for thi

Some other possible indicators have been identified that may ﬁ&) on the extent to
which alternative approaches (such as use of waiving, ss, computational
models and non-vertebrate testing) are being adop registrants submitting
dossiers to ECHA. It may be possible to compare ove?%yrends against dossiers in
which UK industry is involved to inform on the wi ness of UK industry to adopt
alternative approaches to vertebrate testing.

Confounding Factors b

The ECHA database’s dossier e@ system for submissions should allow
ECHAV/Eurostat to derive statistic use of non-animal approaches, QSARs and
other computation approaches @read-across or waiving of test requirements,
including identifying submissi at involve a UK organisation. However, the ease

with which the UK compet thority will be able to extract such information from
the ECHA database is afpresent unclear.

Results of Indica @gessment
Table 5.13 nts the results of the assessment. These indicators have been

assessed for their potential value to the evaluation of REACH; none are
consi relevance to CLP.

ors relating to the withdrawal by OECD or the EU of traditional vertebrate test
ods are easy to collect, highly relevant to the aim of REACH. Although subject

qg some confounding factors relating to the influence of other legislation, they provide

valuable information. Since they are not anticipated to fall within the legal
requirement they have been recommended for inclusion in Option 2. A further
indicator ‘Number of project licenses withdrawn in UK because of availability of
alternative test methods’ has many similar properties but benefits from relating
specifically to action taken by the UK government; it is also recommended for
Option 2.
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5.13.4

The value of indicators on the use of alternative approaches (such as use of waiving,
read-across, computational models and non-vertebrate testing) by registrants will be
largely dependent on the ease of extraction of data from the REACH-IT database and
the extent to which the roles played by UK companies can be determined. Because of
this, and since they are not anticipated to form part of the legal minimum reporting
requirements, they have been recommended for Option 2 for REACH. It may be
appropriate to re-examine the relative ease of collection at a later time to ascertain if

provide more robust or easier to interpret data. In this case, such indicators can
given preference during the final selection of the REACH evaluation indicator set

any of the indicators are easier to collect (e.g. as a result of the database structure) Q/Q

Results of Scoring and Weighting @K

The assessment summarised in Table 5.13 provides the basis on w Q)res were
assigned for each of the criteria used to judge the value of the i d&:\ The full set
of scores arising from the scoring and weighting exercises can b‘% d in Annex 3.
Indicators relating to the withdrawal of test methodg=ar sy to collect, highly
relevant to the aim of REACH and have scored highly [as’ a result. Similarly, the
indicators relating to the extent of use of alternati pproaches in submissions to
ECHA have also scored highly. However, there i&gger degree of uncertainty as to
the robustness of the scoring, particularly in relatior to the ease of data extraction and
how far the roles played by UK industr %be ascertainable. Some caution is
therefore necessary in relation to the ass nt of these indicators.

S
O
A
&
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Table 5.13: Objective: Promote the Use of Alternative Test Methods

Indicator |

Specificity |

Quality of Information

Confounding Factors

| Cost

Recommendation

Sub-objective: Promote the Replacement of Existing Vertebrate Test Methods

Number of withdrawn EU
test methods that involved
use of vertebrate animals

Directly relevant to issue
of alternative testing but
not be regarded as specific
to REACH or the UK

Not relevant to CLP

Data readily available
from Home Office based
upon information received
from European
Commission

Decisions not in control of
UK government but UK
can promote progress

‘ole

Data readi
M mmalé
extra rmat

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator

Number of withdrawn
OECD test methods
involving use of
vertebrate animals

Directly relevant to issue
of alternative testing but
not be regarded as specific
to REACH or the UK

Not relevant to CLP

Data readily available
from robust data source
(OECD via Home Office)

Decisions not in control of
UK government but

can promote progrﬁLL%

%a'readily available.
inimal costs to
extract and format
required data

Recommended for Option 2
of REACH.

Not considered to be a CLP
indicator

Number of project

Directly relevant to issue

Data readily available

Data readily available.

Recommended for Option 2

licenses withdrawn in UK | of alternative testing and from Home Office by EU, butidogs represent | Minimal costs to of REACH.
because of availability of | is UK specific, but not be direct |on by UK extract and format Not considered to be a CLP
alternative test methods regarded as specific to go required data indicator
REACH per se. é
Not relevant to CLP * o\
Sub-objective: Encourage the Use of Non-Animal Approaches in REACH essments

Number of REACH
dossiers involving UK
companies that include
use of read-across as
alternative to proposing
vertebrate testing

Directly informs on
adoption of alternative
approaches and is specific
to REACH. May also be
possible to inform on
approaches being adopted
by UK companies

Derived from REAGH-
via CA, so expect( e

robust. @

,b"o

Possible issues in
establishing the roles
played by UK companies
in joint submissions but
could be addressed by
careful study design and,
if necessary, case studies

May be possible for CA
to readily extract
information.

Additional effort will
be needed to clarify
role of UK companies
and analyse data (or
conduct case studies)

Recommended for Option 2
of REACH (or Option 3
because of increased costs if
case studies are required).
Not considered a CLP
indicator

Number of REACH
dossiers involving UK
companies including use
of computational test
methods as alternative to
proposing vertebrate
testing

Directly informs on

targeted to inf
approaches bej

N\Iﬂ?erlved from REACH-IT

adoption of alternative b
approaches and is specj
to REACH. May

a CA, so expected to be
robust.

Possible issues in
establishing the roles
played by UK companies
in joint submissions but
could be addressed by
careful study design and,
if necessary, case studies

May be possible for CA
to readily extract
information.

Additional effort will
be needed to clarify
role of UK companies
and analyse data (or
conduct case studies)

Recommended for Option 2
of REACH (or Option 3
because of increased costs if
case studies are required).
Not considered to be a CLP
indicator
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Table 5.13: Objective: Promote the Use of Alternative Test Methods

Indicator Specificity Quality of Information Confounding Factors Cost Recommendation
Number of REACH Directly informs on Derived from REACH-IT | Possible issues in May be possi Recommended for Option 2
dossiers involving UK adoption of alternative via CA, so expected to be | establishing the roles to readily %‘ of REACH (or Option 3
companies including use approaches and is specific | robust. played by UK companies | informatign. because of increased costs if
of non-vertebrate test to REACH. May also be in joint submissions but Addi ort will case studies are required).
methods as alternative to targeted to inform on could be addressed by to clarify Not considered to be a CLP
proposing vertebrate approaches being adopted careful study design and, UK companies indicator
testing by UK companies if necessary, case studi analyse data (or
‘6\ conduct case studies)
Number of REACH Directly informs on Derived from REACH-IT | Possible issues in /| May be possible for CA | Recommended for Option 2
dossiers involving UK adoption of alternative via CA, so expected to be | establishing the roles to readily extract of REACH (or Option 3
companies for which approaches and is specific | robust. played by ﬁ\nanies information. because of increased costs if
(exposure-based) waiving | to REACH. May also be in joint subpmisSions but Additional effort will case studies are required).
is allowed as opposed to targeted to inform on could e a sed by be needed to clarify Not considered to be a CLP
vertebrate testing approaches being adopted caref dy design and, role of UK companies indicator
by UK companies if ry, case studies | and analyse data (or
L\ conduct case studies)
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5.14

5.14.1

5.14.2

Objective Minimise the Use of Vertebrates in the Testing of
Chemicals that Fall within the Scope of REACH and CLP

Indicators

These indicators relate mainly to the evaluation of REACH. However, two more
general indicators of animal use have been identified that might be of value for
evaluating CLP.

Q

European testing that is conducted within the UK draw on readily available a

Indicators on the level of vertebrate use in the UK and the proportion of o %}
data sources. Data are also available on the UK use of more refined m$, here

several exist (e.g. the local lymph node assay rather than the guinea pig isation
test to investigate the sensitization potential of a chemical). Other i rs address
UK industry involvement in proposals to ECHA for the use of te testing and
the potential savings in animal use from the joint registration p ure encouraged

by REACH. Q)

One aspect for which robust indicators could not be identifietl was the extent to which
industry use lower invertebrate species instead of v rate tests during research and
development. There are no available mechanism@cording or reliably estimating
the extent of lower invertebrates use in testing, o micals; they are not covered by
the Animals (Scientific Procedures) Act. 6

Confounding Factors A
UK that are undertaken spe for chemicals falling under REACH. The Home

Office advises that the dat toxicity testing of chemicals provide a sufficiently
good approximation WCH -related use to allow valid assessment of trends. This

There is some uncertainty a oué oportlon of vertebrate tests on chemicals in the

database has the b of allowing direct comparison with extensive baseline
information and h

The confo factor of the Cosmetics Directive ban on testing on products,
mgredle r*combination of ingredients is an issue for many of the indicators.
Howe e extent of testing undertaken in support of cosmetic substances is
0 be much smaller than that required under REACH. In addition, the UK
t allowed the testing of cosmetic products or substances specific to cosmetics
on animals since 1998. The Home Office might consider modification of the

involve disruption and delay and the loss of a robust baseline dataset. Such a request

bOq,'zgtegorles if specifically requested by Defra, although this could be costly and would

would also have to be judged against the Division’s Better Regulation target for
reduction of burdens.

Two of the indicators considered (“Number (by species) of vertebrate used for testing
of chemicals in UK’ and ‘Relative proportion of traditional to more refined test
methods using vertebrate animals in the UK”) are also potentially relevant to CLP,
although REACH will be the main driver. For these purposes, it has been assumed
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that they are relevant to REACH but may also be a co-indicator for CLP (to overcome
the risk of confounding).

The indicator on the proportion of vertebrate testing conducted in the UK compared
with the rest of Europe will require careful interpretation, as the UK has a significant
proportion of total EU testing capacity. For example, in 2005 the EU used 96,000
animals in the testing of chemicals of which 25% (24,000) were used in the UK. This

is largely a reflection of the UK’s of extensive contract toxicology testing faciliti
which may rise over the period of REACH. However, the UK has amongst %/
highest standards for animal welfare in the world, ensuring that testing is conductéd t
minimise suffering and distress.

5.14.3 Results of Indicator Assessment Q(b

The results of the assessment are summarised in Table 5.14. Th i@rs have been
assessed only for their potential value to the evaluation o§ CH; none are
considered of key relevance to CLP. The majority of indi(%rs REACH specific;

most are based on relatively-robust data sources, al ome manipulation or
further investigations may prove necessary.

The value of indicators on the extent of use o@native and traditional testing
approaches by registrants will largely depenthon ease of extraction of data from
the REACH-IT database and whether th %& played by UK companies can be
determined. Since they are not anticj to form part of the legal minimum
reporting requirements, they have b gested as suitable candidates for inclusion
in REACH Option level 2. It useful to re-examine their relative ease of
collection at a later date to asc r@ tf any are easier to collect (e.g. as a result of the
database structure) or provi e robust or easier to interpret data. If this is the
case, the more economic indigators can be given preference during the final selection.

5.14.4 Results of Scoring a@ighting

Most indicatqrs stered highly across all the scenarios. High scores were achieved for
the indicato &Lating to changes in the pattern of animal usage within the UK. Two
of these Iso considered suitable to potentially informing on the impact of CLP
on ani age.

@1 icators on changes in the pattern of reliance between traditional and alternative
q'g oaches in the submissions to ECHA scored highly. However, there is a larger
O egree of uncertainty as to the robustness of these scores. The lowest scores were
b for the indicator ‘Estimated savings of animal numbers for ECHA approved tests due
to operation of SIEFs/Joint registrations involving one or more UK companies’
because of concerns about the quality of data, the costs and, in particular, the ability to

9
,&\Q\ adjust for confounding factors.
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Table 5.14: Objective: Minimise the Use of Vertebrates in the Testing of Chemicals that Fall within the Scope of REACH and CLP

Indicator

| Specificity

Quality of Information |

Confounding Factors

| Cost

2N

Kecommendation

Sub-objective: Promote Minimisation Of Use Of Vertebrates In The Testing Of Chemicals For REACH and CLP

Number (by species) of
vertebrate used for testing
of chemicals in UK

Data highly specific to
UK and relevant to

REACH (subject to some

limitations)
Targeted survey of

licensees could provide

additional information

Draws on Home Office
Animal use records so
expected to be robust

Data will include tests for
non-REACH- and non-
CLP requirements. Other
legislation may also have
an impact. Home Office
is confident that expert
judgement will be abl
address this e

\
Basic datasefs dte *
readily ayai .
Mini tional

co mestioning of

i s Targeted
supvey of licensees
could be more

expensive

Recommended for Option 2
of REACH

Potentially relevant to CLP
but not considered a prime
indicator

Change in proportion of
total EU usage of animals
conducted by UK

Information includes that
specific to UK but also
reliant on data submitted

by other Member State

S.

Should inform on REACH

Draws on European
Commission Animal use
records for Member States
collected under Directive
86/609/EEC so
reasonably robust, but
may differ across Member
States. . 4

Variation in classiﬁc?n
systems and repettin
practices of M
in testing @ i
different M
roportions over

Data are already
collected but will
require additional
collation, formatting
and analysis

Recommended for Option 2
of REACH.

Not considered a CLP
indicator

Relative proportion of
traditional to more refined
test methods using
vertebrate animals in the
UK

Data highly specific to
UK and relevant to.
However, is subject to
some limitations

Draws on Home Office N
Animal use records @
b

expected to be ro

>
o9

infl

'@areful study design
%} d clarify this

ta will include tesets

t non-REACH- and non-
CLP requirements. Other
legislation may also have
an impact. Home Office
is confident that expert
judgement will be able to
address this

Basic datasets readily
available.

Minimal additional
costs for questioning of
licensees Targeted
survey of licensees
could be more
expensive

Recommended for Option 2
of REACH.

Potentially relevant to CLP
but not considered a prime
indicator

Numbers of REACH
dossiers including
vertebrate test proposals
involving one or more UK
companies

Directly informs on
adoption of alternative
approaches and is spec
to REACH. May also
inform on approach
being adopted b
companies

2

LV
ied from REACH-IT
VIGA, so expected to be
bust.

May be issues regarding
the roles of UK companies
in joint submissions;

could be addressed by
careful study design and,
if necessary, case studies

May be possible for CA
to readily extract
information.

Additional cost to
clarify role of UK
companies and analyse
data (or conduct case
studies)

Recommended for Option 2
of REACH (or Option 3
because of increased costs if
case studies are required).
Not considered to be a CLP
indicator

P
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Table 5.14: Objective: Minimise the Use of Vertebrates in the Testing of Chemicals that Fall within the Scope of REACH and ClsPp V"

Indicator

Specificity

Quality of Information

Confounding Factors

Cost

Recommendation

Proportion of vertebrate
test proposals agreed to by
ECHA involving one or
more UK companies

Directly informs on
adoption of alternative
approaches and is specific
to REACH. May also
inform on approaches
being adopted by UK
companies

Derived from REACH-IT
via CA, so expected to be
robust.

Possible issues regarding
the roles of UK companies
in joint submissions;

could be addressed by
careful study design
and/or, case studies.
Decision to accept test
proposal is made by

ECHA not UK. ('\Cb

to readil

Addl

May be poss%%&

informa

ost will be
to clarify role

companies and

ﬁlyse data (or

conduct case studies)

Recommended for Option 2
of REACH (or Option 3
because of increased costs if
case studies are required).

Not considered to be a CLP
indicator

Estimated savings of
animal numbers for
ECHA approved tests due
to operation of SIEFs
/Joint registrations
involving one or more UK
companies

Directly informs on role
of REACH in limiting
number of tests
undertaken, but decision is
made at the EU level.

May also inform on
approaches being adopted
by UK companies

Basic source data derived
from REACH-IT via CA,
S0 expected to be robust,
but would then require use
of series of assumptions to
derive final indicator data

* 4

May be issues regardipg”

establishing th(es of
UK compzrafm[ joint

submigsio could be
addr by careful study
desi /or case studies

May be possible for CA
to readily extract
information.

Additional cost will be

incurred to clarify role

of UK companies and
analyse data (or
conduct case studies)

Recommended for Option 3
of REACH.

Not considered to be a CLP
indicator

Number of UK
stakeholder submissions
in favour and against
acceptance of vertebrate
testing

involving UK companies

Directly informs on views
of UK stakeholders on
use/reliability of
alternative test strategies
and is specific to REACH

Derived from REAC
via CA, so expectedc) i

robust. Could be

supplemented %%e

studies

ay be issues regarding
establishing the roles
played by UK companies
in cases of joint
submissions but should be
possible to address by
careful study design and,
if necessary, case studies

May be possible for CA
to readily extract
information.

Additional cost will be
incurred to clarify role
of UK companies and
analyse data (or
conduct case studies)

Recommended for Option 2
of REACH (or Option 3
because of increased costs if
case studies are required).

Not considered to be a CLP
indicator

L8
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5.15 Objective: Support the Efficient Operation of the REACH and CLP
Process by UK Government and Governmental Organisations

5.15.1 Indicators

A series of indicators has been identified on the contribution made by UK government
bodies towards the REACH and CLP implementation processes. These are largely
guantitative measures, such as staff days expended (and associated staff and non-st
costs incurred) in support of various activities at the European, internationalti/
national level, numbers of key documents prepared/reviewed, etc. The indigc%r

reflect the requirements envisaged under several of the Themes (especially 2{3~and
4) proposed by the Working Group for the Forum for Exchange of Info non
Enforcement. Relevant activities are likely to include: 0

at the European level, participation in/support of REHORN Enforcement

forum, CARACAL, ECHA SEA committee, ECHA risk as ent committee,
ECHA consultations/events; numbers of Annex XV daosgsiers prepared/commented
on, numbers of documents prepared/commente %ubstance evaluations,
restriction dossiers, etc) and other relevant EU activdl{i;/

at the national level, numbers of UK enforceme tions, resource expenditure in
support of enforcement co-ordination and oth&&ant UK-based activities, scale
pperted by UK government (in terms
nts etc.); and

CH and CLP beyond European fora
N GHS development support).

of REACH awareness/promotion events
of budget, number of events, number par
international activities in support o
(such as OECD test method suppe

Obtaining information on these i@rs should not be particularly onerous although
data capture systems may be introduced across a number of government
organisations.

The extent of acti&undertaken in support of the ESR/NONS regulatory
framework ma% e a baseline for REACH. Similarly work undertaken in

support of CHI provide a baseline for CLP. One possible option is to develop
the baseline the contribution of the UK government during the negotiation of the
REACH LP regulations. However, this is considered unsuitable as it would

have istorted by the fact that UK held the presidency during the negotiation
sta or REACH and much of the later negotiation regarding CLP took place within
% t up for the implementation of REACH.

.]@Qonfounding Factors

CA data are routinely recorded so are readily available. However, one of the levels of

‘\6 enforcement, local authorities (LAs), have no legal obligation to report on their
\Q REACH activities, including enforcement activities. LA data would have to be
& obtained by a survey of LAs. These data are likely to be fragmentary at best and
expensive to obtain. Therefore, it is not recommended that evaluations include such

data.
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5.15.3

5.15.4

There is significant overlap between work undertaken to implement REACH and that
undertaken to implement CLP. However, this confounding factor should be largely
overcome by the integrated evaluation of REACH and CLP proposed here.

Results of Indicator Assessment

The results of the assessment are summarised in Table 5.15. Five of the indicators '\

for REACH. All but one of the indicators are of high quality and the data

were identified for Option 1 for CLP and three indicators were identified for Optio?ail
r
obtainable at low cost; where not needed for Option 1, they are the\r%)re

recommended for Option 2 for REACH and CLP as relevant. The rediaifing
indicator ‘cost to HPA from adapting emergency response guidance in t ht of
CLP’ would have been recommended for Option 3 for CLP but will ded for

Option 1. This indicator is not of relevance to the evaluation of REA@
Results of Scoring and Weighting 5®.
All of the indicators scored highly for specificity to t %Jation of REACH and

CLP except for two indicators referring to the Health Pratettion Agency (HPA) and
the National Poisons Information Service (NPIS) ectively, which only inform

CLP. 0

All indicators scored highly under Syste d C demonstrating that they are of
high quality and specificity. In addition %t scored highly under Systems B and D
demonstrating that they had few cof@ding factors and could be obtained at low
cost. The only exception was HPA from adapting emergency response
guidance in the light of CLP’_for yrhich there would be more confounding factors

because adaptations are ong?g@ d likely to occur for many reasons other than CLP.
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Table 5.15: Objective: Supporting the Efficient Operation of the REACH and CLP Process by UK Government and Governmental Oginisations
R

Indicator | Specificity | Quality of Information | Confounding Factors | Cost ‘A ecommendation
Sub-objective: Efficient Participation in REACH and CLP Implementation Process by UK Government
Cost of training of Not relevant to the High quality data from Some confounding factors | Low - data abailable Not considered further for
emergency service staff evaluation of REACH. UK ambulance services as CLP training is likely but collatio the evaluation of REACH.
Highly relevant to the to be part of other training analy@ ed Would have been
evaluation of CLP but can be corrected recommended for Option 2
@' for CLP but needed for
Option 1
Cost of training of Highly relevant to the High quality data from As above % As above Recommended for Option 2
enforcement officers evaluation of REACH and | UK enforcement bodies for REACH and needed for
CLP (1/ Option 1 for CLP
Cost saving from havinga | As above As above No confoundi ctors As above Recommended for Option 2
common CA and @ for REACH and CLP but
enforcement for REACH O may be needed for Option 1
and CLP for CLP
Cost to emergency Not relevant to the High quality data from A igns are ongoing As above Not considered further for
response bodies from evaluation of REACH. UK government anticipated that the evaluation of REACH.
adapting emergency Highly relevant to the +_4ifpacts due to CLP may Included in Option 2 for CLP
response guidance in the evaluation of CLP \\be differentiated but may be needed for
light of CLP (CLP Article Q> Option 1
45) CJ
Number of emergency As above As above K' Where no alternative As above As above
health responses by @' name is requested, the
emergency response composition and hazards
bodies regarding mixtures % may be apparent without
(CLP Avrticle 45) @ reference to Article 45 of
CLP
Format of data held by As above As‘above No confounding factors As above Not considered further for
emergency response \ the evaluation of REACH.
bodies (CLP Atrticle 45) Q‘ Recommended for Option 2
@ for CLP but may be needed
for Option 1
Nature of data held by As above » As above No confounding factors As above As above
emergency response 0
bodies (CLP Avticle 45) C
N

60
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Table 5.15: Objective: Supporting the Efficient Operation of the REACH and CLP Process by UK Government and Governmental OFfanisations

Indicator Specificity Quality of Information Confounding Factors Cost 3\ | Recommendation
Number of requests for As above As above No confounding factors As above J | Asabove
statistical analysis @‘
submitted to emergency 0
response bodies (CLP Q
Article 45) o ON
Number of preventative or | As above As above No confounding factors Blbve As above
corrective measures
prepared by emergency %
response bodies (CLP
Aurticle 45)
Nature of preventative or | As above As above No confoundi ctors As above As above
corrective measures
prepared by emergency O
response bodies (CLP 6
Article 45) Vo D)
Number of proposals for Highly relevant to the As above olonfounding factors Low - data available Recommended for Option 2
harmonised classification | evaluation of REACH and ’\‘ and little analysis for REACH and CLP
(from UK government CLP Q\ needed.
with reason) F ad\ |
Numbers and nature of As above As above K\J As above Relatively low - data Would have been
REACH and CLP @ available but collation recommended for Option 2
enforcement actions and analysis needed for REACH but needed for
% Option 1. Recommended for
% Option 2 for CLP but may
\ be needed for Option 1
Person days for REACH As above ﬂ@ve As above Low - data available Recommended for Option 2
and CLP awareness/ \ and little analysis for CLP and needed for
promotion events (CA and Q‘ needed Option 1 for REACH
other government bodies) o D
Person days of CA As above J | Asabove As above As above As above
helpdesk activity @
Person days of REACH As above 0 ' As above REACH and CA website Relatively low - Recommended for Option 2

and CLP website
development (CA and

O

development by bodies
other than CA may be part

collation and analysis
of data needed

for REACH and CLP
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Table 5.15: Objective: Supporting the Efficient Operation of the REACH and CLP Process by UK Government and Governmental Ogganisations

Indicator Specificity Quality of Information Confounding Factors Cost P, Recommendation
other government bodies) of wider website \
development R
Person days of REACH As above As above No confounding factors Low-d able As above
and CLP activity at EU and I ysis
level by type (CA and ne %
other government bodies) N
Person days of REACH As above As above As above Aszi)ove As above

and CLP activity at UK

level by type (CA and (&

other government bodies)

: ng

Q
&

00}
S
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5.16 Objective: Ensure the Adequacy of the UK Government Resource
Base to Meet REACH and CLP Obligations

5.16.1 Indicators

*
In order to facilitate the efficient implementation of REACH and CLP, UK '\%
government departments will require sufficient resources to fulfil their
responsibilities. The majority of the indicators identified require basic costs Q
numbers that should be readily available from departmental records. The adequacy o
the skill sets of staff assigned to government bodies will need to be obtained t gh
interviews with departmental managers.

5.16.2 Confounding Factors 0

Demand for the skills identified is likely to be highest six to t @months prior to
each REACH phase-in registration deadline, with the greates?&mand likely to be
prior to the first deadline of 1 December 2010. This is he deadline by which
substances should be classified according to CLP. Thérefore, monitoring should be
put in place for each indicator as soon as possible.

)

The results of the assessment are set bTable 5.16. All indicators except
‘adequacy of skill sets of staff assigped ACH’ and ‘CLP activities and Budget
for REACH and CLP work’ are nie& Option 1 for the evaluation of the UK RIA
for CLP. A further four indicatoe)e eeded for Option 1 for REACH.

5.16.3 Results of Indicator Assessment

5.16.4 Results of Scoring and&@ing

All indicators are @quality, low cost indicators recommended for Option 2 for
REACH and C re not required for Option 1.
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Table 5.16: Objective: Ensuring the Adequacy of the UK Government Resource Base to Meet REACH and CLP Obligations

v

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost P

Recommendation

Sub-objective: Ensure Adequate Resourcing by UK government

Adequacy of skill sets of
staff assigned to REACH
and CLP activities (CA
and other government

Highly relevant to the
evaluation of REACH and
CLP

High quality data from
UK government

No confounding factors

\
Low - data abailable
and littlean S

ne%?

Recommended for Option 2
for CLP and needed for
Option 1 for REACH

bodies) N

Budget for REACH and As above As above As above Asaﬁ)ove Recommended for Option 2

CLP work (CA and other % for CLP and REACH

government bodies) ')

Cost of CA helpdesk As above As above As above - V As above Recommended for Option 2

for REACH and CLP but
Q may be needed for Option 1
N O for CLP

Cost of CA website As above As above As ab o As above As above

Cost of REACH and CLP | Asabove As above A As above As above

activity at EU level by

type (CA and other . 44

government bodies) N

Cost of REACH and CLP | As above As above ( } As above As above As above

activity at UK level by C)

type (CA and other &

government bodies)

Cost of REACH and CLP | As above As above% - As above As above As above

awareness/ promotion

events supported by CA \@'

Numbers of staff assigned | As above As above As above Recommended for Option 2

to REACH and CLP
activities (CA and other
government bodies)

A&s\ve

for REACH and CLP. May
be needed for Option 1 for
CLP and needed for Option 1
for REACH
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5.17 Objective: Encourage the Efficient Operation of the REACH and
CLP Process by UK Industry

5.17.1 Indicators

2
Indicators have been identified for the extent of involvement by UK companies in '\%
REACH processes, including pre-registration, registration, notifications and
authorisations.

a minimum. Indicators for the sub-objective ‘Minimising Regulatory,

therefore include measures of the costs to industry of meeting its obligati

can be compared to the costs predicted in the UK and other impa

REACH includes measures designed to reduce compliance costs to,f try, through

data sharing in SIEFs and joint registrations and indicators are% re included for
g

If REACH is operating efficiently, the regulatory burden on industry should b?z%to
r
ssessments.

these. The burden on SMEs was of particular concern during_the development of
REACH, and a number of indicators have been included are specifically aimed
at measuring the impacts on SMEs. Gathering data % s will require surveys
(potentially conducted jointly with industry associations) o¥’case studies. These could
be combined with the case studies for the objecti\résnhance Competitiveness and
Innovation’.

An additional aspect that should be cons@are cost savings associated with any
reduced impacts of chemicals on occupati health and the environment. Indicators
have been identified with the aim o0

changes in the incidence of occupati

ing the financial or economic value of any
ill-health or public ill-health, or in the costs
of addressing environmental ges (with these linked to the objectives on
‘ensuring a high level of p ion of human health and the environment from the
risks that can be posed by chémicals’).

The UK RIA made e of predictions about the impact on UK industry from the
implementation . Where the indicators for impacts on industrial activities
identified fo&%h?:> aluation of REACH were also relevant for CLP, a combined
REACH a indicator has been adopted. Additional indicators were added to
inform l@uaﬁon of the CLP RIA where needed. The majority of the impacts
fro P will occur as part of its implementation and therefore many of the
in ’& set out here are likely to be critical to its evaluation.

51 nfounding Factors

b It is likely that there will be changes over time in the patterns of response by various

. \6 sectors of UK industry, reflecting the staged nature of REACH implementation.
,QQ Baselines for industry involvement with REACH or CLP processes may be drawn
from the REACH implementation assessments, the Eurostat baseline initiative and

predictions made by various industry associations. However, additional information
may be required to establish UK-specific baselines, for example from case studies.
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For many of the indicators, data will have been recorded under regimes predating
REACH, such as ESR, NONS, IPPC and discharge consent controls. Data recorded
under CHIP will be of relevance to CLP. However, there is likely to be considerable
difficulty in establishing a robust baseline and ascribing subsequent trends or changes
to REACH or CLP, given the large number of regulatory initiatives over recent years
that may have influenced the chemical industry, changes in activity levels by industry
over the period between the inception and implementation of REACH and then CLP,
and the significant changes that have occurred in the general global economy.
particular, establishing the profitability of various sectors and company types wo
require detailed interviews to identify the contribution specifically attributa
REACH and CLP. &

Many of the suggested data sources for these indicators are similar to t @Y\ r other
objectives, in particular ‘Enhancing Competitiveness and Innovatio e use of
combined surveys or case studies should help to ensure consiste Qross different
objectives and costs will be kept to a minimum. %

5.17.3 Results of Indicator Assessment (1(/b

The results of the assessment are summarised in Tab Two of the indicators are
needed for Option 1 for REACH and 15 for O for CLP. This reflects the
relative importance of implementation impacts to evaluatlon of CLP.

Eleven indicators are of no relevance to uation of REACH and will be carried
forward for the evaluation of CLP onl irteen indicators were of no relevance to
the evaluation of CLP and will be N orward for the evaluation of REACH only.

due to better information o icals used’ and ‘savings in occupational health costs
due to better informatjen ofi chemicals used’) were found to have only limited
relevance to either e on. However, in both cases the quality of the data was
high and the cos taining that data was low, so they were recommended for
Option 4.

Of the twelve remaining |nd|c§gwo (“savings in environmental management costs

5.17.4 Results of@nng and Weighting

The sment summarised in Table 5.17 provides the basis on which scores were
assi to the indicators. The full set of scores arising from the scoring and
ighting exercises can be found in Annex 3.

Q’\
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Table 5.17: Objective: Encourage the Efficient Operation of the REACH and CLP Processes by UK Industry

A\
Indicator | Specificity | Quality of Information | Confounding Factors | Cost 3\ | Recommendation
Sub-objective: Encourage Participation of UK industry in REACH and CLP processes K J
Number of authorisation | Highly specific indicator High quality REACH-IT Not always clear whether | Low - data«é Recommended for Option 2
applications (UK based) for REACH. Not relevant | data data are UK specific availab tiwill for REACH.

to the evaluation of CLP

requirg collation and

o8

Not considered further for
CLP

Number of phase-in
registrations by each
deadline (UK based) by
manufacturers and
importers

As above

As above

As above

P

i

Recommended for Option 2
for REACH but needed for
Option 1. Not considered
further for CLP

Number of manufacturers | Background indicator for | High quality REACH-IT | As indicator Q As above Recommended for Option 2
and importers (UK based) | REACH; provides some and ONS data O for REACH and Option 3 for
background information CLP
of relevance to CLP
Number of notifications of | Highly specific indicator High quality REACH-IT | A As above Recommended for Option 2

SVHCs in articles by UK
based companies

for REACH. Not relevant
to the evaluation of CLP

data
* 4

Q

N

for REACH.
Not considered further for
CLP

Number of proposals for
harmonised classification
(from industry, with
reason)

Highly specific indicator
for REACH and CLP

REACH-IT data pILD
industry reported da

with limited c%
checking

No confounding factors

Low - readily available
data. Little analysis
needed

Recommended for Option 3
for REACH and CLP but
needed for Option 1 for CLP

Number of notifications of
classification and labelling
under CLP by UK based
companies

Not relevant to the
evaluation of REACH.
Highly specific indicator
for CLP

High qual EACH-IT
data

As above

Low - rata readily
available but will
require collation and
analysis

Recommended for Option 2
for REACH and CLP but
needed for Option 1 for CLP

Sub-objective: Minimise the Regulatory Burden an

aximise Benefits

Cost of stock disposal due
to CLP changes

Not relevant to REAC)—Q
Highly specific indi@

, Some cross-checking
across industry
consultation

Needs correction for
normal business activity
without CLP

Moderate - new survey
required but costs
shared between many
indicators

Not considered further for
REACH.

Recommended for Option 3
for CLP but needed for
Option 1

Expenditure by industry
informing customers of

for CLP @
\
Highly

As above

Needs correction for
normal business activity

As above

Recommended for Option 3
for REACH and CLP but

specifigindicator
for ng)and CLP

L8

2
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Table 5.17: Objective: Encourage the Efficient Operation of the REACH and CLP Processes by UK Industry

Indicator Specificity Quality of Information Confounding Factors Cost P, Recommendation
changes due to REACH without REACH or CLP \ needed for Option 1 for CLP
and CLP N
Expenditure by industry Not relevant to the As above Needs correction for As abov ~ Recommended for Option 3
on relabelling due to CLP | evaluation of REACH. normal business activity for REACH and CLP but
(set-up and ongoing) Highly specific indicator without CLP Q needed for Option 1 for CLP

for CLP \@'
Expenditure by industry As above As above As above Asaﬁ)ove Recommended for Option 3
on repackaging due to for REACH and CLP but
CLP (set-up and ongoing); {\% needed for Option 1 for CLP
Expenditure by industry Highly specific indicator As above Needs correction for k As above Recommended for Option 3
on updating and/or for REACH and CLP normal businesswctivity for REACH and CLP but
replacement of IT systems without RE or CLP needed for Option 1 for CLP
due to REACH and CLP N
Expenditure on by As above As above Needs-8grrection for As above Recommended for Option 3
industry on staff training no iness activity for REACH and CLP but
due to REACH and CLP withogt REACH or CLP needed for Option 1 for CLP
Expenditure on REACH Highly specific indicator | As above . 4@ confounding factors As above Recommended for Option 2
authorisation for REACH. Not relevant \\ for REACH.

to the evaluation of CLP Q’ Not considered further for

C) CLP
Expenditure on REACH As above As above & As above As above Recommended for Option 2
registration @' for REACH but needed for
Option 1.
% Not considered further for
O

Expenditure on Not relevant to the @ve As above As above Not considered further for
reclassification of evaluation of REACH. REACH. Recommended for
mixtures due to Highly specific \ Option 2 for CLP but needed
introduction of CLP background indicator > for Option 1

CLP )
Expenditure on As above As above As above As above

reclassification of
substances due to
introduction of CLP

As above @

Cy
P
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Table 5.17: Objective: Encourage the Efficient Operation of the REACH and CLP Processes by UK Industry

| 4

Indicator Specificity Quality of Information Confounding Factors Cost Recommendation

Consumer confidence in Good level of specificity High level of quality Many confounding factors | High - newc &er’ High cost indicator with

chemicals industry for REACH and CLP control but data based on | with limited possibility for | survey s een | many confounding factors.
article 34 opinion only correction few in && Not considered further for

REACH or CLP

Cost of changes to Not relevant to the Some cross-checking will | Few confounding factors N%@e - new data Not considered further for

obligations under evaluation of REACH be  required through | and scope for correction BW urvey shared REACH. Recommended for

downstream legislation Highly specific indicator industry consultation een many Option 3 for CLP

triggered by CLP for CLP % indicators

Cost savings from using As above As above No confounding fdctars As above Not considered further for

REACH registration data V REACH. Recommended for

for reclassification of Q Option 3 for CLP

substances Fa\

Costs of updating SDS Highly specific indicator As above As abgve N As above Recommended for Option 3

due to REACH and CLP for REACH and CLP for REACH and CLP

Level of consumer Not relevant to REACH High level of quality | C opinion of Moderate - new Recommended for Option 2

understanding of hazard Highly specific control but data based on & als affected by consumer survey CLP but needed for Option 1

labels under CLP as background indicator for opinion only ’\' ny experiences and shared between few for CLP. Not considered

compared to hazard labels
under CHIP

CLP

O

ampaigns

indicators

further for REACH

Number of campaigns by
NGOs and trade unions on
chemicals use

Highly specific
background indicator for
REACH and CLP

Simple data neededwthat
high

may be gather%
level of quality €entrol

Campaigns on chemical
issues other than REACH
or CLP. Scope for
correction

High - new survey with
no sharing between
indicators. Limited
data needed and easily
obtained

Recommended for Option 2
for REACH and CLP

Number of joint

Highly specific indicator

S %cross-checking

May be valid business

As above not from

Recommended for Option 3

registrations versus for REACH d through industry | reasons for individual REACH-IT?? for REACH.

individual registrations No relevance to the X&)nsultation registrations Not relevant to CLP
evaluation of CLP ,Q

Number of REACH Highly specific indi As above As above As above?? Recommended for Option 3

dossiers updated for
classification changes
(with reason for change)

for REACH and

for REACH and CLP

Number of separate lists
of prohibited substances

Backgro dNadicator for
REA limited

As above

The preparation of lists

can have many reasons

High - new survey with
little sharing between

Recommended for Option 4
for REACH. Not relevant to
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Table 5.17: Objective: Encourage the Efficient Operation of the REACH and CLP Processes by UK Industry

Indicator Specificity Quality of Information Confounding Factors Cost Recommendation
prepared by retailers relevance to CLP outside of operation of indicators. \ CLP
regulations
Number of SMEs Highly specific indicator | As above Many confounding factors Moderatw data | As above
reducing for REACH. No and limited scope for from shared
manufacture/import to relevance to the correction many
below 1t/y to avoid evaluation of CLP géb
registration costs
Number of SMEs taking As above High quality REACH-IT | No confounding facto@b Low — although some | Recommended for Option 2.
advantage of reduced data analysis needed Not considered for CLP
registration fees
Number of substances Not relevant to REACH. Industry data with no | Asabove Moderate - new data | Not relevant to REACH.
(and mixtures) reclassified | Highly specific indicator cross-checking possible Q from survey shared | Recommended for Option 2
using Annex VI alone for CLP O between many | but needed for Option 1
A indicators

Problems encountered Highly specific indicator As above As As above Recommended for Option 2
with SIEFs for REACH, not relevant for REACH. Not relevant to

to CLP *.4 CLP
Savings in data costs due | Highly specific indicator As above . NASs above As above As above
to SIEFs for REACH. Limited Q’

relevance to CLP (cost of C)

classification using K

REACH data)

Time taken by consumers | Not relevant to REACH. Some crg eERlng form | No confounding factors
to familiarise themselves Highly specific indicator surve y subjective
with CLP for CLP

High - new consumer
survey shared between
few indicators

Not relevant to REACH
Recommended for Option 3
but needed for Option 1 for
CLP

Sub-objective: Establish Economic Benefits from | roments to Human and Environmental Health

Savings in environmental | Limited relevance to s above Costs affected by many As above Recommended for Option 4
management costs dueto | REACH or CLP ( * factors other than REACH for REACH
better information on @ or CLP

As above As above

chemicals used

Savings in occupational or | As above - As above As above
public health costs due to 0

better information on ( )}

&
N
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Table 5.17: Objective: Encourage the Efficient Operation of the REACH and CLP Processes by UK Industry

A | 4

Indicator

Specificity

Quality of Information

Confounding Factors

Cost

3\ | Recommendation

chemicals

%
N

™

>
%
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5.18 Objective: Encourage the Provision of an Adequate Resource Base
by UK Industry with which to meet REACH and CLP Obligations

5.18.1 Indicators

In order for industry to be able to fulfil its obligations, it will require skilled personnel
including toxicologists, ecotoxicologists and risk assessors for chemical safety
assessments. Consultation undertaken as part of this study has found that industry
concerns about the availability of sufficient skilled personnel. As a result, indicat?a/
have been included to monitor the number of skilled personnel available and\the

adequacy of the resource base, as perceived by chemical companies. K
5.18.2 Confounding Factors 02

The current survey of the UK’s toxicology and ecotoxicology l&ponsmed by

Defra, is particularly timely for establishing a robust baselciﬁ d consideration

should be given to conducting similar surveys for %‘ ciplines (such as

environmental scientists and risk assessors) needed to sW@ e regulatory process.
R

Baseline estimates of overall testing requirements uﬁg ACH were derived for the
various national and EU impact assessments \a}m se included evaluation of the
testing capacities needed to support them. in the UK context it would be
important to ascertain the extent of in-hou Qcontract laboratory capacity, and the
extent to which individual organisations éble and willing to undertake testing for
REACH and CLP. ¢

5.18.3 Results of Indicator Assessme \Q

The results of the assessme@?e summarised in Table 5.18. All the indicators were
highly relevant to the e tion of REACH but of little relevance to the evaluation of
CLP. Therefore, no ese indicators will be carried forward for CLP.

5.18.4 Results of Swﬁqd Weighting

} Qscored a maximum five for specificity to the evaluation of REACH but
specificity to CLP. All indicators scored two for confounding factors
an for cost. The quality of the data did not greatly differ between the indicators

drop from four to three for *adequacy of scientific and technical resource base

Qaj able to industry for demands of REACH and CLP’. This indicator therefore
60 cored significantly worse than the others under System C while scoring almost

Each in
only

identically under System D.

‘\6 Each is recommended for Option 4.
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Table 5.18: Objective: Encouraging the Provision of an Adequate Resource Base by UK Industry with which to meet REACH and CLP Qbligafions

Indicator

| Specificity

| Quality of Information

| Confounding Factors

| Cost

| Recommendation

Sub-objective: Encourage Provision of Adequate Scientific and Technical Resource Base for UK Industry with which to meet REA

bligations

Adequacy of scientific and
technical resource base
available to industry for
demands of REACH and
CLP (FTEs, skill set and
reasons)

Highly specific indicator for
REACH.

Limited relevance to
evaluation of CLP

Industry data of unknown
quality. Some cross-
checking possible

Many confounding factors
from other legislation and
economic factors

\

New data frOph survey of
manufactlsers and users
shdre ween many

% tors

Recommended for Option 4 for
REACH.
Not considered further for CLP

Capacity of UK contract As above Data from open invitation As above Data available but As above
laboratories and extent of survey only of labs. Limited collation and analysis

involvement in REACH opportunity for quality needed

support activities (FTEs, skill control

set and reasons) ,\Q

Numbers of toxicologists/ As above As above As above As above

ecotoxicologist and risk
assessors based in the UK

As abEve U
> )
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6.

6.1

6.2

DATA SOURCES AND COSTS

Introduction

The costs of obtaining data will depend to a large extent upon the ease of data
collection, extraction and analysis. This section sets out the data sources of relevance
to the evaluation of REACH or CLP, identifies the data held by these sources (data
sets) and provides estimates of the costs that may be incurred in collecting these d

in a form appropriate to these evaluations. The costs set out here are estimates base
on past experience and provide an indication only of the potential evaluatio ts.
Significant additional work would be required to develop more detailed a?b&gli le

cost estimates. 0

Competent Authority and other Governmental Bodl@’

The records of the Competent Authority/ies for REA CLP (CA) and other
governmental bodies will provide data for a number oféi ors. Much of the data
will be being recorded and readily extractable for use. ¥In such cases the cost of
obtaining data is assumed to be essentially zero @/ever, from consultation it is
clear that other data, although recorded, m n@e held in a form that is readily
extractable from the available recording %ems while others may need to be
recorded for the first time and hence woul ire the establishment of procedures in
the relevant departments. Staff time Wilt*therefore be needed in order for these
systems to be created and the data febe provided. It is estimated that this personnel
time may amount to between on@ay and two days per organisation.

Twenty six government dd@wents, agencies and other government bodies have
been identified as being of relevance:

Centre for Envi nt, Fisheries & Aquaculture Science (Cefas);

Competent ity (within HSE);

Competer\%ut ority Enforcement Group;

Department Tfor Business Innovation and Skills (BIS, formerly BERR);

De t for Business Innovation and Skills, Chemicals Regulatory Forum
F);

rtment for Environment Food and Rural Affairs (Defra);

0 epartment for Environment Food and Rural Affairs, Chemicals Stakeholder

Forum (Defra CSF);

Department of Environment Northern Ireland (DOE);

Department of Health (DH);

Environment Agency (EA);

Government Chemist at LGC;

Health Protection Agency (HPA);

Health and Safety Executive (HSE) — Enforcement Group;

Health and Safety Executive (HSE) — Epidemiology Group;

Health and Safety Executive (HSE), International Chemicals Unit (ICU);
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Home Office Animals In Scientific Procedure Division (Policy);

National Centre for the Replacement, Refinement and Reduction of Animals in
Research (NC3Rs);

National Educational Network for Ambulance Services (NENAS);

Northern Ireland Environment Agency (NIEA);

Scottish Environmental Protection Agency (SEPA);

Scottish Executive;

Welsh Assembly Government.

It is assumed that the REACH-IT database is available to CAs. If data are e 5(51/
f 5n

il
extracted, the required data might be gathered in between one half and two d{o ta
cost of between £250 and £1000. However, the structure and functiona% e
REACH-IT system is as yet uncertain and should data extraction prove ult (or
require significant manual review or manipulation) then costs might ri 20,000 or
more. It is likely that the time and cost of extracting data from -IT will fall
somewhere between the two extremes and therefore an estimate 0,000 has been

adopted.

It is understood that the data available from WRAP ar% form readily usable for
the evaluation of REACH or CLP. It is therefore estimated that the time taken to
obtain this data will be two days for each round@a gathering at a cost of about
£1000 in staff time.

Many of the remaining bodies are identifi ources of very specific data only such
as Cefas (monitoring data) and NEN ining costs). Other bodies are sections
within other departments (e.g. tw within HSE) which are costed under their
parent department. The perso ime needed to obtain data from the remaining
organisations is therefore estinﬁ to be between seven days and fourteen days at a
cost of between £3500 to £7

The costs detailed @ would be incurred each time data are collected.
Governmental actj support of the implementation of REACH or CLP is likely
to be highest upﬁil and shortly after the first phase-in deadline for registration
(1 December *2010). It is therefore suggested that data be collected annually.
However s@l it be found that activity levels have settled to a more or less constant
vallj& nsideration could be given to collecting data at five yearly intervals.

6.3 @eys of Industry and Case Studies

Following consultation undertaken as part of this study, it is expected that industry
associations will help to facilitate surveys and case studies involving industry
stakeholders.

Both surveys and case studies will need to be designed, consultees will need to be
sourced and contacted and findings will need to be clarified and reported. From
experience of undertaking such consultation, it is estimated that a UK-wide survey of
industry could cost in the range of £45,000 to £60,000 for the first reporting period. It
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is assumed that less time would be needed to set up follow-up surveys so it is

estimated that these may cost between £25,000 and £40,000. Undertaking case

studies across the UK could cost between £35,000 and £50,000 for the first reporting

period, falling to between £20,000 and £30,000 thereafter. However, these are
preliminary estimates only and the exact cost will depend on the scope and specific

design of the survey and the organisation by which it is carried out. There may also % ¢
be additional costs in interpreting and reporting the information gathered. '\

Surveys and case studies should include representatives of suppliers, downstre(a/Q
users and retailers from a range of industry sectors and company sizes. The lawe
costs provided here relate to consultation exercises of specific industry sect ?%g.
the waste recovery sector) conducted in isolation. The higher costing(ﬁ&te to
consultation exercises that cover a wider range of industry sectors of int@

If a limited survey of retailers was combined with a wider 'n@@survey, it is
estimated that this may cost an additional £10,000 to £15,00§ owever, if such
surveys were to be conducted separately the total cost wou@gs ificantly higher.

Should it be necessary to survey UK laboratories and fisk assessment companies
providing REACH related services, this would iny, entirely different companies
from those already considered. In addition, cor& would need to be identified
and contacts sought without the aid of trade @ssotidtions. It is estimated that such a
survey might cost in the region of £45,000 t@pare and conduct, with reductions in
cost of £5000 for subsequent rounds of d&@t ering.

*

6.4 Office of National Statistics,\@bstat
The Office of National Statj &%NS) makes available a great deal of data via its

standard publications. ver, the categories used and the frequency of
publications may not a@s fit the requirements of REACH or CLP evaluation and

reporting. @.
Business en ir?$ata may be downloaded from the ONS Internet site for one

‘project’ 5 plus VAT, with limited additional data requests free of charge.
Alternat NS could prepare all available data to the requirements of REACH
and/o evaluation. For this service ONS would charge £70 for the first hour and
£3 each subsequent hour; it is estimated that ONS may need no more than one or

urs to prepare the data package. These estimates are for the first reporting

@ od but costs are not expected to alter significantly in the future.

bo Limited data will also need to be downloaded from the Eurostat Prodcom database. It
is estimated that this would take no more than one half day and cost approximately
£250 in staff time, for the first and each subsequent reporting period.
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6.5

6.6

60

National Centre for Social Research

A survey would be needed to provide data on the level of consumer understanding of
the right to request information about SVHCs in articles. Conducting a consumer
survey purely to provide data for the evaluation of REACH or CLP is estimated to
cost in the region of £100,000. It is therefore suggested that a question(s) should be
added to an existing survey.

undertaken in the summer of each year and one to five questions may be a or
approximately £5000 per survey round. Alternatively, questions may be ip‘&; in
the NatCen Omnibus survey. The Omnibus survey is conductew ly and

(BSA) undertaken by the National Centre for Social Research (NatCen). The B§

questions may be included at a cost of £2025 per question per survey !

With regard to the evaluation of REACH the first report must ubmitted to the
Commission by 1 June 2010. Therefore, data gathering o. he next BSA will be too
late to be of use for this report. However, NatCen will e )gathering data for the
Omnibus Survey in the first months of 2010 for which dat
2010. Such data would be in time for inclusion f the first UK REACH report.

NatCen have indicated that to be included i first 2010 Omnibus survey,
questions would need to be provided to them g) e Christmas holidays for 2009.

*

Trade Unions and NGOs AQ

The TUC, UNITE and GMB ar \hree trade union organisations identified as
potentially having data of relg¥a to reporting under REACH or CLP. From
consultation, it is understoo
but this would need to be co

e TUC may respond on behalf of the other parties
ed prior to any data collection.

It is expected that dﬁons, collection of data and reporting would take between
three and five d@ efra or HSE personnel and cost between £1500 and £2500 in
their staff timg, forthe first reporting period. It is not clear how much staff time would
be involve %e trade union organisations, although they indicated a willingness to
provide %Ie information. It is expected that the level of effort involved for both
Defra e trade unions would fall for subsequent reporting periods.

ritish Union for the Abolition of Vivisection (BUAV), the Fund for the

@acement of Animals in Medical Experiments (FRAME), the Royal Society for

e Prevention of Cruelty to Animals (RSPCA), Greenpeace UK and ChemTrust are
the NGOs identified as potentially having data of relevance to reporting under
REACH or CLP. It is expected that discussions, collection of data and reporting
would take between five and eight days and cost between £2500 and £4000 for Defra
in the first reporting period. Again, it is not clear how much staff time might be
required of those in the above organisations. It is expected that the level of effort
required would fall for subsequent reporting periods.
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6.7

6.8

6.8.1

QO

Academic and Professional Organisations

Although not identified as being needed for any of the indicators, consultation has
suggested that a number of academic and professional organisations may have
valuable opinions and insights to add to the findings of each UK report. An
additional sum of £10,000 to £20,000 might therefore be allocated to obtain data from
these organisations (e.g. through a workshop or expert forum)

o'

Academic and professional organisations that may be consulted include: (1/
Green Chemistry Centre of Excellence, University of York; 6
Institute of Chemical Engineers (IChemE); @

Royal Society of Chemistry (RSC); 0

Royal Society of Chemistry, Green Chemistry Network (RSC, GCQ;
University of Birmingham, Division of Environment @a h and Risk
Management, School of Geography, Earth and Environment% nces; and
Queens University Belfast, Polymer Processing Resear(Ben e.

V

Environmental Monitoring Costs Q

Overview b

The costs of carrying out the environme Qhonitoring needed to evaluate the impact
of REACH could vary by orders'néagnitude depending on how extensive a
sampling and analysis programm\Qﬂ tituted (with such monitoring not relevant to
the evaluation of CLP). K

The least costly option is Imit requirements to the establishment of a minimal
archive bank of sampl rawn from one or more of the relevant environmental
compartments whi after appropriate processing) then stored against possible
future analysis r ents, such as to demonstrate changes in environmental levels
of a particulag.chemical. Progressively more costly options might involve increasing
the range @npartments considered, the number and frequency of sampling sites
and the @ of chemical analyses undertaken.

T e@wing illustrative costs have been developed based on experience from past

ofects and the limited consultations undertaken for this study. They are not
intended to be definitive costs but rather to provide indicative estimates of the range
and extent of monitoring that might be achieved at varying resource levels.

Air Quality Monitoring
Establishing a Sample Bank
In relation to air quality monitoring in order to minimise resource requirements, it is

proposed that samples are taken in conjunction with Defra’s existing air quality
sampling network which consists of about 115-120 sites. However, it might not be

Page 135



This document has been archived.

REACH and CLP Evaluation Scoping Study

&
N

necessary to sample at all these sites, since the legal reporting requirement under
REACH requires samples to be taken by MS at a regional level. In the case of the
UK, this might be interpreted as only at the country level (England, Northern Ireland,
Scotland and Wales). In addition, samples might be taken at rural and urban areas and
highland and lowland regions. Thus, an absolute minimum of ten sampling sites
might be adequate.

If passive air samplers were used to collect samples over three-month periods, at a
cost of £120 each, then this would entail equipment costs of approximately £1200 ge

campaign. The cost of the sampling process itself would be minimal, since samplin
is taking place at these sites for air quality purposes. It is suggested that theéve

air sampling would be undertaken twice yearly (e.g. summer and winter). inal
staff time has been included to allow for any additional effort/co-ordinati olved
The samples would be extracted, at an estimated processing cost nd £800
Extracted samples would then be stored deep-frozen pendin ible analysis

requirements; the estimated cost of storage might be £5000 ove?b -year reporting
period. The total cost for establishing this archive bank fogair quality samples would

therefore be approximately £8000 over the first reportin

Sampling costs may be slightly lower for subsequ rel’ort periods as the passive
samplers are already in place (although equip ould need maintenance and
eventually replacing). However, storage costEW be cumulative as more and more

samples are added so this element of the would double for the second and
subsequent reporting periods. @

*

Options for Air Quality Measurem(&\

Establishing a sample bank WO% highly desirable as a source for future reference.
However, to satisfy our cur@. nderstanding of the legal requirements for REACH
reporting, some analysi% ave to be carried out.

A Minimum AII’ Monitoring Programme (to fit Option 1) might consist of
sampling onI s, twice a year and analysing these samples for a maximum of
ten substanc

The nun@s sampled and level of analysis would be adjusted to develop monitoring
pro es suitable for Options 2-4 (i.e. Minimum Plus, Comprehensive and

ed in Table 6.1.

E’ﬁ Ive). The following examples are based on the number of sites and substances

60

Table 6.1: Proposed Air Quality Monitoring Programmes for each Option (1-4)

Option information Minimum Minimum plus | Comprehensive | Detailed
(Option 1) (Option 2) (Option 3) (Option 4)

No. of sampling sites 10 20 40 60

Sampling frequency / year 2 2 2 2

Number of substances analysed 10 20 50 200

Number of new analytical

methods required 0 0 25 100
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The Minimum programme contains just enough sites to cover the UK in terms of
geographical regions, and to provide a very limited mix of urban and rural sampling
sites. However, this scenario would not be extensive enough to allow for a thorough
analysis of differences between rural/urban, highland/lowland or inland/coastal sites,
etc. Limiting analysis to ten substances (each with analytical methods already
developed) also means that it would be necessary to carefully select which chemicals
to monitor for.

o'

The Minimum Plus programme suggests twice as many sampling sites which WO[Ia/:
2

substances to enable a more robust picture to be developed. However, this esti IS

allow for a better distinction between geographical areas and analysing fo;
still based only on substances for which analytical methods are already in p

or a fair
. Testing for
cal types; it has

A Comprehensive Programme might look at 40 sites, thus allo
distribution between areas of different social and geographical ch
50 substances would also allow monitoring for a wider range of
been assumed that 25 of these might require method develgpments

The Detailed programme is based on undertaking anal;gayf 200 chemical analyses;
this appears a reasonably high number based on t urostat Baseline Study list of
237 chemicals. The option, however, assum&ﬁ of these will require new
analytical methods. Increasing the numbenof “sites to 60 will allow a thorough
analysis of differences within the UK. @additional sites under this detailed
programme could include sites in areas @ specific industry cluster, to monitor on
changes due to a reduction in the se\& certain chemicals in that industry (e.g.

chemical related industries in th East compared to another region where this
industry is not present, such as t tighlands of Scotland). It is also sufficiently large
to allow some sampling at a ther than regional level. For instance, near a site

using certain chemicals (e ear an industrial site using PVC plasticizers and

stablisers). G.)

Numerous varia@ possible within each of these options. For instance:

samples be analysed for a lower number of chemicals straight away and the

rest samples could be stored against a future need to retrospectively

de e baselines and trends;

@ing sites outside of the existing network may be added, although this would
considerably to costs for locating and renting the site etc.; or

Cﬁmpling frequency could be reduced to once per year but that would not allow

detection of seasonal variations.
Assumed Costs
A purchasing cost of £120 per passive sampler has been assumed. Only a minimal

allowance has been included for collection of the samples as these sites are visited
anyway (under the existing monitoring programme).
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6.8.3

The sample analysis costs used (£80 per sample) is based on an estimate of likely cost
for chemicals for which an established analytical method is already in place. In
addition to this, we have assumed £500 in set-up (method development) costs for
substances where new methods are required. A storage cost of £25 per sample for a
5-year period has been used to allow for purchasing of freezers, physical storage
place, electricity, etc.

A limited number of days have been allowed for reporting once the analytical data are
available — the actual number of days allocated to each example would depend
how many samples and substances they involve and what level of analysis wa
required by Defra. *

Based on the illustrative programmes and costs outlined above, the estim (&osts of
the air quality monitoring programmes for each option are listed in T%

Table 6.2: Cost of the four Air Quality Monitoring Programme Option %e First Reporting
Period (EK)

Item Minimum Minimum plus %?henswe Detailed
(Option 1) (Option 2) 3) (Option 4)
Sampling equipment 1.2 2.4 V 4.8 7.2
Sampling - staff time 2.5 5 10 15
Storage 5 20 /A~N 100 600
Analysis 16 64\ 320 1920
Start up cost per b
substance with new
methods 0 .\ 0 12.5 50
Reporting 05 SN 15 4 7.5
Total estimated cost 23.7\0‘ 89.9 445.3 2590.7

Monitoring Other Enviéon@ﬁtal Compartments

We have estimated st for the other environmental compartments based on that
of air. Actual ¢ il depend on factors such as number of sampling sites, chemicals
tested for, a sting cost for each substance, etc. In particular, it is noted that
i alysis from some matrices other than air can be much more complex
demanding. We have therefore presented only outline costs based on
the above air monitoring costs, assuming:

C)Qater monitoring cost may be the same as air and that there are several existing

monitoring programmes and sites in place which may be used to support this
activity, and cost for sampling, analysis and storage may be similar;

sediment monitoring cost estimated at 2.5 times that for air, as it is more costly to
obtain and analyse the samples. Also, sampling would have to be done for both
suspended sediments and bottom sediments adding further complexity;

soil monitoring is estimated at half the cost of sediment monitoring (e.g. 1.25 the
cost of air monitoring) as the challenges of sampling and analysis are similar to
sediment but there is only one type sample (i.e. not suspended and bottom); and
sludge monitoring is the same as for soil.
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6.8.4

Based on these multipliers, the environmental monitoring for these compartments are
estimated at between £173,000 and £18.7 million, as indicated in Table 6.3.

For subsequent reporting periods, the proportion of subs
analytical methods may be reduced as suitable methods wil
developed for a lot of the substances of concern. Howe

cumulative.

Wildlife Effects Monitoring

As a basic option, wildlife monitoring co
programmes, meaning the cost would be

*

A more extensive programme mi

predators or other sensitive specigs:

this would have to be incorpo

raptors and cetacea.

Thus, provided agree

existing programm
extension of the

include th

ing

O

o)

ely on existing wildlife monitoring

Table 6.3: Overall Cost for Environmental Monitoring under each Option for the First
Reporting Period (£k)
Environmental Minimum Minimum Plus | Comprehensive | Detailed
Compartment
Air (=1) 24.7 93.9 455.3 2,670.7
Water (= 1) 24.7 93.9 455.3 2,670.7%
Sediment (= 2.5) 61.8 234.8 1138.3 6,676,8
Sail (= 1.25) 30.9 117.4 569.1 3%
Sludge (=1.25) 30.9 117.4 569.1 8.
Total 172.9 657.3 3187.1 \%94.9
\,;

requiring new
Iready have been

e storage cost will be

(or zero).

*olve tissue collection and analysis of top
wever, to be financially viable, it is likely that
to existing programmes such as those looking at

ould be reached to incorporate such activities into suitable
itional costs might be limited to those associated with the
of chemicals to be analysed and some additional allowance for

management§d réporting. Examples of candidate programmes that might be used

Maruge Terrestrial Predatory Birds

owbpredatory Bird Monitoring Scheme (PBMS; see: http://pbms.ceh.ac.uk/) is being
dertaken by the Centre for Ecology and Hydrology (CEH) with joint funding by
Natural England, the Environment Agency and the Campaign for Responsible

Rodenticide Use (CRRU).

This long-term, national monitoring scheme seeks to

quantify contaminant levels in the livers and eggs of predatory and fish-eating birds in
Britain. The suitability of the programme to support REACH monitoring should be
discussed with the principal contact at the Predatory Bird Monitoring Scheme.
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Marine Mammals

In 1988 Defra established a “‘Collaborative UK Marine Mammal Strandings Project’

to monitor the health status of marine mammals and marine turtles in UK waters.

This includes sampling of pollutant levels. However, it is believed that in recent years

the extent of Departmental funding may have been significantly reduced. Therefore, % .
before a firm decision is taken on inclusion of this aspect within the REACH

monitoring program, its status should be clarified with Defra’s Marine and FreshwaterQ

Biodiversity Division. (1/
Soil Biodiversity 6

The minimum suggested level of monitoring of environmental health w @nclude
information on soil biodiversity. Since Defra is currently supp the field
evaluation of a suite of indicators (see: http://www.defra.gov.u ironment/land/
soil/research/indicators/bio-indicators.htm) by Centre for Eco k'ﬁnd Hydrology,
Cranfield University and the Macaulay Institute to determige ifsthese indicators are
suitable to inform on soil biodiversity across the UK. (i%

The Department’s intentions with regard to possibl pfementation of a long term
monitoring program is not yet clear and should fore be discussed with Defra’s
Soil Policy Team as soon as possible to deteréin his is a viable approach.

More Rigorous Wildlife Population Stu @

*
In addition to the above activitie §bab ish changes in chemical pollution levels in
key wildlife species and in soil @rsity, case studies could be used to inform on
changes at a population level; nstance, in fish in certain rivers. This might be
most economically achiev@ough funding of a number of PhD students per
reporting period and t repeating (within the academic confines implicit for this
approach) the study&e next reporting period, thus allowing and trends to be
identified. Estimati e cost of a PhD-studentship at £60-100k , and allowing three
such “case studi e.g. one fish, one bird and one mammal) over each reporting

period, woul gest a total cost of £180-300k for each reporting period.

6.9 M@ring of the UK Human Population

q}minimum reporting requirements appear to include a requirement to demonstrate

O anges in levels of chemicals in a Member State’s population. This represents a

b potentially costly requirement and may raise ethical issues, so the exact requirements

6 should be established with the Commission as soon as possible.

*

\Q\ It appears that the most comprehensive and secure source of human tissue samples for

& the UK will be the MRC-led Biobank project. This is a 30-year epidemiological

study jointly funded by Department of Health, MRC, Wellcome Trust and Scottish

Executive. The project is seeking to collect tissue samples and information on the
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health and lifestyle of 500,000 UK volunteers so as to gather data on the genetic and
environmental factors that cause or prevent human disease.

The availability of samples for the purpose of REACH evaluation is uncertain because
of possible ethical constraints and this aspect would require discussion with the MRC
and/or the hosting organisation the Manchester Cancer Research Centre Biobank,
University of Manchester. It is unclear what alternatives may exist if this option
proves impracticable but, were it to involve establishing a specific project, then co Q
could be considerable. ?i/
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7.1

7.2

PROPOSALS FOR A MONITORING AND EVALUATION
FRAMEWORK

Approach to Developing the Proposed Framework for REACH and
CLP

assigned to one of four options for the evaluation of REACH and / or the CLP. Th

The indicator assessment summarised in Section 5 resulted in each indicator bei@%/g
are:

Option 1: Indicators representing the minimum needed to meet the éﬁon

requirements of REACH or CLP respectively;
Option 2: Indicators that offer valuable data for the evaluatio EACH or

CLP respectively, at a low to moderate cost (not including,in rs needed for
Option 1);

Option 3: Indicators that offer useful data for the evajugation=0f REACH or CLP
respectively, at a moderate to high cost (not in indicators needed for

Option 1); and
Option 4: All indicators that do not meet the irements of the other options
but have the potential to provide data of som@g the evaluation of REACH or
CLP respectively. Also included are indjcaterS, not needed for Option 1, that
would otherwise have been considered %{her options but would involve high
data gathering or analysi ts.

a gathering or analysis costs ‘A

The indicators and costs prese der Options 2 to 4 are intended as being
additional to those recommend inclusion in the previous option(s) (i.e. Option
2 would also include all indi aﬁg (and costs) from Option 1, while Option 3 would
also include all indicators ( sts) from Options 1 and 2).

S

REACH Opti QMinimum Requirements

Indicators i ified as suitable for Option 1 were selected based on the need to fulfil
the antici reporting obligations set out in the REACH Regulation and the
recorch quirements agreed between Member States and the Commission in excess
of tileSe. " Indicators with the potential to supply the information likely to be required

tqe pond to enquiries on the impact of REACH from audiences, such as
lamentary Committees and industry, were also considered for Option 1. Where

ore than one indicator was available to meet a minimum requirement, the highest
scoring indicator was selected. Table 7.1 sets out the indicators proposed to meet
these minimum reporting requirements.
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Table 7.1: Option 1 - Indicators Recom
Requirements under REACH

mended as the Minimum Necessary to Meet Reporting

Categories

Indicators

Competent Authority

Name of Competent Authority & contact
details

No specific indicator needed

Numbers of staff at CA

Numbers of staff assigned (CA and other gov. bodies)

Skill set of the staff at the CA

Adequacy of skill sets of staff assigned (CA and o
gov. bodies)

Numbers of staff at

institutions

co-operating

Numbers of staff assigned (CA and other gov. badias)

Skill set of the staff at co-operating
institutions

Adequacy of skill sets of staff assigned

gov. bodies) “

Co-operation and communication

>

Level of contribution (man-hours or
euro/annum) made by the CA (including
preparation, participation & follow-up)

by type

Cost of activity to Governmer%@‘\ities at EU level

Details of any national (i.e. provisional,
unilateral measures) introduced to protect
human health or the environment during
the period covered by the report.

Number of measures_qt
protection under Article/1

Number of emergency
health under &&29

ed relating to environment

tions taken relating to human

Operation of the National Helpdesk/communication w

Contact details of the helpdesk.

Number of staff working on the Helpdesk
per annum

Number of enquiries
Helpdesk each year

\
received by’@ber of CA helpdesk enquiries
N

urs% Cost of activity to Government for activities at EU level

by type

Participation in REHCORN (man-
awareness  raising

per year)
@u‘lties
supported by UK Governmgnt_

Person days for REACH awareness/ promotion events

Public
Number of awareness m activities
supported by CA \@‘

Number of REACH awareness/ promotion events

CA websites usag

Number of CA website guidance items downloaded.
Number of visits to CA website

Quality o A” website information
Feedbac@ eived on CA website
infor

Completeness of CA website information.
Quality of CA website information.
Relevance of CA website information

I\éﬁbprﬁent, evaluation and use of alter

native test methods

Q?cﬁbutions by Member State to EU test
thod development activities - i.e. man-

ours/year expended in support of
relevant EU committees

UK Government contribution to EU and OECD work on
alternative testing methods and guidance

Contributions by Member State to OECD
test method development activities — i.e.
man-hours/year expended in support of
OECD committees

UK Government contribution to EU and OECD work on
alternative testing methods and guidance

Contribution  to  development  of
alternative test methods — taken as
research funding of alternative test

development

UK Government contribution to the development of
alternative test methods
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Table 7.1: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Reporting

Requirements under REACH

Categories

Indicators

Other contributions of relevance to
subject — e.g. awareness raising activities

UK Government’s alternative testing awareness raising
activities

Participation in ECHA Committees and Forum
Member Sate participation (man-hours or euro/annum) in ECHA activities (preparation, participation

& follow-up) including:

Evaluation activities and draft decisions prepared

W

N

a)
Number of institutions involved in | No specific indicator needed ; L
evaluations .
Amount of commenting and related | Cost of REACH and CLP activity at EU Ieve‘l%/ e

activities undertaken (As numbers of

(CA and other government bodies).

expended, man-hours or euros/annum).

dossiers/other document types handled) Cost of REACH and CLP activity at by type
(CA and other government bodies) Q

Amount of commenting and related | Cost of REACH and CLP activi U level by type

activities undertaken (As resources | (CA and other government bo

at UK level by type

Annex XV Dossiers

Cost of REACH and CLP activi
(CA and other governm dies)
\ 4

V3

Number of institutions involved in | No specific indicator needed
evaluations -
Amount of commenting and related | Cost of RE and CLP activity at EU level by type

activities undertaken  (As numbers of
dossiers/other document types handled)

(CA andYether government bodies)
Cost CH and CLP activity at UK level by type
(C @ other government bodies)

Amount of commenting and
activities undertaken  (As

resour.
expended (man-hours or euros/annumc)

related ¢

"o

\:ost of REACH and CLP activity at UK level by type

P

of REACH and CLP activity at EU level by type
and other government bodies)

(CA and other government bodies)

Enforcement Activities

Details of all enforcement auho%in the

Member State and their roles and responsibilities.

Overall strategy of en nt (If no
strategy yet impleme etails of any
plans to do so, an@ ate of progress

No specific indicator needed

Details of t hanisms to ensure co-
operation xchange of information
across cement Authorities and the

Comgetent Authority

No specific indicator needed

nee that mechanisms are
A ioning adequately.

No specific indicator needed

etails of the sanctions available to
Enforcement Authorities where
contravention of REACH is detected

No specific indicator needed

Type and number of inspections,
investigations and formal enforcement
actions undertaken (with details of
procedures)

Numbers and nature of REACH and CLP enforcement
actions

Outcome of inspections, investigations
and formal enforcement actions

Numbers and nature of REACH and CLP enforcement
actions

Details of numbers and types of legal

action taken and if led to convictions

Numbers and nature of REACH and CLP enforcement
actions

Page 145



This document has been archived.

REACH and CLP Evaluation Scoping Study

Table 7.1: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Reporting

Requirements under REACH

Categories

Indicators

Reason for each investigation

Numbers and nature of REACH and CLP enforcement
actions

Information on duty holders (including
position in supply chain and size of

Numbers and nature of REACH and CLP enforcement
actions

company) subject to inspections or
actions. Q: )
Any requests for enforcement from | Numbers and nature of REACH and CLP enforcemén ,

ECHA or other Member States

actions

Any other measures taken under Articles
125 or 126 of REACH.

LY
Numbers and nature of REACH and CLP enf ent
actions

Effectiveness of REACH on the protectio

n of health and the environment

Level of human protection achieved

Number of emergency actions taken to human
health under Article 129 Q

Change in incidence of chemi ted occupational
asthma 3

Change in mmdence of ghemic
skin disease

-related occupational

Level of environmental

achieved

protection

Number of emerg‘en . actions taken relating to
environment pro nder Article 129.
Change in soiLI rsity

Evidence of reduction in, or potentially
accumulation of, chemicals in human and
environmental compartments

<

X
@)
>

Number, of ehdgency actions taken relating to human

health Article 129.
Nu emergency actions taken relating to
enyi ent protection under Article 129.

bers of substances withdrawn from the UK market
ause of concerns regarding human health.
. Change in number of substances of very high concern
(SVHC) in articles on UK market.
Change in quantities of chemicals of concern produced
or marketed in the UK

ulation of
vironmental

Evidence of UK regional
chemicals in human

compartments $

\
<&

Change in levels of selected chemicals in ambient air
samples.

Change in levels of selected chemicals in water and
sediment samples.

Change in levels of selected chemicals in soil samples.
Change in tissue levels of chemicals of concern in the
UK population.

Change in levels of selected chemicals in tissue samples
of aquatic species

ﬁ{f)c‘ts of REACH on Innovation and Co

mpetitiveness

Ypost evaluation of the costs incurred in
producing registrations dossiers

Actual expenditure on REACH registration.

Number of phase-in registrations by each deadline (UK
based) by manufacturers and importers.

Number of new substances registered (UK sites)
(manufacturers and importers)

Extent to which costs have impacted on
the availability and costs of chemicals.

Reasons for withdrawal of substances.

Number products removed from market due to
unsupported uses.

Total number of substances available on UK market.
Total number preparations/mixtures available on UK
market
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Table 7.1: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Reporting
Requirements under REACH

Categories Indicators

Relative performance compared with | Percentage contribution to GDP (C20) (Comparative
competitor regions GDP data for other nations from BIS)

Level of innovation (e.g. new products | Number of new substances registered (UK sites).

and chemicals). Number of PPORD exemptions sought with reasons
(UK sites).

REACH/CLP related R&D expenditure as a proporti
of total R&D for selected sectors (manufacturers

DUs).
REACH/CLP related R&D expenditure as p%J ge
turnover for selected sectors (manufacturers ang BUs

VU
The data sets that will be required are: @Q

Records of CA authority (including REACH-IT) and sathersgovernment bodies:
first round @ £9,500 as a minimum and subsequent £7,000;

Office of National Statistics: first and subsequent r £1,000;

UK Disease Registry records: first and subsequepiyounds @ £4,000;

Air monitoring data: first round @ £32,000 bsequent rounds @ £10,000;
Soil monitoring data: first round @ £40,000 ubsequent rounds @ £21,000;
Water and sediment monitoring data: %round @ £111,000 and subsequent
rounds @ £34,000;

Tissue sample data — aquatic species; \fIfSt and subsequent rounds @ £32,000;
Tissue sample data — human: £ d subsequent rounds @ £32,000;

Survey of manufacturers a wnstream users: first round @ £60,000 and

subsequent rounds @ £40 =&nd
Case studies of manufa and downstream users: first round @ £40,000 and
subsequent rounds %2 ,000

The cost of Optio stimated to be approximately £362,000 for the first round of
data gathering ( s) including that for the gathering of baseline data. The cost for
subsequent ds of data gathering is estimated to be approximately £206,000 (5

yearly).

7.3 ns 2, 3 and 4 for the Evaluation of REACH

QIG proposed assignment of indicators to Options 1, 2 and 3 for REACH is presented

60 in Table 7.2.

‘\6 The costs for each environmental indicator across four different monitoring levels
\Q have been described in detail in Section 6. However, for simplicity only one value
& per indicator has been used here. These values were based on the estimates provided

in Section 6 and combined with our expert judgement on the level of detail each
monitoring programme should reasonably entail (i.e. a mid-point estimate) under each
option.
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Aim!

Additional Indicators for
Option 3: (Plus Option 2)

Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH
i Option 2: Minimum Plus

Additional Indicators for
Option 4 (Plus Option 3)

Number of substances/
mixtures reclassified with a
‘higher’ classification

Change in number of
prescriptions for chemically-
related occupational dermatitis
(short-term indicator)

Change in number of
prescriptions for occupational
asthma (short-term indicator)

S

Change in the number of
chemical incidents involving
exposure of workers

(short- to medium-term
indicator)

i

&

Change in the number of the
workers affected by chemical
incidents

(short- to medium-term
indicator)

N
)

-

a: Human health — occupational health?

Change in numbers claiming
compensation because of
industrial injuries attributable
to chemicals

(long-term indicator) £\

Change in industgy experditure
on protective gl short-
term indicat provement

in worker éxfestre)

g

Chan ustry expenditure
d general ventilation
ent (short-term indicator

provement in worker

(%posure)
Change in the numbers of the

public affected by chemical
incidents (short- to medium-
term indicator)

Introduction of alternative
substances to replace chemicals
of concern under REACH

— public health?

Change in the level of
congenital abnormalities in the
UK public that can’t be
attributed to causes other than
chemicals (medium- to long-
term indicator)

uman health

Change in usage of chemicals
of concern in consumer
products (short- to medium-
term indicator)

Change in population numbers
of species with established
susceptibility to chemical
pollution

Change in levels of selected
chemicals in waste sludge
samples

¢: Environment

Change in population levels of
chemical induced non-lethal
effects in wildlife species

Change in levels of selected
chemicals in tissue samples of
terrestrial species (anticipated
EU core reporting requirement)

Change in levels of selected
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£50,000
(Disease Records)

Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH
Aim' | Option 2: Minimum Plus Additional Indicators for Additional Indicators for
Option 3: (Plus Option 2) Option 4 (Plus Option 3)
chemicals in tissue samples of
aquatic species (anticipated EU
core reporting requirement)
First and subsequent rounds | First and subsequent rounds | First and subsequent rounds
£0 £300,000 £350,00
g (No additional data sets) (Monitoring costs) (Additional monitoring co
(&) First and subsequent rounds

Competitiveness and innovation

Overall output of UK chemical
industry

Profitability (manufacturers,
importers and DUs)

Value of exports

Percentage change in number
of suppliers per DU company

Percentage change i ﬁice&f
chemical inputs r@ared to
overall industry IRgLts)

Value of imports

Percentage change in DU
product portfolios

@Q

Volume of exports

Number of product

reformulations carried out (")

Volume of imports

Number of high-risk

|

Number of companies
(manufacturers, importers and
DUs)

substances substituted (
cost) by downstream
Reasons for substitu y

t
downstream us%
~

Size distribution of companies
(manufacturers, importers and
DUs)

Employment (manufacturers,
importers and DUs)

ped by downstream users
ing lower risk substances

Volume of materials
recycled/recovered

Value of REACH/CLP%telatéd

services provided {o‘customers
(manufacturers, 4 ers and

Cost

DUs)
Firsta quent rounds
@'d £1000

itional WRAP data)

First and subsequent rounds
£0
(No additional data sets)

First and subsequent rounds
£0
(No additional data sets)

Availability and tr

zg@ucy of

informatio

p 4

lletin

g‘% of subscriptions to CA

Percentage of retailers with
knowledge of their customers’
right to request information

n

Number of consumer requests
for information regarding
SVHC in articles

Quality of CA helpdesk
responses

Completeness of CA helpdesk
responses

Relevance of CA helpdesk
responses

Number of (e)SDS failing legal
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Option 2: Minimum Plus

Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH

Additional Indicators for
Option 3: (Plus Option 2)

Additional Indicators for
Option 4 (Plus Option 3)

requirements

Number of SDS meeting DU
requirements

Percentage of consumers with
knowledge of right to request
information on SVHCs in

articles

AN

First and subsequent rounds
£10,000

(Consumer survey questions
via NatCen)

First and subsequent rounds
£0
(No indicators)

First and subsequent roun

Aim?
i
@]

3
g
[<b)
e
g
Q
<
o)
0\6

Number of alternative (non-
vertebrate) test methods subject
to validation at European level

Number of ECVAM validated
alternative (non-vertebrate) test
methods

Number of alternative tests
adopted by EU

Number of alternative (non-
vertebrate) test methods subject
to validation at OECD level

Number of OECD validated
alternative (non-vertebrate) test
methods

Number of withdrawn EU test
methods that involved use of
vertebrate animals

vertebrate animals

Number of withdrawn OECD \J
test methods involving use of

Number of project licens
withdrawn in UK bec%
availability of altegnativestest

methods

includ f read-across as
0 proposing
e testing

Number of WH dossiers
involv% panies that

) including use of computational
test methods as alternative to
proposing vertebrate testing

Number of REACH dossiers
involving UK companies
including use of non-vertebrate
test methods as alternative to
proposing vertebrate testing

Number of REACH dossiers
involving UK companies for
which (exposure-based)
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Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH
Aim' | Option 2: Minimum Plus Additional Indicators for Additional Indicators for
Option 3: (Plus Option 2) Option 4 (Plus Option 3)
waiving is allowed as opposed
to vertebrate testing
Number (by species) of
vertebrate used for testing of
chemicals in UK .
Change in proportion of total \
EU usage of animals conducted (L
by UK 4
Relative proportion of A
traditional to more refined test \
methods using vertebrate @o
animals in the UK “
Numbers of REACH dossiers QV
including vertebrate test
proposals involving one or @'
more UK companies
Proportion of vertebrate test
proposals agreed to by ECHA
involving one or more UK
companies NaN
Estimated savings of animal \
numbers for ECHA approved O
tests due to operation of SIEFs é
/Joint registrations involving
one or more UK companies N
Number of UK stakeholder ‘N
submissions in favour and \
against acceptance of vertebrate Q
testing C)
involving UK companies $
First round £5,50( First and subsequent rounds | First and subsequent rounds
Subsequent rounds %00 £0 £0
- (Additional co% nd (No indicators) (No indicators)
3 analysis from existing data
O sources)
Cost of trainidg of enforcement | Number of proposals for Level of consumer
officers Q harmonised classification (from | understanding of hazard labels
industry with reason) under CLP as compared to
@ hazard labels under CHIP
- @a\ing from having a Actual expenditure by industry | Number of separate lists of
2 on CA and enforcement informing customers of prohibited substances prepared
£ N REACH and CLP changes due to REACH and by retailers
2 CJD CLP
Number of proposals for Actual expenditure by industry | Number of SMEs reducing
harmonised classification (from | on relabelling due to CLP (set- | manufacture/import to below
= UK government with reason) up and ongoing) 1t/y to avoid registration costs
3 Person days of REACH and Actual expenditure by industry | Savings in environmental
'EI:_J CLP website development (CA | on repackaging due to CLP management costs due to better
and other government bodies) (set-up and ongoing); information on chemicals used
Person days of REACH and Actual expenditure by industry | Savings in occupational health
CLP activity at EU level by on updating and/or replacement | costs due to better information
type (CA and other government | of IT systems due to REACH on chemicals used
bodies) and CLP
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Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH
Aim' | Option 2: Minimum Plus Additional Indicators for Additional Indicators for
Option 3: (Plus Option 2) Option 4 (Plus Option 3)
Person days of REACH and Actual expenditure on by Adequacy of scientific and
CLP activity at UK level by industry on staff training due to | technical resource base
type (CA and other government | REACH and CLP available to industry for
bodies) demands of REACH and CLP
(FTEs, skill sets and reasons)
Budget for REACH and CLP Costs of updating SDS due to Capacity of UK contract
work (CA and other REACH and CLP laboratories and extent of
government bodies) involvement in REACH (L
support activities (FTEs, Skill
sets and reasons) ,g‘s
Cost of CA helpdesk Number of joint registrations Numbers of toxic /¥
versus individual registrations ecotoxicologist %
assessors b injthe UK
Cost of CA website Number of REACH dossiers 3
updated for classification @,
changes (with reason for 5
change) ~
Cost of REACH and CLP
awareness/ promotion events
supported by CA .
Number of authorisation Q
applications (UK based) N
Number of manufacturers and A
importers (UK based) 6
Number of notifications of )
SVHCs in articles by UK based . A
companies «a\
Number of notifications of \\'
classification and labelling O
under CLP by UK based
companies
Actual expenditure on REACH ]
authorisation
Number of campaig s@'
NGOs and trade @s on
chemicals u
Number of taking
advantagéef reduced
registr@ ees
Pr encountered with
N ngs in data costs due to
EFs
(Additional collation and | First and subsequent rounds First round £45,000
analysis from existing data £0 Subsequent rounds £40,000
sources accounted for above) (No additional data sets) (Survey of UK labs and risk
8 6 First and subsequent rounds assessment companies)
N\ - £6500
Q 3 (Survey of NGOs and Trade
& O Unions)
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Table 7.2: Proposed Indicators for Different Options for the Evaluation of REACH

Aim' | Option 2: Minimum Plus

Additional Indicators for
Option 3: (Plus Option 2)

Additional Indicators for
Option 4 (Plus Option 3)

First round £23,000
Subsequent rounds £20,500

Total Additional
Cost of Option

First and subsequent rounds
£350,000

First round £408,000
Subsequent rounds £403,000

First round approximately
£390,000

Subsequent rounds
approximately

£230,000

of Option plus
Previous Options

Cummulative Cost

First round approximately
£740,000

Subsequent rounds
approximately

£580,000

Notes.
1. The aims of REACH were identified as:

chemicals;

Ensure a high level of protection of human health and the environm

Enhance the competitiveness and innovation of the EU chemi
Increase the availability and transparency of informationon ¢
Promote alternative methods for assessment of hazards %
Ensure the efficient implementation of reach mechanj
2. For reasons of practicality the first aim was divide mree sub-aims: a)
health; b) Human health — public health; and ¢) E

%stry;

cals;
bstances; and

ent

a0

the risks that can be posed by

Human health — occupational

7.4 CLP Option 1: Minim

Q\

equirements

The indicators identifie fulfilling the limited legal reporting obligations as set out
in CLP Articles 34, 46 were considered for inclusion in Option 1 are listed in

Table 7.3.

N

Table 7.3: s%n\ 1 - Indicators Recommended as the Minimum Necessary to Meet Evaluation
Require r CLP

Indicators

Ardicle 3%: Assessment of Communication of Information to the General Public

acy of chemical

hemicals to consumers

labels of the
munication of the safe use of

compliance).
Level of consumer unders

Number of substance and mixture labels meeting CLP
requirements (Labels may be deficient due to non-

tanding of hazard labels under

CLP as compared to hazard labels under CHIP

Avrticle 45: Body/ies Responsible for Receiving Information Relevant to an Emergency Human
Health Response

Name of body or bodies appointed to
receive information

Functioning of body or bodies likely to be
relevant to Commission review

No specific indicator needed

Format of data held by emergency response body/ies
(CLP Article 45)

Nature of data held by emergency response body/ies
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Table 7.3: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Evaluation

Requirements for CLP

Categories

Indicators

(CLP Article 45)

Number of requests for statistical analysis submitted to
emergency response body/ies (CLP Article 45)

Number of preventive or corrective measures prepared
by emergency response body/ies (CLP Article 45)

Nature of preventative or corrective measures prepa
by emergency response body/ies (CLP Article 45)

Article 46: Enforcement Activities

Overall strategy of enforcement (If no
strategy yet implemented, details of any
plans to do so, and their state of progress
will be required)

No specific indicator needed

°

Details of the mechanisms to ensure co-
operation and exchange of information
across Enforcement Authorities and the
Competent Authority

No specific indicator needed @
O

Evidence  that mechanisms  are | No specific indicato ded/
functioning adequately.
Details of the sanctions available to | No specific indi needed

Enforcement Authorities where
contravention of CLP is detected O
Type and number of inspections, Numbeéd nature of REACH and CLP enforcement

investigations and formal enforcement
actions undertaken (with details of‘
procedures)

\‘K‘@

Outcome of inspections, investigati
and formal enforcement actions

mbers and nature of REACH and CLP enforcement
b actions

e$ )
Details of numbers and types ﬁwﬁﬁ

action taken and if led to convicti

Numbers and nature of REACH and CLP enforcement
actions

Reason for each investigati

Numbers and nature of REACH and CLP enforcement
actions

position in supp in and size of
ject inspections  or

Information on dut§$gm (including
0

company) s
actions. FaN

Numbers and nature of REACH and CLP enforcement
actions

from

Numbers and nature of REACH and CLP enforcement

Any re o “for enforcement
ECHN%er Member States

actions

Q\

discussions with the HSE it became clear that the actual reporting requirements

der Articles 34 and 45 are very unclear at the present time and these have therefore

been excluded from the basic requirements included in Option 1. Furthermore, the
HSE anticipate little or no change in the enforcement of CLP compared to the
enforcement of CHIP. Therefore, any reporting requirements under Article 46 have
also been removed from Option 1.

With legal reporting obligations removed, Option 1 includes indicators selected as the
minimum needed for the evaluation of the UK RIA of CLP. Where more than one
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indicator was available to meet the minimum requirement, the highest scoring
indicator was selected. Table 7.4 sets out the proposed indicators.

Requirements for CLP

Table 7.4: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Evaluation

Categories

\ Indicators

Evaluation of UK RIA

Costs to manufacturers from:
Replacement or updating of
information ~ technology  (IT)
systems to produce new labelling;
Staff training and familiarisation to
familiarise employees with CLP;
Reclassification of chemicals, with
costs from:

- the reassessment of hazard data
to reclassify;

- the potential use of a conversion
table for reclassification;

- the potential for ‘higher’
classifications (For example,
may result in many cleaning and
detergent products being
classified for skin irritation and
skin corrosion for the first time);
and

- the use of bridging principles,
and other alternatives to
additional testing;

Re-labelling of chemicals;

Stock losses;

Informing consumers

downstream users of c

about CLP; and

Proposing new harmomiSgd hazard
classification %.

Actual expenditure by industry on updating and/or
replacement of IT systems due to REACH and CLP.
Actual expenditure on by industry on staff training due t
REACH and CLP

Number of substances (and mixtures) reclass’f&u g
Annex VIl alone

Cost of changes to obligations under nstream
legislation triggered by CLP (particul ACH, BPD,
PPPD and Seveso I1) Q\

Actual expenditure on reclassifi t@ﬁf mixtures due to
introduction of CLP

Actual expenditure on r
to introduction of CL
Cost savings from usingsREACH registration data for

reclassification of, tances

Actual expendﬁindustry on relabelling due to CLP
(set-up and on )

Actual e&diture by industry on repackaging due to

CLP (z! nd ongoing)
Act t of stock disposal due to CLP changes
expenditure by industry informing customers of

ification of substances due

@ges due to REACH and CLP
@%Is

alue of REACH/CLP-related services provided to
customers (manufacturers, importers and downstream
users)
Number of proposals for harmonised classification (from
industry with reason)
Number of notifications of classification and labelling
under CLP by UK based companies

Costs to dow@usinesses from:

Staff trai nd familiarisation to

familjafise @mployees with CLP;
: Re\@\ labels;
- JAndertaking new risk assessments
elating to chemicals classified
0 der CLP;
c:) Stock losses; and

O Informing consumers and
downstream users of chemicals
about CLP

Actual expenditure by industry on updating and/or
replacement of IT systems due to REACH and CLP
Actual expenditure on by industry on staff training due to
REACH and CLP

Actual expenditure by industry on relabelling due to CLP
(set-up and ongoing)

Actual expenditure by industry on repackaging due to
CLP (set-up and ongoing)

Costs of updating SDS due to REACH and CLP

Actual cost of stock disposal due to CLP changes

Actual expenditure by industry informing customers of
changes due to REACH and CLP

Value of REACH/CLP-related services provided to
customers (manufacturers, importers and downstream
users)

Costs to wholesalers and retailers from:
Staff training and familiarisation to
familiarise employees with CLP;

Actual expenditure on by industry on staff training due to
REACH and CLP
Actual cost of stock disposal due to CLP changes
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Table 7.4: Option 1 - Indicators Recommended as the Minimum Necessary to Meet Evaluation
Requirements for CLP

Categories Indicators
Stock losses; and Actual expenditure by industry informing customers of
Informing consumers about CLP. changes due to REACH and CLP

Costs to the public sector from: Cost of training of enforcement officers
Training and familiarisation of | Cost of training of emergency service staff
enforcement officers; and *Cost saving from having a common CA and enforcement
Training and familiarisation of | for REACH and CLP Q

N

emergency services staff | *Cost to HPA from adapting emergency respoq

(paramedics) guidance in the light of CLP
*Cost of CA helpdesk *
*Cost of CA website K
*Cost of REACH and CLP activity at EU y type
(CA and other government bodies)
*Cost of REACH and CLP activity evel by type

(CA and other government bodigs) @,

*Cost of REACH and CLP awz% / promotion events
supported by CA

*Numbers of staff assEACH and CLP activities
(CA and other governmerjt bGdies)

Costs to retail consumers of chemical | Level of consumewnde‘ﬁanding of hazard labels under

products from Consumers taking time to | CLP as compare ard labels under CHIP
familiarise themselves with CLP

Benefits to UK industry from the Valueofm@'

enhancement of the international trade | Value ts

in chemicals Vol exports

“\olulye of imports

Benefits to UK industry from increas W?KCH/CLP related R&D expenditure total R&D for

international competition in chemi elected sectors (manufacturers and DUS)

products  leading  to incrﬁe REACH/CLP related R&D expenditure as percentage

innovation, productivity and@ I | turnover for selected sectors (manufacturers and DUs)

prices Percentage change in price of chemical inputs (compared
to overall industry inputs)

@.:: Number of PPORD exemptions sought with reasons (UK

sites) (manufacturers and importers)

Note
* Indicators ;Me for Option 1, not to be carried forward at the current time
N

A r@r of items identified as being suitable for the evaluation of costs to the public

s@ from the CLP relate to the costs of the CA. From discussions with the HSE it

Q derstood that such costs are currently under review and should not be included in

O ption 1 at the present time and these have therefore been transferred to Option 2, for
6 possible consideration at a later date.

‘\6 The data sets that will be required are:
'QQ . National Centre for Social Research (First and subsequent rounds £10,000);

UK Ambulance Services Records (First and subsequent rounds £1,000)
Office of National Statistics (First and subsequent rounds £1,000);
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7.5

Survey of manufacturers and downstream users: first round @ £60,000 and
subsequent rounds @ £40,000; and
Case studies of manufacturers and downstream users: first round @ £40,000 and
subsequent rounds @ £25,000.

The minimum cost of Option 1 is estimated to be approximately £112,000 for the first
round of data gathering (5 years), including that for the gathering of baseline data.
The cost for subsequent rounds of data gathering is estimated to be £77,000 Fl/Q

yearly).

Options 2, 3 and 4 for the Evaluation of CLP

The proposed assignment of indicator to Options 1, 2 and 3 for CL

Table 7.5.

,06

esented in

O

Table 7.5: Proposed Indicators for Different Options for the Evaluatio@‘CLY

Aim!

Option 2: Minimum Plus

Additional Indicators for
Option 3: (Plus Option 2)

% a: Human health — occupational health?

Change in incidence of
chemically-related occupational
skin disease

(short- to medium-term
indicator)

Change in number of
prescriptions for chemi -
related occupational titis
(short-term indi )

ditional Indicators for
ption 4 (Plus Option 3)

Number of substances/ mixtures
reclassified with a ‘higher’
classification

ce of
lated occupational
rt- to medium-term

Changein i
chemi

reclassified with a ‘lower’
classification

scriptions for occupational
sthma (short-term indicator)
Change in the number of
chemical incidents involving
exposure of workers
(short- to medium-term
indicator)

Number of substances/ mixtures Eghnbe in number of

&Q}G)
X\
Q
2

Change in the number of the
workers affected by chemical
incidents

(short- to medium-term
indicator)

&

)

Change in numbers claiming
compensation because of

industrial injuries attributable to

chemicals
(long-term indicator)

Change in industry expenditure

on protective gloves (short-term

indicator of improvement in
worker exposure)
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Table 7.5: Proposed Indicators for Different Options for the Evaluation of CLP

Aim!

Option 2: Minimum Plus

Additional Indicators for
Option 3: (Plus Option 2)

Additional Indicators for
Option 4 (Plus Option 3)

Change in industry expenditure
on local and general ventilation
equipment (short-term indicator
of improvement in worker
exposure)

Change in the numbers of the
public affected by chemical
incidents (short- to medium-
term indicator)

Change in the level of
congenital abnormalities in the
UK public that can’t be
attributed to causes other than
chemicals (medium- to long-
term indicator)

Change in usage of chemicals
of concern in consumer
products (short- to medium-
term indicator)

b: Human health — public health?

Numbers of substances
withdrawn from the U
because of concerns
human health, restkictions or

R

Cost

First and subsequent rounds
£4000
(UK Disease Registry records)

other reasons EACH or
CLP N é,
Firse ubsequent rounds

£50,000
Q\dditional UK Disease

Records)

First and subsequent rounds
£0
(No indicators)

Percentage contribution to GD

asons for substitution by
ownstream users

Percentage change in price of
chemical inputs (compared to
overall industry inputs)

Competitiveness
and innovation

Reasons for withdrawab:/

substances $

Cost

First an@!quent rounds
G 9

additional data sets)

First and subsequent rounds
£0
(No additional data sets)

First and subsequent rounds
£0
(No additional data sets)

rency of

informa{w
o)

Availability an

r’of substance and
re labels meeting CLP
uirements
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Table 7.5: Proposed Indicators for Different Options for the Evaluation of CLP
Aim' | Option 2: Minimum Plus Additional Indicators for Additional Indicators for
Option 3: (Plus Option 2) Option 4 (Plus Option 3)
- First and subsequent rounds First and subsequent rounds First and subsequent rounds
3 £10,000 £0 £0
© (CHCS survey) (No indicators) (No indicators)
Cost of CA helpdesk Number of manufacturers and Savings in environmental
importers (UK based) management costs due to better,
information on chemicals usee,
Cost of CA website Cost of changes to obligations Savings in occupational health| }
under downstream legislation costs due to better information
triggered by CLP (particularly on chemicals used §
REACH, BPD, PPPD and
Seveso 1) I
Cost of REACH and CLP Cost savings from using \)'
activity at EU level by type (CA | REACH registration data for Q
and other government bodies) reclassification of substances « ON
Cost of REACH and CLP Costs of updating SDS due to {4
activity at UK level by type REACH and CLP
(CA and other government :b
bodies) Q)
Cost of REACH and CLP Number of REACH dossiers V
awareness/ promotion events updated for classificatiorQ
supported by CA changes (with reason
change) b
Cost saving from having a b
< | common CA and enforcement
2 | for REACHand CLP \@
£ | Cost to emergency response ’\ﬂ
£ | bodies from adapting Q
2 | emergency response guidance 0
£ | inthe light of CLP (CLP Atrticle K
£ | 49)
-5 | Format of data held by O
'EI:_J emergency response bodi
(CLP Atrticle 45) %
Nature of data held,by
emergency resp ies
(CLP Article&;m
Nature of tive or
correcti sures prepared
by e y response bodies
icle 45)
er and nature of REACH
A CLP enforcement actions
C Number of emergency health
O responses by emergency bodies
b regarding mixtures (CLP
Avrticle 45)
Number of preventative or
corrective measures prepared
by emergency response bodies
(CLP Article 45)
Number of proposals for
harmonised classification (from
UK government with reason)
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Table 7.5: Proposed Indicators for Different Options for the Evaluation of CLP

Aim!

Option 2: Minimum Plus

Additional Indicators for
Option 3: (Plus Option 2)

Additional Indicators for
Option 4 (Plus Option 3)

Number of requests for
statistical analysis submitted to
emergency response bodies
(CLP Article 45)

Numbers of staff assigned to
REACH and CLP activities
(CA and other government
bodies)

Person days for REACH and
CLP awareness/ promotion
events (CA and other
government bodies)

Person days of CA helpdesk
activity

Person days of REACH and
CLP website development (CA
and other government bodies)

Person days of REACH and
CLP activity at EU level by
type (CA and other government
bodies)

Person days of REACH and
CLP activity at UK level by
type (CA and other government
bodies)

Adequacy of skill sets of staff
assigned to REACH and CLP
activities (CA and other
government bodies)

Budget for REACH and CLP
work (CA and other
government bodies)

use

>
Q§C

N

Cost

( |;: (Survey of NGOs and Trade

Number of campaigns
and trade unions on E@Ea}als
F& d £15,000
Subse unds £10,000
(Co d analysis from
&‘ng government data

sources)
irst and subsequent rounds

£6500

Unions)

First and subsequent rounds
£5000
(Additions to industry survey)

First and subsequent rounds
£5000
(Additions to industry survey)

o

Total Additio
Cost of Option

First round £35,500
Subsequent rounds £30,500

First and subsequent rounds
£55,000

First and subsequent rounds
£5000
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Table 7.5: Proposed Indicators for Different Options for the Evaluation of CLP

Aim' | Option 2: Minimum Plus Additional Indicators for Additional Indicators for
Option 3: (Plus Option 2) Option 4 (Plus Option 3)

” First round approximately First round approximately First round approximately
= O £150,000 £200,000 £210,000
o ?DL b= Subsequent rounds Subsequent rounds Subsequent rounds
S < O approximately approximately approximately
= S § £110,000 £160,000 £170,00
S &3
-~ g

a1

4
Notes.

1. The aims of REACH were identified as: *
Ensure a high level of protection of human health and the environment from the risks that osed by
chemicals; 6
Enhance the competitiveness and innovation of the EU chemicals industry;
Increase the availability and transparency of information on chemicals;
Promote alternative methods for assessment of hazards of substances (no indic
Ensure the efficient implementation of reach mechanisms.
2. For reasons of practicality the first aim was divided into three sub-aims:

CLP) and

% an health — occupational

health; b) Human health — public health; and ¢) Environment (no indicat

7.6

Table 7.6: REACH Data Sets apd Cosfs of Relevance to the Evaluation of CLP
REACH | REACH Data SeWosts Lowest
Option CLP
$ Option
Needing
Data Set
Option 1 Recorﬁ CA authority (including REACH-IT) and other government bodies: Option 2
fir d £9,500 and subsequent rounds £7,000
of National Statistics: first and subsequent rounds £1,000 Option 1
‘Disease Registry records: first and subsequent rounds £4,000 Option 2
\\‘Alr monitoring data: first round £32,000 and subsequent rounds £10,000
(" +*| Soil monitoring data: first round £40,000 and subsequent rounds £21,000
OV Water and sediment monitoring data: first round £111,000 and subsequent rounds
é £34,000
)‘ Tissue sample data (aquatic species): first and subsequent rounds £32,000
Tissue sample data (human): first and subsequent rounds £32,000
Survey of manufacturers and downstream users: first round £60,000 and Option 1
subsequent rounds £40,000
Case studies of manufacturers and downstream users: first round £45,000 and Option 1
subsequent rounds £25,000
Potential costs shared with CLP Option 1 (First round of data gathering) £106,000
Potential costs shared with CLP Option 1 (Subsequent rounds of data gathering) £66,000
Potential costs shared with CLP Options 1 and 2 (First round of data gathering) £119,500

Cost Savings from the Joint Evaluatign ®2EACH and CLP

The data sources identified for the evaluati REACH are largely the same as those
contributing to the evaluation of CLP efore, there is the potential to share the
costs of gathering data from thes \ges. Table 7.6 sets out the data sets and costs
associated with each option fi %evaluation of REACH and includes, where
relevant, an indication of the qu CLP option needing these data sets.
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Potential costs shared with CLP Options 1 and 2 (Subsequent rounds of data gathering) £77,000
Option 2 | WRAP data: first and subsequent rounds £1,000
National Centre for Social Research: first and subsequent rounds £1,000 Option 1
Additional records of CA authority (including REACH-IT) and other government Option 2
bodies: first round £5,500 and subsequent rounds £3,000
Survey of NGOs and Trade Unions: first and subsequent rounds £6,500 Option 2
Potential costs shared with CLP Option 1 (First round of data gathering) £116,000
Potential costs shared with CLP Option 1 (Subsequent rounds of data gathering) £76,000
Potential costs shared with CLP Options 1 and 2 (First round of data gathering) £141,500
Potential costs shared with CLP Options 1 and 2 (Subsequent rounds of data gathering) £96,500
Option 3 | Environmental monitoring: first and subsequent rounds £300,000 i
Additional UK Disease records: £50,000 .
No further costs shared with CLP L £0:000
Option 4 | Additional environmental monitoring costs: first and subsequent rounds £350,000 N 7
Retailer survey added to industry survey: £12,500 ¢/
Survey of UK laboratories and risk assessment companies: first round £45,0
and subsequent rounds £40,000
No further costs shared with CLP £0,000

\)'Zr

Table 7.7 sets out the data sets and costs associat(JLf
evaluation of REACH and includes an indication of th

O

these data sets.

each option for the
irst CLP option needing

Table 7.7: CLP Data Sets and Costs of Relevance to theZByaluation of REACH
CLP CLP Data Sets and Costs \J Lowest
Option @ REACH
. A Option
\ Needing
-~ Data Set
Option 1 | National Centre for Social Re%@ Tirst and subsequent rounds £10,000 Option 2
UK Ambulance Services s: first and subsequent rounds £1000
Office of National Statisti%rst and subsequent rounds £1000 Option 1
Survey of manufactu nd downstream users: first round £60,000 and Option 1
subsequent round %30
Case studies of E%ﬁcturers and downstream users: first round £45,000 and Option 1
subsequent . £25,000
Potential costs sharégtwith REACH Option 1 (First round of data gathering) £106,000
Potential costs sharég With REACH Option 1 (Subsequent rounds of data gathering) £66,000
Potential costsshaked with REACH Options 1 and 2 (First round of data gathering) £116,000
Potential cq;%d’ed with REACH Options 1 and 2 (Subsequent rounds of data gathering) £76,000
Option 2.{'\1 isease Registry records: first and subsequent rounds £4000 Option 1
" NCHCS labelling survey
Records of CA authority (including REACH-IT) and other government bodies: Option 1
C) first round £15,000 and subsequent rounds £10,000 Option 2
O Survey of NGOs and Trade Unions: first and subsequent rounds £6500 Option 2
Potential costs shared with REACH Option 1 (First round of data gathering) £119,500
" Potential costs shared with REACH Option 1 (Subsequent rounds of data gathering) £79,500
¢ 6 Potential costs shared with REACH Options 1 and 2 (First round of data gathering) £141,500
Q\ Potential costs shared with REACH Options 1 and 2 (Subsequent rounds of data gathering) £96,500
& Option 3 | No additional data sets
No further costs shared with CLP £0,000
Option 4 | No additional data sets
No further costs shared with CLP £0,000
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7.7

7.7.1

The maximum costs that may be shared by the joint evaluation of REACH and CLP
are in the region of £140,000. However, it should be noted that the extent of the data
sets required for the two separate evaluations may not be identical nor will be the
importance of different data sets. The exact nature of shared costs will therefore need
to be negotiated at a later stage.

Costs will be incurred from setting up and maintaining a system for data handling

considered in Section 8 of this study. Further costs would be expected from
writing of reports and these costs have not been estimated as part of this study. *

which may also be shared between the two separate evaluations. Such costs z,%/

Outstanding Issues 0®

For the majority of indicators, the scoring and weighting exerci a robust and
transparent means by which to assign the indicators to an option. ever, there is a
small number of topic areas (identified in the tables ab whiere it has not been
possible to reach a firm decision as to which (if any) i should be included or
what approach should be adopted to obtain supporting d%the indicator is included.

For most of these, further clarification of ?requwements and budgetary
possibilities would be required to reach a 100. Views would also need to be
sought from those government departme %]enues with responsibilities in these
areas. The areas affected by such unc are discussed below.

Ensure a High Level of ProtectiG@luman Health and the Environment from
the Risks Posed by Chemical

A range of indicators of oc@tional health (e.g. occupational incidences of skin and
respiratory diseases and_gancers, or numbers affected by incidents) or public health
(e.g. congenital abno‘ﬁes and impacts of chemical incidents) have been identified
that are readily a e in useable form, since data are already routinely collected
and reported er purposes. However, though generally recognised as the best
available res of direct changes in the health, these indicators should be
st, as providing information on general trends in human health in the
an being REACH or CLP specific in nature. This is because of the non-
ature of many of these endpoints and the wide range of confounding factors,
of which may exert significantly greater influence than any effect REACH
t have.

Departments and Agencies with an interest in occupational and public health have
suggested a number of potential alternative or surrogate metrics that might inform on
the public and occupational health impacts of REACH. Examples include monitoring
industrial expenditure on protective equipment and more indirect measures, such as
the withdrawal of chemicals because of health or environmental concerns or changes
in public opinion on the risks associated with chemicals. Most of these, however, are
not yet recorded, are of uncertain specific relevance to REACH and would potentially
involve significant data collection costs. Establishing the costs associated with the
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burden of (REACH-) chemical related ill-health would also be susceptible to
confounding factors, for similar reasons. Since there is a minimum reporting
requirement of ‘level of human protection achieved’, there is an obvious need to
include some indicators to support this. However, a final decision may only be
possible after clarification of precise requirements in this area with the EC and other
Member States.

Similarly, there is a minimum requirement to report on the ‘level of environmental
protection achieved’ and a number of simple indicators have been suggested that
inform on this to some extent. However, Defra should consider whether there i
established policy need for the UK government to be able to dem
improvements in wildlife health as a result of REACH, and the scope an nt’of
monitoring of wildlife populations that might be appropriate to support s@

The minimum report requirements (Option 1) include eviden Qreduction in
chemicals in human and wildlife compartments. There is a meed to present
information to demonstrate that (presumably within-UK) | accumulation of
chemicals is not occurring in either of these compartme ile these requirements
indicate that regional monitoring of contaminant level oth humans and abiotic
and biotic environmental compartments may be negegsary, the scope of monitoring
and analysis that may be required is, as yet, uncleb

gi

Selecting Chemicals for Monitoring b

%tly completed its initial development of
ing so as to inform on the impact of REACH.
ing a “snap shot’ of data for 2007 that will be
used for future comparisons at, 2008). This baseline survey draws on a small
subset of chemicals (237 s ces randomly selected from known high, medium
and low production v%um chemicals and Substances of Very High Concern

As discussed in Section 2, Eurostat h
approaches to data collection and
This has included a baseline exeret

(SVHC)). This set } idered large enough to detect with sufficient sensitivity
changes taking p@ e risk and quality of the databases for chemicals.

REACH. Showld it be decided to extend the evaluation to include possible impacts of
the CLP{niority would naturally be given to those chemicals whose level of hazard
classiication had changed as a result of the introduction of CLP. However, we would

The selectiog’%chemicals for monitoring is primarily an issue for the evaluation of

mend this at the current time.

e)ﬁ is to provide little additional value at an extensive cost and therefore do not

Monitoring the full range of substances covered by REACH across all environmental
compartments is clearly unrealistic and prioritisation of the chemicals to be monitored
will therefore be necessary. This could be achieved using a number of approaches:

1. Chemicals authorised/restricted under REACH: monitor only those chemicals
for which authorisation is required or which have been restricted under REACH.

2. ECHA candidate list: This is a list of substances that have been identified as
potentially of very high concern (SVHC) because of their potentially serious
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effects on human health or the environment and their persistence in the
environment. These substances may subsequently be subject to authorisation
under REACH, so early monitoring might provide a baseline against which to
determine the impact of REACH in regulating these chemicals. The candidate

list currently contains 17 substances.
*
3. Eurostat Baseline list: The Eurostat Baseline survey (which was discussed in '\%
Section 2) draws on a random selection of 237 chemicals chosen from each of theQ

production volume ranges and of the SVHC list as a basis for their monitor
programme, and the same list could be used for the UK monitoring. %

4. SIN (Substitute it Now) list: This is a list of substances developed by a ﬁof
NGOs, which the NGOs believe are of very high concern and requd gent
substitution for less hazardous ones. These organisations propose @ﬂe the
listing continuously as new data emerges but the current vegsi SIN 1.0)
contains 220 CMRs, 17 PBTs and 30 substances of equivalent Fﬁn (according
to the NGOs assessment).

5. ETUC list: 306 that are claimed to meet the REACH ria for classification as
SVHCs (CMRs cat.1, 2 or 3 (from 67/548/EEC), €aycwagens cat. 1, 2A or 2B
(from 1ARC), PBTs (OSPAR Convention), knowns/and suspected endocrine
disruptors (Community Strategy for Endocri isruptors'!), plus neurotoxic
substances (Vela et al (2003)) and sensitizer 48/EEC). In addition, this list
ranks chemicals by reference to their intfigsic toxicological properties and seeks
to identify those recognised at EU lev tential causes occupational diseases.
Chemicals are scored for each of criteria above and the European Risk
Ranking Method (EURAM) h’\&en adapted to enable chemicals to be
prioritised for authorisation uﬁ@? ACH.

6. Random selection of ch s: Adopt a similar approach to the methodology
used by EUSES in s g chemicals for risk and quality monitoring (i.e.
random selection froan stratified production volume bands).

7. Combination of@ ove: For instance, producing a comprehensive list drawn
fromall the a r randomly selecting a number of substances from each list or
from the combined list.

There a%@antages and disadvantages with each of these options. Table 7.6
out e of the options, but a more thorough assessment would be required prior
0

I
tﬁc‘y decision on prioritisation.

60
&
Nl

"Community Strategy for Endocrine Disrupters - a range of substances suspected of interfering with the
hormone systems of humans and wildlife* (COM (1999) 706) and (COM (2001) 262), as well
Commission Staff Working Document on the implementation of the "Community Strategy for
Endocrine Disrupters” (SEC (2004) 1372).
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Table 7.6: Advantages and disadvantages of different approaches to prioritising chemicals for

monitoring
Approach Advantages Disadvantages
Chemicals Targeted monitoring where results Does not account for other impacts

authorised/ restricted
under REACH

are expected to be seen
Smaller set of substances so costs
likely to be lower

of REACH, such as reduced releases
of substances which are not subject
to authorisation due to better risk
management. Monitoring could not
begin until substances are added
subject to authorisation/control;
likely to be a slow process

ECHA candidate list

Targeted monitoring to provide a
baseline for assessing the impacts of
future authorisation/restrictions
Relatively small set of substances

of substances which are n
considered SVHC, due
management.

Could result inm | g of

substances ot% uently subject
to authorlsarim' trictions, diluting

Does not account for other impagts
of REACH, such as reduced S

r risk

q/Q

Eurostat baseline list

Allows comparison between UK and
EU

O

monit
Less %mty for UK to select its
oyn substances for monitoring.
Fixeddt 237 substances, which may
more or less than UK would like
0 sample and may not include the
substances for which REACH is
likely to have the greatest impact

SIN list Extensive list of chemica Based on NGO opinions which have
concern to NGOs and, y, the | not been subjected to rigorous
public ¢ scientific assessment.

\ Potential for frequent changes to list
» depending on NGO priorities
ETUC list Selection criteria go beyond that

1

x&

Extensive ligt 8f.chemicals,
includin@& of increasing
concern sfich as endocrine disrupters.
c%]potential causes of disease
as high volumes to prioritise
msk Prioritisation scores may

llow for evaluation to focus on
chemicals with highest score

currently adopted for REACH and
may include chemicals never
addressed by REACH.

Many chemicals to monitor if full list
is used

Random selgetignv
Q)@

&

ol

Allows selection of the number of
substances to be monitored, which
can be matched to available
resources

May miss out some of the chemicals
where environmental reduction has
been extensive, thus underestimating
the impacts on REACH. May lead to
excessive monitoring where little or
no change is expected

XS

ombination of the
above

Allows selection of the number of
substances to be monitored, which
can be matched to available

resources

May include all of the disadvantages
above

Given that the substances for monitoring have not yet been selected, the monitoring
programmes may range from a minimal sampling strategy that addresses a limited set
of compartments and a restricted set of chemicals (which is likely to incur only
moderate cost) to increasingly complex and extensive monitoring programmes (of
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steadily increasing costs) encompassing a wide range of environmental and human
tissue compartments.

For instance, the following monitoring scenarios might be considered in addition to
the monitoring proposed under Option 1: ;
2

Option 2: include more substances for which analytical methods already exist or

sample at increasingly diverse geographical sites and include limited analysis Q
potentially more expensive compartments such as sediment;

Option 3: further extension of the list of substances (possibly includi %ne
requiring novel analytical method development) and increase the fr y“of
sampling or use more robust sampling approaches; or 0

Option 4: establish a robust monitoring programme focuse Q& ide range of
substances (relevant to REACH) at more locations and with i ed frequency.

As for the indicators of human health, there is a nee blish EC expectations
regarding the extent of information to be reported, as | as any additional UK
government requirements, before detailed specificatiohs can be developed. However,
given the level of current uncertainty on which @als should be monitored (and
that the range of chemicals of particular coneern be expected to change over the
course of REACH implementation), it may béore appropriate to establish archiving
ildlife tissues and environmental media
ction and, for example, deep-freezing of
e-series of samples are available to support
any future requirements. In thi y, the samples could be analysed for specific
chemicals in future, with an argeted at those chemicals where a real reduction
in environmental or huma ue levels may be expected or where problems have
been identified. Thi;%ac might have financial benefits compared to expending

systems to collect, at intervals, human
samples (possibly involving sample’
extracts) in order to ensure a suit

resources on analyse e no impacts might be expected.
7.7.2 Promote Alt@ Methods for Assessment of Hazards of Substances

While a @er indicators of very low cost are available for use in Option 1,
additi indicators of similar cost are also presented under Option 2 and there are a
tly more costly indicators (e.g. UK contract laboratory capacity and
tes of savings in animal numbers due to joint registrations under REACH) that
t also be considered of particular value to the UK government and therefore
arrant consideration for inclusion, even if resource available for the evaluation

b exercise are limited.

‘\6 7.7.3 Relevant Industrial Sectors

& The industrial sectors relevant to the evaluation of REACH or CLP have been
identified by SIC codes used by the UK Office of National Statistics (ONS). ONS
and Eurostat data will be available for all such industry sectors. However, where data
are to be obtained by consultation with industry (surveys or case studies) it may be
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sufficient to focus on manufacturers and downstream users (CLP RIA: downstream
businesses) within C20 plus waste companies (E38 and G36) and distributors/retailers
in G47.

The impacts of REACH or CLP are likely to be felt to different extents by companies
of different sizes, even where such companies fall within the same SIC code.
Therefore, the questions asked when data gathering (ONS or industry consultation)
should allow data to be differentiated by company size, as defined by the Commission
Recommendation of 6 May 2003 concerning the definition of micro, small

medium-sized enterprises (2003/361/EC).
SN

In addition, it is understood that the possibility of differentiating industry

regions would be of value to the evaluation of REACH (but not to@ It is
therefore recommended that any industry surveys or case studies be dj ed across
the UK, where possible. However, it is possible that not all industyﬁciaﬁong will

be able to differentiate the data that they collect or supply by reg%.

Should it be necessary to survey UK laboratories an ssessment companies
providing REACH related services this would involve entirely different companies
from those already considered. In addition, compapigs Would need to be identified
and contacts sought without the aid of trade associ S.
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8. WAY FORWARD

8.1 Different Data Sources

The indicators considered in this report will, if progressed, require collection of data % .
from the sources outlined here. '\
UK Government Departments (data sets available for collation and analysi Q
Relevant departments will need to be contacted to arrange for data provision an
to establish responsibilities for and extent of required data collation/analysis that
will be needed.

UK Devolved Administrations (data sets available for collatio nalysis):
The devolved administrations will need to be contacted to_awahge for data
provision and to establish responsibilities for and ext required data
collation/analysis that will be needed. es

UK Government Agencies (e.g. Health and Sa %ecutlve (including the
Competent Authority), the environment agencies ncI ing those of the devolved
administrations) and the Health Protection Age These organisations will
need to be contacted to arrange for data provigio) and to establish responsibilities
for and the extent of the required data tion/analysis that will be needed. In
addition, the opinions and assistanc elevant agencies will be needed to
establish appropriately tailored moni programmes on human health and the
environment, including level \Q chemicals in relevant environmental
compartments. \Q

Non-governmental puq&godies:

Statistical daz@lrces (Office of National Statistics (ONS) and Eurostat):

ONS will b to provide data sets tailored to the needs of the evaluation of

REACH g@ (or both). The contents and format of such information need

to bewagreed with ONS, and the costs involved in preparation agreed.

Pro@q s will need to be put in place and personnel allocated to the
ion of non-UK data from Eurostat;

@K Disease Registries (data sets available for collation and analysis): If

0 government departments or agencies are unable to provide appropriately

0 targeted data (i.e. adjusted to improve relevance to the evaluations of

O relevance), the disease registers should be contacted to ascertain if they are

b able to provide such information. Registries may therefore need to be
contacted to arrange for data provision;

National Centre for Replacement, Refinement and Reduction of Animals
in Research (NC3Rs): NC3Rs The NC3Rs should be consulted to ascertain
if it would be appropriate to include information on their activities and
resource utilisation when reporting on government support for alternative
testing;
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Medical Research Council MRC (human tissue samples): MRC should
initially be consulted to ascertain if it would be possible to utilise their tissue
collections to support any requirements with regard to measurement of levels
of chemical in the public. If such a use is not possible, other potential sources
in the NHS and the wider academic sector should be consulted;

WRAP (waste related data): WRAP will be able to provide data relating to
the recycling and recovery sectors. Procedures will need to be put in place and '\
personnel allocated to the collection of data. (J/Q

Chemical industry (case studies of a range of sectors and company size

these in the near future so as to collect baseline data (and potenti inform the
counterfactual), given that it is likely that the case studies will ime to set up.
In addition, there are some indicators where a survey of industiy/ s likely to be the
best method of collection. There may be merit in discu% the aims and scope of
these surveys with industry organisations in the n e, as they will require
decisions to be made at Board level and this could tzaéveral months.

Retailers (survey): The British Retail ium can assist in sourcing
consultees. Any survey will need structusing to include a range of retail sectors,
regions and company sizes. Companie eed to be contacted, time will elapse
for responses to be received and da | need to be analysed. Data collection
could start with developing informatien on the baseline, to be followed by one or
more subsequent surveys. Th e may be value in initiating this work in the

near future. K

Consumers (survey): sumer survey questions may be added to existing
surveys undertaken®yythe National Centre for Social Research (NatCen). The
next round of d ection for the British Social Attitudes Survey will be in the
summer of 2@ ich will be too late for inclusion in the first REACH report
due by 14June*2010. The next data gathering for the Omnibus survey will be in
the firs er of 2010, with data being available by March. To be included in

%s survey questions would have to be submitted to NatCen before the
s period 2009. Therefore if required, this should be progressed in the

C)Qrade Unions: Trade unions may collect data on changes in occupational
O situations which may be of relevance. They may also be able to comment on
b issues such as the value of extended SDS, the degree to which there is better
communication of risk information, etc. It is likely that such information could be
collected within a relatively short time period and thus putting in place tools for
collecting the relevant information is less immediate than for the other groups

indicated above.

NGOs: Depending on their areas of interest, NGOs are likely to have views on
the availability of information, specific chemical substitution issues or other issues
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such as levels of animal testing. There is less immediacy in putting in place tools
to collect such information.

It should be noted that all indicators have been assessed separately for their potential
relevance to the evaluation of REACH and for their potential relevance to CLP
(except for environment). Therefore, when data are gathered this must be
differentiated between data relating to REACH and data relating to CLP.

Data Collection, Storage and Access

Although it would be desirable to directly collect information required for ction
of the Member State reports to ECHA in a form suitable for automat ission,
there remains considerable uncertainty as to the final format and ure of the

submission system that eventually will be implemented by ECH§®,

Discussions arising from the Meetings of Member States%p ent Authorities for
REACH and CLP (CARACAL) suggest that consider y be being given to a
model in which existing data collated from existing soufeés within Member States
will be submitted (under the various Themes discu in Section 2) into a REACH
reporting tool where it will be held pending sub t compliance checking before
being used for analysis. A presentation to th&first*meeting of CARACAL included a
summary schematic apparently based upo@principles (Figure 8.1).

0\\ s
Member State OQ

data entry

Data from other IT
tools

[

Electronic ﬁ-—% Initial data bin je—————»]

submission

Electronic Validation
Tool

Y

Compliance
assessment and
analysis

| Accepted data
b ——>

General viewer (l————— .
I Sl bin

v ‘

Qutput (Reports) ’ Output (Reports)

Figure 8.1: REACH reporting tool (adapted from WRC (2009))
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There is some indication that ‘ReportNet’ may be considered as a suitable model
structure for this given its use for managing the environmental reporting obligations
of EEA member countries to DG Environment and its extensive use in Water
Framework Directive reporting. However, the final outcome of the deliberations are,
as yet, unknown.

2
As part of this study, we were asked to consider what type of data collection and %
reporting system might be required for the UK. As a starting point, consideration was
given to the development of a comprehensive database, designed around the type%
data to be gathered and the format in which that data would be submittedan
analysed. However, there is currently too much uncertainty regarding t al
submission process to the Commission for REACH including, the supporti wére
system and data formats that will be required. In addition, the r g and
evaluation requirements for CLP are understood to be very differ those for
REACH and both regulations are under periodic review which ;&sult in new
evaluation needs in the future. Hence, any data collection syst ould be straight
forward to adapt for future requirements. This warns again the creation of a
database at this point in time, as it can be technically co nd time consuming to
make modifications to the structure of a database, once it has been designed and

partially populated. Q

is not undertaken by a database at the cui time. Rather, to allow maximum
flexibility, it is suggested that conside%) be given to creating a web-based
information hub for the purpose of 6o and storing the information required to
report on REACH and CLP progr%

Therefore, it is suggested that data handling fir t aluation of REACH and/or CLP

These systems have a number antages, such as:

Low cost: monthly %m@aon rates may start from as little as £30 per month,

going up to aroun epending on the amount of storage space required (10-50

GB in the pric@ es listed above);

- Multiple ?SQ'orting formats: any type of file can be uploaded, so some
informanﬁ' nvmay be submitted in Excel sheets or Word documents as is most
appro to the data being provided. The reporting format could be standardised
[ type of data but there would be the flexibility to change the reporting

6 t once the ECHA format has been determined;

OC)Easy to update: can be updated directly by those reporting, without a need to
submit information to the body managing the hub which then has to update an
internal system (which would be the case for a PC-based system). The extent to

which outside bodies can update the hub can be controlled;

- Confidentiality: different groups can be set up within the hub and access and
privacy setting can be set for each member to determine what content they can
access. Thus, some organisations may just be able to upload information, others
may also be able to view and download information; and
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Archive: possibility to archive old files.

User names would have to be created and linked to specific e-mail addresses. In order
to prevent having to change this if the specific person leaves their post; separate
e-mail addresses with generic user names could be set up for this purpose.

should be given to the advantages and disadvantages of each before making a fifa

There are several such software packages on the market and further consideratnzllg
decision on which one to use, however this link to a provider’s website is useful § a

example and for further information on how they work (http://basecamphg.co

Timescales for the Evaluation of REACH 0

Under REACH, the UK is required to submit an initial report by 5 e 2010 and then
every five years thereafter. Figure 8.2 displays the due or these reports in
relation to key dates in the REACH implementation pro

Figure 8.2 emphasises the shortness of the timesca Qetween the completion of this
scoping study and the first reporting deadline. is therefore some urgency to
progress the task of setting up the framewor a gathering and to start collating
data. This is because the first round will %e not just the establishment of data

collection systems for the selected in rs but will also involve the need to
establish baseline information for edgft~including those that might require carrying
out industry or consumer survi establishing an environmental monitoring
programme.

%m rent Date

REACH s @
. e-re ) B i Second Thir
entry into § : lllst. eon lh?n!
force : phase-in phase-in phase-in
W 2 deadline deadline deadline
June S . e
\ ¥ i 1 December 2010 I June 2013 I June 2018
a Y " : Y v , A SN
n&y stb- Bubstaneagand Substan aind Substances and :
s Substances ¢ stances a :
REACH 5 preparatipns 21000 e el Further reports every:
ses and 3 . | preparations 100 | preparations =l - i -
timeline tonnes pdr year or of 3 years

I\llllLs ~ tonnes per year tonnge per year

o'

very high concern
: i i A Lo >
0 ! IstUK 2nd UK 3rd UK 4th UK

Report to Report to Report to Report to

: Commission Commission  Commission  Commission
: I June 2010 1 June 2015 | June 2020 1 June 2025

to E’( urrent Date

Figure 8.2: Key Dates for REACH Implementation and Evaluation

It is anticipated that any data that might inform indicators relevant to human health or
environment would be most unlikely to show changes by the time of the first report,
given that implementation of REACH is still at a very preliminary stage. Indeed, for
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many of the direct measures of human health, the nature of the diseases considered
are such that the lag between chemical exposure and manifestation of disease is likely
to mean that detection of even significant changes might require several decades. In
the case of chemical pollutant levels, the rate of change in compartmental pollutant
levels would also be very variable depending on the sources and routes of exposure
and the physiochemical properties of particular chemicals. Similar, restrictions apply
to the ability to demonstrate wider environmental effects.

The lack of relevance of such indicators to the first report does not, however, neg(‘i/Q
ct

the need to establish suitable indicators and metrics that might inform on the im
of REACH over the longer term and to then seek to establish baseline info
now. For this reason, while it may take some time to determine which
should be monitored and in which media, it may be advisable to carry o\u& e wide

ranging monitoring to establish an archive of data to facilitate an(& analysis
needs. @

Timescale for the Evaluation of CLP (b

Article 46 of CLP requires UK to submit an ini (rkrt on enforcement by 1
January 2012, followed by a second report by Iy 2017 and then on 1 July

every five years thereafter. This is the only engoing reporting requirement stipulated
by CLP and the responsibility for its sub ion lies with the HSE. Figure 8.3
displays the due dates for these rep @n relation to key dates in the CLP
implementation process. &

s Current Date OQ

ligation to Obligation to apply CLP to mixtures. For certain
force; repeal of y CLP to -.ulnl ances / mixtures the 2012 / 2017 deadline for
Annex I to DSD substances re-labelling and re-packaging applies

m 6 1 December 2010 1 June 2015
y

CLP entry into

UK RIA
Mixtuses

I January 2012 :
: ’ ECHA
P Current Date

Article 45 review

Ist UK Report to ) 2nd UK Report to
: ECHA Article 34 study ECHA
0 e deadline for © lluly2017

deadline for
Commission

20 January 2012

Figure 8.3: Key Dates for CLP Implementation and Evaluation

Article 34 of CLP requires ECHA, in consultation with Competent Authorities and
stakeholders, to carry out a study on the communication of information to the general
public on the safe use of substances and mixtures and the potential need for
additional information on labels. ECHA must complete this study by 20 January
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2012 but will require information from the UK Competent Authority, presumably
during the second half of 2011.

Under Article 45 of CLP, the European Commission must carry out a review of the
information collection and analysis undertaken in relation to preparation for an
emergency response. Again this review must be conducted by 20 January 2012. In
this case, it will require the provision of information from the HSE and the emergency

anticipated that these bodies will be the Health Protection Agency (HPA) and/or
National Poisons Information Service (NPIS). This information may be required b
the Commission during the second half of 2011. K

The nature of the reporting requirements under Articles 34 and 45 Eak%rently
unclear. However, should it be decided to make provision in antici f requests
for information from ECHA or the Commission there is some ur, e% ith regards to
setting up the framework for data collection; this is particularly% it is to be done
in conjunction with REACH (and thus take advantage ofethe potential considerable
cost savings). This may be of particular relevance to t ring of consumer data

in support of Article 34.

Way Forward: REACH b

In summary, it is recommended that in o @o meet the June 2010 reporting deadline
for REACH, the next steps for Defra‘s@d include:
agreeing which indicators \Qof options), in addition to those falling under
Option 1, to include in t aluation of REACH. This will include agreeing the
environmental and hu health indicators to be adopted and beginning
monitoring work so@s<to set an environmental baseline (which could then be built
on through on-go@nual monitoring activities);
establishing t ework and approach for the industry/retailer surveys/case
studies negded™or any selected indicators, and to agree timing of this work;
agreein establishing data gathering procedures with government
depa tS, agencies and other public bodies;
and establishing the preparation of tailored ONS data sets;
eing with NatCen the questions to be asked of consumers as part of the first
0 Omnibus survey (questions to be submitted before Christmas 2009);
agreeing to what extent it may be advantageous to include trade union and NGO
involvement in the evaluation process and to facilitate that involvement;
agreeing the extent of joint data gathering with the evaluation of CLP; and
ensuring the provision of resources for the collation and analysis of data, as well
as for the drafting of the first report.

o'

response bodies appointed to fulfil the UK’s obligations under Article 45. Itda/Q
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8.6 Way Forward: CLP
In summary, it is recommended that the next steps for HSE should include:

agreeing which indicators (or part of options), in addition to those falling under

Option 1, to include in the evaluation of CLP; %

establishing the framework and approach for the industry/retailer surveys/case '\

studies needed for any selected indicators, and to agree timing of this work; Q

agreeing and establishing data gathering procedures with governm%

departments, agencies and other public bodies;

agreeing and establishing the preparation of tailored ONS data sets; ﬁ
yﬁé f

agreeing with NatCen the questions to be asked of consumers as part st

2010 Omnibus survey (questions to be submitted before Christmas 2

agreeing to what extent it may be advantageous to include trade and NGO
involvement in the evaluation process and to facilitate that inv nt;
agreeing the extent of joint data gathering with the evaluation P; and

ensuring the provision of resources for the collation apeyanatysis of data, as well
as for the drafting of any report. (1/
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