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executive summary
The REACH regulation came into force on 1 June 2007.  REACH implements a uniform legal system, effective for all chemicals inside the European Union/EEA.  This system is intended to enhance the safe use of chemicals in all types of uses.  However, its obligations will, to a greater or lesser extent, affect manufacturers, importers, downstream users (formulators) and end-users of construction products (CP) even though CP are already subject to Essential Requirement No. 3 'Hygiene, Health and the environment' (ER 3) of the CPD.
This document explores the informational requirements of the REACH Regulation and those of CPD/ER 3 in order to determine if there are any potential 'interfaces', or overlaps, between them, and if there are, what their nature is and where they may be found.
It becomes clear as the analysis progresses that:

· A large number of construction products will be affected by REACH [few of them by authorisation, some by registration (in particular substances)] but the great majority will be subject to information flow obligations;
· There will be few interfaces, as these two regulations are more complementary than overlapping.  These interfaces should be mainly beneficial and constituted by:

· test methods developed by CEN/TC 351;

· WT, or a WFT, procedure developed for use with CPD/ER 3;

· intended uses identified for individual products in the corresponding European harmonised product standard, to aid the manufacturer/importer in defining conditions of use in exposure scenarios;
· Conversely, there is the possibility of a conflict arising from limiting criteria (DNELs and PNECs) derived under REACH with any limits (e.g. national pass/fail criteria) established for the same substance for use under CPD/ER 3.

· Last but not least, as this is seen to be the major conclusion, the strict deadlines in the REACH Regulation will compel manufacturers and importers to carry out necessary tasks and fulfil their obligations under REACH independently and before the harmonisation of essential requirement No. 3 is completed.  In particular the TC 351 test methods are very unlikely to be validated and published in time for use in registering any construction products/substances during the 'initial' period of registration under REACH.  Registration of substances manufactured (or imported) in the EEA in quantities of 100 tonnes, or more, per year must take place before 31 May 2013 whereas the test methods under development by CEN/TC 351 are unlikely to be validated and published before the end of 2013.

If this proves to be the case, then this analysis of how to, and where to, find interfaces between REACH and CPD/ER 3 could still be of value;

· Where Registration Dossiers, for substances already registered, need to be updated, with technical information derived from the use of test methods, as a consequence of using the substance in a new construction product or for a new identified use;

· Where it is possible to use the WT procedure, within REACH.  The WT procedure will utilise existing/historical (so called, empirical) data rather than test results obtained using a harmonised, horizontal test method developed by TC 351 but, to be of use under REACH, the detailed administrative procedures and associated classification criteria will also have be in place within a very short, and perhaps unrealistic, timescale.

It is also concluded that the intended uses identified for individual products in the corresponding European Technical Specification will rarely be described in sufficient detail to aid the manufacturer/importer in defining conditions of use in exposure scenarios under REACH.
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1. Introduction
1.1. reach, cpd/er 3 and information required under the legislation

The REACH Regulation has been designed to ensure a high level of protection of human health and the environment where contact with chemicals is concerned.  However, the REACH Regulation does not mention the term chemicals in its text and, hence, there is no definition.  REACH does, though, address: substances, preparations and articles, all of which are defined in the Regulation.  And according to Article 1, REACH principally concerns the manufacture, import, placing on the market and use of substances on their own and in preparations and articles.  Preparations and articles, as such, are not the direct focus of REACH.  Consequently, REACH will achieve its aims by imposing a series of inter-related obligations on manufacturers (or importers) for submission of a range of, essentially, self-assessed (but with some independent oversight) information on the substances that they manufacture (or import) into the EEA.

Similarly, compliance with essential requirement No. 3 (ER 3, Hygiene, health and the environment) under the CPD requires that manufacturers of construction products declare, with the CE marking, appropriate information (to cover EU and/or Member States' regulatory requirements, "when and where they exist"), on the hygienic, health-related and environmental performance of their products so that designers/users can determine if the declared performance meets the regulatory requirements in the place of use and the level(s) specified for 'fitness for purpose' in the works.

What, then, is meant by potential 'interfaces' between REACH and CPD/ER 3?

In explanation, if both REACH and CPD/ER 3 oblige manufacturers to supply information [but sometimes as 'No performance determined' (NPD) under ER 3] on their products to appropriate stakeholders, it is possible that, where chemicals - substances, preparations and articles - and construction products overlap, there could be an 'interface' at which either the information obtained, or the means for obtaining the information, under one of the legislative regimes could be of use under the other.

But before attempting to analyse REACH and CPD/ER3 in detail for potential 'interfaces' (overlaps) it seems advisable to outline their aims, scope, requirements and essential terminology in order to become better acquainted with them.

1.2. reach

1.2.1. introduction

Before entry into force of REACH, the EU chemicals legislation consisted of a 'patchwork' of many directives and regulations that had been developed over the years.  So-called 'existing substances' and 'new substances' were subject to different pieces of legislation and had to fulfil different requirements.

With the REACH Regulation, there is now a uniform legal system, effective for all chemicals inside the European Union.  This system is intended to enhance the safe use of chemicals in all types of uses.

In the following text the main cornerstones – that are characteristic of the REACH Regulation – will be briefly explained.

1.2.2. scope

REACH has a very wide scope which comprises all substances that are not expressly exempted from its scope.  Covered by REACH are substances which are manufactured, imported, used as intermediates or placed on the market – either as such, in preparations or in articles.

1.2.3. Registration of substances as such or in preparations

Manufacturers and importers of substances are obliged to register every substance manufactured in volumes of one tonne, or more, per year.  Exempted from registration are, inter alia, certain substances which occur in nature, unless they are classified as dangerous or chemically modified.  Furthermore, polymers are exempted from registration, but in certain cases monomers in polymers must be registered.

Manufacturers and importers of substances must submit the following registration documents:

· for substances in quantities of one tonne, or more, per year, a technical dossier must be submitted with information on properties, uses and classification of the substance, as well as guidance on safe use;
· for substances in quantities of 10 tonnes, or more, per year, additionally a Chemical Safety Report (CSR) must be compiled; a CSR documents the output from a Chemical Safety Assessment (CSA).  The CSR reports the dangers and the classification of a substance and the evaluation where it is a PBT or vPvB substance.  For substances meeting the classification criteria as dangerous or which are PBT or vPvB substances, the CSR also contains exposure scenarios for certain uses of the substance.  A point to note is that the required information may be obtained using any method available to the manufacturer (or importer) there is no obligation to use particular methods.
Exposure scenarios are compilations of given conditions, describing how the substance is manufactured or used during its life-cycle and how the manufacturer (or importer) controls exposure of humans and the environment, or in what ways they recommend downstream users to control exposure.  Exposure scenarios must include appropriate risk management measures and conditions of use which – where implemented correctly – ensure an adequate control of risks ensuing from uses of the substance.  Exposure scenarios must cover all identified uses.

1.2.4. substances in articles
Pursuant to REACH, the manufacturer of an article must register all substances that are intended to be released under normal conditions of use.  This applies to all substances present in those articles in quantities of one tonne, or more, per year.

Moreover, all substances of very high concern [named in a candidate list of substances for 'Authorisation', to be drawn up by the European Chemicals Agency (ECHA)] that are contained in articles in concentrations of over 0.1% weight and exceed a threshold of one tonne per year, must be 'Notified' to the ECHA.

1.2.5. information along the supply chain
The communication requirements under REACH ensure that not only manufacturers and importers of substances but also their customers – the 'downstream users' – have information at their disposal which is necessary for the safe use of chemicals.  The most important tool for the passing on of information is the well-proven and familiar safety data sheet (SDS).  As a consequence of registration, amounts of available data will increase and thus also enhance the quality of SDS.  Where a Chemical Safety Assessment (CSA) needs to be performed, all relevant exposure scenarios must be attached with the SDS (extended SDS) and passed on in the supply chain.

New information on dangerous properties and information that may jeopardise any risk management measures stated in SDS must be passed on, also by downstream users, to upstream suppliers in the supply chain.
1.2.6. evaluation
Within ongoing registration procedures, the European Chemicals Agency examines proposals submitted for testing, with the aim of avoiding unnecessary animal tests.  Moreover, the Agency is empowered, and expected, to conduct compliance checks on at least 5% of all Registration Dossiers received.

1.2.7. authorisation
Substances of very high concern require an 'authorisation' covering their use and placing on the market.  Substances subject to authorisation are in particular:

· CMR substances of categories 1 or 2;
· PBT substances and vPvB substances;
· substances for which there is scientific evidence of probable serious effects to human health or the environment which give rise to an equivalent level of concern as the above-mentioned substances.

1.2.8. restriction
The restrictions procedure under REACH enables the laying down of conditions for the manufacture, placing on the market or use of substances.  If necessary, certain uses can be banned.  Existing restrictions under Directive 76/769/EEC (Directive on restrictions on marketing and use of certain dangerous substances and dangerous preparations) are incorporated, in consolidated form, in the REACH Regulation.

1.2.9. european chemicals agency (echa)
Based on the REACH Regulation, the ECHA has been created in order to implement technical, scientific and administrative provisions under REACH and to ensure uniform application at the European level.  The ECHA carries out registration procedures, performs dossier evaluations, coordinates the substance evaluation process and takes decisions in some defined situations.  The ECHA is located in Helsinki and will be ready to function by 1 June 2008 at the latest.

1.3. construction products directive (CPD)

1.3.1. general introduction to the cpd

In order to provide users with appropriate information, the Construction Products Directive requires manufacturers to assess, and then declare, performance of their products.  The declarations must cover a number of predefined/'mandated' (essential) characteristics which are listed in European Technical Specifications (ETS) i.e. harmonised product standards (hEN) or European Technical Approvals (ETA).  Assessment of the characteristics of products has to be performed using pan-European assessment methods (in the main, CEN standardised test methods) generally referred to in, or sometimes actually included in, European Technical Specifications.  However, if the intention is to place a product on the market of an EU Member State (MS) where the National Authorities do not require a product to be regulated for a particular performance characteristic, a manufacturer can choose to declare performance using the 'No Performance Determined' (NPD) option.  Under the NPD option, there is no need to carry out an actual test and the absence of a regulatory requirement in a MS implies that that MS does not regard the particular performance characteristic as a significant risk to health, hygiene or the environment.

Members States cannot unilaterally change a test method once standardised by CEN, nor can they add, as national compulsory requirements, additional characteristics to the list of those for which the product has to be assessed.  Whether the performance of a product declared by the manufacturer makes it fit for an intended/specific use, on a particular market, is a matter for the user to assess.  The setting of any pass/fail criteria, in the form of limits, is under the responsibility of MS within national regulations, and product performance in comparison with the limits, dictates whether a product is fit for an intended, regulated use in the MS.  The actual selection of a particular product is a matter for the client (owner of the works) assisted by his designer, and provided the requirements of any regulations are fulfilled, quality level is a matter for them.
The characteristics for which performance of the product has to be assessed are defined in the mandate given to CEN to prepare harmonised standards or to EOTA to prepare European Technical Approvals.  They correspond to the characteristics of the product that may have an influence on one of the six essential requirements which the works have to fulfil.  Basically, each characteristic is regulated for in at least one EU Member State.

The six essential requirements are the following: mechanical resistance and stability, resistance to fire, hygiene, health and the environment, safety in use, noise protection and thermal insulation.  It is essential requirement No. 3 (ER 3), hygiene, health and the environment, which provides the focus for this current search for interfaces between REACH and the CPD.

It should be noted that a large proportion of the first generation of harmonised standards implementing the CPD is now published.  Of about 600 standards (hENs) which were expected to cover the entire construction products sector, some 370 have been published by CEN and another 110 are under development.  The series of supporting standards that include the test methods is almost complete with 1500 standards already published.

1.3.2. cpd/er 3

However, although most essential characteristics are well covered in this first generation of standards, essential requirement No. 3 (ER 3) has not really been dealt with.  Rather, a 'convention' (form of words) has been adopted wherein a general statement in the standards draws the attention of manufacturers to the regulatory provisions which need to be fulfilled when and where they exist at the national level.

To progress in a harmonised manner in this field, the European Commission prepared a mandate to CEN three years ago and 'mandate M/366' establishes the means of preparing horizontal (i.e. non-material-specific) test methods.  These methods should allow the assessment of possible release/emission of substances from construction products into the environment during the 'in-service/in-use' part of the life-cycle, only.  Manufacturing, construction activities, demolition and disposal are outside the scope of the CPD.  On the basis of this mandate, CEN established CEN/TC 351 to prepare the horizontal test methods, identified the substances to be determined as regulated dangerous substances and set a framework in which risk-based concepts known as 'without testing (WT)' and 'without further testing (WFT)' can be developed.  The current regulated dangerous substances have now been identified, in a generic fashion, on what is called the 'Indicative List' (Commission Services document RS 041/051) and CEN/TCs (and EOTA WGs), in accordance with EC Guidance Paper H, must now identify which of these are relevant for their specific products.

These several strands of activity will proceed at different rates but when the test methods are ready and published as European Standards, they will become available to CEN product TCs.  It will then be the responsibility of the product TCs to refer to these horizontal test methods, when appropriate, and to include in harmonised product standards, and ETAs, the relevant provisions (mandated characteristics etc) that will be applicable to their products or families of products.

1.3.3. substances under reach meeting the classification criteria as 'dangeous' and classified as 'regulated dangerous substances' under cpd/er 3

There is considerable scope for confusion in the use of terminology between REACH and CPD/ER 3 because the scope of, seemingly, similar terms is not quite the same in the two legislative areas.  For example, the term 'dangerous', as used in REACH to classify a substance during Registration is a little more limited in scope than the same term as used in the expression 'regulated dangerous substance' under CPD/ER 3.  The reasons for this are fairly simple:

· under REACH, the criteria for classifying a substance as 'dangerous' are based only on the EU Directives on 'classification, labelling and packaging' [i.e. Directives 67/548/EEC (substances) and 1999/45/EC (preparations) plus consideration of whether the substance is a PBT or vPvB] (see Article 14 4.);

· whereas, under CPD/ER 3, a substance is a 'regulated dangerous substance' if it is identified as dangerous in any one of numerous pieces of EU and/or MS national regulations.  These include, inter alia, the aforementioned EU classification, packaging and labelling Directives, but also cover the EU Groundwater Directive, MS implementations of the Groundwater Directive, MS implementations of EU legislation on ionizing radiations, legislation on microbial growth and national legislation directed at the overall protection of the quality of indoor air.
The official source of information for identifying substances as 'regulated dangerous substances' under CPD/ER 3 is, as stated previously, EC document RS 041/051.  This is a 'live' (i.e. subject to updating) document known as the 'Indicative List' and it is a construction-product-specific listing distilled from a more comprehensive list known as the 'EU Database'.

Hence, this difference in terminological scope must be borne in mind when examining REACH and CPD/ER 3 for interfaces.  In particular, if a substance subject to registration meets the classification criteria as dangerous under REACH it is very likely also to be a 'regulated dangerous substance' under CPD/ER 3 but this is not necessarily the case.
Some specific examples of alignments/misalignments between substances meeting the classification criteria as dangerous and/or as 'regulated dangerous substances' are given below:

· benzyl alcohol (solvent and VOC) meets the classification criteria as dangerous under REACH and is also a 'regulated dangerous substance' under CPD/ER 3;

· hydrated building lime (mainly CaO and CaOH2) will meet the classification criteria as dangerous under REACH but neither hydrated building lime nor CaO/CaOH2 are listed on the Indicative List of regulated dangerous substances;

· the chemical element zinc (Zn) does not meet the classification criteria as dangerous under REACH but is a 'regulated dangerous substance' (ex EU Groundwater Directive) under CPD/ER 3;
· the chemical element lead (Pb) meets the classification criteria as dangerous under REACH, is subject to Authorisation under REACH and is a 'regulated dangerous substance' under CPD/ER 3.
2. Preamble on interfaces between reach and CPD/ER 3
2.1. general introduction

In establishing where 'interfaces' (possible overlaps between REACH and CPD/ER 3) may lie, it should be noted that in both legislative areas the use of appropriate test methods is implicit where provision of specific information is required;

· under REACH, to determine the appropriate technical information to be submitted for the registration of a substance;

· under the CPD, to be able to determine, where necessary, the level of performance of mandated (essential) characteristics.

However, it is under an ER 3-related contract (mandate M/366), rather than REACH, that a comprehensive pan-European test method-development programme is underway in CEN/TC 351 'Construction products- Assessment of release of dangerous substances'.  The output from TC351 will be harmonised, horizontal European test methods that will be used within (initial) type testing and/or conformity testing (unless the WT procedure is applicable) in order to determine the release, emission or content of a number of product-specific regulated dangerous substances (RDS) which are identified on the EC Indicative List (RS 041/051) of regulated dangerous substances.

In order to be able to assess, objectively, test results obtained from any test method, whether a CEN harmonised, horizontal test method or not, some form of limiting criteria are needed.  In the case of the CPD, these limits:

· are not expected to be obligatory pan-European pass/fail criteria; (these would negate the NPD option);

· but rather, current pass/fail criteria found in EU MS regulations and applicable only to individual MS markets;

· or, perhaps, 'technical class limits' for establishing appropriate 'technical classes' in harmonised product standards so as to reflect/support MS existing regulatory requirements.

In the case of REACH however, DNELs (Derived No Effect Levels – limits related to health hazards to humans) and PNECs (Predicted No Effect Concentrations – limits related to hazards to the environment) have to be established by manufacturers (or importers) for use in well-defined exposure scenarios.  It then becomes theoretically possible, under certain conditions, that DNELs and/or PNECS might possibly overlap/conflict with limiting criteria in any MS regulations for the same substance, where release/emission/content of the substance from a mandated construction product (preparation or article) is associated with the same, or similar, exposure scenario (related to the 'service'/in-use' phase of life) under REACH and CPD/ER3.

So, noting that:

· test methods and limiting criteria, or concepts related thereto such as the WT or WFT procedures under CPD/ER 3, are likely to provide the major focus for any interfaces there may be under these different legislative regimes, and

· that the quantity of a substance (either in the form of a construction product or for use in the manufacture of a construction product) for marketing/use in Europe (EEA), will always be in excess of the one tonne/year limit for registration under REACH;

the basic question(s) to be answered relating to possible interfaces between REACH and CPD/ER 3 seem to reduce to the following.

2.2. questions about the development and use of cen/tc 351 test methods
Q. 1. Will any of the test methods (and test results from their use) that emerge from CEN/TC 351 be of value to manufacturers (or importers) in fulfilling their obligations under REACH?

Q.2 If they will be of value, where, precisely, in the complex informational requirements of REACH [e.g. Registration (including Chemical Safety Assessments) and Notifications etc] will any ER 3-related test methods be useful?

Q.3. Will the ER 3-related test methods be validated and published in time to be used by manufacturers (or importers) in support of their submissions - Registration Dossiers - under REACH?

Q.4. And, finally, when validated and published in the CEN forum, will the ER 3-related test methods be accepted, into the future, by the REACH authorities as the definitive methods to be used for construction products where interfaces between REACH and CPD/ER3 exist?

2.3. questions about the limiting criteria that may be used with cen/tc 351 methods
Q.5. Could DNELs and/or PNECS, established for a regulated dangerous substance subject to registration, possibly overlap/conflict with any limiting criteria in MS regulations for the same substance, where release/emission/content of the substance from a harmonised construction product/preparation/article is associated with the same exposure scenario under REACH and CPD/ER3?

2.4. Questions about the utility, under REACH, of information submitted under a successful application for a WT procedure under CPD/ER 3

Q.6. If the WT procedures are sufficiently well developed under CPD/ER 3 and if any substance within a construction product can actually be identified as WT within a time-frame that fits with that of REACH for registration of substances, will WT be of use under REACH for the 'service/in-use' phase-of-life aspect of any Chemical Safety Assessment that includes Exposure Assessment and Risk Characterisation?

2.5. questions about the utility of the descriptions of intended uses in product ets for establishing exposure scenarios under reach
Q.7 Can the descriptions of ‘intended uses’ in harmonised European Technical Specifications (ETS) help manufacturers/importers in establishing exposure scenarios for use under REACH?
Before these questions can be answered, some background information is needed in order to derive an appropriate perspective in which they can be addressed.

3. The search for interfaces between REACH and CPD/ER 3
3.1. General

The REACH Regulation, as part of the EU's policy on chemicals, addresses chemicals (the meaning of 'CH' in REACH) but these are nowhere defined or even mentioned in the text of REACH.  However, REACH does define: substances, preparations and articles.  The first two categories (see definitions in Glossary) generally fit with the usual perception of what constitutes a 'chemical.  Preparations are intentional mixtures of substances but the definition of an article is somewhat more complex, its principal characteristic is that it must possess a 'special shape, surface or design'.

However, it is substances which are subject to a comprehensive set of requirements for submission of information under the REACH Regulation, in particular for 'Registration', whereas the information to be provided on preparations and articles is more limited.  For example, Registration does not apply to preparations and articles.  Hence, substances are the main focus of REACH and these can range from chemical elements (e.g. zinc), through simple chemical compounds (e.g. calcium oxide) to fairly complex substances (now referred to in REACH as multi-constituent substances), any of which, can also be construction products under the CPD.

NOTE 1. Zinc is an interesting element in this regard.  It is a substance (chemical element) under REACH, but does not meet the classification criteria as dangerous under REACH but it is a regulated dangerous substance under CPD/ER 3 and is also a mandated (M/122) construction product, in the form of an 'article' (as zinc sheet for roofing).
NOTE 2. A manufactured aggregate (e.g. a sintered fly ash aggregate) for use in the production of lightweight concrete is likely to be an example of a multi-constituent substance under REACH that is also a construction product mandated (M/125) under the CPD.

Where then, do construction products, mandated under the CPD, fit into these definitions?

The definitions in REACH are 'all-embracing', and so it seems that construction products can be, either: substances, preparations or articles depending on their chemical and physical characteristics.  But from a review of the mandated construction products it can be seen that the great majority will either be articles or preparations, with substances very much in the minority.  However, determining if a construction product is a substance, or preparation or an article requires careful consideration when exploring where any interfaces might lie between REACH and ER 3 of the CPD.

From an analysis of the REACH Regulation, it can be deduced that test results, might need to be used by Registrants in order to supply information to the European Chemicals Agency (ECHA) for purposes of: Registration (in particular the development of Chemical Safety Assessments which include exposure assessment and risk characterisation) and for some Notifications where it is considered that an article may contain a substance of very high concern at around the 0.1% by mass limit.  There is, however, a need to know whether the sort of information that is sought under REACH for registration obligations can be provided by harmonised, horizontal test methods specifically developed by TC 351 for determining the release, emission or content of regulated dangerous substances from/in construction products.

3.2. Nature of information sought by REACH in comparison with that for CPD/ER 3

3.2.1. introductory perspective

Implicit within CPD/ER 3, is the dual-faceted concept that a simple substance i.e. a regulated dangerous substance (for example, arsenic oxide) can be released/emitted from something more complex such as a construction product, irrespective of whether the construction product is considered to be a substance, a preparation or an article:

· in which the simpler substance (the regulated dangerous substance) is simply present in the product (e.g. as an impurity or trace element) and, hence, may then be emitted/released into the environment, or;

· in which the simpler substance (the regulated dangerous substance) has been deliberately used in the process of manufacture of the product, remains in the product and, hence, may then be emitted/released into the environment.

A regulated dangerous substance may or may not have been used as a discrete substance in the manufacture of a construction product.  Where the product is predominantly mineral-based (i.e. inorganic) a regulated dangerous substance (e.g. arsenic oxide) will rarely have been used as a raw material itself and, if present, will generally be there as a trace 'impurity' in the raw materials.  However, where the construction product is essentially organic in nature, this will not necessarily be the case.  For example, regulated dangerous substances (e.g. benzyl alcohol) are used as raw materials in the manufacture of some coatings, sealants, adhesives etc.

As an example of where a regulated dangerous substance can be present in a construction product but has not been specifically used in its manufacture, the following can be considered.  In the case of concrete, arsenic compounds are relevant regulated dangerous substances because concrete is regulated in the Netherlands (under the Dutch Building Materials Decree – an implementation of the EU Groundwater Directive) for release of arsenic compounds into soil, groundwater and surface water.  Arsenic compounds, however, are never used as discrete substances in the manufacture of concrete, they may, though, be present as trace impurities in the raw materials (limestone and shale) from which the cement, in the concrete, is made.

Do both facets of this release/emission concept exist within REACH?
It would seem that they do because the definition in REACH for 'substance' includes …"any impurity deriving from the process used"… (definition in Article 3 1.).  Accordingly, under REACH, exposure scenarios must cover potential exposure to the substance subject to registration and potential exposure to any impurities released/emitted from within the substance subject to registration.  Hence both REACH and CPD/ER 3 include this dual faceted ('present in' and 'used in manufacture') concept of release/emission.

The rest of this section attempts to provide answers to the several questions that have arisen to this point about the nature of the information sought by REACH in comparison with that required for CPD/ER 3, and, hence, to determine where any 'interfaces' may lie.
3.2.2. REGISTRATION (including chemical safety reports and substances intended to be released from articles) and NOTIFICATION (of substances of very high concern present in articles)
3.2.2.1. introduction
'Registration' and 'Notification' are obligations under REACH which involve the submission of information by manufacturers (or importers) to the European Chemicals Agency (ECHA).  Hence, these ought to be the two principal areas where test methods, and limiting criteria, should be expected to be needed for obtaining the relevant information and where any interfaces with CPD/ER 3 will probably lie.
Registration of substances, involves submission of information in 'Registration Dossiers' which themselves include 'Technical Dossiers' [REACH Article 10 (a)] and can include 'Chemical Safety Reports' [REACH Article 10 (b)].

Chemical Safety Reports are based on Chemical Safety Assessments (CSA).  These are of two types; Chemical Safety Assessments covering REACH Article 14 clauses 1 to 3 and Chemical Safety Assessments covering REACH Article 14 clauses 1 to 4.  These latter CSA include additional steps which cover Exposure Assessment and Risk Characterisation and are appropriate to substances meeting the classification criteria as dangerous in accordance with Directive 67/548/EEC or assessed to be PBT or vPvB.

Notification, applies to substances of very high concern [e.g. PBT, vPvB, CMR (category 1 or 2)] and substances of “similar concern”) present in articles under certain conditions.
The information required for Registration and Notification is examined below in order to see whether there may be any interfaces with CPD/ER 3.  However, it should be noted that where Chemical Safety Reports need to be prepared, account has to be taken of "all the identified uses of the substance" subject to registration and this broadens the scope considerably for possible interfaces with the CPD.

3.2.2.2. registration
3.2.2.2.1. technical dossiers under reach [article 10 (a) of reach]
With a few exceptions (identified under REACH as 'exemptions') all substances - including those substances that are also mandated construction products under the CPD (e.g. a manufactured aggregate or building lime) - that are manufactured (or imported) in Europe in amounts exceeding one tonne/year must be registered with the European Chemicals Agency, to appropriate deadlines, before 1 June 2018.

Within the procedure for Registration, a range of general information is required within a 'Technical Dossier'.  The information to be submitted is described in Annexes VII to XI of the REACH Regulation and has to cover the following characteristics:

1. physicochemical information (where relevant): physical state, melting/freezing point, boiling point, relative density, vapour pressure, surface tension, solubility (aqueous and organic solvent), partition coefficient, flash point, flammability, explosive properties, self-ignition temperature, oxidising properties, granulometry, dissociation constant and viscosity;

2. toxicological information (where relevant): effects on skin, eyes, mutagenicity, acute toxicity, repeated dose toxicity, reproductive toxicity, toxikinetics, and;

3. ecotoxicological information (where relevant): aquatic toxicity, short-term toxicity testing on fish, activated sludge respiration inhibition testing, growth inhibition study on aquatic plants, degradation.

With respect to the three characteristics identified above, the test methods being developed by TC 351 will not provide physicochemical information on construction products, so there will be no possibility of an interface (e.g. use of a CEN/TC 351 test method etc) in these cases.  This is because methods developed by TC 351 will only address release/emission/content of regulated dangerous substances (on the Indicative List) from/in construction products.

Toxicological effects are not addressed directly on the Indicative List so it is very unlikely that any test method developed by TC 351 will be of use in determining such effects for purposes of registration under REACH.  In fact, the TC 351 test methods will, in general, directly measure release, emission or content of specified chemical species (the regulated dangerous substances - e.g. concentration of a trace metal in aqueous solution) from a construction product into an appropriate environment (e.g. soil, groundwater or indoor air) rather than the potential effects on skin, eyes, fish etc as required under Annexes VII to XI of REACH.  The measurement of effects requires appropriate performance tests rather than quantitative determinations of chemical species.

However, 'ecotoxicity' is also identified in the Indicative List as a 'regulated dangerous substance' (see section titled 'Chemical sum parameters etc' in RS 041/051) and if a test method is developed/adopted by TC 351 for that characteristic it may be of use to a manufacturer who registers under REACH a substance - which is also a mandated construction product - that contains organic species.

3.2.2.2.1.1. conclusion 1
Overall, it is unlikely that there will be an interface (potential use of a TC 351 test method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 where the basic data for inclusion in a Technical Dossier for Registration of a substance, which is also a construction product, is concerned.  However, a TC 351 method may be of use in any determination of ecotoxicity (a 'sum parameter' on the EC Indicative List of regulated dangerous substances).

3.2.2.2.2. CHEMICAL SAFETY REPORTS UNDER REACH (chemical safety assessments and chemical safety assessments which include exposure assessment and risk characterisation) [articles 10 (b) and 14 of reach]

3.2.2.2.2.1. introduction
3.2.2.2.2.1.1. general

Chemical Safety Reports (CSR) are required as part of Registration Dossiers in cases where substances are manufactured, or imported, in quantities of 10 tonnes or more per year per manufacturer (or importer).  Hence, a CSR will be needed for all substances associated with construction products since they will be produced in quantities in excess of 10 tonnes per year.

A CSR documents the output from a Chemical Safety Assessment (CSA) and, in principle, has to be conducted in accordance with REACH Article 14, paragraphs 2 to 7 and with Annex I …"for either each substance on its own or in a preparation or in an article…".  
3.2.2.2.2.1.2. preparation not meeting the classification criteria as dangerous (csa applies to substance on its own)

However, where the preparation does not meet the classification criteria as dangerous under the appropriate Articles in Directives 1999/45/EC and/or 67/548/EEC and the relevant provisions in REACH itself, the CSA need only apply to the substance itself and not to use of a substance in a preparation.
A CSA for a substance on its own has to include the following steps:

(a)
human health hazard assessment;

(b)
physicochemical hazard assessment;

(c)
environmental hazard assessment;

(d)
persistent, bioaccumulative and toxic (PBT) and very persistent and very bioaccumulative (vPvB) assessment.

3.2.2.2.2.1.3. substance meeting the classification criteria as dangerous (csa applies to substance itself and use in manufacture of preparations and articles)
Where, however, a substance has been self-classified as dangerous by the manufacturer under Directive 67/548/EEC (or has been officially classified as dangerous by virtue of its listing in Annex I of 67/548/EEC), or has been assessed to be a PBT or vPvB (see REACH Article 14 paragraph 4), steps additional to the four general steps [(a) to (d) above] have to be addressed in preparing a Chemical Safety Assessment.  These additional steps lead to a Chemical Safety Assessment which also includes:

· exposure assessment including the generation of exposure scenario(s) (or the identification of relevant use and exposure categories if appropriate) and exposure estimation;

· and risk characterisation.

Importantly, exposure assessment and risk characterisation must address a very wide range of exposure scenarios – effectively, from 'cradle to grave' - related to potential emissions from/of substances or of any impurities in substances.  A clear description of the requirements is given in Annex I of REACH, as follows…
	REACH, Annex I, 5.2.2
"The emission estimation shall consider the emissions during all relevant parts of the life-cycle of the substance resulting from the manufacture and each of the identified uses.  The life-cycle stages resulting from the manufacture of the substance cover, where relevant, the waste stage.  The life cycle stages resulting from identified uses cover, where relevant, the service-life of articles and the waste stage.  Etc etc…"


As can be seen, the identified uses of the substance, besides covering the direct use of the substance subject to registration, also include use of the substance:

1. in the manufacture of preparations, or;

2. in the manufacture of articles.

It is possible, of course, that the release or emission of a (dangerous) substance used in the manufacture of a preparation or article, or a substance present as an impurity in the substance used in the manufacture of a preparation or article, could give rise to interfaces between REACH and CPD/ER 3.  This is because either the (dangerous) substance subject to registration could also be a regulated dangerous substance under CPD/ER 3 or any impurity in the substance could be a regulated dangerous substance under CPD/ER 3.

The possible scenarios are examined in the next sections.

3.2.2.2.2.2. Chemical Safety Assessments without Exposure Assessment and Risk Characterisation (Article 14 paragraphs 1 to 3)

Where a substance does not meet the classification criteria as dangerous under REACH, then the CSA will not include exposure assessment and risk characterisation.  In these cases, there can be no interface with CPD/ER 3 because the CSA comprises the assessment of 'hazards' only and does not seek information on emission/release of substances.
3.2.2.2.2.2.1. conclusion 2

There can be no interface between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment without Exposure Assessment and Risk Characterisation.  Such a CSA applies in the case where a substance does not meet the classification criteria as dangerous and in such a CSA no information on emission/release is sought.  The CSA deals only with assessment of hazards.

3.2.2.2.2.3. Chemical Safety Assessments with Exposure Assessment and Risk Characterisation (Article 14 paragraphs 1 to 4)

3.2.2.2.2.3.1. introduction

Chemical Safety Assessments which include exposure assessment and risk characterisation apply only to substances subject to registration which meet the classification criteria as dangerous in accordance with Directive 67/548/EEC or are PBTs or vPvBs.  In these types of CSA, consideration needs be given to exposure scenarios that relate to use of the (dangerous) substance on its own, or in a preparation or in an article.  Accordingly, emission/release scenarios could pertain to the indicative scenarios given in Table 1:

	TABLE 1 Indicative release/emission scenarios for (dangerous) substances used on their own, in preparations or in articles

	Substance (dangerous and subject to Registration)
	The (dangerous) substance itself, released/emitted from itself, (e.g. airborne emissions);
	any impurity (in the substance) released/emitted from the substance;

	Preparation
	The (dangerous) substance released/emitted from a preparation;
	any impurity (in the substance) released/emitted from a preparation;

	Article
	The (dangerous) substance released/emitted from an article;
	any impurity (in the substance) released/emitted from an article.


Each of these scenarios is explored below.
3.2.2.2.2.3.2. exposure to (dangerous) substance on its own
3.2.2.2.2.3.2.1. introduction

There are two cases (see Table 1) to explore under this scenario;

· the potential release/emission of the (dangerous) substance from itself (i.e. without consideration of release/emission of any impurities that might be present), and;

· the potential release/emission of any impurities from the (dangerous) substance.

3.2.2.2.2.3.2.2. exposure to a (dangerous) substance without consideration of impurities
Under this scenario, the substance subject to registration will meet the classification criteria as dangerous under REACH but it may or may not be a regulated dangerous substance under CPD/ER 3.  However, release/emission under CPD/ER 3 is only about release/emission of regulated dangerous substances from mandated construction products.

Can, then, a substance subject to registration which meets the classification criteria as dangerous under REACH also be a regulated dangerous substance under CPD/ER 3 and also be a mandated construction product under the CPD?  Yes and an example would be the chemical element lead (Pb).
Lead (Pb):
· is a substance that meets the classification criteria as dangerous under Directive 67/548/EEC;

· is a 'regulated dangerous substance' (on the Indicative List) under CPD/ER 3;

· and is a mandated construction product (e.g. lead 'flashings' for roofing) under M/122.

Hence, for a very few substances, probably restricted to a specific elemental metals, subject to registration and classified as dangerous there may be an interface between REACH and CPD/ER 3, where release/emission of a substance from itself is being considered (e.g. in the form of release of metallic ions into an aqueous environment), and hence the potential use of a TC 351 method, or use of the WT procedure or a possible conflict between limiting criteria.
For an interface to exist, the minimum conditions that must be fulfilled are the following:

	TABLE 2 Qualifying conditions for an interface between REACH and CPD/ER 3 with respect to exposure to a (dangerous) SUBSTANCE, ON ITS OWN

	No.
	Condition
	Comments/NOTES

	1
	Substance must meet classification criteria as dangerous or be a PBT or vPvB
	This is necessary, because only then will a Chemical Safety Assessment with exposure assessment and risk characterisation be under consideration in the search for potential interfaces.

	2
	The substance subject to registration must be a mandated construction product;
	This is because ER 3 only applies to release/emission from mandated construction products.

	3
	The SUBSTANCE/CONSTRUCTION PRODUCT must, itself, be a regulated dangerous substance;
	This is because ER 3 only applies to release/emission of regulated dangerous substances.

	4
	The substance/construction product must be subject to an EU or MS regulation for release/emission of the regulated dangerous substance;
	This is because only then will an appropriate CEN test method be under development by TC 351 for release/emission of that particular regulated dangerous substance from that particular construction product (substance subject to registration).

	5
	The environment under consideration in the CSA must be either soil, groundwater, surface water or indoor air;
	This is because ER 3 only applies to release/emission into soil/groundwater/surface water/indoor air whereas REACH also covers the possible effects of release on "outdoor air, the food-chain and microbiology of sewage treatment".

	6
	The release/emission scenario must relate only to the 'service-life/in-use life' of the substance/construction product subject to registration.
	This is because ER 3 only applies to use of construction products destined for …"incorporation in a permanent manner in construction works."


3.2.2.2.2.3.2.2.1. conclusion 3
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a dangerous substance from itself, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the substance subject to registration is also a mandated construction product;

· the substance/construction product is subject to an EU or MS regulation for release/emission of the regulated dangerous substance;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the substance/construction product subject to registration.
3.2.2.2.2.3.2.3. exposure to (dangerous) substance with consideration of impurities
In this scenario the potential release/emission of any impurities from within the substance classified as dangerous (or as a PBT or vPvB) is considered.
For there to be an interface between REACH and CPD/ER 3 any impurity must be a regulated dangerous substance, this is because the TC 351 test methods, and CPD/ER 3 in general, only address the release/emission of regulated dangerous substances from construction products.  The substance subject to registration may or may not be a regulated dangerous substance itself.
An example of such a case could be lead (Pb), as the (dangerous) substance subject to registration, which contains a trace of the element zinc as an impurity, and which is used as the basis for making a roofing (construction) product.  Other examples will probably be found amongst the multi-constituent substances that are construction products and which contain impurities that are regulated dangerous substances.
For an interface to exist, the minimum conditions that must be fulfilled are the following:

	TABLE 3 Qualifying conditions for an interface between REACH and CPD/ER 3 with respect to exposure to an IMPURITY IN A (dangerous) SUBSTANCE

	No.
	Condition
	Comments/NOTES

	1
	Substance must meet classification criteria as dangerous or be a PBT or vPvB
	This is necessary, because only then will a Chemical Safety Assessment with exposure assessment and risk characterisation be under consideration in the search for potential interfaces.

	2
	The substance subject to registration must be a mandated construction product;
	This is because ER 3 only applies to release/emission from mandated construction products.

	3
	The substance/construction product must contain an IMPURITY that is, itself, a regulated dangerous substance;
	NOTE. This is because ER 3 only applies to release/emission of regulated dangerous substances.

	4
	The substance/construction product must be subject to an EU or MS regulation for release/emission of the regulated dangerous substance/impurity;
	This is because only then will an appropriate CEN test method be under development by TC 351 for release/emission of that particular regulated dangerous substance (impurity) from that particular construction product (substance subject to registration).

	5
	The environment under consideration in the CSA must be either soil, groundwater, surface water or indoor air;
	This is because ER 3 only applies to release/emission into soil/groundwater/surface water/indoor air whereas REACH also covers the possible effects of release on "outdoor air, the food-chain and microbiology of sewage treatment".

	6
	The release/emission scenario must relate only to the 'service-life/in-use life' of the substance/construction product subject to registration.
	This is because ER 3 only applies to use of construction products destined for …"incorporation in a permanent manner in construction works."


3.2.2.2.2.3.2.3.1. conclusion 4
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity from a dangerous substance, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the substance subject to registration may or may not be a regulated dangerous substance under CPD/ER 3);

· the substance subject to registration is also a mandated construction product;

· the impurity, potentially released from the substance, is a regulated dangerous substance under CPD/ER 3;

· the substance/construction product must be subject to an EU or MS regulation for release/emission of the regulated dangerous substance/impurity;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the substance/construction product subject to registration.
3.2.2.2.2.3.3. EXPOSURE TO (dangerous) SUBSTANCE IN A PREPARATION [CSA with Exposure assessment and risk characterisation]
3.2.2.2.2.3.3.1. introduction
There are two cases to explore under this scenario;

· the potential release/emission of a (dangerous) substance - used to make a preparation - from the preparation;

· the potential release/emission of any impurities in the (dangerous) substance - used to make the preparation - from the preparation.

3.2.2.2.2.3.3.2. exposure to a (dangerous) substance used to make a preparation
A Chemical Safety Assessment with Exposure Assessment and Risk Characterisation for a substance which meets the classification criteria as dangerous (or is a PBT or vPvB) has to include an assessment of the potential for release/emission of the substance from a preparation into the appropriate environments in which the preparation is to be used.
Therefore, for the purposes of preparing a CSA, a test method will be needed to determine release/emission of the (dangerous) substance subject to registration from the preparation and, hence, where the preparation is also a construction product, there could be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

The particular conditions for the potential for such an interface can be identified as follows in Table 4:

	TABLE 4 Qualifying conditions for an interface between REACH and CPD/ER 3 with respect to exposure to a (dangerous) SUBSTANCE IN A PREPARATION

	No.
	Condition
	Comments/NOTES

	1
	Substance must meet classification criteria as dangerous or be a PBT or vPvB
	This is necessary, because only then will a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation be under consideration in the search for potential interfaces.

	2
	The (dangerous) substance subject to registration must also be a regulated dangerous substance under CPD/ER 3;
	This is because ER 3 only applies to release/emission of regulated dangerous substances.

	3
	The PREPARATION in which the substance subject to registration is used must be a mandated construction product;
	This is because ER 3 only applies to release/emission from mandated construction products.

	4
	The substance/construction product must be subject to an EU or MS regulation for release/emission of the substance/regulated dangerous substance in question;
	This is because only then will an appropriate CEN test method be under development by TC 351 for release/emission of that particular regulated dangerous substance (impurity) from that particular construction product (substance subject to registration).

	5
	The environment under consideration in the CSA must be either soil, groundwater, surface water or indoor air;
	This is because ER 3 only applies to release/emission into soil/groundwater/surface water/indoor air whereas REACH also covers the possible effects of release on "outdoor air, the food-chain and microbiology of sewage treatment".

	6
	The release/emission scenario must relate only to the 'service-life/in-use life' of the substance/construction product subject to registration.
	This is because ER 3 only applies to use of construction products destined for …"incorporation in a permanent manner in construction works."


3.2.2.2.2.3.3.2.1. conclusion 5
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a (dangerous) substance from a preparation, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;
· the (dangerous) substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the preparation, in which the substance subject to registration is used, is a mandated construction product;

· the preparation/construction product is subject to an EU or MS regulation for release/emission of the substance/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the preparation/construction product.

3.2.2.2.2.3.3.3. exposure to an impurity in a (dangerous) substance used to make a preparation

A Chemical Safety Assessment with Exposure Assessment and Risk Characterisation for a substance which meets the classification criteria as dangerous or is a PBT or vPvB has to include an assessment of the potential for release/emission, from a preparation, of any impurity in the substance used in the manufacture of the preparation, into the appropriate environments in which the preparation is to be used.
Therefore, for the purposes of a preparing a CSA, a test method will be needed to determine release/emission of any impurity that is a regulated dangerous substance on the Indicative List, from a preparation (and also during the service-life of the preparation), and hence, where the preparation is also a construction product, there could be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

The particular conditions for the potential for such an interface are very similar to those identified in the previous sub-clause but with the emphasis on impurities in the substance subject to registration rather than the substance itself.

3.2.2.2.2.3.3.3.1. conclusion 6
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity, from a preparation, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the impurity in the substance subject to registration is a regulated dangerous substance under CPD/ER 3;

· the preparation, in which the substance subject to registration is used, is a mandated construction product;

· the preparation/construction product is subject to an EU or MS regulation for release/emission of the impurity/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the preparation/construction product.

3.2.2.2.2.3.4. exposure to (dangerous) substance in an article [CSA with Exposure assessment and risk characterisation]
3.2.2.2.2.3.4.1. introduction
It might appear, from a cursory reading of the REACH Regulation, that exposure to substances in articles is only a matter of concern where a substance is 'intended to be released' from the article [see REACH Article 7(1)].  Where release is intentional, it is indeed the case that such a substance is subject to Registration with the ECHA, unless it has already been registered.  The probable reason for this obligation is that exposure to the substance by humans and/or the environment is certain to occur where release is intended as part of the specification for the article and, therefore, primary information is definitely needed for the ECHA database.
Further, Article 7 (5) extends the potential obligation on manufacturers (or importers) of articles to submit a registration in cases where the ECHA (Agency) "has grounds for suspecting" that a substance is released from an article and that the release presents a risk to human health or the environment.
However, what is the position wherein a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation is being developed for a substance that is produced in quantities of 10 tonne, or more, per year and meets the classification criteria as dangerous or is a PBT or vPvB and is used to make an article, which is itself a construction product?  Is it a matter of concern only where release of a substance is intended from an article or is there a wider obligation on manufacturers to supply information under these circumstances?
In this case, the use of the article (construction product), which contains the substance, is a part of the life-cycle connected with the intended use of the substance and according to REACH Annex I, clause 5.2.2, there is an obligation on the manufacturer of the (dangerous) substance (i.e. constituent of the article/construction product) to assess if there could be a release/emission during the service life of the article.  The obligation in REACH is re-stated herein (see also page 14) as follows:
REACH, Annex I, clause 5.2.2: "The emission estimation shall consider the emissions during all relevant parts of the life-cycle of the substance resulting from the manufacture and each of the identified uses.  The life-cycle stages resulting from the manufacture of the substance cover, where relevant, the waste stage.  The life-cycle stages resulting from identified uses cover, where relevant, the service-life of articles and the waste stage.  The emission estimation shall be performed under the assumption that the risk management measures and operational conditions described in the exposure scenario have been implemented."
Again, there are two cases to explore under this scenario;

· the potential release/emission of a (dangerous) substance - used to make an article - from the article;

· the potential release/emission of any impurities in the (dangerous) substance - used to make the article - from the article.

3.2.2.2.2.3.4.2. exposure to a (dangerous) substance used to make an article
A CSA with Exposure Assessment and Risk Characterisation for a substance which meets the classification criteria as dangerous (or is a PBT or vPvB) has to include an assessment of the potential for release/emission of the substance from an article (see REACH Annex I, clause 5.2.2) into the appropriate environments in which the article is to be used.
Therefore, for the purposes of preparing a CSA, a test method will be needed to determine release/emission of the registered (dangerous) substance from the article and, hence, where the article is also a construction product, there could be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

The particular conditions for a potential interface are generically the same as where such a substance is used in a preparation and have been listed previously.  The conclusion is also, generically, the same.
3.2.2.2.2.3.4.2.1. conclusion 7
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a (dangerous) substance from an article, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the (dangerous) substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the article in which the substance subject to registration is used is a mandated construction product;

· the article/construction product is subject to an EU or MS regulation for release/emission of the substance/regulated dangerous substance in question 

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the article/construction product.

3.2.2.2.2.3.4.3. exposure to an impurity in a (dangerous) substance used to make an article

A CSA with Exposure Assessment and Risk Characterisation for a substance which meets the classification criteria as dangerous (or is a PBT or vPvB) has to include an assessment of the potential for release/emission, from an article, of any impurity in the substance used in the manufacture of the article, into the appropriate environments in which the article is to be used.

Therefore, for the purposes of a preparing a CSA, a test method will be needed to determine release/emission of any impurity that is a regulated dangerous substance on the Indicative List, from an article, and hence, where the article is also a construction product, there could be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

The particular conditions for a potential interface are generically the same as those identified for release/emission of impurities from substances in preparations in a previous sub-clause.  The conclusion is also, generically, the same.
3.2.2.2.2.3.4.3.1. conclusion 8
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity, from an article, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the impurity in the substance subject to registration is a regulated dangerous substance under CPD/ER 3;

· the article in which the substance subject to registration is used is a mandated construction product;

· the article/construction product is subject to an EU or MS regulation for release/emission of the impurity/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the article/construction product.

3.2.2.2.2.4. Substances intended to be released from articles or suspected of being released from articles [Article 7(1) and 7(5)]

Where, under Article 7(1), an article contains a substance intended to be released from the article under normal or reasonably foreseeable conditions of use, the substance is subject to Registration with the ECHA, unless it has already been registered.
It is, however, very unlikely that any article (or preparation, for that matter) in the form of a construction product will have been specifically designed to release/emit any substance into any environment as part of its function.  It is even more unlikely that any article/construction product would be specifically designed to release/emit a regulated dangerous substance into the environment.  Hence, it is very unlikely that there will be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 because the methods being developed by TC 351 will measure the release of regulated dangerous substances from construction products.

However, where, under Article 7(5), the ECHA has grounds for suspecting that a substance is released from an article and the substance presents a risk to human health or the environment, and if the substance is a regulated dangerous substance, then there may well be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.
3.2.2.2.2.4.1. conclusion 9

It is very unlikely that there will be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to substances intended to be released from articles because it is unlikely that there will be any construction product that has been specifically designed to release a regulated dangerous substance into the environment.

However, where, under Article 7(5), the ECHA has grounds for suspecting that a substance is released from an article and the substance presents a risk to human health or the environment, and if the substance is a regulated dangerous substance, then there may well be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

3.2.2.2.3. notification [article containing a substance of very high concern]
Notification applies where an article contains a substance of very high concern such as a CMR (category 1 or 2) or PBT or vPvB or endocrine disruptors, or substances of equivalent concern, above 0.1% by mass.

If there are cases where a construction product, in the form of an article, contains a substance of very high concern, which is also a regulated dangerous substance on the Indicative List, then it is possible that a test method developed under CPD/ER 3 for determining the content of the relevant regulated dangerous substance could also be used for determining whether compliance with the 0,1% by mass limit has been met when Notifying such a substance under REACH.

3.2.2.2.3.1. conclusion 10
There may be an interface (potential use of a TC 351 method, use of the WT procedure or conflict between limiting criteria) between REACH and CPD/ER 3 where an article, which is also a construction product, contains a substance of very high concern which is also a regulated dangerous substance because it is possible that a test method developed under CPD/ER 3 for determining the content of the relevant regulated dangerous substance could also be used for determining whether compliance with the 0,1% by mass limit has been met when Notifying such a substance under REACH.

4. specific example of where an interface exists between REACH and ER 3 and hence where an ER 3-related test method etc could be used under REACH

4.1. Introduction

The following example relates to release/emission of a substance subject to Registration from a construction product in the form of a preparation under exposure conditions that can arise during the 'service life/in-use life' of the preparation.  Hence, such release/emission would need to be addressed by the manufacturer of the substance when drafting a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation during registration.

4.2. Example – (dangerous) substance potentially released/emitted from a preparation
	TABLE 5 EXAMPLE: (Dangerous) Substance potentially released/emitted from a preparation

	General
	Particular example
	Summary

	A
	A substance is subject to Registration under REACH
	Benzyl alcohol
	Substance

	B
	The substance meets the classification criteria as a 'dangerous' substance in accordance with the criteria of Directive 67/548/EEC
	Benzyl alcohol ( Xn, R20/22
	Substance is dangerous ('n' in Xn means 'harmful')

	C
	The substance is also a 'regulated dangerous substance', under the CPD
	Benzyl alcohol is on the Indicative List of dangerous substances RS 041/051, Annex B-2
	Substance is an RDS

	D
	The substance is used in the manufacture of a mandated construction product which is, itself, a preparation under REACH
	Benzyl alcohol (solvent, VOC) is used to make synthetic resin screeds (preparations) that conform to EN 13813 'Screed material and floor screeds – Screed material – Properties and requirements'

NOTE. Benzyl alcohol is not, itself, a construction product mandated under the CPD
	Substance is used in a preparation that is also a construction product

	E
	Release/emission of the substance subject to registration is possible in the intended conditions of use of the construction product during the 'service/in-use' phase of life
	Synthetic resin screeds are used indoors and benzyl alcohol is potentially released to indoor air
	Substance is potentially released from preparation

	F
	Potential interfaces exist between REACH and CPD/ER 3
	Existing data shows from 'chamber testing' that benzyl alcohol can be released from synthetic resin screeds in their 'conditions of intended use' under the CPD
	A harmonised, horizontal test method developed by TC 351 may be of use in providing information for a Chemical Safety Assessment under REACH

	
	
	
	Limiting criteria, e.g. DNEL – inhalation long-term) determined under REACH for indoor scenario may/will differ from 'pass/fail criteria' established by MS for same substance under construction product legislation.  This might result in a conflict between limiting criteria associated with REACH and CPD


However, although in the example described above there is:

· the potential to use a TC 351 method;

· or the possibility of a conflict arising between limiting criteria established under REACH and CPD/ER 3;

will the test methods being developed by TC 351 be ready in time for use by manufacturers (or importers) who are obligated to either Register, or Notify, appropriate substances under REACH?  The next section attempts to answer those questions.
5. timescale for development of test methods by tc 351 and the deadlines for obligations on manufacturers (or importers) under reach
5.1. timescale for development of tc351 methods and deadline for 'initial' registration under reach
CEN/TC 351 began its work in 2006.  However, given the scale of the task facing it, it is unlikely that any harmonised, horizontal test method, whether for determining release into an aqueous environment, emission into indoor air or for content of regulated dangerous substances will be published as an un-validated Technical Specification (TS) before end-2009.
In addition, TC 351 is charged with converting each TS into a full EN within a two-year programme of validation subsequent to publication of the TS.  Even were such an optimistic timescale to be met, this would put the earliest point at which a validated test method is likely to be used by a manufacturer, as the end of 2011.  More realistically, given the numerous demands on CEN committee members and standards writers, together with the lessons of experience, there is likely to be a two-year slippage on this overall timescale leading to a realistic date sometime towards the end of 2013.
Although use of an un-validated TC 351 test method (TS) by a manufacturer (or importer) of a substance subject to registration would be entirely permissible under REACH, it is considered unlikely that such a method would be used given that mandate M/366 requires validation as an integral part of the standards' development process.
How, then, would a date of end-of 2013 fit in with manufacturers' (or importers') obligations under the 'initial' registration period of REACH?
An overview of the deadlines for registration of 'phase-in' (and non-phase-in) substances is given in Figure 1.
	Figure 1. Deadlines for 'initial' registration under REACH

	[image: image1.emf]


'Phase-in substances' are essentially those substances already on the EINECS list (European Inventory of Existing Commercial Chemical Substances) and already placed on the EEA market.  It is very probable that all construction products which are substances, and subject to registration, are 'phase-in substances'.  However, it is just conceivable that the science of nanotechnology might develop new substances that will become construction products.  If so, these would be identified as 'non-phase-in substances' within the REACH terminology.

NOTE. 'Non-phase-in substances' are those that will be placed on the EEA market after the REACH Regulation came into force on 1 June 2007.

From Figure 1 it can be seen that 'phase-in substances' manufactured (or imported) in quantities greater than 100t/year must all be registered before 31 May 2013 (commencing from 1 June 2008).  Most construction products - which are, themselves, substances - together with substances such as additives used in the manufacture of construction product/preparations/articles, will be manufactured (or imported) in the EEA in quantities greater than 100t/year.  This means that most, if not all, substances related to construction products will need to be registered before 31 May 2013.
In consequence, in the case of construction-related 'phase-in substances', and taking into account the postulated timescale (see above) for development of the CEN/TC 351 test methods, the deadlines in Fig. 1 indicate that 'initial' registration will have concluded (31 May 2013) before publication of the validated and published CEN/TC 351 EN test methods (end-2013).
However, some CEN/TC 351 test methods, as un-validated TS, may well be ready in time for potential use for some 'initial' registrations/notifications under REACH, where a manufacturer (or importer) so decides.
5.2. updating of registration dossiers using tc 351 validated test methods
Obligations on manufacturers (or importers) for registering their substances under REACH do not end during the 'initial' (major) phase of registration.  Where an already registered substance is either used in a new construction product or for a new identified use, the existing Registration Dossier must be appropriately updated.  Under these circumstances validated and published CEN/TC 351 test methods could be useful, into the future, for updating existing Registration Dossiers.
5.3. conclusion 11
CEN/TC 351 test methods, as validated ENs, are unlikely to be ready in time for use in 'initial' Registration/Notification of substances, which are themselves construction products ('phase-in substances'), or which are other 'phase-in substances' used in the manufacture of construction products/preparations/articles under REACH, even where 'interfaces' exist.
Registration has to take place for tonnages greater than 100t/year before 31 May 2013 and all construction-related 'phase-in substances' are likely to be manufactured in tonnages greater than 100t/year.  The CEN/TC 351 test methods are very unlikely to be validated and published for use until end-2013.

5.4. conclusion 12

CEN/TC 351 test methods, as un-validated TSs, may be ready in time for use for some 'initial' Registrations/Notifications under REACH, where interfaces exist.
5.5. conclusion 13
CEN/TC 351 test methods, as validated ENs, could be useful, into the future, for updating existing Registration Dossiers where the registered substance is used in either a new construction product or for a new identified use.
6. INTENDED USES for construction products identified in european technical specifications and EXPOSURE SCENARIOS under reach

Under the CPD, each construction product-specific mandate (e.g. M/114 for cement) identifies the 'intended uses' for the product.  These intended uses are then reproduced within the relevant European Technical Specification (ETS) and could appear to give rise to an interface with REACH where 'exposure scenarios' (where relevant) and 'conditions of use' of dangerous substances are concerned.  However, the 'intended uses' are usually described in ETS in fairly generalised terms whereas an analysis of REACH indicates that 'exposure scenarios' that describe the 'conditions of use' of substances need to be very precise and detailed in order to be able to derive DNELs, PNECS, exposure estimation and risk characterisation.  So, although there may be a theoretical interface between these two concepts from the different legislative regimes, it seems unlikely that the descriptions of 'intended uses' in construction product ETS will prove to be very useful to manufacturers (or importers) with their obligations under REACH.
6.1. conclusion 14

'Intended uses', as described in European Technical Specifications for construction products, are unlikely to give rise to any useful interface with 'exposure scenarios' under REACH because intended uses are described in generalised terms whereas 'exposure scenarios' need to be very precise and detailed.

7. REACH, CPD/ER3 and the WT/WFT procedures

7.1. Introduction

The WT (without testing) and WFT (without further testing) procedures, although not yet fully defined/described by the EC and CEN/TC 351, will provide the means by which the need for, or frequency of, routine conformity testing for release/emission of regulated dangerous substances from construction products can either be reduced (WFT) or eliminated (WT).

7.2. WT procedure and REACH

In the case of WT (without testing), the procedure will require the submission of existing data on release/emission of product-specific regulated dangerous substances for independent assessment by an expert body in relation to the potential risk of the product to the environment (and, hence, to the health of humans).  A successful application will lead to a 'deemed to satisfy' classification as WT for either the construction product, generically, or to the establishment of substance-specific technical classes for the product, based on the submitted data.  In either case, subject to satisfactory factory production control procedures, routine conformity testing by the manufacturer for release of regulated dangerous substances using a harmonised, horizontal test method, will then not be needed.

From an analysis of the logic of the WT procedure and the informational requirements of REACH, the following conclusion can be drawn with respect to potential interfaces between REACH and CPD/ER 3.
7.2.1. conclusion 15
Where an interface exists between REACH and CPD/ER 3, any existing test data for a construction product that leads to a successful outcome under the WT procedure could be of use as information under REACH, whether for Registration or Notification of substances of very high concern.  This would be the case whether the classification as WT applies to all the relevant regulated dangerous substances, generically for a construction product, or just to appropriate technical classes for each relevant regulated dangerous substance.  However, the potential to use such existing data within REACH, given the Regulation's fixed deadlines, will depend on the period of time it takes to achieve a successful outcome under the WT procedure relative to the deadline for registering the relevant substance under REACH.

7.3. WFT procedure and REACH
In the case of WFT (without further testing), the procedure inherently needs appropriate harmonised, horizontal test methods to have been developed by TC 351 before this procedure, which is being designed to reduce the burden of conformity testing (on the basis of a risk assessment by the manufacturer), can be used.

Where an interface exists between REACH and CPD/ER3, beneficial use of the information gathered during a WFT procedure on the release/emission of regulated dangerous substances will depend on the timetable for the development of harmonised, horizontal test methods by TC 351 relative to the deadline for registering the relevant substance under REACH.

From an earlier conclusion, herein, which explored the misalignment between the deadlines for registration under REACH and the timescale for test method development under TC 351, the following conclusion can be drawn about the potential use of the WFT procedure under REACH.

7.3.1. conclusion 16
In the case of the overwhelming majority of substances/construction products which are 'phase-in substances', the harmonised, horizontal test methods under development by TC 351 are unlikely to be validated and published in time for use for 'initial' Registration/Notification under REACH and so the WFT procedure, with its inherent need for TC 351 test methods, will also be unavailable for use in this initial period.  However, into the future, beneficial use of the information gathered during a WFT procedure on the release/emission of regulated dangerous substances could be of use for updating Registration Dossiers where the registered substance is used in either a new construction product or for a new identified use.
8. Exposure scenarios under REACH – implications of DNEL and PNEC for any limiting criteria established under CPD/ER 3

8.1. introduction

Where a substance has been self-classified as dangerous by the manufacturer under Directive 67/548/EEC, or has been assessed to be a PBT or vPvB (see REACH Article 14 paragraph 4) a Chemical Safety Assessment is required which also includes:

· exposure assessment including the generation of exposure scenario(s) (or the identification of relevant use and exposure categories if appropriate) and exposure estimation;

· and risk characterisation.

As indicated in previous sections, most interfaces between REACH and CPD/ER 3 are likely to be found where REACH requires the generation of such exposure scenarios within the process of developing Chemical Safety Assessments with Exposure Assessment and Risk Characterisation.  In addition, the need to calculate exposure estimation leads to DNELs (Derived No Effect Level – assessment of hazard to humans) and PNECs (Predicted No Effect Concentration – assessment of hazard to the environment: air, land, water, food-chain and microbiology of sewage treatment) and, where an interface exists, these limits have the potential to conflict with ER 3-related test method criteria (e.g. pass/fail criteria as limits in some MS) established for particular regulated dangerous substances.
In the case of exposure scenarios (and exposure estimation) under REACH and the assessment of the implications of any DNEL limit and PNEC limit as derived by a manufacturer (or importer), there are two distinct situations to consider where a potential interface with CPD/ER 3 is concerned.  The first concerns a substance, itself, subject to registration, whereas the second relates to any impurity in the substance subject to registration.
There is a matrix of qualifying conditions to consider and this is presented in Table 7 below:

	TABLE 7 Qualifying conditions for a possible conflict between limiting criteria (DNELs/PNECs under REACH and EU or MS pass/fail criteria under CPD/ER 3) where an interface exists between REACH and CPD/ER 3

	REACH
	CPD

	Situation A
	where a substance subject to Registration under REACH, is classified as dangerous
	and is also a mandated construction product under the CPD (e.g. ground granulated blastfurnace slag)
NOTE. But is not a regulated dangerous substance

	
	
	and is also a regulated dangerous substance (e.g. benzyl alcohol on the EC Indicative List
NOTE. But is not a mandated construction product

	
	
	and is also;

· a mandated construction product under the CPD [e.g. lead (Pb) in the form of an article];

· and a regulated dangerous substance on the EC Indicative List [e.g. lead (Pb)]

	Situation B
	where a substance subject to Registration under REACH is classified as dangerous, and contains an impurity
	which, impurity, is a regulated dangerous substance on the EC Indicative List


Each of these situations, A and B in Table 7, is examined in the next sections.

8.2. Implications of DNEL and PNEC limits for CPD/ER 3 where a substance, subject to registration under REACH, meets the classification criteria as dangerous
8.2.1. introduction

Where a substance subject to Registration under REACH meets the classification criteria as dangerous in accordance with Directive 67/548/EEC (or is a PBT or vPvB), there are three ways (see situation A in Table 7) in which such a substance can 'map' with construction products and regulated dangerous substances under CPD/ER 3:

· the (dangerous) substance subject to Registration under REACH, may also be a mandated construction product (e.g. ground granulated blastfurnace slag) under the CPD but need not be a regulated dangerous substance on the EC Indicative List;
· the (dangerous) substance subject to Registration under REACH, may also be a regulated dangerous substance (e.g. benzyl alcohol, a VOC) on the EC Indicative List but need not be a mandated construction product;

· the (dangerous) substance subject to Registration under REACH, may also be a regulated dangerous substance (e.g. lead) on the EC Indicative List and a mandated construction product (e.g. lead sheet mandated under M/122).
8.2.2. SUBSTANCE (meeting the classification criteria as dangerous) IS ALSO A MANDATED CONSTRUCTION PRODUCT UNDER THE CPD [but not a regulated dangerous substance]
8.2.2.1. conclusion 17
Where a substance subject to Registration under REACH (e.g. ground granulated blastfurnace slag);

· meets the classification criteria as dangerous, and;

· is also a construction product (but not a regulated dangerous substance – ground granulated blastfurnace slag is not a regulated dangerous substance);

any DNEL and PNEC limits derived for the substance which meets the classification criteria as dangerous will not conflict with any pass/fail criteria established in either EU or MS regulations for use with ER 3-related test methods.  This is because any quantitative limits (in either EU or MS regulations) relate to specific regulated dangerous substances potentially released/emitted from construction products whereas any DNEL and PNEC limits will apply to the construction product itself.
8.2.3. SUBSTANCE (meeting the classification criteria as dangerous) IS ALSO A REGULATED DANGEROUS SUBSTANCE UNDER THE CPD (but is not a mandated construction product]
8.2.3.1. conclusion 18
Where a substance subject to Registration (e.g. benzyl alcohol);

· meets the classification criteria as dangerous;

· is also a regulated dangerous substance (but not a mandated construction product – benzyl alcohol is not a construction product) on the Indicative List, and;

· is used in the manufacture of a construction product in the form of a preparation or article;

any DNEL and PNEC limits derived for the substance meeting the classification criteria as dangerous may conflict with any pass/fail criteria established in EU or MS regulations for use with CPD/ER 3-related test methods, for the same regulated dangerous substance.  This is because both the CPD-related limits and any DNEL and PNEC limits, derived under REACH, will apply directly to release/emission of the regulated dangerous substance used in the manufacture of the construction product/preparation/article.
8.2.3.2. speculative comments on conclusion 18
Because there is a possible conflict between limiting criteria under REACH and CPD/ER 3, where release/emission of a regulated dangerous substance which is subject to Registration is concerned, confusion may arise amongst manufacturers (or importers) when drafting a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation for a construction product/preparation/article manufactured using a regulated dangerous substance.  The confusion will centre on which limits – CPD-related (i.e. EU or MS regulatory limits) or REACH-related (i.e. DNEL/PNEC) – should be applied to release/emission of the regulated dangerous substance.

Speculatively, it could be considered that where, for example, a PNEC (environmentally-related limit) has been derived for a regulated dangerous substance in an environmental exposure scenario under REACH that is also an exposure condition under ER 3 (i.e. release of substances into soil, groundwater, surface water or indoor air, from products in the 'service/in-use' phase of life, only), then the limit established by the PNEC could have the potential to become a pan-European limit for release of the substance from relevant construction product/preparations.

If a pan-European limit were to be established in this way, it would/could:

· set a minimum/threshold limit for that regulated dangerous substance for all EU MS to adopt in their CPD-related legislation appropriate to soil/groundwater/surface water/indoor air;

· set a level (i.e. the PNEC) for release of the regulated dangerous substance that could be used to evaluate the release performance of a construction product that had been submitted to the WT procedure;

· require that the limit be incorporated in relevant European Technical Specifications (ETS) (harmonised European Standards and European Technical Approvals) for construction products that might release the substance;

· and, ipso facto, negate the 'no performance determined option' (NPD) in those same European product specifications.

This sequence of events could arise because CEN product TCs (and EOTA WGs) have to take into account the requirements of all existing EU (now including REACH) and MS regulations (see EC Guidance Paper H) dealing with release/emission/content of regulated dangerous substances from construction products in contact with, soil, groundwater, surface water or indoor air when deciding how provisions relating to CPD/ER 3 are to be incorporated in European Technical Specifications.

8.2.4. SUBSTANCE (meeting the classification criteria as dangerous) IS BOTH A MANDATED CONSTRUCTION PRODUCT UNDER THE CPD AND A REGULATED DANGEROUS SUBSTANCE ON THE INDICATIVE LIST

The over-riding consideration in this situation is the fact that the (dangerous) substance [e.g. the chemical element lead (Pb)] subject to Registration under REACH is also a regulated dangerous substance on the Indicative List.  The fact that the substance it is also a mandated construction product (e.g. lead in the form of an article used in roofing applications) does not further affect the implications of how DNELs and PNECs might conflict with any limiting criteria that have been established for use under CPD/ER 3.
Hence, the analysis, and conclusion, given at clause 8.2.3 applies here as well.
8.3. Implications of DNEL and PNEC limits for CPD/ER 3 where a substance, subject to registration under REACH, meets the classification criteria as dangerous and also contains an impurity which is a regulated dangerous substance under the CPD

8.3.1. conclusion 19
Where a substance (probably, only, a multi-constituent substance):

· is subject to Registration under REACH;

· meets the classification criteria as dangerous;

· is used in the manufacture of a construction product in the form of a preparation or article;

· and contains an impurity which is a regulated dangerous substance;

any DNEL and PNEC limits derived for the impurity may conflict with any pass/fail criteria, established in EU or MS regulations associated with CPD/ER3-related test methods, for the same impurity/regulated dangerous substance.  This is because both the CPD-related limits and any DNEL and PNEC limits, derived under REACH, may apply to release/emission of the impurity/regulated dangerous substance present in the construction product/preparation/article.

8.3.2. speculative comments on conclusion 19
The implications of any DNELs and/or PNECS that may have been established for an impurity (e.g. a trace content of arsenic oxide in a hydraulic building lime), by the manufacturers of arsenic oxide, will be unclear to the manufacturer of the substance (e.g. hydraulic building lime) which is subject to Registration and for the downstream users of the substance who use it in the manufacture of construction products/preparations/articles.

The reason for the uncertainties in this situation is that any DNELs and PNECs, derived by the manufacturer of the substance/'impurity' (e.g. arsenic oxide) during Registration, will probably be unknown to both the manufacturer of the substance (e.g. hydraulic building lime) that contains the impurity and to the downstream users of the substance that contains the impurity.  Hence, it would be speculative to pursue this situation further without some official clarification as to whether a conflict between limiting criteria could or could not arise.

9. discussion

The foregoing analysis has explored the informational requirements of the REACH Regulation and of CPD/ER 3 in order to determine if there are any potential interfaces between them, and if there are, what their nature is, and where they may be found, looked at from the REACH perspective.  The scope of the analysis has covered the areas where interfaces were expected to lie, and these are:

· the obligations under REACH on manufacturers/importers i.e. Registration (including Chemical Safety Assessments and intended release from articles) and Notification (of substances of very high concern);

· the deadlines for Registration under REACH and the timescales for development by CEN/TC 351 of the ER3-related test methods;

· the relevance to REACH of the WT/WFT procedures under CPD/ER 3;

· the relevance to REACH of the ‘intended uses’ identified in harmonised European Technical Specifications (ETS), and;

· the implications of DNEL/PNEC limits.

It becomes clear as the analysis progresses that interfaces can be specifically identified as the possible beneficial use, under REACH:

· of a test method developed by CEN/TC 351;

· of either a WT, or a WFT, procedure developed for use with CPD/ER 3;

· of the intended uses identified for individual products in the corresponding European harmonised product standard, to aid the manufacturer/importer in defining conditions of use in exposure scenarios;

or, conversely, the possibility of a conflict arising between;

· limiting criteria (DNELs and PNECs) derived under REACH with any limits (e.g. national pass/fail criteria) established for the same substance for use under CPD/ER 3.

However, it may be that much of what has been explored is 'academic' in nature because the major conclusion to emerge from the analysis is that the TC 351 test methods are very unlikely to be validated and published in time for use in registering any construction products/substances during the 'initial' period of registration under REACH.  Registration of substances manufactured (or imported) in the EEA in quantities of 100 tonnes, or more, per year must take place before 31 May 2013 whereas the test methods under development by CEN/TC 351 are unlikely to be validated and published before end-2013.

If this proves to be the case, then this analysis of how to, and where to, find interfaces between REACH and CPD/ER 3 could still be of value;

· where Registration Dossiers, for substances already registered, need to be updated, with technical information derived from the use of test methods, as a consequence of using the substance in a new construction product or for a new identified use;

· where it is possible to use the WT procedure, within REACH.  The WT procedure will utilise existing/historical data rather than test results obtained using a harmonised, horizontal test method developed by TC 351 but, to be of use under REACH, the detailed administrative procedures and associated classification criteria will also have be in place within a very short, and perhaps unrealistic, timescale.

It is also concluded that the intended uses identified for individual products in the corresponding European Technical Specification will rarely be described in sufficient detail to aid the manufacturer/importer in defining conditions of use in exposure scenarios under REACH.
10. Conclusions
10.1. technical dossier
Overall, it is unlikely that there will be an interface between REACH and CPD/ER 3 where the basic characterisation/physicochemical data for inclusion in a Technical Dossier for Registration of a substance, which is also a construction product, is concerned.  However, it is just conceivable that a TC 351 test method may be of use in any determination of ecotoxicity (a 'sum parameter' on the EC Indicative List of regulated dangerous substances).
10.2. Chemical Safety Assessment without Exposure Assessment and Risk Characterisation
There can be no interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment without Exposure Assessment and Risk Characterisation.  Such a CSA applies in the case where a substance neither meets the classification criteria as dangerous, nor is a PBT or vPvB, and in such a CSA no information on emission/release is sought.  This CSA deals only with assessment of hazards.
10.3. Chemical Safety Assessment with Exposure Assessment and Risk Characterisation
10.3.1. release/emission of a dangerous substance from itself

There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a dangerous substance from itself, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the substance subject to registration is also a mandated construction product;

· the substance/construction product is subject to an EU or MS regulation for release/emission of the regulated dangerous substance;
· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the substance/construction product subject to registration.
10.3.2. release/emission of an impurity from a dangerous substance
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity from a dangerous substance, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the substance subject to registration may or may not be a regulated dangerous substance under CPD/ER 3);

· the substance subject to registration is also a mandated construction product;

· the impurity, potentially released from the substance, is a regulated dangerous substance under CPD/ER 3;

· the substance/construction product must be subject to an EU or MS regulation for release/emission of the impurity/regulated dangerous substance;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the substance/construction product subject to registration.
10.3.3. release/emission of a (dangerous) substance from a preparation
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a (dangerous) substance from a preparation, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the (dangerous) substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the preparation, in which the substance subject to registration is used, is a mandated construction product;

· the preparation/construction product is subject to an EU or MS regulation for release/emission of the substance/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the preparation/construction product.

10.3.4. release/emission of an impurity from a preparation
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity, from a preparation, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the impurity in the substance subject to registration is a regulated dangerous substance under CPD/ER 3;

· the preparation, in which the substance subject to registration is used, is a mandated construction product;

· the preparation/construction product is subject to an EU or MS regulation for release/emission of the impurity/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the preparation/construction product.

10.3.5. release/emission of a (dangerous) substance from an article
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of a (dangerous) substance from an article, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB

· the (dangerous) substance subject to registration is also a regulated dangerous substance under CPD/ER 3;

· the article in which the substance subject to registration is used is a mandated construction product;

· the article/construction product is subject to an EU or MS regulation for release/emission of the substance/regulated dangerous substance in question 

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the article/construction product.

10.3.6. release/emission of an impurity from an article
There may be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to a Chemical Safety Assessment with Exposure Assessment and Risk Characterisation, when considering release/emission of an impurity, from an article, where:

· the substance subject to registration under REACH meets the classification criteria as dangerous or is a PBT or vPvB;

· the impurity in the substance subject to registration is a regulated dangerous substance under CPD/ER 3;

· the article in which the substance subject to registration is used is a mandated construction product;

· the article/construction product is subject to an EU or MS regulation for release/emission of the impurity/regulated dangerous substance in question;

· the environment under consideration in the CSA is either soil, groundwater, surface water or indoor air;

· the release/emission scenario relates only to the 'service-life/in-use life' of the article/construction product.

10.4. substances intended to be released from articles
It is very unlikely that there will be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3 with respect to substances intended to be released from articles because it is unlikely that there will be any construction product that has been specifically designed to release a regulated dangerous substance into the environment.

However, where, under Article 7(5), the ECHA has grounds for suspecting that a substance is released from an article and the substance presents a risk to human health or the environment, and if the substance is a regulated dangerous substance, then there may well be an interface (potential use of a TC 351 method, use of the WT procedure or a possible conflict between limiting criteria) between REACH and CPD/ER 3.

10.5. article contains a substance of very high concern
There may be an interface (potential use of a TC 351 method, use of the WT procedure or conflict between limiting criteria) between REACH and CPD/ER 3 where an article, which is also a construction product, contains a substance of very high concern which is also a regulated dangerous substance because it is possible that a test method developed under CPD/ER 3 for determining the content of the relevant regulated dangerous substance could also be used for determining whether compliance with the 0,1% by mass limit has been met when Notifying such a substance under REACH.

10.6. will any validated tc 351 test methods (en) be ready in time for use under reach?

CEN/TC 351 test methods, as validated ENs, are unlikely to be ready in time for use in 'initial' Registration/Notification of substances, which are themselves construction products ('phase-in substances'), or which are other 'phase-in substances' used in the manufacture of construction products/preparations/articles under REACH, even where 'interfaces' exist.

Registration has to take place for tonnages greater than 100t/year before 31 May 2013 and all construction-related 'phase-in substances' are likely to be manufactured in tonnages greater than 100t/year.  The CEN/TC 351 test methods are very unlikely to be validated and published for use until end-2013.

10.7. will any un-validated tc 351 test methods (ts) be ready in time for use under reach?

CEN/TC 351 test methods, as un-validated TSs, may be ready in time for use for some 'initial' Registrations/Notifications under REACH, where interfaces exist.

10.8. will any validated tc 351 test methods (en) be useful into the future for use under reach?

CEN/TC 351 test methods, as validated ENs, could be useful, into the future, for updating existing Registration Dossiers where the registered substance is used in either a new construction product or for a new identified use.

10.9. is there an interface between the intended uses in ets and exposure scenarios under reach?
'Intended uses', as described in European Technical Specifications for construction products, are unlikely to give rise to any useful interface with 'exposure scenarios' under REACH because intended uses are described in generalised terms whereas 'exposure scenarios' need to be very precise and detailed.

10.10. will there be a use under reach for the wt procedure where an interface exists between reach and cpd/er 3?
Where an interface exists between REACH and CPD/ER 3, any existing test data for a construction product that leads to a successful outcome under the WT procedure could be of use as information under REACH, whether for Registration or Notification of substances of very high concern.  This would be the case whether the assessment as WT applies to all the relevant regulated dangerous substances, generically for a construction product, or just to appropriate technical classes for each relevant regulated dangerous substance.  However, the potential to use such existing data within REACH, given the Regulation's fixed deadlines, will depend on the period of time it takes to achieve a successful outcome under the WT procedure relative to the deadline for registering the relevant substance under REACH.

10.11. will there be a use under reach for the wft procedure where an interface exists between reach and cpd/er 3?
In the case of the overwhelming majority of substances/construction products which are 'phase-in substances', the harmonised, horizontal test methods under development by TC 351 are unlikely to be validated and published in time for use for 'initial' Registration/Notification under REACH and so the WFT procedure, with its inherent need for TC 351 test methods, will also be unavailable for use in this initial period.  However, into the future, beneficial use of the information gathered during a WFT procedure on the release/emission of regulated dangerous substances could be of use for updating Registration Dossiers where the registered substance is used in either a new construction product or for a new identified use.

10.12. Implications of dnel and pnec limits for cpd/er 3 where a substance, subject to registration under reach, is classified as dangerous

10.12.1. substance is also a mandated construction product under the cpd [but not a regulated dangerous substance]

Where a substance subject to Registration under REACH;

· meets the classification criteria as dangerous, and ;

· is also a construction product (but not a regulated dangerous substance);

any DNEL and PNEC limits derived for the substance meeting the classification criteria as dangerous will not conflict with any pass/fail criteria established in either EU or MS regulations for use with ER 3-related test methods.  This is because any quantitative limits (in either EU or MS regulations) relate to specific regulated dangerous substances potentially released/emitted from construction products whereas any DNEL and PNEC limits will apply to the construction product itself.

10.12.2. substance is also a regulated dangerous substance on the indicative list (and may also be a mandated construction product]

Where a substance subject to Registration;

· meets the classification criteria as dangerous;

· is also a regulated dangerous substance (and may be a mandated construction product as well) on the Indicative List, and;

· is used in the manufacture of a construction product in the form of a preparation or article;

any DNEL and PNEC limits derived for the substance meeting the classification criteria as dangerous may conflict with any pass/fail criteria established in EU or MS regulations for use with CPD/ER 3-related test methods, for the same regulated dangerous substance.  This is because both the CPD-related limits and any DNEL and PNEC limits, derived under REACH, will apply directly to release/emission of the regulated dangerous substance used in the manufacture of the construction product/preparation/article.

10.13. Implications of dnel and pnec limits for cpd/er 3 where a substance, subject to registration under reach, is classified as dangerous and also contains an impurity which is a regulated dangerous substance under the cpd
Where a substance (probably, only, a multi-constituent substance):

· is subject to Registration under REACH;

· meets the classification criteria as dangerous;

· is used in the manufacture of a construction product in the form of a preparation or article;

· and contains an impurity which is a regulated dangerous substance;

any DNEL and PNEC limits derived for the impurity may conflict with any pass/fail criteria, established in EU or MS regulations associated with CPD/ER3-related test methods, for the same impurity/regulated dangerous substance.  This is because both the CPD-related limits and any DNEL and PNEC limits, derived under REACH, may apply to release/emission of the impurity/regulated dangerous substance present in the construction product/preparation/article.
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Glossary
	Article
	means an object which during production is given a special shape, surface or design which determines its function to a greater degree than does its chemical composition (REACH Article 3 3)

	CEN
	Comité Européen de Normalisation

	CEN/TC 351
	Technical Committee of CEN 'Construction products- Assessment of release of dangerous substances'

	Chemicals
	not officially defined in the REACH Regulation but regarded here as, principally, substances and preparations

	Constituent
	Any single species present in a substance that can be characterised by its unique chemical identity

	CPD
	Construction Products Directive (89/106/EEC).  Council Directive of 21 December 1988

	CMR
	Carcinogenic, Mutagenic or toxic to Reproduction

	CSA
	Chemical Safety Assessment

	CSR
	Chemical Safety Report

	DNEL
	Derived No Effect Level (assessment of hazard to humans)

	ECHA
	European Chemicals Agency

	EOTA
	European Organization for Technical Approval

	ER 3
	Essential Requirement No. 3 for works: hygiene, health and the environment

	ETA
	European Technical Approval

	ETS
	European Technical Specification , i.e. a hEN or ETA

	EC
	European Commission

	EU
	European Union

	EU Database
	The Commission Services database of information about dangerous substances and applicable national and EU legislation.  A version of the database is accessible via the Internet at http://europa.eu.int/comm/enterprise/construction/internal/dangsub/dangmain.htm

	hEN
	Harmonised European Product Standard

	MS
	Member State(s) of the European Union

	Impurity
	An unintended constituent present in a substance as produced.  It may originate from the starting materials or be a result of secondary or incomplete reactions during the production process.  Whilst it is present in the final substance it was not intentionally added.

	Indicative List
	EC document RS 041/051 'Indicative list of regulated substances possibly associated with construction products'

	Mono-constituent substance
	As a general rule, a substance, defined by its composition, in which one main constituent is present to at least 80% (w/w)

	Multi-constituent substance
	As a general rule, a substance, defined by its composition, in which more than one main constituent is present in a concentration ( 10% (w/w) and ( 80% (w/w)

	Non-phase-in substance
	A substance requiring registration which does not benefit from the transitional regime provided for phase-in substances under REACH

	NPD
	No Performance Determined – 'NPD' is a manufacturer's declaration, which accompanies the CE marking, permitted for use where a product is to be placed on an MS market which has no legal requirement for the (performance) characteristic to which the NPD declaration relates

	PBT
	Persistent, bio-accumulative and toxic substance

	PNEC
	Predicted No Effect Concentration (assessment of hazard to the environment: air, land, water, food-chain and microbiology of sewage treatment)

	Phase-in substance
	A substance which meets at least one of the following criteria:

(a) It is listed in the European Inventory of Existing Commercial Chemical Substances (EINECS);
(b) It was manufactured in the Community, or in the countries acceding to the European Union on 1 May 2004, but not placed on the market by the manufacturer or importer, at least once before the entry into force of the REACH Regulation;

(c) It was placed on the market in the Community, or in the countries acceding to the European Union on 1 May 2004, and between 18 September 1981 and 31 October 1993 inclusive it was also placed on the market by the manufacturer or importer and was considered as having been notified in accordance with the first indent of Article 8 (1) of Directive 67/548/EEC, as amended by Directive 79/831/EEC, but does not meet the definition of a polymer set out in Directive 67/548/EEC, as amended by Directive 92/32/EEC;
provided there is documentary evidence of this

	Preparation
	means a mixture or solution composed of two or more substances (REACH Article 3 2.)

	REACH
	Registration, Evaluation, Authorisation and Restriction of Chemicals

	SDS
	Safety Data Sheet

	Substance
	means a chemical element and its compounds in the natural state or obtained by any manufacturing process, including any additive necessary to preserve its stability and any impurity deriving from the process used, but excluding any solvent which may be separated without affecting the stability of the substance or changing its composition (REACH Article 3 1.)

	TC
	Technical Committee (of CEN)

	VOC
	Volatile organic compound [(boiling point is in the range from (50°C to 100°C) to (240°C to 260°C)]

	vPvB
	Very persistent, very bio-accumulative substances

	WFT
	Without Further Testing - deemed-to-conform classification procedure for determining into which technical classes regulated dangerous substances can be declared to lie.  It is based, as a minimum, on an initial type assessment (ITA) including initial type testing (ITT) using methods developed by CEN/TC 351

	WT
	Without Testing - deemed-to-conform classification procedure for determining into which technical classes regulated dangerous substances can be declared to lie.  It is based on existing/historical data and criteria submitted for approval by an expert authorized body, as set out in harmonised product standards
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