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CONSTRUCTION PRODUCTS AND EC CHEMICALS POLICY

Summary of potential interfaces between REACH and CPD/ER 3
1. Introduction

Manufacturing industry is subject to a plethora of health and safety-related primary and secondary legislation either process or product-specific, whether national, European or international.  Industry would not argue with the laudable objectives of such regulation but its 'business case' compels it to identify, understand, and then take steps to minimise the effects (i.e. costs) of any overlaps or interfaces there might be between regulatory regimes.
The inception of the REACH regulation, with the co-incidence of the Construction Products Directive and its Essential Requirement No. 3 (ER 3 - Hygiene, health and the environment) has presented the construction products' sector with the need to examine both sets of provisions for potential interfaces in order to determine where they may be found, their nature, and any implications.  A detailed analysis
 was carried out 'by industry' 'for industry' in early 2008 under the auspices of the CEPMC, and what is presented here is a summary.  The analysis establishes that sets of qualifying conditions can be derived that predict where potentially beneficial interfaces lie within REACH, where: an ER 3-related TC 351 test method (harmonised, horizontal); the ER3-related WT or WFT procedures; or the ‘intended uses’ identified in harmonised European Technical Specifications (ETS), could benefit manufacturers/importers with their obligations under REACH.  Conversely, other sets of qualifying conditions describe where conflicting interfaces exist, so giving rise to potential confusion amongst manufacturers/importers between any limiting criteria, as Derived No Effect Levels (DNELs) and/or Predicted No Effect Concentrations (PNECs), derived under REACH and any limits (e.g. national pass/fail criteria) established for the same substance for use under CPD/ER 3.  The REACH regulation has been taken as the 'frame of reference' because of the very strict deadlines associated with its obligations.
2. Discussion

The REACH regulation came into force on 1 June 2007.  REACH implements a uniform legal system, effective for all chemicals across the European Union/EEA.  This system is intended to enhance the safe use of chemicals in all types of uses by placing obligations on a range of stakeholders.  However, the REACH Regulation does not mention the term chemicals in its text but does address: substances, preparations and articles all of which are defined.  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.  It should be readily apparent, though, that most construction products are not substances.  The majority are preparations and articles but even so, the obligations under REACH will, to a greater or lesser extent, affect manufacturers, importers, downstream users (formulators) and end-users of construction products.  This will be the case even though preparations and articles, as such, are not the direct focus of REACH and even though construction products are already subject to the regulated dangerous substances initiatives under ER 3 of the CPD.

Evidently, manufacturers and importers of construction products that are actually substances will be most affected by REACH because it will achieve its primary aims by imposing a series of inter-related obligations for submission of a range of, essentially, self-assessed (but with some independent oversight) information on the construction products that they manufacture (or import) into the EEA.  Indeed the essence of REACH and CPD/ER 3 is 'information' and its 'communication' to relevant stakeholders [e.g. the European Chemicals Agency (ECHA), professional users, regulators and, ultimately, the general public] by way of a range of manufacturers' declarations.
What then are 'interfaces'?  Interfaces (or overlaps) can be described as ‘points’ in the two legislative regimes where some informational aspect of REACH coincides with the same informational aspect of CPD/ER3.  In particular, the ‘points’ at which these overlaps occur can be ‘defined’ by specific sets of qualifying conditions and can be described as either: a beneficial interface (useful overlap) or a conflicting interface (unwanted or confusing overlap).  How can these sets of qualifying conditions be identified?  This can only be done by analysing in detail each provision related to information and its communication in both the REACH regulation and CPD/ER 3 and then evaluating how one might impact upon the other.
For example, during registration under REACH, information on a substance is communicated to the ECHA in a Registration Dossier.  Each Registration Dossier comprises, as a minimum, a Technical Dossier which records information on physicochemical parameters, toxicological effects and eco-toxicological effects of the substance.  Could the derivation of this information give rise to an interface between REACH and CPD/ER 3?  Possibly, but only if some aspect of the regulated dangerous substances initiatives under ER 3 addresses the determination of physicochemical parameters or toxicological or eco-toxicological effects of construction products that are, themselves, substances.  With the exception of 'ecotoxicity', this will not be the case because CEN/TC 351 'Construction products – Assessment of release of dangerous substances' is developing test methods in support of mandate M/366 but none of the methods will determine the physicochemical or toxicological characteristics of construction products.  In the case of 'ecotoxicity', however, this is identified as a 'sum parameter' on the EC Indicative List of regulated dangerous substances and so TC 351 might develop an appropriate test method that could, potentially, be used by a manufacturer/importer in fulfilment of an obligation under REACH.

As a further example, a manufacturer or an importer of an 'article' must submit a registration under REACH if a substance is intended to be released from the article under normal or reasonably foreseeable conditions of use.  Could this give rise to an interface between REACH and CPD/ ER 3?  Again, possibly, because CPD/ER 3 directly addresses the determination of release (or emission) of dangerous substances from construction products, many of which are articles.  However, an interface - in this case the potential use of an appropriate CEN/TC 351 test method - will only occur under the following conditions; the substance is intended to be released as part of the design of the article; the substance is present in quantities greater than one tonne/year/registrant; the substance released (or emitted) is a regulated dangerous substance on the EC Indicative List; the article is a mandated construction product and the product is actually regulated for release/emission of the specific substance.  These conditions form a set of qualifying conditions for a 'beneficial interface' e.g. the potential to use a method developed under CPD/ER 3 in support of an obligation under REACH.
As a final but important example related to registration, subject to a minimum tonnage, a Registration Dossier must also include a Chemical Safety Report (CSR).  This is based either on a Chemical Safety Assessment (CSA) or, where a substance has also been classified as dangerous or is a PBT or vPvB, a Chemical Safety Assessment plus Exposure Assessment and Risk Characterisation.  A detailed analysis shows that the latter type of CSA, but not the former, provides the main area where interfaces, whether beneficial or conflicting, will occur.  The simpler form of CSA does not give rise to interfaces because it does not address release/emission of substances.  However, the more comprehensive form of CSA includes exposure scenarios for a wide range of uses – effectively, from 'cradle to grave' – covering the substance (or any impurities in the substance) on its own, or in a preparation or in an article.  Since variously, the substance or either a preparation or an article, in which the substance is used, could also be a construction product, there are potential interfaces with CPD/ER 3 because ER 3 concerns itself only with release/emission of dangerous substances from mandated construction products.  A point to note is that, under REACH, the required information on release/emission may be obtained using any method available to the manufacturer (or importer) there is no obligation to use particular methods.  Whereas, where interfaces occur, there then becomes the potential for a manufacturer (or importer) to use an appropriate test method developed by CEN/TC 351, either during the 'initial' phases of registration, or later, were one to be validated and published in time for use.
A different obligation, '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.

In the case of the WT (without testing) and the WFT (without further testing) risk-based 'deemed to satisfy' procedures under CPD/ER 3, the informational requirements vary.  In the case of WT the requirement is for existing data to be submitted to validate release/emission of a set of product-specific regulated dangerous substances.  In the case of WFT, any case submitted has to be based on results for release/emission obtained by using harmonised, horizontal test methods developed by TC 351.  In either case, where there is an interface between REACH and CPD/ER 3 there exists the potential to use the results or official outcomes of either of these procedures in support of obligations under REACH, providing the results or official outcomes are actually ready in time for use.
With respect to the 'intended uses' of a product, each construction product-specific mandate identifies these for the purposes of the CPD.  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', 'identified uses' and 'conditions of use' of dangerous substances are concerned.  However, the 'intended uses' in ETS are usually described in generalised terms whereas an analysis of REACH indicates that 'identified uses' within exposure scenarios need to be very precise and detailed in order to be able to derive DNELs (Derived No Effect Levels) and PNECS (Predicted No Effect Concentrations) for release/emission of substances.  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.

Where, however, DNELs and PNECs have to be derived for release/emission of a substance (or an impurity within a substance) as 'limiting criteria' in a CSA, there is the potential for a conflict to arise with any limits (e.g. national pass/fail criteria) established for the same substance (or impurity in the substance) for use under CPD/ER 3.  The sets of qualifying conditions where this might occur have also been established in the full analysis reported by CEPMC and will not be repeated here.
Of the greatest significance in establishing whether or not there is any real benefit to manufacturers/importers of an interface, is the timeline for development of harmonised, horizontal test methods under CPD/ER 3 set against the 'initial' deadlines for obligations under REACH.  If these timescales do not align, then any benefits will be limited.  Construction products, which are either substances themselves or 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.  The initial registration deadline for such 'phase-in substances' is 31 May 2013 (commencing from 1 June 2008).  Is it likely that either fully validated EN test methods for release/emission/content of regulated dangerous substances, or the WT/WFT procedures, will be published or ready in time for use before 31 May 2013?  The main conclusions from the CEPMC's detailed analysis are summarised below.
3. Conclusions

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, as preparations or articles, will be subject to information flow obligations.  There will be few interfaces, as these two regulations are more complementary than overlapping.  Where interfaces do occur they should be mainly beneficial and consist of points in the two legislative regimes where: test methods developed by CEN/TC 351; the WT/WFT procedure developed for use with CPD/ER 3 and the intended uses identified for individual products in the corresponding European Technical Specification, could aid the manufacturer/importer in defining release/emission and conditions of use in exposure scenarios under REACH.
Conversely, there is the possibility of a conflict arising between limiting criteria, DNELs and PNECs, derived within exposure scenarios under REACH and any limits (e.g. national pass/fail criteria) established for the same substance under CPD/ER 3.
Last but not least, as this is 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 ER 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' phases of registration under REACH.  Registration of substances manufactured (or imported) in the EEA in quantities of 100 tonnes, or more, per year, per registrant must take place before 31 May 2013 whereas the test methods under development by CEN/TC 351 are unlikely to be ready as ENs before the end of 2013.  Were this prediction to be borne out for 'initial' registration, then the analysis of how to, and where to, find interfaces between REACH and CPD/ER 3 could still be of value.  This would be 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, and where it is possible to use the outcome of the WT procedure within REACH.  The WT procedure will utilise existing/historical (empirical) data rather than test results obtained using a harmonised, horizontal test method developed by TC 351 but, to be of use during the initial phases of REACH, the detailed administrative procedures and associated classification criteria would also have be in place within a very short, and perhaps unrealistic, timescale.
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