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Why should importers care about REACH?

REACH is a new EU chemicals regulatory regime concerning businesses manufacturing in, or importing chemical substances into, the EU. After many years of debate, changing priorities and uncertainty, the EU’s new chemical regulatory regime is upon us; this new regime is commonly referred to by its acronym “REACH”. Has it “REACHed” out to you yet? 
Importers may not be fully aware of the potential impact it could have on their business and their ability to continue trading in commodities impacted by REACH. However, if traders import into the EU chemicals, mixtures (e.g. paints, cosmetics), finished products (e.g. clothes or plastic goods), or articles (e.g. pens, scented candles) which contain substances intended for release, then it’s quite possible that you may have some responsibilities under REACH.

The final months of 2008 are crucial to businesses affected by REACH, to ensure compliance with the regulatory framework and take advantage of early filing opportunities provided by the new regulations. This article attempts to outline the background to, and implications of, REACH for importers.
By way of a brief reminder REACH stands for the following:

R = Registration
This is the key regulatory obligation companies will have to deal with. Where quantities of 1 tonne or more of a chemical are placed on the EU market companies must register information about this chemical with the European Chemicals Agency. This requirement becomes particularly significant above 10 tonnes, as the submission of a technical dossier containing a “Chemical Safety Report”, which will document a “Chemical Safety Assessment”, will be required. 
In addition, risk management recommendations will also need to form part of the dossier. The information requirements for registration increase depending on tonnage and/or the hazardous nature of a chemical. Every company entity must register. Manufacturers outside the EU must also ensure proper registration, either through an importer or an “only representative”. Failure to comply with registration will mean that a chemical will be excluded from the EU market (that is all 27 member states);

E = Evaluation 
There are two types of evaluation: first, a straightforward check that the information submitted under registration is complete. The second applies where there may be concerns about a chemical regarding dangers for human health or the environment; this will require a more substantive analysis of the data to be conducted. In this latter case either an authorisation procedure or a restriction procedure may follow (see below).

A = Authorisation 
The riskiest category of chemicals, namely those “substances of very high concern” must follow an additional process in addition to registration in that they must be authorised in order to be on the market. Authorisation will focus on a chemical’s use. In some cases, to obtain authorisation, it will have to be demonstrated that the use risks can be adequately controlled or that the socio- economic benefits outweigh such risks and that there are no suitable alternatives. 
In any case, an analysis of potential alternatives must form part of the process. Authorisation will be time-limited, reviewable and possibly subject to conditions. An initial list is already being prepared by regulators of those chemicals that will need to undergo authorisation.
CH = Chemicals 
Although chemical substances and their mixtures are the prime regulatory target, finished products are also covered; these are referred to as “articles”. A separate REACH regime applies to chemicals in articles whereby all substances intended to be released from articles during normal and reasonably foreseeable conditions of use are subject to registration (which includes pre-registration) where those substances are present in the article above 1 tonne per producer or importer (being the entire amount contained in the article). Further, registration may be required in certain prescribed cases where there is an unintentional chemical release.
We must also remember the “silent” R omitted from the acronym.
R = Restriction
Separate to authorisation, due to possible dangers presented to human health and the environment, chemicals may also be subject to certain restrictions – in some cases this will in effect amount to a ban. A specific restriction procedure will have to be undertaken to determine whether restrictions will be applied – REACH already contains a list of existing restrictions (carried over from previous EU legislation). 
Immediate concerns for importers
The requirements for business and the new European chemicals policy was introduced by Regulation (EC) No 1907/2006. It is commonly referred to as the “REACH Regulation”. 
As a result, REACH affects a very wide range of businesses:

(
Upstream: chemical substance manufacturers and importers – they have the main obligations to meet under REACH.
(
Downstream: professional users, re-formulators, distributors and retailers - they have lesser, but nevertheless significant, obligations to meet under REACH.

Businesses affected by REACH have to register their substances with a new EU agency, the European Chemicals Agency (“ECHA”) in Helsinki – each company in a group must comply, ie a company group can’t generically register. The designated competent authority for REACH in the UK is the Health and Safety Executive (HSE).
It must be emphasized that REACH does not solely affect chemical manufacturers. Downstream users also have particular obligations to comply, especially as they must provide information concerning so-called “exposure scenarios” (in effect, how the chemical is used). Importers and distributors are also directly affected by REACH, especially importers, as they may carry the burden of registration equivalent to manufacturers if there is no EU manufacturer of the chemical or article in question.

As a result, it can be seen that REACH does not merely have implications for EU businesses – it affects businesses globally.  
To judge whether the products imported give rise to implications to businesses under REACH, the following pints need to be considered:

· these are chemicals themselves;

· they are mixtures containing chemicals; and

· they are articles (finished goods) from which the chemical will or could be released during use or which have certain hazardous properties.

Chemical substance manufacturers located outside the EU cannot “register” unless they have some form of EU presence; this presents a potential stumbling block for affected businesses. For such companies to be able to continue to sell their products on the EU market such substances must nevertheless be “registered”. In view of the rigorous registration procedures required by REACH and the potential access restrictions for non-EU businesses how can such companies continue to gain access for existing products not to mention products that subsequently come on stream?
The solution is to either use importers or appoint what is known as an “only representative”, who will complete the “registration”. The considerations and implications of appointing representatives can be summarised as follows.
(
“Importer”: ensure that you work with quality importers with a background in REACH registerable products who will ensure that they will implemented a sound and robust process for representing non- EU businesses in the registration process. In appointing an importer, non-EU businesses must also consider the following:
—
the registration process will require handing over sensitive business and technical information to a party who may not necessarily be able to guarantee the confidentiality of the information;
—
such a party may also be acting as an importer for a competitor of the non-EU-based company raising other concerns (and the importer could even be or become a competitor itself)‏; and
—
significantly, the importer becomes the owner of the actual “registration”, thus limiting not only the control of the non-EU-based company in the REACH process but also possibly limiting EU market access of the company’s chemical substance.
(
“Only representative”: a natural or legal person established in the EU to fulfil the REACH obligations of importers. They must have:

—
sufficient background in the “practical handling of substances”, and, the information related to such substances;
—
they must keep “available and up-to-date information on quantities imported and customers sold to”, as well as keep information “on the supply of the latest update of the safety data sheet”;
The following issues will need to be considered when appointing an "only representative":

- When appointing an "Only Representative" the non-EU manufacturer must provide his "Only Representative" with up to-date information on the list of EU importers who should be covered by the "Registration" of the "Only Representative" and the quantities imported into the EU;

- The non-EU manufacturer also has to inform all the EU importers in the same supply chain that he has appointed a "Only Representative" to conduct the "Registration", thereby eventually relieving the importers from their "Registration" obligations

- A non-EU manufacturer can only appoint one "Only Representative" per substance;

- When an importer receives information from a non-EU manufacturer in his supply chain that an "Only Representative" has been appointed to cover the "Registration" obligations, this importer will be regarded as a "downstream user" of the "Only Representative" for the tonnage covered by the "Registration" of the "Only Representative"

- This change of status from importer to "downstream user" only pertains to the same supply chain, i.e. to the tonnage imported from the non-EU manufacturer who has appointed the "Only Representative" - if this importer also imports the substance from other non-EU suppliers, he still has to "Register" the tonnage imported from these other non-EU suppliers;

- Although the "Only Representative" is legally responsible for "Registration", it can be anticipated that in most cases, it will be the non-EU manufacturer that will provide him with all necessary data for the "Only Representative’s" "Registration" dossier;

- The "Only Representative" can represent one or several non-EU manufacturers - if it acts on behalf of several non-EU manufacturers it must submit a separate "Registration" for each of these substance manufacturers;

- By making separate submissions, the confidential business information of the non-EU manufacturer can be preserved and equal treatment with EU manufacturers can be ensured (EU manufacturers must submit separate "Registration" dossiers for each legal entity);

- The obligation to communicate with others in the supply chain may raise concerns that, for some supply chains, non-EU manufacturers will be wary of providing sensitive commercial information concerning their production and export plans to an "Only Representative" over whom they may have little control in reality - putting in place the right kind of contract between the non-EU manufacturer and the "Only Representative" may allay some fears here."

It should also be stressed that failure to comply with REACH may not only mean that a chemical or article has to be withdrawn from the market but could attract the imposition of sanctions – in some member states such penalties will be criminal. 

What must be highlighted for companies is the “pre-registration” process. In order for registration to be conducted in an orderly manner, because of the expected significant number of chemicals and articles that will be submitted to registration, a system of transitional time periods will operate, primarily depending upon the tonnages of the chemicals on the market. In order to be able to benefit from these time periods, so-called “phase-in” chemicals can be “pre-registered” – a “phase-in” chemical is essentially a chemical that is currently listed in the European Inventory of Existing Commercial Chemical Substances (more commonly known under its acronym “EINECS”). 
The information required to be submitted for “pre-registration” (which is done through a specific IT system) is straightforward in itself, but the actual preparation for “pre-registration” will be resource and time intensive. Pre-registration will be available in a very limited time period, namely 1 June–1 December 2008.
The data required for “pre-registration” by the ECHA is remarkably simple:

· name of the chemical including an identifying number, (eg CAS or EINECS number);

· company’s name and address and a contact name;

· envisaged deadline for registration and tonnage band; and

· identifier information of any structurally similar chemical which you may wish to rely on to provide useful evidence on hazards as part of your registration package

It cannot be overemphasised just how important this deadline is to businesses dependent on trading REACH registerable products – in effect, missing this deadline to pre-register will mean that companies will be prohibited from putting their (phase-in) chemicals on the market until full registration is complete, with just an extremely limited exception of a six-month extension and only with respect to “downstream” users for certain prescribed types of cases. Even if at a later date, for whatever reason, a company decides to not fully register, pre-registration is strongly advisable in order to maintain the ability to take advantage of the transitional time periods. 

It must also be highlighted that, in order to both lighten the administrative burden and cost and to minimise testing (especially on animals), through pre-registration, companies are legally obliged to work together in a so-called Substance Information Exchange Forum (“SIEF”). This means that a number of issues concerning data-sharing will need to be addressed – commercially this may also present opportunities as compensation will have to be paid for reliance by companies on other companies’ data. Needless to say, in undertaking such activities, companies will also have to conduct themselves in a manner that does not infringe either EU or national competition laws as market sensitive data must not be exchanged or discussed.
As readers may have surmised, the burden of REACH compliance squarely lies with industry. Readers should ensure they don’t get caught out and don’t forget to pre-register.

What products are impacted by REACH?
Products impacted by REACH include:

(
chemical “substances”,

(
“preparations” (mixtures of substances: examples of which are paint, cosmetics); and
(
“articles” (which can include pens, clothing, scented candles)
Chemical “substances” and “preparations” are quite self-explanatory, whereas “articles” are specifically defined as:

“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.”
but can be summarised as articles from which the chemical will or could be released during use or which have certain hazardous properties.

A small number of chemical substances are totally excluded from REACH, for example, substances which occur in nature (“unprocessed or processed only by manual, mechanical or gravitational means, by dissolution in water, by flotation, by extraction with water, by steam distillation or by heating solely to remove water, or which is extracted from air by any means”)‏.
Whereas a larger group of chemical substances are excluded from “registration” and/or “authorisation”, for example, food additives, cosmetics, medicinal products, etc – the wording of these exceptions needs to be examined carefully before any conclusions can be drawn as to whether these exceptions apply or not.
Summary of procedures

The following summary is an outline of some of the major procedures required by REACH in the registration process; this is not a complete list but illustrates the critical areas for registration.

(
Businesses which manufacture or import substances caught by REACH in quantities of 1 tonne or more per year must register their substances with the ECHA.

(
Registration essentially requires the submission of a significant amount of detailed technical material (using the IUCLID 5 software – see below) about a given substance – the information requirements increase with respect to tonnage and/or the hazardous nature of a given substance.

(
Where the substance is present in an article in quantities of over 1 tonne per producer or importer per year, and, it is intended that the substance will be released under normal or reasonably foreseeable conditions of use, it must be registered.

(
Due to the many substances expected to be registered, there will be a transitional period for “phase-in” substances: 

—
Pre-registration will be available during the period 1 June to 1 December 2008 (this also applies to “Articles”). A special software tool is available for this process (IUCLID 5 “plug-in”)‏.

—
The major advantage of pre-registering is that it buys transition time for the eventual full registration of a given substance, which operates in a time-phased manner.

—
Using an “only representative” for pre-registration should provide anonymity for the substance producer (and thereby strengthen confidentiality).

· “Phase-in" substances are defined as those:

- Either: listed in the European Inventory Of Existing Commercial Chemical Substances ("EINECS");

- Or, manufactured in the EU (including the recent EU accession countries) but which have not been placed on the EU market after 1 June 1992;

- Or, which qualify as a so-called "no-longer polymer”
(
Once pre-registration has been undertaken it is then mandatory for businesses to formally convene into groups known as Substance Information Exchange Forums (“SIEFs”) in order to share existing animal test data on substance so as to minimise further testing that may be needed for registration.

(
The SIEFs will in effect operate as consortia with one company in the group taking the lead and submitting the required registration information to the ECHA.

(
For substances of 10 tonnes or more per year on the EU market, a Chemical Safety Report must be submitted to the ECHA which will contain a Chemical Safety Assessment. This exercise is essentially a risk assessment where the registrant takes account in particular of the life-cycle risk management measures that will be implemented, either for the registrant’s own uses and/or for those uses which will be proposed to users further down the supply chain for their own particular uses.

(
Upstream manufacturers and downstream users need to work closely together on this exercise, especially as regards so-called “exposure scenarios”.

(
Authorisation will apply to particular uses of those chemical substances considered as being the most “dangerous” or “riskiest” substances (including articles) and will only be granted if the manufacturer or importer can demonstrate that the risks from the uses concerned can be adequately controlled, or, that the socio-economic benefits of the use of the chemical outweighs the risks and there are no suitable alternatives.

(
Businesses will need to submit a substitution plan when applying for authorisation, ie a plan for eventually replacing the given authorised substance.

(
Perhaps vitally for multi-distribution channels and large scale supply chains, authorisation will be valid down the supply chain, with certain regulatory obligations on users.

(
Further EU legislation will supplement REACH to specifically deal with customs classification and labelling issues, namely the (Draft) “EU Regulation On Classification And Labelling Of Substances And Mixtures Based On The Globally Harmonised System”; this is expected to be agreed in the very near future.

(
A range of EU REACH technical support documents also exist and are being developed, notably the REACH Implementation Projects (“RIPs”) and Technical Guidance Documents.

How much will it cost my company?

Perhaps unsurprisingly, REACH compliance will not be free. Specific legislation has been enacted in Commission Regulation (EC) No 340/2008 of 16 April 2008 on the fees and charges payable to the European Chemicals Agency pursuant to Regulation (EC) No 1907/2006 of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH).

This legislation covers a wide range of fees relating to the area of REACH products fall under and the size of the business filing the registration.

Conclusion

A number of manufacturing companies, service providers and domestic distributors will have been surprised by their obligations resulting from the implementation of REACH; a significant number will still not realise the impact REACH will have on their business. Perhaps the hardest hit will be non-resident manufacturers without any EU presence and distributors. 
Importers or “only representatives” of REACH registerable product will be required to complete the REACH formalities for non-EU manufacturers without any EU presence. This may result in some companies reconsidering previous commercial decisions not to create an EU presence to preserve commercially sensitive data on their products and the creation of more complex (and expensive) supply chains.
In some respects, the position of freight forwarders is perhaps the most uncertain. Unless they are aware of the implications of representing companies in presenting import declarations for REACH products, they could lose business opportunities to REACH aware competitors. They could also be in the difficult position of playing a part in placing non-registered products into the market.
More generally, REACH could be seen as an additional burden to the chemical industry already encumbered with significant regulatory obligations. The benefits of a pan-European registration process will almost certainly be outweighed by the additional bottom line cost, potentially significant resource implications and more complex, and therefore more expensive, supply chains.
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