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SEA; The ace in REACH authorisation
The socio-economic analysis should be carried out during the early stages of an
authorisation application process, says Erkki Ikäheimo of REACHLaw

Via the REACH authorisation process, the EU is seeking to halt the use of the most hazardous chemical
substances. The substances, which will be banned from their 'sunset dates', are listed in Annex XIV of
REACH, the so-called Authorisation List. A 'sunset date' specifies when all use of a specified substances
are  essentially prohibited unless an authorisation is granted for certain use for the applicant(s) or an
exemption from authorisation applies.

At present, 14 substances are listed (Figure 1). Additionally, the European Chemicals Agency (ECHA) has
recommended 23 more substances for inclusion and a further 47 substances have been included in the
Candidate List for eventual inclusion in Annex XIV. The sunset date for the first two substances, 4,4'-
diaminodiphenylmethane (MDA, EC202-974-4) and 5-tert-butyl-2,4,6-trinitro-m-xylene (musk xylene, EC201-
329-4), is 1 August 2014 and the latest application date for these substances is 21 February 2013.

The inclusion of a substance in the Candidate List means that it has formally been identified as a substance
of very high concern (SVHC). The formal process of Annex XIV listing begins when an EU Member State or
ECHA, at the request of the European Commission (EC), then prepares an Annex XV SVHC report,
proposing its inclusion in the Candidate List. ECHA then prioritises listed substances and recommends them
for inclusion into Annex XIV, on which the EC finally decides.

It is important for manufacturers, importers, downstream users and their sector associations to monitor and
influence actively, where appropriate, the listing process. During this process there are two public
consultation periods when all the interested parties may provide their comments related to the listing and the
process.
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Figure 1 - Annex XIV substances & recommended substances

Authorisation for continued use

The authorisation process described in REACH provides for manufacturers, importers, Only Representatives
and downstream users to apply for authorisation in order to continue using or placing on the market a
substance listed in Annex XIV. The EC may grant authorisation if it is demonstrated in the Socio-economic
Analysis (SEA) that the socio-economic benefits outweigh the risks from the use of the substance and if
there are no suitable alternative substances or technologies. In this respect, the SEA is the core element of
the authorisation application. An alternative in certain cases is to demonstrate that the risk from the use of
the substance is adequately controlled.

An authorisation application typically includes the following parts:

Identity of substance
Name and contact details of the applicant or applicants
Request for authorisation, specifying for which use(s) the authorisation is sought
Chemical Safety Report (CSR)
Analysis of Alternatives (AoA)
SEA

Certain additional elements may be required in some cases, such as a substitution plan or a justification for
not considering risks to human health and/or the environment.

SEA defines approach

The SEA is the most laborious and costly part of the authorisation process due to the sheer extent of it.
Companies are therefore strongly recommended to start the SEA before deciding to submit an application.
The SEA gives an indication whether or not the application is likely to be successful.

The AoA and the CSR are the other parts of the authorisation process that should be made along with the
SEA and at an early stage of the application process. The AoA provides financial and economic information,
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while the CSR provides environment- and human health-related information for the SEA.

The role of an applicant in the supply chain considerably impacts the challenges within the SEA process. A
manufacturer or importer has to consider all the relevant impacts of the uses of the substance downstream.
The user- and use-related information may be difficult to access for them, especially if the supply chain is
long and complex. For downstream users, the authorisation process and the SEA will often be the first
significant tasks under REACH, because they do not have to register substances.

There are two alternative routes for obtaining an authorisation (Figure 2). The first, the 'adequate control
route', requires justification that the risk to human health or the environment from the use of the substance is
adequately controlled. The second, the 'SEA route' requires a demonstration that the socio-economic
benefits of using the Annex XIV substance outweigh the risks caused by the use of the substance and that
there are no suitable alternative substances or technologies.

Figure 2 - Socio-economic & adequate control routes for authorisation application

Right at the beginning of the process, the applicant should define whether the SEA route and/or the
adequate control route should be followed. The former is the only viable route if the substance is
carcinogenic, mutagenic or reprotoxic (CMR), or a substance of equivalent concern, and cannot be
adequately controlled, mainly because it is not possible to determine a safe exposure level. Persistent,
bioaccumulate and toxic (PBT) and very persistent, very bioaccumulative (vPvB) substances, as defined by
REACH, cannot be adequately controlled and hence also require the SEA route to be used.

If the SEA route is required, the SEA is compulsory in the application. In the case of the adequate control
route, the SEA is not compulsory, but it is recommended. The purpose of the assessment provided to ECHA
and the EC in the SEA is different in the two cases. Under the SEA route, as mentioned earlier, the applicant
has to prove that the socio-economic benefits of using the substance are higher than the risks. In the
adequate control route, the applicant provides additional information for the authorisation decision makers
for defining the review period.

Cooperation to save resources

The authorisation cooperation arrangements put in place by the applicant affect the SEA process. The
application may be prepared jointly by a consortium of several applicants or by a single one. Cooperation
with other applicants is likely to save resources and costs. However, compliance with EU and national
competition laws during such co-operation also needs to be ensured.

The SEA should be made to cover only one use. If several applicants have similar uses, the SEA may cover
the uses of several applicants.  The SEA process can be divided into five phases, which comprises the
following tasks:

Define aims of the SEA
Define scope of the SEA
Identify and estimate impacts of the scenarios of  using and not using the substance
Comparison of the impacts of the two scenarios and drawing conclusions
Reporting and presentation of the results

At the start of the SEA process, it is important to define the aims and scope, as these define the rest of the
SEA process. Understanding the resources needed for the SEA can only be achieved after the scope has
been defined. During this phase, the boundaries for the SEA are decided on. They are related to:

The supply chain of the substance and products, including physical and economic flows
The geographic area, e.g.  EU and non-EU impacts
The time period, e.g. when the impacts are considered to start and how far into the future they are
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considered

In the SEA two scenarios are compared to each other: 'using the substance' and 'not using the substance'.
The impact of granting of an authorisation is the difference between the two scenarios, which must be
defined during the scoping phase.

A challenge in defining the two scenarios is caused by the fact that the manufacturing and use patterns of
substances change with time. The listing of a substance in Annex XIV may result in the relocation of
manufacturing capacity outside the EU or a transfer to other substances. The changes may not be easy to
estimate.

The SEA process is an iterative process and an applicant should start data collection with the most readily
available data and continue collection step-wise. After each step, the impacts are analysed and conclusions
are made. If the results are clear enough to prove that the benefits are higher than risks or vice versa, the
SEA process can be concluded.

During the SEA, data is collected and impacts are identified and analysed related to the following categories
of impacts:

1. Health impacts (e.g. morbidity and mortality)
2. Environmental impacts (e.g. habitat destruction, ecology, water and soil quality impairment and

resilience and vulnerability to environmental impacts)
3. Economic impacts (e.g. costs and savings of players in the supply chain, economic efficiency and equity,

private costs vs. social costs), where the cost categories could be costs of equipment, changes in
transportation costs and training costs

4. Social impacts (impacts on e.g. workers, consumers and general public) where the impacts are typically
related to employment and quality of life

5. Trade, competition and economic development impacts, which typically include changes in competition
and in international trade

 

Figure 3 - Proposed SEA process

SEA: New to authorisation
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Until now, no authorisation applications have been submitted, so ECHA has not received any SEAs. The
SEA is a new concept in connection with authorisation. However, SEAs and other impact assessments have
been done in connection with other processes for a long time and there is a lot of experience in carrying
them out.

Figure 3 illustrates the SEA process described in this article and a proposed approach based on the author's
own experience in similar type of projects. The process starts with authorisation activities, which establish
the basis for setting the aims for the SEA. First, data collection is done to define the scope of the SEA. After
preliminary analysis of impacts a decision of not submitting application can be made, if the risks of using the
substance are clearly higher than the benefits.

Data collection is continued in a step-wise approach, expanding data collection and impact study processes
until  the results of the SEA are clear enough to make a decision about submitting or not submitting the
authorisation application. If the application is submitted, the conclusions are made and the SEA report is
compiled.

The eventual aim of the authorisation process is to phase-out production and use of SVHCs. However, the
REACH authorisation provisions allow, based on the socio-economic considerations, the applicant to
continue business for a sufficient time, until  a viable and safer alternative substance or technology is
available. The SEA is a vital element of this.

Contact:

Erkki Ikäheimo

VP, Consulting

REACHLaw Ltd.

E-mail:  erkki.ikaheimo@reachlaw.fi

Website:  http://www.reachlaw.fi
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