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Introduction

This present study analyses the Regulation on Giasnof the European Union — so
called REACH, and some of its main features. Tezrbarriers to trade have become
the new instrument of distorting international gadakenefits and creating protection for
domestic industry, on the basis of protection afnbho health and the environment. It
aims at identifying REACH’s most primary and contcsial element and its
consistency under the World Trade Organization égsin context of the Agreement
on Technical Barriers to Trade.

A brief comparative study between REACH and thetéthStates, Canada, and Japan’s
regulations on chemicals is also herein preserdeal \@ay of identifying other ways of
reaching similar goals of protection. Accordingstame Brazilian representatives of the
chemicals industry, the Canadian CPM is a bettst-lbenefits model.

The present study also introduces a brief analysibe ongoing discussions of mega
regional agreements and the negotiations on REA@tGh have raised an extended
concern in the European Chemicals Agency that fieavering of levels of protection
for human health and the environment.

Last, but not the least, in order to understand RHA application and to address some
possible claims that might be raised - either ogotiations or under international
tribunals - for inconsistency of that regulationtiwiinternational trade rules and
principles, the present essay makes an analysiasaflaw related to REACH, under the
European Court of Justice and the European Geferait, since there is no specific
case law to be analyzed under the WTO system. ¢@o&tiusions, in an annex to the
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present work, a table of cases related to REACleuthe European dispute settlement
system is available.

1 — REACH: definition and main features

REACH is the abbreviation for “Registration, Evalaa, Authorization and Restriction
of Chemicals®. It is a European Union Regulation of"lBecember 2006, which came
into force in June 2007. It addresses productiosh @se of chemical substances and
their potential impacts on human health and therenment, promoting alternative
methods for the hazard assessment of substancesdice the number of tests on
animal$. Its latest consolidated version is dated 10thil/Q014>.

REACH applies to almost all chemicals produced mparted in the EU. The
Regulation, as a whole, does not apply to radieactiubstances, substances under
customs supervision, non-isolated intermediatescandage of dangerous substances,
according to its Article 2.1. Some parts of REACBlch as Registration and
Evaluation, do not apply to substances used in cmedi products, food and
feedingstuffs, according to its Article 2.4 (b). Wever, food and feedstuff are under
other parts of REACH. REACH, Title IV, (informatian the supply chain) does not
apply to medicinal products for human or veterinasg, cosmetic products)edical
devices which are invasive or used in direct phalstontact with the human body and
food or feedingstuffs. Other substances withircgeconditions (e.g. re-imported and
on-site isolated intermediates, according to Aetzl7 and 2.8) are exempted from other
parts of the Regulation. The burden of proof is a@mpanies to comply with the
regulation and they must identify and manage thksriinked to the substances that
they manufacture and market in the EU.

REACH Regulation has 849 pages. It took seven y#&arpass in the European
Parliament and Council and it is one of the stsiceend most complex legislations in the
European Union dealing with chemical substanceseofiédtically, companies
established outside the EU are not bound by thgatidns of REACH, even if they
export their products into the customs territorytted European Union. Under REACH
Regulation, the responsibility for fulfilling thequirements, such as pre-registration or
registration, lies with the importers establishedhie EU or with the only representative
of a non-EU manufacturer established in the’ Bllevertheless, the EU is one of the
most important trade partners for most of the coemin the world, the burden of proof

% Regulation (EC) No 1907/2006 of the European Bamdint and of the Council of 18 December 2006
concerning the Registration, Evaluation, Authoitat and Restriction of Chemicals (REACH),
establishing a European Chemicals Agency.

4 See Understanding REACH, Ihttp://echa.europa.eu/web/guest/requlations/readehstanding-reach
gaccess in 23th June 2014).

In:
http://old.eurlex.europa.eu/LexUriServ/LexUriSen2diri=CONSLEG:2006R1907:20140410:EN:HTML
(access on 23June 2014).
® lbid.




and many of its costs, in practice, lie on the esgyowilling to export its products to
Europe. Therefore, REACH affects industries allrate world.

One of the “creations” of REACH Regulation was #stablishment of the European
Chemicals Agency (ECHA) whose main duty is to ma&nagientific, administrative
and technical aspects from its headquarters inifkelS

ECHA set three deadlines for registration of cheusic which are determined by
tonnage manufactured or imported: i) 1000 tonstindprequired to be registered by 1
December 2010 (for chemicals of higher concerroricity); ii) 100 tons/a. by 1 June
2013; and iii) 1 ton/a. by 1 June 2018.

Pre-registering was a policy undertaken BYy[ecember 2008 and around 143,000
chemical substances marketed in the European Uméra pre-registered even though
pre-registering was not mandatory. Substances gupghe European market that has
not been pre-registered or registered is illegdl @cording to the wording in REACH,
it is "no data, no market".

ECHA has a special policy for addressing the camtthuse of chemical substances of
very high concern (SVHE&) ECHA must be notified, since June 2011, of thespnce
of SVHCs in articles whenever the total quantitgdigs more than one ton per year and
the SVHC is present at more than 0.1% of the masiseoarticlé. Some SVHCs may
be subject to prior authorization and applicantéehtts make plans for substituting it
with a safer alternative. When a safer substitsiteat known, the applicant must work
to find one. The identification of a substance agHE and its inclusion in the
Candidate List is the first step of the authorimatprocedure. A Candidate List of
SVHCs is published and updated often by ECHA. Bisé list was updated on" 1 6une
2014 and it contains 155 SVHCs for authorizalfion

Under REACH, it is not possible to register a sabse if the "Only Representative"
consultancy company is not based in the EU, untasssubcontracted to an EU-based
registrant. Only Representatives (O.Rs.) are Elédatities that must comply with
REACH, according to Article 8, and should operatandard, transparent working
practices. The O.R. assumes responsibility andlityaldor fulfilling obligations of

"In the ECHA Webpage: “ECHA is the driving force amgoregulatory authorities in implementing the
EU's groundbreaking chemicals legislation for thedfit of human health and the environment as agll
for innovation and competitiveness. ECHA helps canms to comply with the legislation, advances the
safe use of chemicals, provides information on cbal® and addresses chemicals of concern”, in:
http://echa.europa.eu/about{@ecess in 23th June 2014).

8 Substances that may have serious and often igielereffects on human health and the environment
can be identified as substances of very high can(®vHCs). If a substance is identified as an SVHC,
will be added to the Candidate List for eventualclusion in the Authorization List
(http://echa.europa.eu/addressing-chemicals-of @wauthorisation/substances-of-very-high-concern-
identification ) (access in 23th June 2014).

® REACH defines an article as an object which dugimgduction is given a special shape, surface or
design that determines its function to a greategreke than its chemical composition. According to
REACH, articles are for example; t-shirts, flooriagd plastic packaging.

19 SVHCs Candidate List imttp:/echa.europa.eu/web/quest/candidate-lisetéatcess on 23th June
2014).




importers, in accordance with REACH, for substarteeisg brought into the EU by a
non-EU manufacturer.

2 — REACH'’s primary and most controversial element

The REACH regime is comprised of several elemémtsvever,its primary and most
controversial element is its data gathering and regtration requirement** and, for
non-Community manufacturers, the obligation to hirean O. R. to fulfil it.

This data gathering and registration requiremengliep to EU manufacturers, EU
importers or EU O.Rs., established within the pean Community, that manufactures
within or imports into the EU both existing or nesubstances (on their own, in
preparation or in articles), unless otherwise exempa volume of more than 1 ton per
year.

An O. R. might be a natural or legal person essaklil in the Community appointed as
the non-Community manufacturer’s only represengatev fulfil the obligations related
to registration of substances. The O.R. must compthh all obligations under the
REACH Regulation and must have a sufficient backgdin the practical handling of
substances and the information related to them keep available and up-to-date
information on quantities imported and custometd sm as well as information on the
supply of the latest update of the safety data tsheecording to Article 8.2 of
REACH".

The complexity of this data gathering and regigiratrequirement put non-EU
manufacturers at an economic disadvantage sinaeothlg option is to choose between
an importer and an O.R. registration to protecir tiiéellectual property and to carry on
with the burdensome bureaucracy (additional regfisin costs and burdens, mainly for
Small and Medium Enterprises — SMEs and non-EU atersubstance-based product
manufacturers at a competitive economic disadvantdgecause they are unlike
multinationals that have a European presence knaa where to find a competent and
reliable O.R.).

3 — The Precautionary principle under REACH

The REACH registration/data gathering requiremeogys the precautionary principle
and reflects a shift on regulatory paradigm, rengrghe burden of proof from regulator
to producer or importer on the basis of a only far®’s hazardous properties not

" L. A. Kogan. REACH and International Trade Law, 30at paral2.11.

125ee REACH O.R. Requirements at Article 8 (1,2/®)http://old.eur-
lex.europa.eu/LexUriServ/LexUriServ.do?uri=CONSLE@E6R1907:20140410:EN:HTM(access on
239 June 2014)
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taking into consideration the actual risk that saabstances poses on human health or
the environmertt.

REACH implements a hazard-based version of theapiteanary principle through its
Preamble, paragraphs 9 and 69 and Article 1(3),chvhs informed by quasi -
guantitative or qualitative risk assessments.

In REACH's preamble, it is disposed that:

(9) The assessment of the operation of the foumntegal instruments governing chemicals in the
Community, i.e. Council Directive 67/548/EEC of ddéne 1967 on the approximation of the laws,
regulations and administrative provisions relatitog the classification, packaging and labelling of
dangerous substances ( 4 ), Council Directive BHEBC of 27 July 1976 on the approximation of the
laws, regulations and administrative provisionstitd Member States relating to restrictions on the
marketing and use of certain dangerous substamzkpraparations ( 5 ), Directive 1999/45/EC of the
European Parliament and of the Council of 31 Mag9l@oncerning the approximation of the laws,
regulations and administrative provisions of thenider States relating to the classification, paakggi
and labelling of dangerous preparations ( 6 ) andnCil Regulation (EEC) No 793/93 of 23 March 1993
on the evaluation and control of the risks of eémistsubstances ( 7 ), identified a number of pnoislén
the functioning of Community legislation on cheniécaresulting in disparities between the laws,
regulations and administrative provisions in Memistates directly affecting the functioning of the
internal market in this field, and the need to dorento protect public health and the environment in
accordance with the precautionary principle.

(69) To ensure a sufficiently high level of protent for human health, including having regard to
relevant human population groups and possibly totaoe vulnerable sub-populations, and the
environment, substances of very high concern shauldccordance with the precautionary principke, b
subject to careful attention. Authorization shobkl granted where natural or legal persons applfgng
an authorization demonstrate to the granting aithtirat the risks to human health and the envirenim
arising from the use of the substance are adeguatekrolled. Otherwise, uses may still be authexti#

it can be shown that the socio-economic benefiisnfthe use of the substance outweigh the risks
connected with its use and there are no suitabiernative substances or technologies that are
economically and technically viable. Taking intcagnt the good functioning of the internal markeési
appropriate that the Commission should be the grguatuthority.

REACH, Article 1 (3) disposes that:

This Regulation is based on the principle thas ifor manufacturers, importers and downstream useers
ensure that they manufacture, place on the mankes® such substances that do not adversely affect
human health or the environment. Its provisionsuen@erpinned by the precautionary principle.

As one recently released report observed, although EU Commission's
Communication on the Precautionary Principle presidthat ‘the precautionary
principle is relevant only in the event of a potahtisk, even if this risk cannot be fully
demonstrated or quantified or its effects deterchibecause of the insufficiency or
inclusive nature of the scientific data’, it fails discuss how serious the risk or its
consequences must be in order to trigger the agijait of the precautionary principle.
While ECJ case law is helpful, it does not appestemninative. According to the
report, such case law holds, for example, that nat sufficient to make a generalized
presumption about a putative risk or to make reieeeto a purely hypothetical risk in
the absence of scientific (data) support. The rteponcludes that, in the absence of
further direction, ‘it cannot be deduced that thhecputionary principle only applies

13 Kogan, supra note 9, para. 12.15.
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where a potentially serious risk is identified’ aocdnsequently, ‘the burden of proof
necessary to justify such application may be lotier’

4 — |s REACH WTO consistent?

REACH can be described as a “behind-the-borderhrteal measure intended to
address regional health and environmental concamts impacts. It can also be
appropriately classified as a type of non-tariffasiere (NTM) that falls within the
scope of the TBT Agreement because arguably itodsstand creates uncertainty
surrounding international trade flows of chemiaghstance-based produtts

As the WTO itself acknowledges, while the appliocatiof NTMs does not always
restrict trade, they often result in unnecessastrictgions of undue barriers, which
explains why they are referred to as non-tariffrieas (NTBs) and some WTO treaties
have dealt with them; e.g. TBT and SPS Agreements.

REACH does affect international trade but the npesence of effects on international
trade is not sufficient for holding that REACH \atés the EU’s obligations under
WTO law. It must be highlighted that some featwe&REACH might point out to an
unlawful technical regulation on chemicals.

An analysis of REACH in light of TBT

REACH does not refer to specific substances unilesg are placed on the SVHC
“candidate and/or authorization lists” or they aubject to restrictions. Nevertheless, it
probably qualifies as a “technical regulation” viithhe meaning of TBT Agreeméfit
Annex 1, and, as such, it does fall within the cage of that AgreemeHt

In US Clove Cigarettes, Mexico Tuna Il and US CORkquirements, Panels and
Appellate Body have recognized that the TBT Agreatmassures the right of WTO
Members to regulate for the protection of humantheand the environment at “their
chosen level of protection”, as far as that rightniot exercised to employ such
regulations in “a discriminatory manner or as ummssary obstacles to trade” (wording
from the Preamble of the TBT Agreeméfit)

A country might choose its level of protection asds two conditions are met:

1) the regulation is not employed in a discrimimatmanner;

4 Kogan, supra note 9, para. 12.45.

5 Kogan, supra note 9, para 12.5

16t “probably qualifies” because it has never baanlyzed by a Panel or Appellate Body of the WTO.

" Kogan, supra note 9, para. 12.24

18 See Panel Report. United States-Measures AffettiedProduction and Sale of Clove Cigarettes (‘US-
Clove; See Panel Report, United States-Measurese®oing the Importation, Marketing and Sale of
Tuna and Tuna; See Panel Report, United Statesi@erCountry of Origin Labelling
('COOL)Requirements ((18 November2011) WT/DS384RIBE386R Products (‘Mexico- Tuna 11"
(15 September 2011) WT/DS381/R. Cigarettes’) (2&aper 2011) WT IDS406/R.
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2) the regulation does not represent unnecessatge to international trade.

Therefore, an analysis of REACH’s “discriminatorgwer” has to be undertaken on
two basis, under TBT: Art. 2.1 (and its “likenesaiid “less favorable treatment”
analysis) and Art. 2.2 (and its wording “unnecegsabstacles to international trade”
and “more trade-restrictive than necessary”).

The TBT Agreement, Article 2.1, provides that

Members shall ensure that in respect of techniegulations, like products imported
from the territory of any Member shall be accortteéitment no less favorable than that
accorded to like products of national origin andikte products originating in any other
country.

The likeness of imported and domestic products lshgenerally be determined on a
case-by-case basis pursuant to four general exitayithe properties, nature and quality
of the products; b) the end-uses of the produgtsonsumers ‘tastes and habits in
respect of the products; and d) the tariff clasatfon of the productg

An analysis of REACH based on “likeness”, whichuses either on “finished articles
containing chemical substances”, chemical substance mixtures, shows the
importance of product-related process and produatiethods (PPMs) as a possibility
of claiming trade discrimination. In other wordsithin the chemical industry, “how
products are made is becoming almost as importanhav products perforrf®
Discrimination between products has been basedPdmsPunder REACH.

Based on a comparison of product characteristidscansumer tastes and habits, which
include actual and perceived product-related headtks, groups of imported SVHC
products may be distinguished from groups of doimesdn-SVHC products, to the
extent that they would not be deemed “like prodifttsThus ‘like products’ would
become ‘different products’ merely on the substiutof a substance that would be
deemed to be of very high concern, even thoughréis¢ of components and the
performance of the product itself do not change.

That “likeness” would depend, however, on wheth€HA and/or EU Member State
competent authorities, when classifying the sulzgsnincorporated within such
products and later reviewing technical and substangssiers, employ(s) a semi-
quantitative or qualitative rather than a quantiaatrisk assessment approach. Semi-
guantitative or qualitative analyses tend to fonwstly on the health hazards (based on
intrinsic substance characteristics) posed by SWdtChon-SVHC products, which
entails a lower threshold of potential harm, as garad to a strictly quantitative risk
assessment approach. A quantitative approach thdtmauses on the health risks

9 US Clove and EC Asbestos Cases.
20 Kogan, supra note 9, para.12.26
1 |bid., para.12.27.
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engendered by such products, which necessarilys take account exposure, dosage
and actual u$é

As such, some might reach a conclusion that aidigwaition claim against the EU,
under the TBT Agreement, Article 2.1, would havgreater chance of succeeding if it
focused on groups of imported substances that@r&WHCs, not incorporated within
articles, and not shown to pose empirical healtarironmental risks. Nevertheless,
it could be different on a “less favorable treatti@malysis.

There is evidence that shows that EU Member Stag@ementation of REACH’s
registration/data gathering and notification regoients imposes a higher cost structure
upon, and thus impairs the competitiveness of *litgemical substance-based product
imports in EU markets. “It does so by subjectingups of imported non-REACH
registered SVHC-containing articles to treatmess léavorable than that accorded to
like groups of REACH-registered domestic articlad aubstance* Higher costs and
higher bureaucracy (as identified in the list o&&fic Trade Concerns) count for a ‘less
favorable treatment’ for like imported products. émg other factors, EU based
manufacturers do not have to contract an O.R.fdreesent them.

On the other hand, the TBT Agreement, Art. 2.2 proudes that

Members shall ensure that technical regulationsnateprepared, adopted or applied
with a view to or with the effect of creating unaesary obstacles to international trade.
For this purpose, technical regulations shall rothiore trade-restrictive than necessary
to fulfill a legitimate objective taking account thfe risks non-fulfillment would create.

Assessing the risks of non-fulfillment of these emlbjves, there can be found relevant
considerations related to available scientific atethnical information, related
processing technology, or intended end-uses ofystsd.

Having a look at REACH'’s primary objective (‘enswgia high level of protection of
human health and the environment consistent wistaguable development’) one might
note that it probably qualifies as a ‘legitimatejedtive’. (The risk of a chemical
substance toward human health and the environmee$ cot necessarily have a
proportionate relationship with the volume of protlon. However, volume is used as a
proxy for exposure, since it allows a clear, endalde priority setting for registration
which also gives “legal certainty”. Moreover the AREH registration/data gathering
and notification requirements’ default reliance n@ovolume (hazard)-based exposure
proxy can be respected as reflecting the EU’s ahdeeel of protectioff. Under
REACH, the volume of production was the chosen lldge protection in the EU.

22 |bid., para. 12.28.

23 Kogan, supra note 9, para. 12.29.
2% |bid., para. 12.30

%5 |bid., para. 12.32.

%% bid., 12.11
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However it is doubtful whether ‘volume’ is the rigbroxy for measuring up protection
for human health and the environment.

Nevertheless, the REACH registration process magele® much more as “a system of
data collection and warehousing than a procedurepifotecting the public and the
environment from exposures to hazardous substafcgsA majority of the data
submitted under the REACH registration process meaer be evaluatetf”’

A report published by the EU Commission indicatest tREACH registration-related
costs for EU and non-EU industries were more thaicet the amount previously
estimated®. There were identified several classes of experelt such as human
resource, ECHA registration, data gathering, suppBin communication, notification
and external consultant costs — a part of all Wed due to excessive vertebrate animal
testing that resulted in significantly higher thastimated animal testing costs (an
approximate €2.1 billion of costs, in general). 3desubstantially “higher-than-
anticipated registration costs” have generated gathee impact on chemicals
international trade flows. The report reached ackimion that such a high bureaucratic
cost was the main reason for many large and SMiniclaés companies to reduce
substance production volumes to a “lower and lgpgmsive tonnage band”, effectively
shrinking their EU market share. The report strgmglggests that these responses to
REACH and the cost of REACH compliance could vesllviead to fewer available
substances, somewhat higher prices, and a potgnitiedre concentrated and less
competitive EU chemicals market.

It might be said that REACH's registration/datehgaing and notification requirements,
which includes O.R.’s costs and bureaucracy, areertrade restrictive than necessary
to achieve REACH's legitimate objectives, consiuggrine real benefits that REACH,
according to the EU Commission itself, has provided

Therefore, as far as the TBT Agreement is conceraedolation might be found in
distinct situations:

1) Whenever it is possible to ascertain that the compad products - EU domestic

and imported - are “like products”, under TBT, Art. 2.1, imported products should
receive ‘no less favorable treatment’. The arguntieait two compared products are not
‘like products’, based only on a hazard-approachpafduct-related process and
production methods (PPMs) should not convince anlhsis of the TBT preamble,
since Art. 2.1 should also obey the rule not toate‘unnecessary obstacles to

2 ADK Abelkop, A Botos, LR Wise, and J D Graham, ¢gRkting Industrial Chemicals: Lessons For US
Lawmakers from the European Union's REACH Prog(dariuary 2012)

School of Public and Environmental Affairs, Indiddaiversity, 24

In.: http://www.indiana.edu/~spea/faculty/pdf/REACQHport.pdf (accessed28une 2014).

% See Centre for Strategy and Evaluation Servideerim Evaluation: Functioning of the European
ChemicalMarket After the introduction of REACH' @), iii-iv, 39-40, 45-46, 49, 78, 97, 101, 102,
table box 4.1, table 4.16and 105;

In: http://ec.europa.eu/enterprise/sectors/chemidaisfifeach/review2012/market-final-report_en.pdf
(access on 25th June 2014);
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international trade’ and the rule that measuresiishioot be ‘applied in a manner which
would constitute a means of arbitrary or unjudbigadiscrimination between countries
where the same conditions prevail or a disguisstticion on international trade’.

2) Whenever it is possible to ascertain that comparegroducts are not “like
products” on a basis of product-related process and pramtuatethods (such as
SVHC products), TBT preamble and Art. 2.2 should dpplied and the rule that
‘technical regulations shall not be more traderretste than necessary to fulfill a
legitimate objective’ should be complied with. Auciiry should not be prevented from
taking ‘measures necessary to ensure the qualiitg @xports, or for the protection of
human, animal or plant life or health, of the eamment, or for the prevention of
deceptive practices, at the levels it considers@ppate’ (from the preamble wording).
Nevertheless, such measures are ‘subject to thareewent that they are not applied in
a manner which would constitute a means of arlyitcarunjustifiable discrimination
between countries where the same conditions prewaih disguised restriction on
international trade’ (from the preamble wordind)miight be said that, under REACH,
the volume of production was the chosen level fotgrtion in the EU. However it is
doubtful whether ‘volume’ is the right proxy for emuring up protection for human
health and the environment.

3) In general, technical regulations should not be prgared, adopted or applied
whenever they create unnecessary obstacles to imetional trade. From Article 2.2
wording, technical regulations create unnecesshsjacles ever since they are more
trade-restrictive than necessary to fulfill a legdate objective. Moreover such rule also
is under TBT preamble. From REACH, it is very clélaat its high bureaucracy and
registration costs are more than necessary td th#ilegitimate objectives established
in its preamble. Moreover, a majority of the datsbmitted under the REACH
registration process may never be evaluated an&th€ommission has indicated that
the registration-related costs were more than twhee amount previously estimated,
generating a negative impact on international tfeoes of chemicals.

5 — REACH and comparative regulation: the United Sates, Canada, and Japan

After the launch of REACH, the United States Cosgren 2007, prepared a document
in which it pointed out some of the basic differemin approach between REACH and
the US Toxic Substances Control Act (TSCA), 1876

The US document highlights that the TSCA places bloeden of proof on the
Environmental Protection Agency (EPA) to demonsttaat a chemical poses a risk to

29 US Government Accountability Office, ‘Comparisoh®.S. and Recently Enacted European Union
Approaches to Protect against the Risks of Toxier@ibals’, Highlights of GAO-07-825, A report to
Congressional Requesters, August, 2007.



human health or the environment even before EPAulagé® such a chemical's
production or useREACH, instead, generally places a burden on chencmmpanies
to make sure that chemicals do not represent sské or, if they do so, that there are
identified ways for handling them in a safe way.

The EPA may regulate a substance if it shows tleetis a reasonable basis to come to
a conclusion that it presents or will present areasonable risklhe TSCA requires the
EPA to find a regulatory measure that is least &usdme but that, at the same time,
mitigates the unreasonable ridlevertheless, the EPA has declared how difficuft tb
regulate under this standdtdOn the other hand, REACH requires chemical comganie
to obtain authorization to use chemicals that are list of ‘substances of very high
concern’. In order to obtain such authorizatiormpanies need to show that they can
control risks posed by the substance or they muadtensure that the substance is safe
for use. The companies, under REACH, must provitk @gevelop information on the
physical and chemical properties of the substamzk the health and environmental
effects of its use for new and existing chemicatgipced on certain volumes.

Moreover, under REACH, regulators must require canigs to undertake additional

test data and information whenever they need toenaak evaluation of the risk that a
substance poses to human health and the environtemfT SCA, in contrast, puts the
burden on the EPA to demonstrate that informatiomealth and environmental effects
are needed before requiring chemical companieseteeldp the data. The TSCA

requires companies to make a notification to thé BEfore producing or importing a

new substance, but it does not require companids\elop and provide data on health
and environmental effects unless the EPA sets auleaequiring them to do b

The TSCA and REACH both have clauses to protecrmétion that is confidential or
sensitive for companies. However, REACH requiregsueh more public disclosure of
certain information, such as primary chemical props, which includes even melting
and boiling points. Moreover REACH restricts substdly the sort of information that
the chemical industry may consider confidenifial

REACH requires companies to develop and share gatternment regulators data on
the effects that the substances produce on humalthhend the environment. The
TSCA generally does not.

One of the most notable differences between REAGIHTSCA is that TSCA requires
the EPA to demonstrate that substances represeigkaio human health or the
environment before controlling risks related toithgoduction, distribution or use.
REACH, instead, is based on the principle that camgs are responsible to
demonstrate that the chemicals they market, dig&jbor use do not adversely affect

% US Government Accountability Office, Highlights @AO-07-825, A report to Congressional
Requesters, August, 2007.
31 (i
Ibid.
2 |bid.



human health or the environment. Moreover, undeA®H, companies have to obtain
authorization to carry on with the use of a substaof very high concern, such as a
substance for which there is scientific evidencekely serious health or environmental
effects. In order to obtain such authorization, pames need to demonstrate that it can
adequately control risks posed by the substance.EA, instead, under TSCA, has
distinct bodies to make the control of risks posgdnew and existing chemicals.
Whenever there is a new chemical, the EPA canickedtie production of such
substance or its use if it understands that thenadufficient information to allow a
calculated evaluation of the health and environadegffects of that substance. On that
matter, EPA, according to TSCA, may choose the leasiensome requirement on the
chemical industry that will adequately protect agaihe risk’.

The TSCA does not require the chemical industrglégelop hazard information for
existing chemicals. EPA, instead, uses regulatag/\aluntary programs to raise data
on certain substances. The TSCA does not commandhidmical industry to develop
information on the harmful effects of existing cheafs for the human health or the
environment. On this matter, EPA may request artdst that is, it may require such
information on a case-by-case basis. NevertheRiSACH demand companies to make
a declaration of hazard information for new andstg chemicals that are within
specific production and toxicity levels. On behaflthat command, REACH conceived
a sole system for the regulation of new and exgstimemicals and it requires companies
to provide the registration of substances produmednported at 1 ton or more per
producer or importer per year with the Europeanndbals Agency. Under REACH,
the amount of information to be included in thedgtusummaries based on the
chemical’s production volume must be specified,(hew much of the chemical will be
produced or imported each year). The data collecteuirements may be fulfilled
through a variety of ways, including existing stifi@ modeling or testing.

In general, the TSCA requires the EPA to demorestthat substances will cause
unreasonable risk. Such a burden of proof, undek@E is on the chemical industry,
which must demonstrate that the substance hassedglemical effects.

REACH requires companies to ask for authorizatioroider to use some hazardous
substances and to point out safer substitutes. dtere to control chemical risks,
REACH creates procedures for both authorizing asricting the use of chemicals.
Under REACH, authorization procedures have thréferdnt steps: i) publication of a
list of substances that need authorization befbey ttan be used, by the European
Chemicals Agency (‘the candidate liét))ii) the European Commission will determine

% US Government Accountability Office, Highlights @®AO-07-825, A report to Congressional

Requesters, August, 2007.

* Ibid.

% ‘The chemical agency will determine which chemscéd place on the candidate list after it has
reviewed the information that chemical companiesnsitito the agency at the time the chemicals are
registered under REACH and after considering tipaitirprovided by individual EU member states and
the European Commission. In making this determbmatithe agency is to use criteria set forth in
REACH, covering issues such as bioaccumulationgimagenicity, and reproductive toxicity’ (US



the substances, on the candidate list, that wagjlire authorization and which of them
will be exempted from the authorization requirens&niii) once a substance has been
chosen to require authorization, companies will hae apply to the European
Commission for an authorization for each use of shdstanc¥.

A recent study concludes that a majority of theadstibmitted under the REACH
registration process may never be evalu$ited

Alternative regulation on chemicals managementteggras were issued in Canada
(‘Canada’s risk prioritization-based Chemicals Mgeraent Plan’) and Japan (‘Japan's
risk prioritization-based chemical substance cdrnaew — so called Kashinho Law’),
each of which feature 'an iterative screening aggothat permits regulators to 'set
aside a vast array of substances/uses at the lagiifnthey are unlikely to cause
unacceptable risk’, may qualify as less burdensaiternatives to REACH, in a
different way from the TSCA. Such experts have coéma conclusion that an iterative
screening approach focuses on a substance's abtmtirisk’ rather than ‘hazard, it
would probably reduce costs and administrative éusdassociated with substance
registration while ensuring the same high levepuadtection of human health and the
environment pursued by REACH

Unlike the hazard-based REACH registration/datdneyatg provision, however, the

multiple-level screening mechanisms of Canada’s G& Japan's Amended Kashinho
focus mostly on the exposure risks posed by substamather than on merely a
substance's hazardous intrinsic properties.

Government Accountability Office, Highlights of GA@r-825, A report to Congressional Requesters,
August, 2007).
% ‘According to the Environment Counselor for thel@mtion of the European Commission to the
United States, some chemicals may be exempted fothorization requirements because, so far,
sufficient controls established by other legislatere already in place’ (US Government Accountspbili
Office, Highlights of GAO-07-825, A report to Comgsional Requesters, August, 2007).
37 The application for authorization must include amalysis of the technical and economic feasibdity
using safer substitutes and, if appropriate, infitiom about any relevant research and development
activities by the applicant. If such an analysievg$ that suitable alternatives are available for ase of
the chemical, then the application must also ingladplan for how the company plans to substitute th
safer chemical for the chemical of concern in trticular use. The European Commission is generall
required to grant an authorization if the applicargets the burden of demonstrating that the rigks f
the manufacture, use, or disposal of the chemimalbe adequately controlled, except for (1) PBZ}; (
very persistent, very bioaccumulative chemicals/B&); and (3) certain other chemicals includingstno
that are carcinogenic or reproductive toxins. Hoaveeven these chemicals may receive authorizétion
a chemical company can demonstrate that social emwhomic benefits outweigh the risks’ (US
Government Accountability Office, Highlights of GA@r-825, A report to Congressional Requesters,
August, 2007).
3 ADK Abelkop, A Botos, LR Wise, and J D Graham, gRkating Industrial Chemicals: Lessons For US
Lawmakers from the European Union's REACH Prog(dariuary 2012)
School of Public and Environmental Affairs, Indiddaiversity, 24
I32 http://www.indiana.edu/~spea/faculty/pdf/REAQtdport.pdf (accessed 25th June 2014).
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According to representatives of the Brazilian ches industry, the Canadian CMP
offers a better cost-benefit, within a context afianal policy for safety in chemicéfs
The CMP is based on the Domestic Substances Lis$L; which contains around 24
thousand substances. From the DSL, 4,300 substamcesseparated for analysis up to
2020, under a criterion of prioritization. A keyegient in the CMP is data collecting on
properties and uses of about 200 substances igeniif the prioritization procedure.
Such policy is so termed ‘Challenge’. Industry antgrested parties might contribute
with additional information, which can be used e tassessment of risk and in the
development of better practices for managing rigk substancé$

Nevertheless, none of the three chemicals-manageragulatory regimes (REACH,
CMP, and Amended Kashinho) - besides the amendedr §SA* - have been in
operation for more than a few years, and thereforginue to evolve. Consequently, it
is probably too soon to draw any definitive conmus regarding their relative
effectiveness such that the CMP or Amended Kashaamobe justified as a less trade-
restrictive alternative to REACH that can, partiatir completely, fulfill REACH's
legitimate objective to the same extent as REACH

An absence of a risk threshold for action withire tBU REACH’s precautionary
principle would seem to explain the difference lesw the Canadian CMP prioritized
screening approach informed by a quantitative askessment-focused precautionary
principle and the REACH hazard-based pre-regisinaiiata gathering approach
informed by a hazard assessment qualitative riskded precautionary principle. Under
REACH, the precautionary principle appears alreiadiyave been applied in requiring
the pre-registration of tens of thousands of sulegts for which risk assessments have
not yet been performed (i.e. at a pre- risk assessratage), premised only on a
'volume-based exposure proxy' (annual substanceifaxctoring and import volumes)
and, perhaps, also on some qualitative risk ddtanred by socio-economic analysis
(‘'general scientific acceptance’). By comparisomden the CMP, the precautionary
principle would appear to be applied at the risknagement stage once a risk
assessment has been performed on a medium or higtityp substance and has
revealed a high likelihood of harm (exposure) tanan health or the environment under
particular exposure scenartds

Moreover, Japan’s legislation amendment was phasexer a two-year period and
effectively facilitated Japan's shift from a hazbhesed to a risk-based chemical
substance management framework.

“MOURAO, Nicia Maria Fusaro; ZANATTA, Fernando, 201
*' MOURAO, Nicia Maria Fusaro; ZANATTA, Fernando.

* TSCA s still under scrutiny in the US Congress.
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6 - REACH and Mega- Regional Trade Agreements

Regulation on the chemical sector has become mgrandic. Over the past decades,
legislators have decided to take different appreador regulation and dismiss their
trade partners’ approaches. Different legislatmibe fulfilled in each part of the world
generates high costs for chemical companies sineg must comply with similar
requirements more than once ever since they deoigrit their products on foreign
markets. Identified barriers are, inter alia, diéig methods for assessment of chemical
substances since each partner country has its osthooh of assessing them. There
have been suggestions for harmonization and fordamce of duplication without
compromising some of the protection standards, kvinclude inter alia administrative
obligations, reporting requirements and data geioerand captur®.

Besides, in the application and implementation afvd, there are fields where
duplication can be reduced with no real effectspastection standards. Efforts have
been made to include mutual recognition in thea@greements negotiations.

The Transatlantic Trade and Investment Partner@hipP) is different from other free
trade agreements negotiated eaffisince the two trading partners - The US and the
EU - have considered to make a commitment on regyl@ooperation related to trade
barriers which might be eliminated and at the sime maintaining the same levels of
environmental and consumers protection

Since non-tariff barriers have been identified Bhe tmain aim of Mega Regional
Agreements, mutual recognition has become oneeofrthin objectives of TTIP and has
been feared mainly by the European Environmentate®8uw that are afraid of
negotiations pushing standards to the bottom im#ree of harmonization and mutual
recognitiof®. That might be the most difficult issue to negtimainly under the TTIP.

However it is still difficult to know how legislain like REACH might be affected

before the final draft is released.

It is not easy to identify concrete proposals frttra chemical industry for regulatory
cooperation. TTIP has to deal with a big gap in¢hemical sector since US and EU
have completely different approaches for regulabarchemicals - REACH in the EU
and the U.S. Toxic Substances Control Act (TSCAjeréfore mutual recognition is
difficult to be envisaged, although cooperatiopassible on other basis.

45 VClI Verband Der Chemischen Industrie . V. Wir Gasén Zukunft. TTIP: Questions & Answers from
the Chemical Industry. April, 2014.

6 Such as the Trans-Pacific Partnership and the gomegotiations for the Free Trade Area for the
Americas.

47\/CI Verband Der Chemischen Industrie . V. Wir Gesén Zukunft. TTIP: Questions & Answers from
the Chemical Industry. April, 2014.

*® See R. Trager, Fears free trade agréments will tiesgpshemical legislation, In:
http://www.rsc.org/chemistryworld/2014/04/fearsedrgade-agreements-will-hamstring-chemical-
legislation(access on 10th July 2014).




The European Chemical Industry Council (CEFIC) #mel U.S. American Chemistry
Council (ACC) have proposed some steps for reduduaglication and for getting
convergence within time, which include, inter alia:

a) Cooperating in the prioritization of chemicdiattneed to undergo assessment;

b) approximation of methods in chemical assessment;

¢) intensive exchange of information and finding albout possibilities how to cooperate in newlysiaig
topics (e.g. regulation of nanomaterials, combaragffects of chemicals, endocrine active subsgnce
d) cooperation and exchange of information for degtlaveen public agencies in charge of chemicals;
e) an effort to handle the classification and ladgebf chemicals in a similar manner and to implatme
the already agreed United Nations GHS classificagiod labeling system uniformly;

f) protection of registration data and of confidahbusiness information and of trade seéfets

There is also a fear that sustainable agricultagkfaod policies might be endangered
under these free trade agreements, since someipoh#yotiations focus on sanitary and
phytosanitary restrictiods Countries have been allowed to set their owndstats for
animal and plant health and food safety that are based on science under the
precautionary principle and REACH has made it ismtanguage.

US companies have described REACH as ‘the biggasé tharrier they fac®. On this
behalf, the European Environmental Bureau fearsThh#é could threaten REACH by
‘introducing confidentiality clauses that would neatelevant safety data even harder to
obtain, or by creating a system of ‘mutual recagnitthat would mean approval of a
chemical in the US would mean it was automaticapproved in the EU, where
chemical regulation is tight&f.

One of the fears, mainly from the European sidehas there is already precedent for
chemical industries using free trade agreementselgusuch as the North American
Free Trade Agreement (NAFTA), to challenge legistatthat infringe their expected
profits.

In 1997, the US chemical company Ethyl Corporatiancessfully challenged a Canadian ban on import
and inter-provincial trade of the gasoline additM&T, a suspected neurotoxin that car makers claim
interferes with vehicles’ onboard diagnostic systePreliminary tribunal judgments against Canada le
its government to repeal the MMT ban, issue anappto the company and settled out of court with
Ethyl for $13 million (£7.8 million). In 1998, th&)S waste disposal firm SD Myers challenged a
temporary Canadian ban on the export of waste pldyimated biphenyls. The tribunal awarded the
company C$6 million compensation. A few years la@ompton, a US-based agro-chemical company,
now part of Chemtura, unsuccessfully challenged@haadian government ban on the sale and use of
lindane, an agricultural pesticide now banned urttler Stockholm Convention on Persistent Organic
Pollutants. Currently, Lone Pine Resources, a USand gas company, is challenging a Quebec
government ban on hydraulic fracturing in the Swvtence River basin and seeking damages of C$250
million, also under NAFTA?

TTIP has been accused as an excuse to ‘water d®®wACH in Europe. Nevertheless,
as a matter of fact, negotiations have alreadytpdiout that there will be no mutual

49V/ClI Verband Der Chemischen Industrie . V. Wir Gesén Zukunft. TTIP: Questions & Answers from
the Chemical Industry. April, 2014.
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recognition of REACH and TSCA, since they are tiffecent regimes for chemicals

management and their protection standards are distiact from each other. Regarding
REACH and TSCA, there might have a more intensig& cexchange between the
chemicals agencigs

It has also been discussed to what extent TTIPatbins the WTO system. On this
subject, there are positions that point out thatQ)Vin fact, lays ‘the foundation for
how to negotiate multilaterally — somewhere dowa thad — the many new topics
which will be parts of TTIP’ and, therefore, ‘thesults of the agreement should be open
to third parties too’, which would “further multtieral trade liberalization’, in general

7 — Globalization and multiplication of REACH-likes

REACH has become a pattern that has been replicateldwide. In the chemicals
word, the ‘order of the day’ is, more and more,otglization of REACH'. It is
interesting to note that compliance with REACH hasome much more common place
than complains against REACH. What exactly wascthevincing European speech to
make that happen?

Mouréo and Zanata (2013) make a comment on a Re&lssse of the European Union
(MEMO/06/488), which is based on some few questioyi/ill REACH become the
world standard for controlling chemicals?’ The aaswo this question is that the EU
has effectively assumed the constructive role td@rimational leader on chemicals safety
and REACH has potential to inspire legislation adler the world; i) ‘How have
European companies and third countries reacteldisdEuropean’s desire to ‘globalize’
REACH'? The answer would be that many European eongs have approved such
globalization of the EU chemicals regulation sirthey are not penalized in face of
other market¥.

In fact, with such globalization, the European camips keep their competitiveness
and, for the rest of the world, REACH might be adonvestment as the European
market is a large consumer’s market. Moreover, twdgphe high standards of REACH
might result in substantial gains for all, but ntaifor developing countries that will be
able to have technological support and investmientglequate their markets under the
Stockholm Convention on Persistent Organic Pollstafhe adoption of REACH in a
multilateral level brings also gains to all sinteeiduces the duality of having to comply
with different standardé Nevertheless, REACH has also its bitter taste.

**\CI Verband Der Chemischen Industrie . V. Wir G@sen Zukunft. TTIP: Questions & Answers from
the Chemical Industry. April, 2014.
%5 |bid. 3
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motrizes: o caso do REACH. In: Revista Quimicoseeiiados, 2013.
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Despite all these European assumptions that a RE@Gbalization might bring gains
to all, Small and Medium Enterprises (SMEs), whielve low technical knowledge and
less access to investments, have faced many difisun complying with REACH. In
Europe itself, such difficulties with compliancevieded many SMEs to sell their plants
to large companies — a process that is conductimgde and other markets around the
world to concentration, less competition and charigehemicals overall prices

Heyvaert (2009), Professor of International Envinemtal Law, at the London School
of Economics and Political Science, argues thatiiiqgortation of foreign regulatory
norms and procedures might put pressure on locallatory priorities, cultures and
practices. She identifies five challenges thatsumheporting countries are likely to face:

First, there is the risk of a mismatch between glolorms and local regulatory priorities. The setand
third challenges address the risks generated vgasig regulatory uniformity, namely, the develapt

of ‘regulatory monocultures’ and the amplificatiof both strengths and weaknesses of a dominant
regulatory approach. The fourth and fifth challemgensider the process of rules importation assa fi
step in the development of transnational regulagmyernance and contemplate some of the trade-offs
between regulatory sovereignty and transnatiorwigeition of domestic rule makirfy

REACH was constructed in such a way that it ha®imeca ‘desirable product’ to be

exported to the rest of the world. The rest of weld seems to be keen to ‘buy it’. It

represents a chemical regulation that has beengieahas a global standard, probably
under the European belief ‘in its inherent supégoss a regime to foster innovation

and competitiveness on the chemicals market, wdulgranteeing an acceptable high
level of health and environmental protectfSn’

Nevertheless, there are other clear motivationsides public health and environment
that are at the front level of this globalizatiodhREACH. ‘If regulatory cost cannot be
avoided entirely, then at least the affected inmgusan try to ensure that none of its
competitors escape it, leading it to put pressuregovernment, first, to strive for
uniformity in product regulations and, second, chemm the adoption of equally costly
regulations abroad, so that local rules do not esde affect the global competitive
position of the domestic indust?y’ This is clear-cut a matter of keeping the EU’s
competitiveness on the global market.

Moreover, taking REACH beyond EU’s borders legitimas its high standards
procedures, joining together EU’s allies for thattar. Heyvaert adverts that it would
be much more difficult to argue that REACH’s riskamagement regime is not
necessary, or that it is unfair or disproportion#ieis ratified by a considerable share
of the world populatioff.

%8 |bid.
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However, as the primary goals of REACH are thequtidn of public health and the
environment, all the burdensome costs and bureeyctlaat it causes would be
considered legitimate if it achieves its goals.nM@mber of leading scientists in Europe
take a discouragingly dim view of the quality oétimformation that will be generated
in compliance with the REACH prescriptions as aida®r better health and
environmental decision making. For instance, theisien to exclude substances
produced below one tonne pm/py causes unease,@iodaction volume is a plausible
but still highly imperfect heuristic for expectedpesure. A considerable range of
chemicals that pose unacceptable risks may contimescape out notice as they are
produced in below-threshold volumes. Even more daghyy the chemical tests
prescribed for toxicity and ecotoxicity assessnaatno longer state-of-the-art, and can
only give the most rudimentary insight into a cheatis toxicity’®>.

In fact, according to representatives of the Brazithemicals industry, the registration
procedure of REACH has not brought up surpriseadoled any value to the scientific
knowledge so far that could justify its strictnessthe name of protection of human
health and the environmé&ht

8 - Specific Trade Concerns on REACEP

After the notification of REACH regulation to theBT Committee, thirty four non-
European WTO-Members expressed Specific Trade CosndSTC) about REACH,
most of them comprising of REACH's registrationalagathering and notification
obligations. Some of the main concerns raised @ l&st years were based on the
following arguments:

a) SMEs - high costs and bureaucracy for Small Medium Enterprises; distorting market
effects competition; market concentration sinces¢h&€MEs have been absorbed by large
companies;

b) Developing countries — no available technologawd difficulties to fulfi REACH
requirements;

®|bid., at 123.

**MOURAO, N. M. F.; ZANATTA, F., 2013.

% ‘The Committee on Technical Barriers to Trade (TTBommittee") was established with the purpose
of "affording Members the opportunity of consultiog any matters relating to the operation of this
Agreement or the furtherance of its objectives, ahndll carry out such responsibilities as assigoeitl
under this Agreement or by the Members".  Sineefiilst meeting, Members have used the TBT
Committee as a forum to discuss issues relategédoific measures (technical regulations, standards
conformity assessment procedures) maintained bgrditembers. These are referred to as "specific
trade concerns" and relate variously to proposeasomes notified to the TBT Committee in accordance
with the notification requirements in the Agreemeot to measures currently in force. Committee
meetings, or informal discussions between Membeisl n the margins of such meetings, afford
Members opportunity to review trade concerns inlatdral or multilateral setting and to seek furthe
clarification’. In: WTO, G/TBT/GEN/74/Rev.9, 17 Qadier 2011, Note by the Secretariat.



c¢) Distinct interpretations of REACH terms — as timplementation of REACH is due in each
country of the EU, there have been multiple intetgtions of REACH terms, such as ‘articles’
and, therefore, there is an urgent need to harradREZACH interpretation in Europe;

d) Nanomaterials — proliferation of registries amadime State Members of the EU;

e) SIEF (Substance Information Exchange Fora —trarpiand opaque functioning, including
costs related to it; large companies have becormemiof data within the SIEF system;

f) ORs (Only Representatives) — discrimination orefgn importers and producers, since they
cannot register their products without contracangeuropean O.R.;

g) SVHCs (Substances of Very High Concern): lack phttern on notification of SVHCs; each
EU country proceeds in a different manffer

Nevertheless, REACH has not been challenged atMh@® Dispute Settlement System
so far. There have been identified possible niasaes for that:

1) the EC’s submission to the TBT Committee of‘@arly notification” under TBT Agreement, Article
2.9.1 acquainting Members with the proposed REAE@Hulation; 2) the EU’s almost simultaneous
hosting of a public internet-based consultatiort tiegeived up to 6,500 comments in response to the
REACH proposal; 3) the EU’s granting of a 60-dayeesion to the REACH comment period; 4) the
EU’s willingness to respond in writing and in parsm WTO Member's numerous concerns at several
TBT Committee meetings and to engage in privatetdsial consultations with some WTO Members; 5)
considerable WTO Member government and non-EU imgusbbying; 6) the EU’s willingness to
incorporate at least some of the comments andierits received into a partial revision of REACHopri

to its adoption; 7) the passage of time deemedssacg for the purpose of accurately assessing wheth
the adopted REACH registration/data gathering altilion has been applied in a WTO-consistent manner;
8) a dedicatedtadre of academic, civil society and industry advocatddyists who have labored to
defuse accusations of REACH WTO non-compliance; @nthe EU’s likely comprehensive review of
the Panel and AB decisions in WTO Shrimp-Turtlestas

In case of a dispute under the WTO system, theElWlikely to emphasize that it had
engaged in prior efforts to ensure that REACH wasyglementary to international
initiatives, such as the International Council dfe@icals Management” and also that
they have undertaken “good faith diplomatic efforts negotiate with other WTO
Members, including those which have raised objestito the proposed measure, for the
purpose of concluding bilateral or multilateral @gments that address the perceived
(health, environment etc.) threat in a more consansanner, prior to enforcing said
measure®,

However, after eight years of implementation of REEA we understand that new STCs
can be raised on the following basis:

)] Many Small and Medium Enterprises (SMESs), in Eurapd in the rest of
the world, have sold out their business to largaganies, which has led the

5 WTO, Minutes G/TBT/N/EU/131, G/TBT/N/EEC/52 (+Asld-7) G/TBT/N/EEC/52/Add.3/Rev.1,
G/TBT/N/EEC/295, G/TBT/N/EEC/295/Add.1; G/TBT/N/EEX®7, G/TBT/N/EEC/297/Rev.1,
G/TBT/N/EEC/297/Rev.1/Add.1; G/TBT/N/EEC/333, G/TBVEEC/333/Add.1, G/TBT/N/EEC/334,
G/TBT/N/EEC/334/Add.1; G/TBT/N/EEC/335, G/TBT/N/EEX35/Add.1; G/TBT/N/EEC/336,
G/TBT/N/EEC/336/Add.1; G/TBT/W/208.
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chemicals market worldwide to concentration, lessigetition and changes
in chemicals overall pric&%

i) As REACH has been ‘exported’, the importation akfgn regulatory norms
and procedures might put pressure on local regyl@igorities, cultures and
practice’.

i) Increasing regulatory uniformity leads to the depehent of ‘regulatory
monocultures’ and consequently the amplificationboth strengths and
weaknesses of a dominant regulatory appr8ach

Iv) Leading scientists in Europe have had a discougagiview in relation to
the quality of data that has been generated in tange with REACH’s
prescriptions for better health and protectiorhef énvironmentf.

9 - Case Law on REACH in the European Court of Juste

Since there is no case law under the WTO systemifggadly related to REACH, it is
important to analyze some of the disputes that leeen brought before the European
Court of Justice and the European General Cbort this issue.

In an annex to the present work, there are somer alisputes that have been listed,
which comprise of similar discussions to the one®im analyzed.

9.1 - Case C-558/07: S.P.C.M. SA and Others v Seteney of State for the
Environment, Food and Rural Affairs’

The European Court of Justice interpreted the sadpArticle 6(3) of the REACH
Legal Text and declared Article 6(3) valid in thar&ean Court of Justice ruling on
monomers C-558/07 of 7 July 2009.

® MOURAO, Nicia Maria Fusaro; ZANATTA, Fernando, 201
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3 The European General Court (EGC) is a constitoérihe European Union’s Court of Justice. The
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First Instance. Inhttp://curia.europa.eifaccess on 22July 2014).

" See in
http://curia.europa.eu/juris/document/documentgsf>=&docid=77548&pagelndex=0&doclang=EN&m
ode=lIst&dir=&occ=first&part=1&cid=524647access on 10July 2014).




The case concerned a request from the High Coudusfice (England & Wales),
Queen’s Bench Division - Administrative Court, regjag the interpretation and
validity of REACH, Article 6(3).

REACH, Article 5, entitled ‘No data, no market’ gwides:

Subject to Articles 6, 7, 21 and 23, substancesheir own, in preparations or in articles shall het
manufactured in the Community or placed on the etaukless they have been registered in accordance
with the relevant provisions of this Title wheréstis required.

REACH, Atrticle 6, entitled ‘General obligation tegister substances on their own or in

preparations’, provides aSHEYVAERT, 2009.
1 .
Ibid.

ollows:

1. Save where this Regulation provides otherwisg,raanufacturer or importer of a substance, eitimer
its own or in one or more preparation(s), in quadiof 1 tonne or more per year shall submit a
registration to the [European Chemicals] Agency.

(...)

3. Any manufacturer or importer of a polymer shalbmit a registration to the [European Chemicals]
Agency for the monomer substance(s) or any othiestance(s) that have not already been registered by
an actor up the supply chain, if both the followoanditions are met:

a) the polymer consists of 2% weight by weight (vtw more of such monomer substance(s) or other
substance(s) in the form of monomeric units andrébally bound substance(s);

b) the total quantity of such monomer substanoe(gther substance(s) makes up 1 tonne or more per
year.

Moreover, Article 8 of REACH states:

1. A natural or legal person established outsigeGbmmunity who manufactures a substance on its own
in preparations or in articles, formulates a prapan or produces an article that is imported ithte
Community may by mutual agreement appoint a naturégal person established in the Community to
fulfil, as his only representative, the obligati@msimporters under this Title.

2. The representative shall also comply with aileotobligations of importers under this Regulation.

3. If a representative is appointed in accordandth \waragraphs 1 and 2, the non-Community
manufacturer shall inform the importer(s) withinetkame supply chain of the appointment. These
importers shall be regarded as downstream usethdgrurposes of this Regulation.’

For a preliminary ruling, two questions were raisey the UK High Court: 1)

clarification of the concept of ‘monomer substances used in Article 6(3) of the
REACH Regulation; and 2) whether Article 6(3) o¢ tREACH Regulation is invalid in
so far as it requires manufacturers and importégotymers to submit an application
for registration of monomer substances.

It must be first clarified that unreacted monomensst, according to Article 6(1) and
(2) of the REACH Regulation, be registered inasmaghhey constitute substances on
their own. By contrast, polymers are, in accordanith Article 2(9) of that regulation,
excluded from the registration obligation. Accoglito Article 3 (5), polymers are
composed of monomer units, which are defined asomen substances in a reacted
form. As it can be observed, Article 6(3) of the AREH Regulation concerns monomer
substances or any other substances which are wamgs of polymers. Therefore, given



the definition of polymer as stated in Article 3(8f the REACH Regulation,
registration concerns reacted monomer substancdsthen concept of ‘monomer
substances’ in Article 6(3) of the REACH Regulatiefates only to reacted monomers
which are incorporated in polymers. As such, iha$ polymers which are affected by
the registration obligation but only monomer subsé&s with their own characteristics
as they existed before polymerization. Despite pelys are exempted from registration
because of their large number, according to Artid8(2) of the REACH Regulation,
that situation is liable to be reviewed as sooiit & possible to establish a practicable
and cost-efficient way of selecting polymers.

The ECJ’s ruling answered the first question byhesgy a conclusion that the concept
of ‘monomer substances’ in Article 6(3) of the RBAMQRegulation relates only to
reacted monomers which are integrated in polymers.

As for the second question, the ECJ found it imgodrto have a look at the principle of
proportionality. Under EC Law, the principle of partionality requires that measures
implemented through Community provisions shouldapgropriate for attaining the
objective pursued and must not go beyond what ¢essary to achieve’it The ECJ
found that it was necessary to examine whetherotfigation to register monomer
substances constitutes a proportionate means ievacdie objectives of that regulation
— that is, to ensure a high level of protectiorhoman health and the environment as
well as the free circulation of substances on thernal market while enhancing
competitiveness and innovation, as set in Artidétihe REACH regulation.

In the preamble of REACH, the method to achieve thhjective is the registration
obligation imposed on manufacturers and importetsch includes the obligation to
generate data on the substances that they mam&amtumport, to use those data to
assess the risks related to those substances ateyétop and recommend appropriate
risk management measures. Therefore, the obligabioegister monomer substances,
which are less numerous than polymers, makes irdoom available not only on the
risks specific to those substances but also oretbbsnonomers found as residues after
polymerization or in monomer form after the possitegradation of the polynf&rThe
ECJ understood that the registration of reacted amams in polymers obeyed the
precautionary principle and that it is an apprdprimeans by which to realize the
objectives of the REACH Regulatith

It remains to be determined whether that obligajoes beyond what is necessary. As
it was applied for Community manufacturers and ingrs of monomer substances
alike, preventing distortion of competition, the E@ached a conclusion that the

'S Case C-491/01 British American Tobacco (Investsieand Imperial Tobacco [2002] ECRLI1453,
paragraph 122 and the case-law cited.
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regulation does not go beyond that which is necgssameet the objectives of the
REACH Regulatiof?.

In the proceedings before the UK High Court, thpliaants claimed the proportionality
of that registration obligation, taking into accotimat importers are faced with heavier
practical difficulties that arise mainly from thact that first, they do not know the
composition of the imported polymer and, secondt the costs of the registration
procedure are disproportionate in relation to #sults achieved and the quantities of
substances concerréd

Regarding such concerns, the ECJ pointed out thatgrocedure is identical whether
the products are manufactured in the Communityutside it and, consequently, the
burden is not heavier for manufacturers not esthbtl in the Community or importers
than it is for Community manufacturefdand therefore, ‘taking account of the limited
number of potential monomer substances, the 12qyye@and of validity for a previous
registration of substances, as provided for incletl7 of the REACH Regulation, and
the possibility of sharing information in orderreduce costs, the burden deriving from
the obligation to register reacted monomer substircpolymers does not appear to be
manifestly disproportionate in the light of thedrenovement of goods on the internal
market open to fair competition. It follows thattiste 6(3) of the REACH Regulation
is not invalid on the ground that it infringes ténciple of proportionality*”.

It was also discussed under the UK High Court thate was an infringement of the
principle of equal treatment, since Community mastdrers of polymers were in a
position to register those substances more edsily Wwere importers because they know
the composition of their products, whereas impsrége subject to the good will of their
suppliers outside the Community. Regarding suclorecern, the ECJ ruled that ‘the
identical treatment required in those differenuaiions is objectively justified by
compliance with the competition rules applicablethe internal market’ and that ‘no
infringement of the principle of equal treatment ¢ found and, therefore, that Article
6(3) of the REACH Regulation is not invalid on ti@und that that principle has been

infringed™®?.

9.2 - Case C-358/11: Lapin elinkeino-, liikenne- jgmparistokeskuksen liikkenne ja
infrastruktuuri -vastuualue v Lapin luonnonsuojelupiiri ry, Judgment of the Court
of 7 March 2013°

8 |bid., para. 63.
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mode=Ist&dir=&occ=first&part=1&cid=55797access on 1bJuly 2014).




In 2008, thelLiikenne ja infrastruktuuri -vastuualuéecided to repair the 35 km track
betweenRaittijarvi village and the nearest road, part of which crosses ar&2000
zone. The repair work was to consist in laying domeoden duckboards to facilitate
the passage of quad vehicles in wetland areasdeutse winter season besides other
provisions. Those duckboards are supported by tsmex made up of old
telecommunications poles which, for their previouse, were treated with CCA
solution. TheLapin luonnonsuojelupiiriwhich is the applicant association in the main
proceedings, took the view that those poles caunstihazardous waste and requested
the Lapin ymparistokeskugthe body responsible for environmental proteqtiom
prohibit the use of those materials. Following ttegection of that request, that
association brought an action before Waasan hallinto-oikeugAdministrative Court),
which annulled that decision in 2009. The case na&sed before th&orkein hallinto-
oikeus(Supreme Administrative Court), which brought taquests before the ECJ

for a preliminary ruling, as followirf;

‘1 Is it possible to deduce directly from the fHtat waste is classified as hazardous wastehbaige of
such a substance or object has overall adverseoanvental or human health impacts within the megnin
of Article 6(1), first subparagraph, point (d), of Directive 2008/98/EC? May hazardous waste also
cease to be waste if it fulfils the requirementd town in Article 6(1) of Directive 2008/987?

2. In interpreting the concept of waste and, irtipalar, assessing the obligation to dispose aftsgance

or an object, is it relevant that the re-use ofdhpect which is the subject of the assessmenitisoaized
under certain conditions by Annex XVII as refertedn Article 67 of the REACH Regulation? If that i
the case, what weight is to be given to that fact?

3. Has Article 67 of the REACH Regulation harmodizbe requirements concerning the manufacture,
placing on the market or use within the meaningicle 128(2) of that regulation so that the u$¢he
preparations or objects mentioned in Annex XVllmatrbe prevented by national rules on environmental
protection, unless the restrictions [envisagedHhmsé provisions] have been published in the inugnto
compiled by the Commission, as provided for in &ei67(3) of the REACH Regulation?

4. Is the list in Point 19(4)(b) in Annex XVII thé REACH Regulation of the uses of CCA-treated wood
to be interpreted as meaning that that inventohaastively lists all the possible uses?

5. Can the use of the wood at issue as underlaylackboards for a wooden causeway be treated in the
same way as the uses listed in the inventory edeto in Question 4 above, so that the use in guest
may be permitted on the basis of Point 19(4)(bAohex XVII to the REACH Regulation if the other
conditions are met?

6. Which factors are to be taken into account oheotto assess whether repeated skin contact whhin
meaning of Point 19(4)(d) of Annex XVII to the REAQRegulation is possible?

7. Does the word “possible” in the provision meng&d in Question 6 above mean that repeated skin
contact is theoretically possible or that repeatéd contact is actually probable to some ext&nt?’

As a preliminary observation, it should be notedt thespite the telecommunications
poles under stake were treated with a dangeroustasue, for the application of
REACH, it remains the fact that, under that regatgt such treatment does not
preclude, under certain circumstances, the useha$et wooden poles for certain
purposes that may include duckboards for the t@micerned, where appropriate. It
should also be observed that, according to REACHIcl& 2(2), waste, as defined in
Directive 2008/98, is not a substance, mixturerbcla within the meaning of Article 3

of that regulation.

8 Case C-358/11, para. 22-23.
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Moreover, REACH, Article 67(1) and (3) states:

‘1. A substance on its own, in a mixture oamarticle, for which Annex XVII contains a restion

shall not be manufactured, placed on the marketsed unless it complies with the conditions of that
restriction. ...

(--))

3. Until 1 June 2013, a Member State may raainany existing and more stringent restrictions in
relation to Annex XVII on the manufacture, placiog the market or use of a substance, provided that
those restrictions have been notified accordinthéoTreaty. The Commission shall compile and ptblis
an inventory of these restrictions by 1 June 2009.’

First, the ECJ examines the third question

So far as Article 67(3) of the REACH Regulationc@ncerned, while it authorizes a Member State to
maintain existing and more stringent restrictiohant those in Annex XVII, this is to be done on a
transitional basis, until 1 June 2013, and suldfetihe condition that those restrictions have beatified

to the Commission, something which the Republid-island, moreover, acknowledges that it has not
done. The transitional and conditional nature af theasure cannot call into question the harmadboizat
carried out by Article 67(1) of the REACH Regulatio

Therefore, if a Member State intends to make tlepamation, placing on the market or use of a substa
which is the subject of a restriction under Anne¥IXto the REACH Regulation subject to new
conditions, it may do so only in accordance withicke 129(1) thereof, in order to respond to anentg
situation to protect human health or the environimenin accordance with Article 114(5) TFEU on the
basis of new scientific evidence relating intendt the protection of the environment. The adoptd
other conditions by the Member States is incompatkith the objectives of that regulation (see, by
analogy, Joined Cases-Z81/03 and €282/03 Cindu Chemicals and Others [2005] ECRO0B9,

paragraph 44¥.

The ECJ concluded that, under those circumstaticesgnswer to the third question is
that Articles 67 and 128 of the REACH must be ipteted as meaning that European
Union law harmonizes the requirements relatingh® manufacture, placing on the
market or use of a substance such as that relairgsenic compounds which is the
subject of a restriction under Annex XVII to thagulatiori”.

The ECJ goes on to analyze the fourth and fifthstjoes. The provisions of Annex

XVII, point 19(4), to the REACH set out the situats in which there may be a
derogation from the provisions of point 19(3) pkoting the use of arsenic compounds
for the protection of wood. Regarding these questi®nnex XVII states, in point 19,

column 2, concerning ‘Conditions of restrictionath

3. Shall not be used in the preservation ofdvd-urthermore, wood so treated shall not be place
the market.

4. By way of derogation from paragraph 3:

(a) Relating to the substances and mixtureshi® preservation of wood: these may only be used

industrial installations using vacuum or pressarénmipregnate wood if they are solutions of inorgani
compounds of the copper, chromium, arsenic (CCp& ¢ and if they are authorized in accordance with
Article 5(1) of Directive 98/8/EC. Wood so treatsiiall not be placed on the market before fixatibn o
the preservative is completed.

8 Case C-358/11, para. 36-37.
87 Ibid., para. 38.



(b) Wood treated with CCA solution in accordarwith point (a) may be placed on the market for
professional and industrial use provided that thectural integrity of the wood is required for hamor
livestock safety and skin contact by the generalipwuring its service life is unlikely:

— as structural timber in public and agricrdtibuildings, office buildings, and industrial preses,

in bridges and bridgework,

~

as electric power transmission and teleconications poles,

ISl Bl
;/

d) Treated wood referred to under point f&llsnot be used:

in residential or domestic constructionsatetver the purpose,

— in any application where there is a riskegfeated skin contact,

(...)

5.  Wood treated with arsenic compounds that iwaise in the Community before 30 September 2007,
or that was placed on the market in accordance pathgraph 4 may remain in place and continue to be
used until it reaches the end of its service life.

6. Wood treated with CCA type C that was ia irsthe Community before 30 September 2007, dr tha
was placed on the market in accordance with paphgta

- may be used or reused subject to the tiondipertaining to its use listed under points) 4(t) and

(d)l

- may be placed on the market subject tatmalitions pertaining to its use listed under po#(b),

(c) and (d).

7. Member States may allow wood treated witientypes of CCA solutions that was in use in the

Community before 30 September 2007:
- to be used or reused subject to the donditpertaining to its use listed under points 4(b) and

(d),
- to be placed on the market subject tactmlitions pertaining to its use listed under po#{(t), (c)
and (d).

The ECJ makes a first point that the provision no@eid in these questions has an
exhaustive list and must be necessarily subjestrtot interpretatioff. It remains the
question whether the use of the telecommunicatpmies at issue as an underlay for
duckboards does in fact come within the scope ef dpplications listed in that
provision. The ECJ understands that it would conthiwthe scope of REACH ‘where
there is a risk of repeated skin contact’, whiclustinbe interpreted as meaning that the
prohibition at issue must apply in any situationickh in all likelihood, will involve
repeated skin contact with the treated wood, sikefihood having to be inferred from
the specific conditions of normal use of the a@ilan to which that wood has been
put’®®.

For the present essay, it is not important to gough the ECJ’ s reasoning on the first
guestion. Nevertheless the second question iselated to REACH. The ECJ’s answer
to second question is therefore that REACH, Ann&lIXin so far as it authorizes the
use, subject to certain conditions, of wood treateith CCA solutions, is, in
circumstances such as those in the main proceedmefgsant for the purpose of
determining whether such wood may cease to be Wast&.

8 Case C-358/11, para. 41-43.
8 Ibid., para. 52.
% |bid., para. 64.



Article 2(2) of the REACH Regulation provides thiatdoes not apply to waste.
However, it would not be consistent to understarainf Article 13 of the Waste
Directive requirements concerning the use of wastieh the holder does not discard or
intend to discard, or no longer discards or inteteddiscard, which are more stringent
than those for identical substances which are ragtev An inconsistency of that kind
must in any event be avoided if rules for such wrxes exist that have a similar
objective. It must be reminded that the purposehef REACH Regulation, under
Article 1(1), is to ensure a high level of proteatiof human health and the
environment. Despite that objective, it is notuaes of substances, mixtures or products
that would be permissible under that regulations ihecessarily also to be regarded as
permissible recovery of waste, particularly hazasdlwaste. REACH covers a large
number of substances, mixtures and products, bedifsgally regulates their use in
certain cases, which are distinguished by partiukserious risks to human health and
the environment. The Member States may restricuieeof such substances to protect
workers, human health and the environment unlebastbeen harmonized under the
regulation. According to REACH, such harmonizecesufor the use of CCA-treated
wood already exist. Such an assessment must sgrgaidance on how similar waste
may be usetl.

On first and second question, the ECJ ruled thatatiswer to be given to Questions 1
and 2 is that, under Article 6(4) of the Waste Diinee, ‘hazardous waste is no longer to
be regarded as waste if it is to be presumed tiealholder no longer discards or intends
or is required to discard it because its recoveryesponds to a use which harmonized
rules for the purpose of Article 128(2) of the RBA@xpressly permit for identical
substances which are not waste’

9.3 - Cases C-625/11P and C-626/11P: PolyelectrelyRroducers Group (PPG) and
SNF v. ECHA, Judgment of the Court in Case C-625/11P anth Case C-626/11P,
both of 26 September 2013

The first case concerned ECHA'’s inclusion of a satse on the list of ‘candidate
substances’. PPG (Polyelectrolyte Producers GroHtEY{5is a European economic
interest grouping which represents the interestsoafpanies that are producers and/or
importers of polyelectrolytes, polyacrylamide amd/other polymers containing
acrylamide, established in Brussels . SNF is ongsahember companiesstablished

in Andrézieux-Bouthéon, France.

In 2009, the Netherlands submitted to ECHA a dossaacerning the identification of
acrylamide as a substance fulfilling the criteret sut in Article 57(a) and (b) of
REACH, which sets out the substances which maynbkided in Annex XIV to that
regulation, entitled ‘List of substances subjecatthorization’ and letters (a) and (b) of

L Ibid., para. 92-96.
%2 |bid., para. 97.



Article 57 list the substances which meet the gatéor classification as carcinogenic
and mutagenic substances under certain categories.

In the contested decision, ECHA identified acryldenas fulfilling the criteria set out in
Article 57 of REACH and included acrylamide on tbandidate list of substances,
which was published on the ECHA website, in accocgawith Article 59(10) of the
REACH Regulation. According to Article 59 of thagulation, entitled ‘Identification
of substances referred to in Article 57’, paragrép@) establishes that ECHA shall
publish and update the list that identifies substarmeeting the criteria referred to in
Article 57 and establish a candidate list for euahinclusion in Annex XIV (‘candidate
list of substances’).

PPG and SNF brought an action against that decasidn according to ECHA and the
European Commission, the complainants failed t@asthe time-limit for bringing an
action. On the basis of the alleged failure to clymth the time limit for bringing an
action, the General Court, at first instance, dés®d the action brought by PPG and
SNF as inadmissible without considering the othea$ of inadmissibility raised by
ECHA and the Commissioh

Leaving aside the time-limit procedural discussiofighe case, which were the main
iIssue, it is important to make reference to anrjpretation of the ECJ related to the fact
that ‘it is not disputed that a decision of ECHAncerning the inclusion of a substance
on the list of candidate substances constitutdsallengeable act. Article 94(1) of the
REACH Regulation provides that an action may beughd against a decision of
ECHA, in accordance with the Treaty on the Fundtignof the European Union
(TFEU), Article 263, where, inter alia, no right appeal lies before the Board of
Appeal of ECHA. That is the case in respect of sleos taken under Article 59 of the
REACH Regulatiof".

Regarding the main issue, without raising the gdsufior that finding, it is important to
note that the ECJ overruled the first instance gi@cj considering that it was not
observed the proper procedural time-limit for thmmelainants to bring an action
against ECHA on the grounds that a substance wsdied in the ‘candidate liSE.
This case makes a point for the possibility of Edrajing ECHA’s decision of including
a substance in the candidate list, since it openaithin the procedural limits.

In the second Case C-626/11P, an action was broaghannulment prior to the

publication of acrylamide on the candidate listsolbstances of very high concern.
ECHA, on 27 November 2009, agreed on the identiboeof acrylamide as a substance
of very high concern, because it fulfilled the ena set out in Article 57(a) and (b) of
the REACH Regulation and, On 7 December 2009, EQidBlished a press release
announcing it. The candidate list of substanceslavbe formally updated in January

% Case C-625/11P, para. 20.
% Ibid., para. 28.
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2010. On 30 March 2010, the candidate list of sanists, including acrylamide, was
published on the ECHA websife

PPG and SNF raised an appeal on the basis th&eheral Court erred in law in the
interpretation and application of the REACH by fimgl that the identification of a
substance as one of very high concern by the ECH&mber State Committee,
according to Article 59(8) of REACH, does not caisé a decision intended to
produce legal effects vis-a-vis third parties beftire publication of the candidate list of
substances including that substaic@hey claimed that it is clear, from the various
references to ‘identification’ and ‘inclusion’ ime provisions of REACH defining the
obligations regarding information, that the Eurapddnion regulation ‘intended to
create such obligations arising from the identtfara of a substance at an earlier stage
than its inclusion on the candidate list of subssi®.

According to Article 59 of REACH, entitled ‘Idenitftion of substances referred to in

Article 57’

‘1. The procedure set out in paragraphs Dtofthis Article shall apply for the purpose oéidifying
substances meeting the criteria referred to inchrtb7 and establishing a candidate list for evantu
inclusion in Annex XIV (‘candidate list of substax). ...

(--))

3. Any Member State may prepare a dossiecdéor@ance with Annex XV for substances which in its
opinion meet the criteria set out in Article 57 diodward it to [ECHA].... [ECHA] shall make this
dossier available within 30 days of receipt todtiger Member States.

4. [ECHA] shall publish on its website a wetithat an Annex XV dossier has been prepared for a
substance. [ECHA] shall invite all interested fetto submit comments within a specified deadime
[ECHA].

5. Within 60 days of circulation, the other mdleer States or [ECHA] may comment on the
identification of the substance in relation to thiteria in Article 57 in the dossier to [ECHA].

6. If [ECHA] does not receive or make any coemts, it shall include this substance on the list
referred to in paragraph 1. ...

7. When comments are made or received, [ECBt#ll refer the dossier to the Member State
Committee within 15 days of the end of the 60-dasiqd referred to in paragraph 5.

8. If, within 30 days of the referral, the Mieen State Committee reaches a unanimous agreement o
the identification, [ECHA] shall include the sulrste in the list referred to in paragraph 1. ...

(--))

10. [ECHA] shall publish and update the listerred to in paragraph 1 on its website withodayle
after a decision on inclusion of a substance hes beken.’

On the one hand, under the ECHA, whenever a proedduolves several stages, only
measures that lay down the institutional positibtha completion of the procedure is a
contestable measure. Therefore, according to EGhi#)e present case, the inclusion
of acrylamide on the candidate list of substanpesblished on 30 March 2010, is the
only measure that creates potential legal effenty as such, the agreement of the
Member State Committee is a ‘preparatory meashia’ ¢annot not produce any legal
obligation in itself®.

% Ibid., para. 7-10.
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The Commission itself has found that ‘whenever aanimous agreement of the
Member State Committee allows no discretion afi¢oiniclusion of a substance on the
candidate list of substances does not mean thatatfreement constitutes the final,
challengeable measure and is substitutable forddmsion of ECHA taken under
Article 59(8) of the REACH Regulatiof{”.

On the other hand, the Commission also understidwadsi0 provision of REACH point
out to a distinction between the ‘identificationasubstance’ and ‘its inclusion on the
candidate list of substances’. From Article 59 &ATH, it can be understood that
substances are identified as ‘substances of vegty toncern’ for the sole purpose of
being included on the candidate 175t

On first instance, the General Court was rightinid that the legal obligations that arise
from the measure identifying a substance as bdihgepoy high concern’, resulting from
the procedure referred to in Article 59 of REACHhlyobind the persons concerned
after publication of the candidate list of subs&scwhich contains that specific
substance, just as provided for in Article 59(183cause only then it is possible to
ascertain unequivocally what are those persontsgignd obligations in order to take
the necessary measures accorditfgly

The ECJ ruled that the General Court was wrongotelade that an ‘application was
inadmissible on the ground that it had been brobghtre the date of publication of the
contested decision by means of the inclusion oylacride on the candidate list of
substances on the ECHA website, initially scheddtedl3 January 2010, but which
finally took place on 30 March 2010’ and, in thghli of the foregoing, the appellants’
appeal was upheld. The case went back to the Qe@Gerat, since the state of the
proceedings does not allow the ECJ to give findgjjuent in such a matfé?.

10 - Cases under the General Court

10.1 Case T-93/10: Bilbaina de Alquitranes, SA an@thers v ECHA, Judgement of
the General Court of 7 March 2013

The case T-93/10, under the European General Coansisted of an action raised by
Bilbaina de Alquitranes, established in Spain, atiters, for the partial annulment of
the decision of ECHA, which was published on 13uday 2010, to identify pitch, coal
tar, high temperature (so called CTPHT) as a saobsteamong the carcinogenic
substances (category 2) on account of its persjst@maccumulative and toxic
properties (‘PBT properties’) and its very persisteand very bioaccumulative
properties (‘vPvB properties’), meeting the criéesiet out in Article 57(a), (d) and (e) of

19 pid., para. 27.
11 bid., para. 28.
192 pid., para. 31-32.
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REACH. The applicants brought an action for parahulment of the decision of the
ECHA, regarding specifically their substance conedr

ECHA argues inadmissibility of the action becaussays that the contested decision is
not of direct concern to the applicants. It is disputed that the applicants, who are the
suppliers of a substance provide the recipienhefdubstance in question with a safety
data sheet where that substance meets the critlata classification as
‘dangerous’(CTPHT has been classified among theireagenic substances - Category
2). Nevertheless, it is disputed that the iderdtfiien of CTPHT as a substance of very
high concern, resulting from application of the qggdure provided for by Article 59 of
REACH, on the ground that that substance has PB/P@B properties, constitutes new
information capable of triggering the obligatioriereed to in that provision; that is, the
updating of the safety data sheet, with the rethadt the contested decision directly
affects the legal situation of the applicafits

The identification of CTPHT as a ‘substance of vieigh concern’, on the grounds that
it has PBT or vPvB properties, constitutes new rnmation, regarding hazards

identification and composition/information on indrents.The ECHA’s argument that

‘the dangerous nature of the substance at isswaused by its inherent properties,
which the applicants should have assessed anddshave been aware of before the
adoption of the contested decision, first, it mostobserved, that the ECHA refers to
the discussions held in a subgroup of the Eurofiga@micals Bureau (ECB) on the
question whether the substance at issue met theaRBVPVB criteria. While it is true

that the hazards caused by a substance are tHe ob#igs inherent properties, those
dangers must be assessed and determined in accenddh defined rules of law. In its

argument concerning the discussions held in tHagrewp, the ECHA does not indicate
the rules of law which allowed that subgroup toed®ine the PBT and vPvB

properties. Moreover, the ECHA does not state thatconclusions of that subgroup
were binding on the applicants. On the other hamel,applicants pointed out that the
conclusions concerning CTPHT were disputed. Sectimel, ECHA states that the

applicants should have assessed the inherent piespef CTPHT and should, as a
result, be aware of the PBT and vPvB propertiethaf substance. As is apparent from
the case-file and as the applicants confirmed ethtwaring, it is precisely the PBT and
vPVvB properties of CTPHT which they dispute. Thbeyt did not conclude, in the

context of their assessment concerning CTPHT,thetsubstance had PBT and vPvB
properties'®,

Regarding the ‘hazard identification’ of the safetgita sheet, the identification of
CTPHT as a ‘substance of very high concern’, ongrand that that substance had
PBT or vPvB properties, consisted of new informathich could allow users to take
measures for the protection of human health aretysat work and for the protection of
the environment. Such an identification amountsdw information that is capable of

194 Case T-93/10, para. 39-40.
195 Case T-93/10, para. 47.



affecting the risk management measures, or newnr#gton on hazards and, as such,
the applicants were obliged to update the safety gheets concerned. Therefore, the
contested decision directly affects the legal sitweof the applicants. According to
REACH, any actor in the supply chain of a substanuest communicate new
information on hazardous properties, regardlesheiises concerned, to the next actor
or distributor up the supply chain. Therefore ituscontestable thahe contested
decision is of direct concern to the applicafits

Moreover, ECHA has argued that the action is inadible because the contested
decision is not a ‘regulatory att’ It is true that the contested decision does not
constitute a legislative act since it was not addpaccording to EU legislative
procedure. However the contested decision is aofatie ECHA adopted on the basis
of Article 59 of REACH and, as such, the Generau€dound that it constitutes a
regulatory acf®.

It was submitted by the applicants that the idamaifon of CTPHT as a ‘substance of
very high concern’ breaches the principle of equeatment. It is alleged that that
substance is comparable, concerning its contentchemical substances and of
competition on the market, to other UVCBs contagnamthracene and other polycyclic
aromatic hydrocarbons (‘PAHSs’). Nevertheless, ECkAth no objective justification,
identified only CTPHT, and not those other substan@s a ‘substance of very high
concern®,

REACH, Article 59, sets out an identification prdoee that does not confer on ECHA
the power to choose the substance to be identifialertheless, if a dossier on a
substance is prepared by a Member or, at the reqtit'e Commission, by the ECHA,
the latter must proceed to identify that substancaccordance with the conditions set
out in that article. The Great Court understood tha identification procedure was
observed and that, in identifying CTPHT and not dlegedly comparable substances
as a substance of very high concern, the ECHA didbreach the principle of equal
treatment'®

There was also a plea alleging an error of assedgsorean error of law in the
identification of a substance as PBT or vPvB on blasis of its constituents. The
applicants pointed out that the dossier presenyeld@HA for CTPHT did not comply
with the requirements set out in Article 59(2) 48y and in Annexes XlII and XV of
REACH because it was not based on ‘an assessmehe aubstance itself but on an
assessment of the properties of its constitueBesides that, the rule that a substance
must be identified as ‘having PBT or vPvB propertigrovided that it contains a
constituent which has PBT or vPvB properties angrésent in a concentration of 0.1%

1% |bid., para. 48-50.

197 bid, para. 52.

198 |hid, para. 65.

199 bid, para. 69.

110 case T-93/10, para. 72.



or more’ is not provided for in Annex Xlll to REACHnNd therefore has no legal
basis’. The Great Court considered that ECHA did not dfee infringe those
provisiond*? and that it based its approach on scientific nestSdbecause ‘that CTPHT
was not identified as having PBT and vPvB propsrsielely because a constituent of
that substance has a certain number of PBT and piRyierties, but that the proportion
in which such a constituent is present and the atanaffects of the presence of such a
constituent were also taken into account. The eapts’ argument concerning the
identification of CTPHT as having PBT and vPvB pedpmes on the basis of its
constituents present in a concentration of at 18ak¥% does not demonstrate that the
contested decision is vitiated by a manifest ettor

It is also observed by the applicants that the ssssent of the constituents of the
substance at issue is not a ‘sufficient basisit®rdentification as having PBT or vPvB
properties since those constituents have not betwidually identified as having PBT
or vPVB properties in a separate ECHA decision dbase a thorough assessment for
that purpost®, but the General Court also rejected such a sigionis

A third plea was brought up, alleging that the est#d decision does not respect the
principle of proportionality. REACH’s objective t® ensure a high level of protection
of human health and the environment. All the sulista that could replace CTPHT also
have PBT or vPvB properties. The applicants cldiat ECHA could have taken other
‘appropriate and less onerous measures’, whichdctwd ‘the application of risk
management measures on the basis of the chemiegl aasessment in the registration
dossier prepared by the applicants’ or ‘the predemt of a dossier concerning the
substance at issue under Title VIII of REAEH

The principle of proportionality, which is a genlgpainciple under EU case laW and a
principle invoked under WTO case I8 requires that measures adopted by Members
do not exceed the limits of what is supposed tag@opriate and necessary in order to
reach the objectives pursued and whenever thereh®sice between several appropriate
measures, it should be chosen the least onerouBessales that, the measure at issue
must not be disproportionate to the aims pursued.

Regarding the principle of proportionality, the @ead Court remarked that the ‘ECHA
is to recommend priority substances to be includedhe annex ‘taking into account
the opinion of the Member State Committee and $ypagi for each substance inter alia
the uses or categories of uses exempted from ther&ation requirement’. Therefore

1 bid, para. 78.

112hid, para. 81.

113 bid, para. 89.

14 bid, para. 100.

115 1bid, para. 102.
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117 See Case €15/10 Etimine [2011] ECR-D00O.

118 See US — Standards for Reformulated and Conve@imoline (US-Gasoline), WT/DS2/9, adopted
on 20 May 1996, Section I11.B.



a substance may be subject to authorization onla assult of a decision by the
Commission to include that substance in REACH, AnidV. For the purpose of
identification of substances of very high concdREACH lays down an authorization
proceduré®. On such reasoning, the applicant’s argument ejasted.

Within the claim of proportionality, the applicardsgued that the contested ECHA'’s
decision exceeds the limits of what is necessagnctoeve the objectives pursued, since
other provisions could be less onerous and atahmgime serve to provide a high level
of protection of human health and the environmkimas argued that the ECHA could
have waited for the presentation of the assessmemtier to check the chemical safety
report and the proposed risk management measuostsad of identifying the substance
at issue as being of very high condénThe General Court understood that ‘the
objective of the authorization procedure’, under ARH, is part, inter alia,
‘progressively to replace substances of very higimcern with other appropriate
substances or technologies, where they are ecoabiyniar technically viable’ and
therefore ‘the risk management measures’ propose@ruREACH ‘do not constitute
appropriate measures for the achievement of thectbgs pursued.

10.2 - Case T-94/10: Ritgers Germany GmbH and Othsrv ECHA, Judgement of
the General Court of 7 March 2013

The case consisted of an action brought by Rut@smany GmbHfor, based in
Germany, and others, for the partial annulmenthef decision of ECHA to identify
anthracene dif? as a substance of very high concern, under REACH

Germany submitted to the European Chemicals AgéaeHA’), on 28 August 2009,

a dossier that it had prepared on the identificatbb anthracene oil, on behalf of its
persistent, bioaccumulative and toxic propertieBB properties’) and its very
persistent and very bioaccumulative properties (BFproperties’). Following the
procedure, ECHA stated that anthracene olil is dledsas a ‘carcinogenic substance’
and met the criteria set out in Article 57(a) of&EH. Such an agreement was reached
unanimously by the Committee.

119 Case T-93/10, para. 119-120.

120 |bid, para. 119-123.

121bid, para. 124.

22 Anthracene oil is a combination of polycyclic ardgindydrocarbons (‘PAHs’) obtained from coal tar,
with an approximate distillation range of 300° CA4@0° C and a composition primarily of phenanthrene
anthracene and carbazole. Such a substance is athengsubstances of unknown or variable
composition, complex reaction products or biologivaterials ((UVCB substances’), because it cannot
be fully identified by its chemical composition’ s used mainly as an intermediate for the pradoct
of carbon black, a pigment and a reinforcing fillerrubber products, especially tyres as well as an
intermediate for the production of pure anthracene
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One of the first applicants’ argument was thasidisputed that the identification of
anthracene oil as a substance of very high coreemresult of the procedure provided
for by Article 59 of REACH, on the ground that theubstance has PBT or vPvB
properties, constitutes new information within theeaning of Article 31(9)(a) of
REACH capable of triggering the obligation referriedin that provision, that is, the
updating of the safety data sheet, with the rethat the contested decision directly
affects the legal situation of the applicaht The discussion was similar to the one
analyzed in the previous case, related to CTPHT.

There were five pleas in law raised in supportha present case: the first two pleas
concerned alleged breaches of procedural requirsmestated to Article 59(3), (5) and
(7) of and Annex XV to REACH. The other three pledleged breach of the principle
of equal treatment, an error of assessment orran @rlaw regarding the identification
of a substance as having PBT or vPvB propertiesthen basis of its constituent
ingredients and breach of the principle of proporility'®°. All the pleas were rejected
by the General Court and the action in its entikefas dismissed. The arguments were
quite similar to the previous case discussed. Thevél be highlighted only the issues
that distinguish the cases.

The applicants argued that Germany did not giverinétion on alternative substances
even though it had been informed by the applicahthe existence of such substances,
namely petroleum-based preparations and ECHA aedephat dossier without
alternative substances having been pointed outordlotg to the applicants, it can be
taken into consideration that without that irregiyaand if the fact that the alternative
substances also contained PBT constituents had ke®mn, the contested decision
might not have been adopted and a different praeeaiight have been triggeréd

The letter to the competent German authorities of July 2009 from the Coal
Chemicals Sector Group did not refer to any altitveasubstances, but they simply
asked the German authorities to adopt ‘a more bathrapproach not penalizing a
single industry sector’, since the group pointed tat ‘it is well known that many
streams of petroleum conversion contain anthraesneell’. The Court understood that
that letter makes reference to substances whiatpr@iog to the group, present a
‘comparable level of danger to that of anthraceiieand not to substances which can
be used as ‘alternatives’ because they are capditileing used instead of anthracene
oil to perform the same function and therefore tHewnd that the procedural
requirements set out in REACH were respected. Tiwreit does not seem the
information on alternative substances is relevamtregards the outcome of that
proceduré?’.

124 |bid., para. 41.
12 bid., para. 68.
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In a second plea, the applicants observed that E@QH@ no authority to make an
amendment on the proposal made by the Germany wcongethe inclusion of
anthracene oil in the candidate list of substanebg;h was based solely on the fact that
that substance had PBT and vPvB properties. Aaegridi that amendment, anthracene
oil was identified as a ‘substance of very highagn’ on the basis not only of its PBT
and vPvB properties as alleged, but also of itgioagenic properties. Since that
substance could not have been identified as bdivgry high concern on the basis of
its PBT and vPvB properties, the reference to #icioogenic properties remains the
only reason for its inclusion in the candidate ¢tissubstances. The dossier prepared by
Germany contained only the proposal to identifyheaxtene oil as a substance with PBT
and vPvB properties — and as such of very high eanclt said nothing about its
carcinogenic substance, which was an amendmenCBIAE It was argued that ECHA
had no authority to amend the proposal. Such awésaalso rejected on the grounds
that ECHA is in a position to put forward its pouwiftview effectively and therefore it
must be possible to incorporate the comments madthd ECHA in the contested
decisiort?®

The third plea, alleging breach of the principleegiial treatmefft® was similar to the
previous case analyzed and the General Court upgheldosition that such a plea
should be rejectéedf.

Moreover, very similar arguments to the previousecaere: the fourth plea, alleging an
error of assessment or an error of law in the ifleation of a substance as PBT or
vPVvB on the basis of its constituent. The Courtelgphas in the previous case, that
ECHA bases its approach on scientific reasons. a@icants’ argument concerning
the identification of anthracene oil as having P81 vPvB properties on the basis of
its constituents present in a concentration oéasti 0.1% does not demonstrate that the
contested decision is vitiated by a manifest &ffor

The fifth plea of this case brought about the safisgussion of the principle of
proportionality discussed on the previous case \aad also rejected by the General
Court.

Conclusions

The European chemicals regulation policy, REACH main concern for international
companies entering into the European market. Oninedofmain creations of REACH

' |bid, para. 80-88.

129 The identification of anthracene oil as a substasfovery high concern breaches the principle ofakq
treatment. That substance is comparable, from oire pf view of its content in chemical substanaes

of market competition to other UVCB substances amitig anthracene. However, the ECHA, without
any objective justification, identified only antieeme oil, and not those other substances, as tasabs
of very high concern (para. 90).
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was the European Chemicals Agency, which has beecharge of applying such
regulation.

REACH's primary and most controversial elementgsdata gathering and registration
requirement and, for non-Community manufacturdérs,obligation to hire an O. R.to
fulfil it. This has become an economic disadvantigehem since their only option is
to choose between an importer and an O.R. reg@trad protect their intellectual

property and to carry on with all the burdensomesaucracy.

Many WTO Specific Trade Concerns have been raiseldnaost of them comprise of
REACH's registration/data gathering and notificatimbligations, mainly related to its
costly and hazard-based approach, threatens tdleattel property rights and
mandatory data sharing. Nevertheless, REACH hadeeh challenged at the WTO
Dispute Settlement System. There are some idahtiasons for that, which may
consist of: the EC’s submission to the TBT Comreitbé an “early notification”, under
TBT Agreement, acquainting Members with the propdoR&ACH regulation; the long
period of discussions of that regulation and thésEgganting of a 60-day extension to
the REACH comment period, although a 60 days pemght count exactly in the
opposite direction, which is too short a period the complexity of REACH,;
considerable WTO Member government and non-EU imgufobbying; and a
considerable group of academic, civil society andustry advocates/lobbyists who
have labored to defuse accusations of REACH WTQamwnpliance.

Nevertheless, an analysis of REACH in light of TBRAows that EU Member State
implementation of REACH's registration/data gathgriand notification requirements
imposes a higher cost structure, and thus implagrsdmpetitiveness of “like” chemical
substance-based product imports in EU marketsuldjests groups of imported non-
REACH registered SVHC-containing articles to treatinless favorable than that
accorded to like groups of REACH-registered domnsestrticles and substances.
Moreover, REACH's registration/data gathering aotfication requirements , which
includes O.R.’s costs and bureaucracy, are mouge trastrictive than necessary to
achieve REACH's legitimate objectives, considetimg real benefits that REACH, has
provided. It has been observed that the REACH tegisn process may be seen much
more as a method of ‘data collection and wareh@usiran a procedure for protecting
the public and the environment from exposures tatrdous substances. It is very true
that most of the information submitted under theARH registration procedure may
never be evaluated, given the amount of data stdunit

Therefore, as far as the TBT Agreement is conceraetgblation might be found in the
following situations:

1) Whenever it is possible to ascertain that thepared products - EU domestic and
imported - are “like products”, under TBT, Art. 2iinported products should receive
‘no less favorable treatment’. The argument thai t@mpared products are not ‘like
products’, based only on a hazard-approach of mtedlated process and production



methods (PPMs) should not convince on the basikeofBT preamble, since Art. 2.1
should also obey the rule not to create ‘unnecgsdastacles to international trade’ and
the rule that measures should not be ‘applied maaner which would constitute a
means of arbitrary or unjustifiable discriminatibetween countries where the same
conditions prevail or a disguised restriction oternational trade’.

2) Whenever it is possible to ascertain that coegb@roducts are not ‘like products’ on
a basis of product-related process and productiethods (such as SVHC products),
TBT preamble and Art. 2.2 should be applied andrtie that ‘technical regulations
shall not be more trade-restrictive than necessafyifill a legitimate objective’ should
be complied with. A country should not be preverfretn taking ‘measures necessary
to ensure the quality of its exports, or for thetpction of human, animal or plant life or
health, of the environment, or for the preventiérdeceptive practices, at the levels it
considers appropriate’ (from the preamble wordifggvertheless, such measures are
‘subject to the requirement that they are not &gbin a manner which would constitute
a means of arbitrary or unjustifiable discriminatibetween countries where the same
conditions prevail or a disguised restriction oteinational trade’ (from the preamble
wording). It might be said that, under REACH, thelwne of production was the
chosen level for protection in the EU. Howeversitdioubtful whether ‘volume’ is the
right proxy for measuring up protection for humaalh and the environment.

3) In general, technical regulations should nopikepared, adopted or applied whenever
they create unnecessary obstacles to internatibmde. From TBT, Article 2.2,
technical regulations create unnecessary obstasles since they are more trade-
restrictive than necessary to fulfill a legitimaibjective. Moreover such rule also is
under TBT preamble. From REACH, it is very cleaattlits high bureaucracy and
registration costs are more than necessary td thHilegitimate objectives established
in its preamble. The EU Commission has indicateat the registration-related costs
were more than twice the amount previously estithajenerating a negative impact on
international trade flows of chemicals.

Whenever REACH is compared to other regulation #tsd intends to protect human
health and the environment from chemical substafegs US’'s TSCA, Canadian CMP

and Japanese Kashinho), it is clear that REACHzalthbous approach and the shift of
burden of proof to manufacturers is too burdensamompared to what would be

deemed necessary to reach its legitimate goals.

‘Moves to require mandatory substitution or acribesboard uniform time limits would

cause unnecessary market disruptions without el@aronmental benefits. Registration
and notification of substances embedded in artisleen no potential risks have yet
been identified could cause many entities includimgnerous SMEs from developing
countries to forego the EU market without corresfiog environmental benefit?

132 EU Economic Observer, ihttp://euobserver.com/economic/218H8cess on 24th July 2014).




Although some may say that it might be too latechallenge REACH under the
multilateral system or even under other internatidora, an analysis of case law that
have been brought before the ECJ’s system prowad&tence to the contrary. Many
cases have been discussed either at the ECJlog &eneral Court instances and they
show that the highest tribunals in Europe are mgllto verify the legality of REACH
and its complexity under EU law, remarking that somatcomes have been in favor of
the complainants.

The ECHA’s most recent concerns around the megasabtrade negotiations, fearing
that agreements such as TTIP might lower the lel/grotection for human health and
the environment, on the basis of regulatory codpmeraand mutual standards
recognition, is evidence that REACH can and mightchallenged, either on tribunals
or under international negotiations and that itsaar@house approach” may be dully
considered an unnecessary barrier to internatioadé.

Last, but not the least, globalization of REACHhe multiplication of REACH-likes —
has raised new concerns. New procedures of STCbeaaised, under the WTO TBT
Committee, in the actual stage of implementatiorR&fACH, under the following
basis: i) many SMEs, in Europe and in the reshefworld, have sold out their business
to large companies, which has led the chemicalkebhaworldwide to concentration,
less competition and changes in chemicals overadeg; i) as REACH has been
‘exported’, the importation of foreign regulatoryorms and procedures might put
pressure on local regulatory priorities, cultured gractices; iii) increasing regulatory
uniformity leads to the development of ‘regulatonpnocultures’ and consequently the
amplification of both strengths and weaknesses adrainant regulatory approach; iv)
leading scientists in Europe have had a discoughgiiew in relation to the quality of
data that has been generated in compliance with GHE# prescriptions for better
health and protection of the environmental .



ANNEX

TABLE: CASE LAW ON REACH IN THE EUROPEAN SYSTEM 1%3

Cases

Court

Outcome

Case C-558/07: S.P.C.M. SA and Others v Secrefal
State for the Environment, Food and Rural Affairs

yBCJ

This reference for a preliminary ruling consethe
interpretation and validity of Article 6(3) of REAC

The concept of ‘monomer substances’ in Article 6
of Regulation (EC) No 1907/2006 of the Europeg

Parliament and of the Council of 18 December 2
concerning the Registration, Evaluatiq
Authorisation and Restriction of Chemicd

(REACH), establishing a European Chemic
Agency, amending Directive 1999/45/EC al
repealing Council Regulation (EEC) No 793/93 4
Commission Regulation (EC) No 1488/94 as well
Council Directive 76/769/EEC and Commissi
Directives 91/155/EEC, 93/67/EEC, 93/105/EC 3§
2000/21/EC relates only to reacted monomers wh
are integrated in polymers.

Case C-358/11: Lapin elinkeino-, liikenne- ja
ymparistokeskuksen liikenne ja infrastruktuuri -
vastuualue v Lapin luonnonsuojelupiiri ry

ECJ

This request for a preliminary ruling concethe
interpretation of Directive 2008/98/EC of th
European Parliament and of the Council of
November 2008 on waste and repealing cer
Directives, such as REACH . European Union |
does not, as a matter of principle, exclude
possibility that waste regarded as hazardous
cease to be waste within the meaning of Direc
2008/98/EC of the European Parliament and of
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Council of 19 November 2008 on waste and repealing

certain Directives if a recovery operation enalii¢s
be made usable without endangering human he
and without harming the environment and, alsot i
is not found that the holder of the object at is
discards it or intends or is required to discandiihin

the meaning of Article 3(1) of that directive, th
being a matter for the referring court to ascertahe
REACH Regulation, in particular Annex XVI
thereto, in so far as it authorizes the use, stilte
certain conditions, of wood treated with C(Q
solutions, is, in circumstances such as those én
main proceedings, relevant for the purpose
determining whether such wood may cease to
waste because, if those conditions were fulfillésl,
holder would not be required to discard it withire
meaning of Article 3(1) of Directive 2008/98.

Case C-625/11P :Polyelectrolyte Producers Group
SNF v ECHA

By their appeal, Polyelectrolyte Producers @r
GEIE (PPG) (‘PPG’) and SNF SAS (‘SNF’) seek
have set aside the order of the General Court ef
European Union of 21 September 2011 in Case|
268/10 PPG and SNF v ECHA [2011] ECRE595
(‘the order under appeal’), by which that Col
dismissed as inadmissible their action for annulm
of the decision of the European Chemicals Age
(ECHA), identifying acrylamide (EC No 201-173-]
as a substance meeting the criteria laid down
Article 57 of REACH. The ECJ Sets aside the or
of the General Court of the European Union of
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133 Seehttp://echa.europa.eu/web/quest/regulations/rezgisiation(access on 24th July 2014).




ECHA, understanding that the General Court erredl in

law in finding that Article 102(1) applies only tp

measures published in the Official Journal of
European Union and thus declaring the act
brought by PPG and SNF inadmissible.

Case C-626/11P: Polyelectrolyte Producers Group
SNF v ECHA

L]

The ECJ understood that the General Court
wrong to conclude that that
inadmissible on the ground that it had been broy
before the date of publication of the contes
decision by means of the inclusion of acrylamide

he
on

was

application wps

ght
ed
on

the candidate list of substances on the ECHA wepsit

initially scheduled for 13 January 2010, but which

finally took place on 30 March 2010.

Case T-1/10: PPG and SNF v ECHA

General Court

Appbn for annulment of the decision of ECH
identifying acrylamide (EC No 201-173-7) as
substance fulfilling the criteria referred to intigte
57 of REACH. As the candidate list of substan

A
a

es

exists only on the ECHA website, the inclusion of a

substance in that list takes place when the updiate
is published. It is, therefore, only upon inclusion
the candidate list of substances published on
ECHA website that the act identifying a substanse

being of very high concern, resulting from the

procedure set out in Article 59 of that regulatien,
intended to produce legal effects.

Case T-93/10: Bilbaina de Alquitranes, SA and Gt
v ECHA

efseneral Court

Action for the partial annulmentiuf tecision of the
ECHA, published on 13 January 2010, to ident
pitch, coal tar, high temperature (EC No 266-028
as a substance meeting the criteria set out irclAr
57 of REACH. In so far as the applicants argue {
the information contained in the dossier concerrin
proposal for a restriction measure pursuant to An
XV to REACH demonstrates that the identification
the substance at issue was not necessary,
sufficient to point out that such identification sv
carried out in accordance with the procedure set
in Article 59 of REACH, which constitutes a diffate
procedure from that set out in Title VIII of thensa

regulation. In the light of the foregoin
considerations, it cannot be concluded that
contested decision breached the principle

proportionality.

Case T-94/10: Ritgers Germany GmbH and Othe|
ECHA

sGeneral Court

Action for the partial annulmenthu tlecision of the
ECHA, published on 13 January 2010, to ident
anthracene oil (EC No 292-602-7) as a substg
meeting the criteria set out in Article 57 of REAC
in so far as the applicants argue that the infaonal
contained in the dossier concerning a proposahf
restriction measure pursuant to Annex XV
Regulation No 1907/2006 demonstrates that
identification of the substance at issue was
necessary, it is sufficient to point out that su
identification was carried out in accordance wtile
procedure set out in Article 59 of Regulation |
1907/2006, which constitutes a different proced
from that set out in Title VIII of the same regudet.
In the light of the foregoing considerations, ihnat
be concluded that the contested decision breattee
principle of proportionality.

Case T-95/10: Cindu Chemicals BV and Otherg
ECHA

General Court

Action for the partial annulmentiuf tecision of the
ECHA, published on 13 January 2010, to ident
anthracene oil, anthracene low (EC No 292-604-8
a substance meeting the criteria set out in Artidle
of REACH. in so far as the applicants argue that
information contained in the dossier concerning
proposal for a restriction measure pursuant to An
XV to REACH demonstrates that the identification
the substance at issue was not necessary,
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carried out in accordance with the procedure set
in Article 59 of Regulation No 1907/2006, whig
constitutes a different procedure from that setiou
Title VIII of the same regulation. In the light dfe

foregoing considerations, it cannot be concluded

the contested decision breached the principle
proportionality.
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Case T-96/10: Ritgers Germany GmbH and Othe|
ECHA

s@General Court

ACTION for the partial annulment loé tdecision of
the ECHA, published on 13 January 2010, to iden
anthracene oil (anthracene paste) (EC No 292-60)
as a substance meeting the criteria set out irclar
57 of REACH. In so far as the applicants argue {
the information contained in the dossier concerrin
proposal for a restriction measure pursuant to An
XV to REACH demonstrates that the identification
the substance at issue was not necessary,
sufficient to point out that such identification sv
carried out in accordance with the procedure set
in Article 59 of REACH, which constitutes a diffate
procedure from that set out in Title VIII of thensa

regulation. In the light of the foregoin
considerations, it cannot be concluded that
contested decision breached the principle

proportionality.
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Case T-268/10: PPG and SNF v ECHA

General Court

ligeton for annulment of the decision of ECH
identifying acrylamide (EC No 201-173-7) as
substance fulfilling the criteria referred to intigte
57 of REACH. It follows from the foregoing that th
action must be dismissed as inadmissible and tigt
unnecessary to consider the other pleas
inadmissibility raised by ECHA and the Commissig
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Case T-89/13: Calestep v ECHA

General Court

Avélaimly in French and Spanish: ‘une demar
de sursis a I'exécution des rappels de paiemernk3le
janvier et 8 février 2013 adressés par 'ECHA &
requérante au motif que celle-ci ne remplissaitlpss
conditions pour bénéficier de la réduction d

redevances prévue pour les petites entreprises|

demande en référé doit étre

irrecevable’.
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Case T-346/10: Borax Europe v ECHA

General Court

Application for annulment of the dem of the
ECHA, published on 18 June 2010, identifying bo
acid (EC No 233-139-2) and disodium tetrabora
anhydrous (EC No 215-540-4) as substances meg
the criteria referred to in Article 57 of REACH. i#
apparent from all of the foregoing that the Cosrini
a position to rule on the action without orderi
measures of inquiry. Furthermore, since the coade,
decision has been published on the ECHA’s web|
and produced by the applicant in an annex to
application, this request is irrelevant. The apmpiits
request for a measure of inquiry must therefore
refused, and the action dismissed in its entirety.
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Case T-368/11: Polyelectrolyte Producers Group
Others v Commission

arekeneral Court

Available only in French and Spanishe demande
d’annulation du réglement (UE) n° 366/2011 de
Commission, du 14 avril 2011, modifiant
reglement (CE) n° 1907/2006 du Parlement europ
et du Conseil concernant [I'enregistreme
'évaluation et [lautorisation des substang
chimiques, ainsi que les restrictions applicabless
substances (REACH), en ce qui concerne l'ann
XVII (acrylamide). Le recours dans son intégral
doivent étre rejetés

Case T-456/11: ICdA and Others v Commission

Gergoalt

Application for partial annulment of Comni&ss

Regulation (EU) No 494/2011 of 20 May 201

amending REACH of the European Parliament an
the Council on the Registration, Evaluatig
Authorisation and  Restriction of Chemicg
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(REACH) as regards Annex XVII (Cadmium) (C
2011 L 134, p. 2) in so far as it restricts the ofe
cadmium pigments in plastic materials other than
plastic materials in which that use was restricted
before the adoption of Regulation No 494/2011. the
first part of this plea in law must be upheld. ret]
light of the foregoing considerations, and withqut
there being any need to rule either on the secand|p
of this plea in law or on the other pleas in lavsed
by the applicants, the action must be upheld aed| th
contested regulation must be partly annulled ifasq
as it restricts the use of the cadmium pigments at
issue in mixtures and articles made from plasti
materials other than those in respect of which tisat
was restricted before the adoption of that regoati
On the other hand, the action must be rejected as
inadmissible as to the remainder.
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