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Introduction

1. On27 August 2OI3t, the Norwegian Government informed the EFTA Surveillance
Authority ("the Authority") that a regulation prohibiting perfluorooctanoic acid
("PFOA") in certain consumer goods in Norway had been adopted on27 May 2013
("the Products Regulation")2.

2. PFOA is a synthetic chemical that does not occur naturally in the environment. It
is used as processing aid in the manufacture of fluoropolymers, which have
numerous applications including their fire resistance and ability to repel oil, stain,
grease and water. It is also used in the photographic and imaging industry.

3. Draft regulations to introduce a ban on PFOA in consumer products had previously
been submitted to the Authority in the context of the draft technical regulations
procedure laid down in Directive 981343 ("DTR"), first in 20074 and then again in
2010s. The Authority issued comments on both these draft regulations. In bolth sets
of comments, the Authority questioned the compatibility of the proposed
Norwegian regulations with existing harmonised EEA legislation applicable to
products intended for use by consumers.

4. The European Commission also issued comments on the 2010 Norwegian
notification in the context ofthe DTR procedure6. Having received no reply to those
comments and being concerned that its comments had not been taken into account
by the Norwegian Government, the European Commission issued further
comments on 1 March 20137 . These comments made it clear that, if adopted, the
notified measures would have a negative impact on the free movement of goods
within the EEA.

5. On 30 October 2073, the Authority's Internal Market Affairs Directorate ("the
Directorate") addressed a^pre-31 letter to Norway, setting out its concerns regarding
the prohibition on PFOA8. The issue was then discussed with representatives of the
Norwegian Government at the package meeting which took place in Oslo on 2l-22
November 2013. Norway's response to the pre-31 letter, dated l0 January 2014,
was received by the Authority on 13 January 2014e. The prohibition was further
discussed during the package meeting which took place in Oslo on 16-17 October
2014.

I Document No 681074.
2 Regulation No 550 of 27 May 2013 amending the regulation relating to restrictions on the use of chemicals
and other products hazardous to health and the environment, No. 922 of I June 2004 (as amended) : Forskrift
om endring i .forskrift om begrensning i bruk av helse-og miljsforlige kjemikoliir og andre produktlr
(p ro d uktfo rs kriften) I j uni 2 004 n r. 9 2 2 (F O R- 2 00 4- 0 6 - 0 t - g 2 2 ).3 Comments were iss'ted following the procedure established by Directive \B/34/EC of the European
Parliament and of the Council o.f 2 2 June t 998 laying down a proiedure for the provision iy rnyornatin in
thefield of technical standards and regulations ancl o.f rules on Information Sociity senices.
a Notification 2007/9016N. Comments by the Authority can be found in Document No 435537.
5 Notification 2010/90194I. Comments by the Authority can be found in Document No 590lgl.6 communication from the commission - c(201 l)19g2. Document No 59145g.
7 Communication from the Commission - SG(20 I 2) Dl50637 Procedure for the provision of information EC-
EFTA Notification: 2010/9016/}1, 2010/9017/N, 2010/90184i, 2010/90194I, Document No 627029.8 Document No 687170.
e Document No 695408 (Norway's reference No 1213557).
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6. On 14 January 2Ol5,the Authority issued a letter of formal notice to Norwayro.

By letter dated 1 0 March 201 5, the Authority received a request from Norway to

extend the time limit to submit observations in the caserr. The Authority granted

an extension of the deadline to respond to the letter of formal notice until I 1 April
2}l5t2. On 15 April 2015, the Authority received Norway's formal observations

on the letter of formal notice by letter dated 13 April 2}l5t3.

Relevant national law

The addition of section 2 paragraph 32 to the Norwegian Product Regulation makes

it illegal, from I June 2014, to manufacture, import, export and sell Qonsulner

products containing PFOA and certain salts and esters of PFOAIa as a pure

substance or in a mixture when the mixture contains 0.001% or more of the

chemicalls. Further, as from the same date, it is prohibited to manufacture, import,
export and sell textiles, carpets and other coated consulner products when the

content of PFOA, and certain salts and esters of PFOAI6, is present in amounts

equal to or greater than 1 pglm2.

From 1 June 20l4,it is prohibited to manufacture, import, export and sell consumer

products containing PFOA and certain salts and esters of PFOA when the content

of the substance in the product's individual components is greater than or equal to

0.1% weight.

The prohibitions mentioned above apply from I January 2016 for a) adhesive, foil
or tape in semiconductors and b) photographic coatings for film, paper or screen.

The prohibitions do not apply to food packaging, materials in direct contact with
food and medical equipment.

10. The prohibitions shall not apply to spare parts for consumer products that are made

available for sale before 1 June 2014.

11. Section 2 paragraph 32 of the Norwegian Product Regulation was amended on27
May 2014 to allow products which were manufactured before the ban entered into

force to remain on sale until I January 2018.

Relevant EEA law

EEA Agreement

12. Article 3 of the EEA Agreement states that:

ro Document No.722134.
tr Document No. 750357.
12 Document No. 750455.
13 Document No. 754015.
ra Those salts and esters are identified with the following CAS numbers: CAS No. 335-67-1 ,3825-26-1,335-
9 5 -5, 239 5 -00-8, 335 -93-3, 3 35 -66-0, 37 6-27 -2, 3 I 08-24-5.
rs The text inNorwegian of g 2-32 canbe found under this link http://lovdata.no/dokumenVSF/forskrift/2004-
0 6 -0 | -9 22 IKAPIT T EL 2# t2 -32.
16 See footnote l0 for a list of the salts and esters covered by paragraph 2-32 of the Norwegian Product

Regulation.

7.

8.

9.

3.1
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3.2.1

3.2

"The Contracting Parties shall take all appropriate measures, whether general or
particular, to ensure./ulfilment o.f the obligations arising out of this Agreement.

They shall abstain from any measure which could jeopardize the attainment qf the
objectives of this Agreement.

Moreover, they
Agreement."

/-?. Article l1 of the

shall facilitate cooperation within the framework o.f this

EEA Agreement states that:

"Quantitative restrictions on imports and all measures having equivalent effect shall
be prohibited between the Contracting Parties. "

14. Article l3 of the EEA Agreement states that:

"The provisions of Articles I I and l2 shall not preclude prohibitions or restrictions
on imports, exports or goods in transit.iustified on grounds of public morality, public
policy or public security; the protection of health and life of humans, animals or
plants; the protection of national treasures possessing artistic, historic or
archaeological value; or the protection of industrial and commercial property. Such
prohibitions or restrictions shall not, however, constitute a means of arbitrary
discrimination or a disguised restriction on trade between the Contracting Parties."

REACH

I 5. In the EEA, chemicals are regulated by the Act referred to at point l2zc of Chapter
XV of Annex II to the EEA Agreement (Regulation (EC) No 1907/2006 of the
European Parliament and of the Council of 18 December 2006 concerning the
Registration, Evaluation, Authorisation and Restriction o.f Chemicals (REACH),
establishing a European Chemicals Agency, amending Directive 1999/45/EC and
repealing Council Regulation (EEC) No 793/93 and Commission Regulation (EC)
No 1488/94 as well as Council Directive 76/769/EEC and Commission Directives
9l/ 1 5 5 /EEC, 9 3/67/EEC, 9 3 / I 0 5 /EC and 2 000/ 2 I /EC, as amended ("REACH")).

16. REACH is intended to ensure a high level of protection of human health as well as
the environment. Among its key aims is the free circulation of substances
throughout the internal market, on their own, in mixtures and in articles, while
enhancing competitiveness and innovationrT. The legislation provides two principal
methods for the control of hazardous substances, niunely authorisaiion and
restriction.

Authorisation

17. Authorisation is one of the REACH processes for managing the risks of hazardous
substances. Substances that are subject to authorisation may not be used in the EEA
unless companies (and their registered users) have been authorised to do so.

18. The aim of the authorisation process, as stated in Article 55 of REACH, is:

r7 Recital 2 of REACH makes it clear that " [tJ he effcient.functioning of the internal market can be achieved
only if requirements.for substances do not dffir significantly from Member State to Member State',.
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"to ensure the good functioning of the internal market while assuring that the risl<s

.from substances of very high concern are properly controlled and that these

substances are progressively replaced by suitable alternative substances or
technologies where these are economically and technically viable".

19. The substances that qualifu for consideration for authorisation are known as

'substances of Very High Concern' ("SVHC"). In order to be subject to the

authorisation regime, substances are first required to be added to the Candidate

listls. To be added to the list, substances must meet the criteria set out in Article
57(0 of REACH. Once on the Candidate list, the European Chemicals Agency
("ECHA") submits a recofitmendation to the European Commission, who then

decides on the eventual inclusion of the substance on the Authorisation List which
is set out in Annex XIV of REACH.

3.2.2 Restriction

20. REACH establishes a restriction process in order to regulate the manufacture,

placing on the market or use of certain substances, either on their own or in mixtures

or in articles. Such activities may be limited or even banned, if necessary. A
restriction is defined under REACH as "any condition for or prohibition of the

manufacture, Ltse or placing on the market"re. The REACH provisions on

restrictions (Title VIII and Annex XVID have applied since 1 June 2009 throughout
the European Economic Area.

21. According to Article 68(l) of REACH:

"When there is an unacceptable risk to human health or the environment, arising

from the mandacture, use or placing on the market of substances, which needs to

be addressed on a Community wide basis, Annex WII shall be amended (...)"

22. Where such a risk is identified, a restriction must be adopted following the

procedure set out in Title VIII of REACH20. Article 69(4) of REACH states:

"If a Member State considers that the manufacture, placing on the market or use of
a substance on its own, in a preparation or in an article poses a risk to human health

or the environment that is not adequately controlled and needs to be addressed it
shall notify the Agency that it proposes to prepare a dossier which conforms to the

requirements of the relevant sections of Annex XV. If the substance is not on the list
maintained by the Agency referred to in paragraph 5 of this Article, the Member

State shall prepare a dossier which conforms to the requirements of Annex XV within
l2 months of the notification to the Agency. If this dossier demonstrates that dction

on a Community-wide basis is necessary, beyond any measures already in place, the

Member State shall submit it to the Agency in the format outlined in Annex W, in
order to initiate the restrictions process. "

23.The Annex XV dossier should demonstrate that there is a risk to human health or
the environment that needs to be addressed at the EEA level and should identifu the

most appropriate set of risk reduction measures. If this dossier demonstrates that

r8 Article 59(l) REACH.
re Article 3(31) REACH.
20 Title VIII of REACH covers Articles 67 to 73 of the Regulation.
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action on an EEA-wide basis is necessary, beyond any measures already in place,
the State shall submit it to ECHA in the format outlined in Annex XV, in order to
initiate the restrictions process. Proposals for restrictions can also be prepared by
ECHA at the request of the European Commission.

24. To prevent duplication of work, a State is requested to notify ECHA that it proposes
to prepare an Annex XV dossier for a restriction. ECHA will maintain a list of
Annex XV dossiers for restrictions that are planned or underway. For substances
on this list, no other such dossier shall be prepared (Article 69(5) of REACH).

25. Where the restriction process outlined above culminates in a decision by the
Commission to restrict a substance, this restriction is registered in Annex XVII of
REACH.

3.2.3 Possibility o/'introducing unilateral national restrictions under REACH

26. Article 128( I ) of REACH guarantees the free movement of products that are within
the scope of and in compliance with the Regulation, by forbidding States from
regulating them further. Article 128(2) provides for a limited exception to this rule.
Article 128 states:

l. "Subject to paragraph 2, Member States shall not prohibit, restrict or impede the
manfficturing, import, placing on the market or use o.f a substance, on its own, in a
preparation or in an article, falling within the scope of this Regulation, which
complies with this Regulation and, where appropriate, with Community acts adopted
in implementation oJ' this Regulation.

Nothing in this Regulation shall prevent Member States from maintaining or laying
down national rules to protect workers, human health and the environment applying
in cases where this Regulation does not harmonise the requirements on
manufacture, placing on the market or use. "

27' REACH also contains an over-arching safeguard clause in Article 129(l) which
states:

"Where a Member State has justifiable grounds for believing that urgent action is
essential to protect human health or the environment in respect of a substance, on
its own, in a preparation or in an article, even if satisfiing the requirements of this
Regulation, it may take appropriate provisional measures. The Member State shall
immediately inJbrm the Commission, the Agency and the other Member States
thereof, giving reasons for its decision and submitting the scientific or technical
in/brmation on which the provisional measure is based.,,

28. When Article 129 is invoked, the relevant EFTA State must immediately inform
the Authority, which then has 60 days to either authorise the provisional measure
or to require the State to revoke the provisional measure2t.

3.3 Regulation12T2/2008

2.

2r Article 129(2) REACH.



Page 7

2g.Regulation (EC) No 1272/2008 on classification, labelling and packaging of
substances and mixtures amending and repealing Directives 67/548/EEC and
1999/45/EC, und amending Regulation (EC) No 1907/2006 ("the CLP
Regulation")22 ensures that the hazards presented by chemicals are clearly
communicated to workers and consumers in the EEA through classification and

labelling of chemicals. In most cases, it will be the suppliers of products that decide

on their classification. However, for some particularly hazardous substances, the

decision on the classification of a chemical is taken at Community level. Under
Article 37 of the CLP Regulation, Member States may submit proposals for the

harmonised classification and labelling of a substance.

Current status of PFOA in the EEA

30. Following submission by Norway of an Annex XV dossier for a harmonised

classification and labelling for PFOA and its salts, the Committee for Risk
Assessment ("RAC"), the body responsible for preparing the opinions of ECHA on

the risks of substances to human health and the environment under both REACH
and CLP, concluded that PFOA should be classified as toxic for reproduction
category 1823 in accordance the CLP Regulation. This corresponds to classification
as toxic to reproduction category 2 in accordance with Directive 67154818F'C24.

31. On 4 February 2013,in the context of the authorisation process, Germany submitted

an Annex XV dossier to ECHA proposing that PFOA be identified as a SVHC as

it met the criteria of Article 57(c) REACH. This was based on RAC's findings.
PFOA was accepted onto ECHA's candidate list for authorisation on 20 June

2ol32s.

32.On 19 February 2014, together with Germany, Norway notified its intention to
ECHA to submit an Annex XV dossier to ECHA which proposed an EEA wide
restriction on PFOA. That dossier was formally submitted on l7 October 2014.26

33. At the EU level, Commission Regulation 317/2014 oJ'27 March 2014 amending

Regulation (EC) No 1907/2006 of the European Parliament and of the Council on

the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

as regards Annex XVII (CMR Substances) ("Regulation 31712014") amended

Appendix 6 of Annex XVII REACH to include PFOA. Entries 28 to 30 of Annex
XVII REACH prohibit the sale to the general public of substances that are classified

as carcinogenic, mutagenic or reproductive toxicant (CMR) above specified

concentration limits. The effect of Regulation 31712014 is that, from 1 January

22 Act incorporated into the EEA Agreement at point I of Chapter XV of Annex II.
23 Committee for Risk Assessment, decision of 2 December 201I available at

http:i/echa.europa.etr/documents/ 10 1 621 1 3579/rac pfoa-adopted opinion-en.pdf
za.Council Directive 67/548/EEC of 27 June 1967 on the approximation of laws, regulations and

arlministrative provisions relating to the classification, packaging and labelling of dangerous substances

re.ferred to at point I of Chapter W o.f Annex II to the EEA Agreement.
2s ECHA press release, ECHNPW13126, available at http://echa.europa.etr/view-article/-
/journal_content/title/echa-updates-the-candidate-list-for-authorisation-with-six-new-substances-of-verv-
high-concern-svhcs-
26 Following submission, the dossier is subject to scrutiny by the RAC to determine whether it is in conformity
with the requirements of Annex XV of REACH. Only once it is deemed to conform with Arurex XV will the

dossier be subject to public consultation. The deadline for comments in the public consultation was l7 June

2015. The information note submitted with the dossier can be found here:

http ://echa.eurooa.eu/documentsi l 0 I 62l3b6926a2-64cb-4849-b9be-c226b56ae7fe
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2075, PFOA was inserted into Appendix 6 of Annex XVII to REACH as toxic for
reproduction category lB in the EU with a limit value of 0.3o/o by weight27.

34. Regulation 31712014 has not yet been incorporated into the EEA Agreement. The
Authority understands that Norway sought an adaptation text for this Act and that
this process is ongoing. However, the status of Regulati on 31712014 in the EEA is
not material to the Authority's assessment in the current case.

The Authority's Assessment

Harmonisation of Title VIII procedure under REACH

35. The Authority considers that the exhaustive character of the harmonisation
process is clear from the language of both Articles 68(l) and 69(4) of REACH.
Whenever there is an unacceptable risk to either human health or the environment
which needs to be addressed on a EEA wide basis, Article 68(1) states that
"Annex XVII shall be amended...pursuant to the procedure set out in Articles 69
to 73".

36. In the view of the Authority, the language of Article 69(a) is unequivocal. The
provision clearly states that if a State considers that there is a risk to human health
or the environment that is not adequately controlTed"it shall notify the Agency..."
(emphasis added). In such circumstances, States are obliged to prepare an Annex
XV dossier under Article 69(4').

37. As such, Article 69(4) deprives States of the possibility of addressing
uncontrolled risks through unilateral national restriction measures, without first
having followed the restriction procedure under Title VIII of REACH. It is only
when, on the basis of the Annex XV dossier, it is established that the identified
risks do not require action on an EEA wide basis, that national restrictions may
be introduced.

38. In its observations on the letter of formal notice, Norway states that it is unclear
whether Article 69(4) imposes an obligation on States to initiate harmonisation
procedures in appropriate cases, and suggests that this provision may be optional.
The Authority does not see that this language leaves any room to interpret the
provision as being optional and cannot therefore share Norway,s argument.

39. In addition, in its observations on the letter of formal notice and with reference
to Article 69(4),Norway states that"it isfar.from clear that the provision confers
to the State an obligation to notify promptly its intentions" (sic). Norway seems
to argue that as there is no deadline attached to the notification of a dossiir under
Article 69(4) REACH that this somehow opens the door to permitting unilateral
measures. Once more, the Authority cannot agree with this reasoning. It is the

' Authority's view that where a State fails to comply with the obligationio prepare

27 In relation to the concentration limit of 0.3%by weight which applies to pFOA, the second indent of
paragraph I of Entry 28-30 of Annex XWI to REACH was modified in the EU with effect from I June 2015
by Article 59(7)(bxi) of the CLP Regulation so that it refers to "rhe relevant generic concentration limil
specified in Part j of Annex VI to Regulation (EC) No 1272/2008". The specifredloncentration limit is to be
found in Table3.7.2 in Annex I to the CLP Regulation which refers to the}.3Voby weight concentration limit.
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an Annex XV dossier, as required by Article 69(4) REACH, despite having

identified an uncontrolled risk, this must be seen as a breach of that provision.

40. In attempting to rebut the Authority's interpretation of Article 69(4) of REACH,

Norway also seerns to suggest, in its response to the letter of formal notice, that

one of the reasons for its introduction of unilateral measures on PFOA is the

inefficiency of the REACH process, in particular the establishment of an EEA-

wide regulation of PFOA under REACH. The Authority notes that Norway does

not make any attempt to further clarify what it means by inefficiency. In any case,

the Authority cannot agree with such argumentation.

41. Norway also claims, in its observations on the letter of formal notice, that the

geographic scope of any restriction, i.e. whether or not it is to be EEA wide, is of
significance in assessing whether the procedure under Title VIII REACH should

be initiated. On the question of geographic scope, the Authority notes that Article
68(1) REACH refers to an unacceptable irsk"which needs to be addressed on a

Community-wide basis". Article 69(4) however introduces an element of
discretion, by making it clear that the provision only applies " [i]f a Member State

considers" that the risk is not adequately controlled and needs to be addressed.

As such, the Authority considers that the discretion of the State only relates to

the identification of an uncontrolled risk, and not to the question of whether the

restriction process should be initiated. Moreover, the assessment of the

appropriate level at which to address the risk, i.e. EEA wide or at the national

level, is a matter for the Annex XV dossier. The Authority would re-iterate that

where a State has identified an uncontrolled risk that would call for national

legislation, it is under an obligation to follow the procedure established in Article
69(4) REACH.

4.1.1 Conclusion

42.lnthe Authority's opinion, Norway's decision to restrict PFOA under national

law clearly demonstrates that it had identified PFOA as presenting an

uncontrolled risk to the environment and human health. Having identified such a

risk, the Authority considers that Norway was under an obligation to follow the

restriction process set out in Title VIII of REACH, in particular the requirements

of Article 69(4). Norway's failure to follow the restriction process must be

considered as a breach of its obligations under REACH.

4.2 Effect of Article 128(2) REACH

43. The Authority notes the arguments of Norway, set out first in its letter of l0
January 2014 and then restated in its observations on the letter of formal notice,

that Articl e 69$) does not have a harmonising effect. This is because this

provision must be read in the context of Article 128(2). According to Norway,

Article 128(2)is to be interpreted as meaning that REACH does not harmonise a

substance simply because it falls within the scope of that Regulation. Instead,

national rules intended to protect workers, human health and the environment are

only prohibited where REACH harmonises requirements on the manufacture,

placing on the market or use of a substance.
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44. It is Norway's view that the harmonisation contemplated by Article 128(2) takes
place "only when an actual regulation of the substance in question exists',8. As
such, until the restriction procedure under REACH is concluded, States must be
allowed to adopt unilateral national legislation. Norway argues that if a State's
discretion to introduce national legislation exists only in the exceptional
circumstances envisaged by Article 129 of REACH, Article l2S(2) would be
deprived of "its proper purpose".

45. The Authority does not share Norway's interpretation on the scope of Article
128(2) REACH. In the Authority's view, the provisions of Articles 68(l) and
69(4) REACH clearly set out the exhaustive character of the harmonising etfect
of both the restriction process and its outcome (i.e. entry into Annex XVII). As
such, REACH harmonises the restriction process itself, depriving States of the
possibility of acting unilaterally. It is clear from the provisions of REACH that
unilateral national measures are only permitted where a State believes there is an
urgent need for action, using the safeguard provisions of Articl e 129 of REACH.
Norway has not substantiated any legal arguments, either in its response to the
pre-31 letter or in its comments on the letter of formal notice, as to whyunilateral
measures were necessary to address PFOA.

46. The Authority also cannot agree with Norway's claim that, by interpreting REACH
as exhaustively harmonising the restriction process, Article 128(2) is deprived of
meaning. The Authority notes that the provision of Article 128(2) allows the EEA
States to regulate substances more strictly for reasons not covered by REACH,
subject of course to the general free movement provisions of the EEA Agreement.

47. Norway's interpretation of Article 128(2) risks undermining one of REACH's key
features, namely the free circulation of substances on the intemal market and
undermines the purpose of the EEA wide restriction process. The Authority agrees
that REACH is also intended to'oensltre a high level of protection of humin health
and the environmenl"2e. This is to be achieved, intei alia, througlr the restriction
process established by Title XVII.

48. In its observations on the letter of formal notice, Norway correctly observes that
there is no case law from either the EFTA Court or the Court oi Justice of the
European Union ("CJEU") on the interpretation of scope of harmonisation under
REACH. Despite this, Norway seeks to rely on the judgment of the CJEU in Case
c-473/98 Kemikalieinspektionen and Toolex Alpha AB ("Toolex,,y:tt ,o support its
view on the interpretation of REACH. That case arose from a challengl'to the
Swedish decision to ban the substance trichloroethylene which had been classified
as a category 3 carcinogen under Directive 611584/EEC3r. In its judgment, the
CJEU upheld the ban on the basis that it was necessary to protect human life, despite
uncertainties surrounding the substance in question.

49. The Authority would like to re-iterate its views on the Toolex case, as set out in the
letter of formal notice. There is a clear distinction between the scope of the

2E Norway's observations and comments to the letter of formal notice, 13 April 2015.2e REACH Arricle 1(t).
30 Case C-473/98 Kemikalieinspektionen v Toolex Alphq AB,EtJ:C:2000:379.3t Council Directive 67/549/EEC of 27 June t967 on the approximation of laws, regulations snd
administrative provisions relating to the crassification, packaging' and labeiling of aongrriu, substances("Directive 67/548/EEC"), incorporated into the EEA lgieement ui,q.oo"" II, Chapter XV"point L
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legislation which was under scrutiny in that case, and that of REACH. In Toolex,

the CJEU made it clear that since the relevant legislation in force at that time
regarding the classification32, marketing33 and risk evaluation of substances34 did
not harmonise the conditions under which substances could be marketed and

instead only laid down certain minimum requirements. On this basis, the legislation
in force at that time did not prevent States from regulating the marketing of
substances that fell outside its scope.

50. The scope of REACH goes far beyond Directive 76l769lEEC. Recital 2 of
REACH makes it clear that " [tJhe efficientfunctioning of the internal market.for
substances can be achieved only f requirements for substances do not diff",
significantly from Member State to Member State". In terms of trade in
chemicals, REACH harmonises the law across the EEA in a way that differs
fundamentally from the chemicals legislation that was in force at the time of the

CJEU's judgment in Toolex.

51. The Authority notes that in its observations on the letter of formal notice, Norway
seeks to rely on paragraphs 31-32 of the judgment in Toolex, which refer to
Regulation 793193. Regulation 793193 introduced a consistent and coherent

system for evaluating the risks related to chemical substances. However, it was

clear from paragraph 31of the judgment of the CJEU that Regulation 793193

'oneither imposes obligations nor harmonises rules on the use of substances in
general or trichloroethylene in particulcr". As such, given the fundamental

differences in the scope of Regulation 793193 and REACH, the Authority does

not consider that the judgment in Toolex supports Norway's arguments as

regards the scope of harmonisation under the latter Regulation.

4.2. t Alternative - Notification of intention to submit Annex XV dossier as point of
departure

52.lnthe alternative, even if Norway's position could be accepted, i.e. that there is no

harmonisation under REACH until a final restriction decision has been taken, it is
the Authority's view, as previously stated in the letter of formal notice, that once

the process under Title VIII has been initiated (in the present case through the

notification by Germany and Norway of an intention to submit an Annex XV
dossier in respect of PFOA on 19 February 2014) this represents a point of
departure for community action which implies that Norway is under a duty of close

co-operation with the EEA States and Institutions in order to ensure the aims of
REACH, in particular the effective functioning of the internal market, can be

upheld.

53. Parallels with the case currently under consideration may be drawn from the case

law of the CJEU, in particular its findings in Case C-2461073s. The Case was

brought by the Commission to challenge Sweden's unilateral decision to propose

32 Directive 67 I 5481EEC.
33 Council Directite 76/769/EEC of 27 July 1976 on the approximation of the laws, regulations and

administrative provisions of the Member States relating to restrictions on the marketing and use of certain

dangerous substunces and preparatrons ("Directive7617691EEC"). DirectiveT6lT691EEC was repealed on 3l
May 2009 on the entry into force of REACH.
3a Council Regulation (EEC) No 793/93 of 23 March 1993 on the evaluation and control of the risk of existing

substances.
3s Case C-246107 European Commissionv Kingdom o.f Sweden [2010] ECR I-03317.
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the addition of the substance PFOS to the Stockholm Convention on Persistent
Organic Pollutants36. At the time of Sweden's proposal there was not yet a formal
proposal from the European Union regarding PFOS, but there was a common
strategy regarding this substance. The CJEU, upholding the Commission's
challenge, found that Member States are "subject to special duties of action and
abstention" where proposals, although not yet adopted, represent a point of
departure for concerted Community action37.

54. While it is clear that the substance of Case C-246107 does not concern the EEA
Agreement, the Authority would argue that, by analogy, the initiation of the
restriction process under Title VIII of REACH represents a point of departure for
concerted EEA action which precludes unilateral action by States. In this regard,
the Authority notes Norway's observations on the judgment as set out in its letter
of l3 April 2015, in particular its reference to paragraph 102 of the judgment. In
that paragraph, the CJEU considered it could not be bound by a national measure
whereas it could be bound by an amendment to an Annex of an international
agreement. The Authority does not see that this paragraph in any way questions its
line of argument.

55. Article 3 of the EEA Agreement imposes upon the Contracting Parties the general
obligation to take all appropriate measures, whether general or particular, to ensure
fulfilment of their obligations arising out of the EEA Agreement3s. Having regard
to Article 128(1) of REACH, the Authority considers that this, read together with
Article 3 of the EEA Agreemento requires Norway to refrain from introducing
unilateral national legislation to regulate PFOA until the reshiction procedure
initiated by both Norway and Germany has been finalised.

56. In its observations on the letter of formal notice, Norway states that it is in close
co-operation with the other EEA States, referring to its work under REACH. The
Authority does not question the work done by Norway under the auspices of
REACH. However, this is not relevant to the legal question of the scope of the
harmonising effect of Title VIII of REACH.

57. On page 5 of that letter, Norway states that the amendments to the product
Regulation were "already in place and entered into force before the procedure
under Title VIII even was initiated'(sic). On this basis, Norway claims that
repealing its national legislation "would be dfficult to reconcile with the
objective of ensuring a high level of protection of human health and the
environment".

58. The Authority cannot share Norway's assertion regarding the timelines in this
case. Norway and Germany notified their intention to submit an Annex XV
dossier to ECHA on 19 February zol4. The amendments to the Norwegian
Product Regulation which restricted PFOA entered into force on I June 2014,i.e.
over 3 months after the Title VIII process had been initiated through the formal

36 The Stockholm Convention on Persistent Orgafiic Pollutants, adopted on22May 2001, is an international
e-nvironmental treaty that aims to eliminate or restrict the production and use of persistent organic pollutants.
37 Case C-246/07, cited above, atparagraphT4.
38 See, for example, Cases E-7l97 EFTA Sun'eillance Authoritv t, Norway [1998] EFTA Court Report 62, at
paragraphs 15-17 and E-5101 EFTA Surveillance Authoritlt v Liechtensteii" IZOOUzOOII and joined cases E-
5/05' E-6l05, E-7105, E-8/05 and E-9i05 EFTA Surveillance Authority v Liechtenstein I2OOL) EFTA Court
Report I 42, atparagraph I 8.
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notification of the intention to submit an Annex XV dossier by Norway and

Germany. As long as different rules relating to the manufacture, import, export
and sale of PFOA remain in place across the EEA, the objective of REACH to
ensure the free circulation of substances on the internal market cannot be met.

59. Moreover, the Authority notes that Commission Regulation3lTl20l43e has been

identified as EEA relevant. The Regulation introduces a restriction on PFOA
through entries 28-30 in Annex XVII to REACH at a limit value of 0.3% by
weight. Once Regulation 31712014 is incorporated into the EEA Agreement

Norway will be obliged to respect this limit value and to make the necessary

adjustments to the Norwegian Product Regulation.

4.2.2 Conclusion

60. The Authority takes the view that by amending the Norwegian Product

Regulation through the introduction of restrictions on the manufacture, import,
export and sale of consumer products containing PFOA and certain salts and

esters of PFOA (as set out in more detail at section 2 above), Norway is in breach

of its obligations under Article 128(l) of REACH.

4.3 Alternative - Breach of Article 11 of the EEA Agreement

61.It follows from the above that, as Title VIII of REACH has exhaustively
harmonised the area of restrictions, recourse to primary law is no longer possiblea0.

In the alternative however, if the Authority were to accept Norway's views of the

limited scope of harmonisation under REACH and find that there had been no

breach of that Regulation, the restrictions on PFOA as introduced by the Norwegian

Product Regulation must be considered under the general rules on the free

movement of goods as established by the EEA Agreement.

62. It is recalled that the free movement of goods is a fundamental freedom under the

EEA Agreement. This is expressed in the prohibition, as set out in Article 11 of the

EEA Agreement, on quantitative restrictions on imports between EEA States and

all measures having equivalent effectal.

63. The Authority contends that the prohibition on PFOA introduced by the

amendments to the Norwegian Product Regulation is sufficiently wide so as to be

considered a restriction within the meaning of Article 11 EEA, since it prevents the

placing on the market of products containing PFOA which have been lawfully
manufactured and marketed in other EEA States.

4.3. 1 Justification under Article I 3 of the EEA Agreement

3e Commission Regulation (EU) No 3l7l2}l4 of 27 March 2014 amending Regulation (EC) No 1907/2006

of the European Parliament and of the Council on the Registation, Evaluation, Authorisation and

Restriction of Chemicals (REACH) as regards Annex XVII (CMR substances).
a0 See on this point the settled case law of the CJEU in, for example, Case C-52192 Commission v Portuguese

Republic [1993] ECR I-02961 at paragraph l7; Case C-1196 Compassion in World Farming Limited [1998]
ECR I-125 I at paragraph 47 .

ar See Case C-147 104 De Groot en Slot Allium and Bejo Zaden 120071 ECR l-245, paragraph 70 concerning

the equivalent Article 34 TFEU.
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64. The Authority notes that Article 13 of the EEA Agreement provides for certain
exceptions to the general ban on quantitative import restrictions in Article I I EEA.
The Authority notes furthermore that the protection of public health is explicitly
recognised in Article l3 EEA as justification for a restriction of the principle of free
movement of goods.

65. In the absence of harmonised rules, where there is uncertainty as to the current state
of scientific research, it is for the EEA States, within the limits of the EEA
Agreement, to decide what d-egree of protection they wish to assure and the way in
which that will be achieveda2. However, since the notion of public health provides
for an exemption from the fundamental principle, it must be interpreted strictlya3.
Any national rule likely to have a restrictive effect on imports can only be accepted
if it is proportionate, meaning that health and life may not be protected just as
effectively by measures that are less restrictive of trade within the EEA.aa

66. A decision to prohibit the import of products containing certain substances is the
most restrictive obstacle to trade in products lawfully manufactured in other EEA
States. As such, a national rule banning a product cannot benefit from the
derogation provided for in Article 13 if human health can be protected just as
effectively by measures which are less restrictive of intra-EEA trade. In order to
rely on Article 13 of the EEA Agreement, Norway must demonstrate that the
alleged risk for public health appears sufficiently established on the basis of the
latest scientific data available at the date of adoption of the measure45. [n addition,
it is incumbent on Norway to provide a risk assessment, based on scientific and
technical evidence that demonstrates the necessity and proportionality of the
restrictive provisionsa6. In order to show the necessity andproportionaliiy of the
prohibition on PFOA, Norway is required to identify the specific risks associated
with the substance and demonstrate that a ban on the product is the least restrictive
measure possible.

67.|n its response to the pre-31 letter, Norway was very clear that "PFOA is widely
recognised as a substance harm/ill to health and the environmenf'. In its
observations on the letter of formal notice, Norway states that, in relation to pFOA
" [tJ he occttrrence in the environment, in the .food chain, blood, breast milk and
umbilical cord blood therefore constitute a potential risk to human health and the
environmenf". Norway then goes on to state that the regulation is necessary ,.in
order to ensure that PFOA is phased out by all actors proclucing and importing
consumer products", claiming that the prohibition is justified under the public
health exception under Article 13 EEA.

68- The Authority maintains its position, as set out in the letter of formal notice, that
Norway's reference to such broad policy objectives are not sufficient to fulfil the
burden of proof under Article 13. Norway's identification of PFOA as ahazard
does not take into account the likelihood of exposure to a substance, and what

a2 Case E-4104 Pedicet AS v Sosial- og helsedirektoratet, citedabove, paragraph 55. See also Case C-322101
D eutsc her Apot h ekente rb and [2003] ECR I- I 48 87, paragraph I 03.
a3 Case E-1194 Ravintoloitsjain Liiton Kustannus Oy iesiamark, cited above, paragraph 56. Case E-5/g6,
Ullensaker Kommune v Nille,4S, Efta Ct. Rep [1997] p. 30, paragraph 33.
aa Case C -3 22 / O I D e ut s c h e r Ap o t h e ke n. rb aii, citea above,'para-graph t O+.
as case c-41102 commission v the Nerherlands [2004]ECR I-l t:-7s, paragraphs 47-49.
a6 Case C-4llo2 Commission v the Netherlands, cited above, and Case C-lg2/Ol Commission v Denmark
[2003] ECR r-9693.
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concentrations of that substances consumers are likely to encounter in practice.

Merely referring to the inherent properties of PFOA cannot be considered sufficient
to meet the obligation under Article 13 of the EEA Agreement. The Authority has

not received any risk assessment or other scientific or technical evidence from
Norway which would demonstrate the necessity or proportionality of this
prohibition on PFOA that is now in force.

69. Moreover, despite its identification of PFOA as ahazard,Norway has not attempted
to explain the exemptions which apply to the Norwegian product regulation, in
particular the amendment which allows products which were manufactured before
the ban entered into force to remain on sale until I January 2018.

70. While it is correct that in its 2010 DTR notification of proposed measures, Norway
included an Impact Assessment of regulating PFOA in consumer productsaT, this is

the only document submitted to the Authority which discussed the risks presented

by PFOA, as well as the alternatives currently available to replace the substance.

As the Authority noted in its comments to that notification, even taking account of
that impact assessment, Norway had failed to address the issues of substantiated
justification, necessity and proportionality which had originally been made in the

Authority's comments on the 2007 notification. The Commission too, in its
comments on the 2010 notification, called upon Norway to "provide the evidence

that it has collected to establish the limits proposed in the notified drafts".

7l.ln its obseryations on the letter of formal notice, Norway writes that the 0.001

weight percent concentration for PFOA was based on the concentration limit for
PFOS in Regulation (EC) No 850/2004. This was chosen " [sJince PFOA and PFOS
are similar compounds with similar chemical properties and hazards". This is the

only explanation provided by Norway for the chosen concentration limit. The

Authority does not consider this sufficient to satisfu the proportionalitytest required

by Article 13.

4.3.2 Conclusion

72. The Authority takes the view that the absence of any risk assessment, as well as

the failure to demonstrate the proportionality of the restriction on PFOA means that

Norway has failed to justiff recourse to the public health exemption set down in
Article 13 of the EEA Agreement. As a result, the Authority considers that the

Norwegian restriction on PFOA breaches Article l1 of the EEA Agreement.

FOR THESE REASONS,

THE EFTA SURVEILLANCE AUTHORITY,

pursuant to the first paragraph of Article 31 of the Agreement between the EFTA States on

the Establishment of a Surveillance Authority and a Court of Justice, and after having given

Norway the opportunity of submitting its observations,

HEREBY DELIVERS THE FOLLOWING REASONED OPINION

a7 The Impact Assessment was included in the DTR Notihcation 2010/9019,N and can be found in Event No.

581403.
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that by

i) Maintaining in force section 2 paragraph 32 of the Norwegian product
Regulation which bans the manufacture, import, export and sale of consumer
products containing 0.001% or more by weight of perfluorooctanoic acid,
Norway has breached its obligation arising from the Act referred to at pointl2zc
of chapter XV of Annex II to the EEA Agreement (Regulation (EC) No
1907/2006 of the European Parliament and of the Council of I8 December 2006
concerning the Registration, Evaluation, Authorisation and Restriction of
Chemicals (REACH), establishing a European chemicals Agency, amending
Directive 1999/45/EC and repealing Council Regulation (EEC) No 793/93 and
Commission Regulation (EC) No 1488/94 as well as Council Directive
76/769/EEC and Commission Directives 9l/l 55/EEC, 93/62/EEC, 93/l 05/EC
and 2000/2L/EC, as amended, in particular Article 128 thereof, as adapted to the
EEA Agreement by Protocol 1 thereto; or
In the alternative, maintaining section 2 paragraph 32 of the Norwegian Product
Regulation in force once the restriction process under Title VIII of the Act
referred to at point l2zc of Chapter XV of Annex II to the EEA Agreement
(Regulation (EC) No 1907/2006 of the European Parliament and of the Council
of l8 December 2006 concerning the Registration, Evaluation, Authorisation
and Restriction of Chemicals (REACH), establishing a European Chemicals
Agency, amending Directive 1999/45/EC and repealing Council Regulation
(EEC) No 793/93 and Commission Regulation (EC) No 1488/94 as well as
Council Directive 76/769/EEC and Commission Directives 9U155/EEC,
93/67/EEC, 93/105/EC and 2000/21/EC, as amended has been initiated, Norway
is in breach of its obligations arising from Article 3 of the Agreement on the
European Economic Area read together with Article 128(l) of REACH; or
In the altemative, maintaining in force section Z paragraph32 of the Norwegian
Product Regulation which bans the manufacture, import, export and sale of
consumer products containing 0.001% or more by weight of perfluorooctanoic
acid, Norway has failed to fulfil its obligation arising from Article 11 of the
Agreement on the European Economic Area.

Pursuant to the second paragraph of Article 3l of the Agreement between the EFTA States
on the Establishment of a Surveillance Authority and a Court of Justice, the EFTA
Surveillance Authority requires Norway to take the measures necessary to comply with this
reasoned opinion within two months following notification thereof.

Done at Brussels, 8 July 2015

For the EFTA Surveillance Authority

ii)

iii)

(*

--hr*/* /-^t\
Markus Schneider
Acting Director
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