i*t*A
* *
+**'*
Defensor del
Pueblo Europeo

Decision en el asunto 1130/2016/JAS relativo a una
declaracion conjunta hecha por la Comisiéon Europea y
la Agencia Europea de Sustancias y Mezclas Quimicas
sobre la relaciéon de ensayos con animales para
sustancias utilizadas en cosmeéticos

Decisién
Caso 1130/2016/JAS - Abierto el 03/10/2016 - Decision de 21/07/2017 - Institucion
concernida Comisién Europea ( No se constaté mala administracién ) |

El asunto se referia a un comunicado conjunto de octubre de 2014 emitido por la Comisién
Europea y la Agencia Europea de Sustancias y Mezclas Quimicas (ECHA) en el que explicaban
su interpretacion de la relaciéon entre el Reglamento de cosméticos, que prohibe los ensayos
con animales, y el Reglamento REACH, que permite los ensayos con animales de productos
quimicos en determinadas circunstancias puntuales para evaluar los riesgos para la salud
humana y el medio ambiente.

La demandante, una ONG del Reino Unido de defensa de los derechos de los animales,
solicitaba que la Comision y la ECHA retiraran la declaracion conjunta. Alegaba que dicha
declaracion va en contra de la legislacion de la UE en general y del Reglamento de cosméticos
en particular. Para sustanciar su alegacion, la demandante se remitié a una sentencia del
Tribunal de Justicia de la Union Europea, dictada con posterioridad a la reclamacion
presentada ante el Defensor de Pueblo, que trata de la interpretacién de la prohibicion de los
ensayos con animales recogida en el Reglamento de cosméticos La demandante alegaba que
ni la Comision ni la ECHA tienen ningun derecho legal para emitir dicha declaracién conjunta.
Alegaba asimismo que la declaracién haria que determinados cosméticos se etiquetaran
incorrectamente, indicando «desarrollado sin ensayos con animales». La Comision y la ECHA
se negaron a retirar la declaracion y la demandante se dirigio al Defensor del Pueblo.

El Defensor del Pueblo inicié una investigacion sobre el asunto, y considera que no precisa
decantarse sobre el significado correcto de la sentencia del Tribunal para solucionar este
asunto. Esto se explica porque la declaracién conjunta solo afecta a como interpretar el
Reglamento REACH y se aplica a la luz del Reglamento de cosméticos. La declaracién no
pretende abordar la interpretacion o aplicacion del Reglamento de cosméticos a la luz del
Reglamento REACH. Por lo tanto, el Defensor del Pueblo concluye que la declaracién conjunta
no es contraria al Reglamento de cosméticos o a la legislacion de la UE en general.

Por lo que respecta al derecho de la Comision y de la ECHA a emitir una declaraciéon conjunta,
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dado que ambas tienen responsabilidad en virtud del Reglamento REACH, el Defensor del
Pueblo considera que tal derecho asiste tanto a la Comision como a la ECHA. Para terminar,
no es preciso aclarar la declaracién conjunta en relacion con el etiquetado de cosméticos ya
que este asunto queda dentro del &mbito del Reglamento de cosméticos, no del Reglamento
REACH.

The background to the complaint

1. The complainant, a UK-based non-governmental organisation active in the area of animal
rights, is concerned about a joint statement and associated guidance published by the
European Commission and the European Chemicals Agency (ECHA) in October 2014. The joint
statement is entitled “ Clarity on interface between REACH and the Cosmetics Regulation ” [1] .

2. The Cosmetics Regulation [2] requires cosmetics makers and importers to ensure that
cosmetics made available on the EU market are safe. However, it prohibits the use of animal
testing for the purpose of meeting the Cosmetics Regulation’s safety requirements (there is a
“testing ban”). If animal testing—either on the final product, or on its ingredients—has been
used to prove the safety of a cosmetic, the cosmetic cannot be placed on the EU market (there
is a “marketing ban”).

3. The REACH Regulation (“Registration, Evaluation, Authorisation and Restriction of
Chemicals”) [3] deals with risks posed by chemicals to human health and the environment. The
REACH Regulation can, under certain conditions (typically as a last resort), require animal
testing to provide information on such risks. As the REACH Regulation does not exempt
chemicals used in cosmetics from its safety requirements, both the Cosmetics Regulation and
the REACH regulation can be simultaneously applicable to certain cosmetic ingredients. To
address this, the Commission and ECHA considered that they needed to clarify the relationship
between the two Regulations. They did so by publishing the joint statement complained about.

4. The most relevant parts of the joint statement read:

- “Registrants of substances that are exclusively used in cosmetics may not perform animal
testing to meet the information requirements of the REACH human health endpoints, with the
exception of tests that are done to assess the risks to workers exposed to the substance. Workers
in this context, refers to those involved in the production or handling of chemicals on an
industrial site, not professional users using cosmetic products as part of their business (e.g.
hairdressers).

- Registrants of substances that are used for a number of purposes, and not solely in cosmetics,
are permitted to perform animal testing, as a last resort, for all human health endpoints.

- Registrants are permitted to perform animal testing, as a last resort, for all environmental
endpoints.”

5. In April 2015, the complainant wrote to the Commission and ECHA, asking them to withdraw
the joint statement. Not satisfied with the Commission’s and ECHA'’s response to this letter, and

2



* %%
Lo

ek

another one sent by the complainant in May 2016, the complainant turned to the Ombudsman in
July 2016.

The inquiry
6. The Ombudsman opened an inquiry into the complaint and identified the following concerns:

1) The Commission and ECHA issued a joint statement that contains guidance which is contrary
to the Cosmetics Regulation and to EU law;

2) The Commission and ECHA did not have the legal power to issue the joint statement;

3) The joint statement will result in certain cosmetics being wrongly labelled as free from animal
testing, thereby confusing and misleading consumers.

7. In the course of the inquiry, the Ombudsman received a joint reply from the Commission and
ECHA on the complaint and, subsequently, the comments of the complainant in response to
that reply. In conducting the inquiry, the Ombudsman has taken into account the arguments and
opinions put forward by the parties.

The joint statement allegedly contains guidance
contrary to EU law

Arguments presented to the Ombudsman

8. The complainant argued that the joint statement contains an erroneous interpretation of the
Cosmetics Regulation’s provisions on animal testing.

9. In making its complaint, the complainant said that the substantive issues it was raising were
not at all affected by the judgment of the European Court of Justice then pending in case
C-592/14 European Federation for Cosmetic Ingredients . Nevertheless, the complainant
referred to an Opinion in that case submitted to the Court by Advocate General Bobek . That
case concerned the interpretation of the Cosmetics Regulation’s bans related to animal testing.
In his Opinion, the Advocate General concluded that the “ marketing ban must be understood as
preventing reliance on the results of animal testing for the purpose of meeting the requirements
of the Cosmetics Regulation ” [4] . According to the complainant, the joint statement went against
that Opinion.

10. The complainant also argued that the three cases mentioned in the joint statement should
not be considered to fall outside the Cosmetics Regulation’s bans. In particular, the complainant
was of the opinion that the exposure of workers during the production of a cosmetic was
inextricably linked to the final cosmetic product. Thus, it argued, animal testing used to evaluate
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the effects of such exposure should be covered by the Cosmetics Regulation’s animal testing
ban.

11. In their joint reply to the complaint, the Commission and ECHA set out their understanding
of the Court’s judgment in case C-592/14 [5] (by the time the Ombudsman asked the
Commission and ECHA for their reply, the Court had given its judgment on the case).

12. According to the reply of the Commission and ECHA, the Court ruled that the Cosmetics
Regulation prohibits the placing on the EU market of cosmetic products containing an ingredient
that has been tested on animals if the resulting data are used, for the purposes of the
Cosmetics Regulation, to prove the safety of those products for the purposes of marketing them
in the EU. However, the Commission and ECHA stated that the case before the Court
concerned animal testing carried out outside the EU to comply with third country regulations
. They argued that the Court had not examined the relationship between the Cosmetics
Regulation’s animal testing ban and the REACH Regulation. It was thus not possible to tell
whether the Court would come to a similar conclusion if called upon to interpret the
relationship between the Cosmetics Regulation’s animal testing ban and the REACH
Regulation.

13. The Commission and ECHA argued that animal testing carried out, as a last resort, to meet
the requirements of the REACH Regulation could not be seen as an attempt to circumvent the
prohibitions of the Cosmetics Regulation (as perhaps performing animal tests outside the EU, in
accordance with third country cosmetics legislation, might be). Animal tests on ingredients of
cosmetic products would thus be allowed in order to comply with other EU legislation (such as
the REACH Regulation). In particular, the Commission and ECHA referred to a March 2013
Communication of the Commission [6] , in which it stated: “ The Commission considers that
animal testing that has clearly been motivated by compliance with non-cosmetics related
legislative frameworks should not be considered to have been carried out 'in order to meet the
requirements of this Directive/Regulation’. The resulting animal testing data should not trigger
the marketing ban and could subsequently be relied on in the cosmetics safety assessment.”

14. The Commission and ECHA explained that while the REACH Regulation does not prohibit
animal testing, it requires companies to ensure that animal testing is performed as a last resort
only. They stated that ECHA has published extensive guidance to help registrants avoid or
reduce animal testing.

15. Furthermore, they stated that, following the Ombudsman’s decision in case 1606/2013/AN
[7]1 , ECHA is systematically requiring companies proposing animal testing to provide evidence
that they have considered alternative methods. This evidence is published, together with
information on the testing proposal, on ECHA’s website. Failure to include such evidence will
result in the rejection of the registration application.

16. Concerning the health and safety of workers involved in the production of cosmetic
products , the Commission and ECHA stated that this issue is not covered by the Cosmetics
Regulation. The REACH Regulation requires registrants to demonstrate adequate protection of
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the health of workers during the manufacturing of cosmetic products. Animal testing may be
required to enable an assessment of the risks presented to workers by exposure to the
substance.

17. Concerning substances that can also be used for purposes other than as an ingredient
in cosmetics , the Commission and ECHA stated that testing on animals may still be carried
out under the REACH Regulation, as a last resort, to assess risks to human health.

18. Furthermore, the scope of the Cosmetics Regulation is limited to rules ensuring a high level
of protection of human health. Testing done on animals to assess environmental risks is thus
outside the scope of the Cosmetics Regulation.

19. The Commission and ECHA thus concluded that the existing text of the joint statement is
correct.

20. The complainant responded by arguing that, according to the Court, a manufacturer or
importer triggers the marketing ban once it relies on the results of animal tests in the safety
assessment of a cosmetic product . The location of those tests, and the original purpose of
those tests, are irrelevant regarding the triggering of the marketing ban. The joint statement was
thus not consistent with the Court’s reasoning.

21. The complainant considered that although the Court ruled specifically on the question of
animal tests carried out outside the EU, rather than inside the EU, the reasoning of the Court in
case C-592/14 provided sufficient clarity to conclude that the joint statement is contrary to EU
law and should be withdrawn.

The Ombudsman’s assessment

Introduction

22. Animal welfare is a value upheld by the European Union [8] . The Treaty on the Functioning
of the European Union explicitly provides that both the EU and its Member States shall “ pay full
regard to the welfare requirements of animals ” when formulating policies [9] . Concerns for
animal welfare have led to limits being imposed on animal testing and efforts are made to
identify other methods to replace animal tests [10] . In general, EU rules provide that animal
testing should be replaced, reduced or refined [11] . However, the current position of the EU
legislature is that “ the use of live animals continues to be necessary to protect human and
animal health and the environment ” [12] in certain areas, for example for the development of
new medicines.

23. Another area in which animal testing is still considered necessary is the risk assessment of
chemical substances, governed by the REACH Regulation. If information on the safety of a
chemical cannot be provided through the sharing of existing data [13] , or the use of methods
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and approaches other than animal testing [14] , animal testing may be allowed as a last resort,
subject to ECHA’s approval [15] .

24. In the area of cosmetics, however, the legislature has taken the position that it “ will
gradually become possible to ensure the safety of ingredients used in cosmetic products by using
non-animal alternative methods ” [16] . After a gradual tightening of the animal testing rules
over the last two decades, the full testing and marketing bans for cosmetics entered into force in
March 2013 [17] .

25. Given that the REACH Regulation (with its broad definition of “substances” [18] ) and the
Cosmetics Regulation may both apply to certain cosmetic ingredients, there is an
understandable need to clarify the relationship between a possible requirement under the
REACH Regulation to resort to animal testing in certain limited circumstances, and the animal
testing bans in the Cosmetics Regulation. However, such clarifications must of course be in line
with the law and the Court’s jurisprudence.

The joint statement and associated guidance

26. The joint statement outlines the Commission’s and ECHA'’s understanding of the
relationship between the REACH Regulation and the Cosmetics Regulation. It states that
companies may be required to resort to animal testing in order to provide information on a
substance under the REACH Regulation in three types of case . These three types of case
are: cases of worker exposure, non-cosmetic uses and environmental risks. The joint statement
states (emphasis added):

“ The European Commission, in cooperation with ECHA, has now clarified the relationship
between the marketing ban and the REACH information requirements as follows:

- Registrants of substances that are exclusively used in cosmetics may not perform animal
testing to meet the information requirements of the REACH human health endpoints , with
the exception of tests that are done to assess the risks to workers exposed to the substance .
Workers in this context, refers to those involved in the production or handling of chemicals on an
industrial site, not professional users using cosmetic products as part of their business (e.g.
hairdressers).

- Registrants of substances that are used for a number of purposes, and not solely in
cosmetics, are permitted to perform animal testing, as a last resort, for all human health
endpoints.

- Registrants are permitted to perform animal testing, as a last resort, for all environmental
endpoints .

Therefore, the testing and marketing bans in the Cosmetics Regulation do not apply to testing
required for environmental endpoints, exposure of workers and non-cosmetic uses of
substances under REACH .

Registrants of substances registered exclusively for cosmetic use will still have to provide
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the required information under REACH wherever possible, by using alternatives to animal
testing (such as computer modelling, read-across, weight of evidence etc.). ”

27. The joint statement does not state that the animal testing data resulting from tests in one of
the three cases mentioned above, carried out under the REACH Regulation , can
subsequently be used for the cosmetics safety assessment under the Cosmetics Regulation.

28. A careful reading of the joint statement reveals that it concerns only animal testing data
used to fulfil information requirements under the REACH Regulation (see the underlined text
in the excerpt quoted above). It does not concern animal testing data used to fulfil information
requirements under the Cosmetics Regulation (the joint statement concerns only how the
REACH Regulation is interpreted and applied in light of the Cosmetics Regulation and does
not touch on issues regarding the interpretation and application of the Cosmetics Regulation
and its animal testing bans).

29. It is important to be clear that different bodies have primary responsibility for overseeing the
implementation of the REACH Regulation and the Cosmetics Regulation. While ECHA and the
Commission are responsible for applying the REACH Regulation [19] , ECHA has no role in the
implementation of the Cosmetics Regulation. Rather, it is the Member States, with the
assistance of the Commission, which are responsible for implementing the Cosmetics
Regulation (national authorities are in charge of reviewing the safety assessments and checking
cosmetic products already on the market) [20] .

30. Taking into account these different responsibilities, it is understandable that the joint
statement, in which ECHA expresses its position together with the Commission and which is
published on ECHA’s website, focuses only on the application of the REACH Regulation ,
for which ECHA is chiefly responsible. It does not concern how the Cosmetics Regulation
should be interpreted and applied, since ECHA has no role in that regard.

31. Since the judgment in case C-592/14 concerns the interpretation of the Cosmetics
Regulation’s bans on animal testing, which apply to testing “in order to meet the requirements
of this [that is, the Cosmetic s] Regulation ” [21] , and does not concern animal testing for the
purposes of complying with the REACH Regulation, the joint statement does not in fact contain
any language inconsistent with the complainant’s understanding of that judgment.

32. Thus, while the complainant may have concerns about the Commission’s and ECHA’s
interpretation of the judgment in case C-592/14, the Ombudsman considers that it is not
necessary for her to take a position on that judgment in order to resolve the present case. The
judgment does not deal with the requirements of the REACH Regulation whereas the joint
statement is concerned solely with the requirements of the REACH Regulation.

Three specific cases of possible animal testing mentioned in
the joint statement
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33. The joint statement identifies three types of case in which animal testing might be needed,
as a last resort, in order to comply with the requirements of the REACH Regulation . The
joint statement makes it clear that the provisions of the Cosmetics Regulation do not displace or
negative the requirements of the REACH Regulation.

34. The first case concerns worker exposure. The Ombudsman agrees with the Commission
and ECHA that the Cosmetics Regulation does not cover questions of safety related to the
production of a cosmetic product. When referring to safety for human health, the Cosmetics
Regulation explicitly refers to a “cosmetic product made available on the market”[22] . Workers
may be subject to significantly different, and potentially amplified, risks during the production of
a cosmetic (because, for example, they handle large amounts of undiluted ingredients)
compared to consumers or even professional end-users (such as hairdressers). The potential
risks from chemical ingredients during the production process are thus to be assessed within
the context of the REACH Regulation , and any animal tests carried out in that context are
subject to the REACH Regulation’s rules and limitations .

35. In terms of the application of the Cosmetics Regulation, animal testing in the context of
“worker exposure” raises an issue about the eventual labelling of a cosmetic. If a cosmetic
contains an ingredient that has been tested on animals under the REACH Regulation in order
to assess the risk to workers, the final cosmetic product cannot be labelled as being “free
from animal testing” [23] . It may also be the case that a manufacturer or importer might not,
depending on one’s interpretation of Case C-592/14, be allowed to include the results of such
testing in a cosmetics safety assessment submitted to a Member State authority under the
Cosmetics Regulation to prove the safety of the cosmetic. However, the joint statement
makes no reference to the issue of labelling and makes no reference to the use of testing,
carried out under the REACH Regulation, being relied upon in a cosmetics safety
assessment.

36. The second case concerns chemicals used both as ingredients in cosmetics and as
ingredients in other products . The joint statement states that the REACH Regulation might
require animal testing for these “dual-use” chemicals (to provide, as a last resort, information
under the REACH Regulation on possible risks to human health). Such testing under the
REACH Regulation is not prohibited by the Cosmetics Regulation.

37. A labelling issue arises under the Cosmetics Regulation where animal testing has been
done in the case of “dual-use” chemicals. If a “dual-use” ingredient has been tested on animals
under the REACH Regulation , the final cosmetic product cannot be labelled as being “free
from animal testing” . It may also be the case that a manufacturer or importer might not be
allowed to include the results of such testing in a cosmetics safety assessment submitted to
a Member State authority under the Cosmetics Regulation . However, again, the joint
statement makes no reference to the issue of labelling and makes no reference to the use of
testing carried out under the REACH Regulation being submitted as part of a cosmetics safety
assessment to a Member State authority under the Cosmetics Regulation.

38. The third case concerns environmental risks. The Commission and ECHA rightly state that
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the Cosmetics Regulation deals with risks to human health only and does not cover
environmental risks . The REACH Regulation might require that certain ingredients used in
cosmetics undergo an environmental risk assessment, which may include animal testing as a
last resort.

39. Again, if such testing on animals has been carried out under the REACH Regulation , the
final cosmetic product cannot be labelled as being “free from animal testing” . It may also
be the case that a manufacturer or importer might not be allowed to include the results of such
testing in a cosmetics safety assessment submitted to a Member State authority under the
Cosmetics Regulation . However, again, the joint statement makes no reference to the issue
of labelling and makes no reference to the use of testing carried out under the REACH
Regulation being submitted as part of a cosmetics safety assessment submitted to a
Member State authority under the Cosmetics Regulation.

40. The joint statement does not, therefore, contain guidance contrary to the Cosmetics
Regulation or to EU law. The Ombudsman thus concludes that there was no
maladministration concerning this aspect of the complaint.

41. For the sake of completeness, the Ombudsman notes that in their reply to the Ombudsman
(but not in the joint statement at issue in this inquiry), the Commission and ECHA expressed a
view which is contrary to the interpretation of case C-592/14 put forward by the complainant. In
their reply to the Ombudsman in the course of this inquiry, the Commission and ECHA appear
to accept that in certain cases a company may rely on the results from animal testing for the
purposes of a cosmetic safety assessment. However, the present case concerns solely the
allegation that the joint statement is incorrect. The Ombudsman notes that the joint
statement of the Commission and ECHA does not in fact contain any view on whether animal
testing can ever be acceptable for the purposes of the Cosmetics Regulation.

Legal power to issue the joint statement

Arguments presented to the Ombudsman

42. The complainant argued that the Commission and ECHA do not have the legal power to
issue guidance on the relationship between the Cosmetics Regulation and the REACH
Regulation.

The Ombudsman’s assessment

43. The Ombudsman agrees that ECHA does not have any role or responsibility regarding the
application of the Cosmetics Regulation. Accordingly, ECHA should not purport to give guidance
on its application. However, the Ombudsman notes that the joint statement provides
nonabinding guidance for manufacturers or distributors of chemicals which might fall within the

9



* %%
Lo

ek

scope both of the REACH Regulation and of the Cosmetics Regulation. The joint statement
clarifies, in that context, how the REACH Regulation will apply to those substances. The
application of the REACH Regulation clearly does fall within the responsibility of both the
Commission and ECHA. Thus, it is entirely appropriate that both the Commission and ECHA
would give their views on the matter.

44. The joint statement does not constitute a legally binding interpretation of the rights and
duties of manufacturers or distributors. Furthermore, the fact that the Commission and ECHA
may issue such guidance does not prejudge the issue of whether their guidance is correct [24] .
It is for the Court of Justice to provide a definitive interpretation of EU law.

45. There was thus no maladministration concerning this aspect of the complaint.

The {'oint statement allegedly leading to incorrect
labelling as free from animal testing

Arguments presented to the Ombudsman

46. The complainant argued that the joint statement could lead to certain cosmetics, the
ingredients of which were subject to animal testing for one of the three types of case mentioned
in the joint statement, being wrongly labelled as “free from animal testing”. This could confuse
and mislead consumers.

47. In their replies to the issues raised by the complainant in the course of this inquiry, the
Commission and ECHA expressed the view that a product “ must not be labelled as being ‘free
from animal testing’ if it contains a substance which was tested on animals for whatever
reason, including one of the three cases mentioned in the Joint Statement ” .

48. The complainant pointed out that this is not expressly made clear in the joint statement.

The Ombudsman’s assessment

49. The Ombudsman appreciates the clarifications provided by the Commission and ECHA on
this issue.

50. As to whether these clarifications need to be included in the joint statement, the
Ombudsman notes that as the issue of labelling of a cosmetic falls under the Cosmetic
Regulation only, it would not be appropriate for ECHA, which has no role in the application of
the Cosmetics Regulation, to give its views publicly on the issue of labelling of a cosmetic. Thus,
the Ombudsman does not agree that the joint statement needs to be clarified in this respect.
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Conclusion

On the basis of the inquiry into this complaint, the Ombudsman closes it with the following
conclusion :

There was no maladministration by the European Commission and the European
Chemicals Agency.

The complainant, the Commission and ECHA will be informed of this decision.

Emily O'Reilly European Ombudsman

Strasbourg, 21/07/2017
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