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Registered tonnage band: [l (tonnage band submission | G

DECISION ON A COMPLIANCE CHECK

Based on Article 41 of Regulation (EC) No 1907/2006 (the ‘REACH Regulation’), ECHA
requests you to submit information on

1. In vitro gene mutation study in bacteria (Annex VII, Section 8.4.1,; test
method: Bacterial reverse mutation test, EU B.13/14 /JOECD TG 471) using
one of the following strains: E. coli WP2 uvrA, or E. coli WP2 uvrA
(pKM101), or S. typhimurium TA102 with the registered substance.

You may adapt the testing requested above according to the specific rules outlined in
Annexes VI to X and/or according to the general rules contained in Annex XI of the REACH
Regulation. In order to ensure compliance with the respective information requirement, any
such adaptation will need to have a scientific justification, referring and conforming to the
appropriate rules in the respective Annex, and an adequate and reliable documentation.

You are required to submit the requested information in an updated registration dossier by
27 May 2019. You shall also update the chemical safety report, where relevant.

The reasons of this decision are set out in Appendix 1. The procedural history is described in
Appendix 2. Advice and further observations are provided in Appendix 3.

Appeal

This decision can be appealed to the Board of Appeal of ECHA within three months of its
notification. An appeal, together with the grounds thereof, shall be submitted to ECHA in
writing. An appeal has suspensive effect and is subject to a fee. Further details are

described under http://echa.europa.eu/regulations/appeals.

Authorised! by Ofelia Bercaru, Head of Unit, Evaluation E3

! As this is an electronic document, it is not physically signed. This communication has been approved according to ECHA's internal
decision-approval process.
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Appendix 1: Reasons

1. In vitro gene mutation study in bacteria (Annex VII, Section 8.4.1.)

Pursuant to Articles 10(a)(vi) and/or (vii), 12(1)(c) and 13(4) of the REACH Regulation, a
technical dossier registered at per year shall contain as a minimum the
information specified in Annexes VII to VIII of the REACH Regulation.

An “In vitro gene mutation study in bacteria” is a standard information requirement as laid
down in Annex VII, Section 8.4.1. of the REACH Regulation. Adequate information on this

endpoint needs to be present in the technical dossier for the registered substance to meet
this information requirement.

According to Article 13(3) of the REACH Regulation, tests required to generate information
on intrinsic properties of substances shall be conducted in accordance with the test methods
recognised by the Commission or ECHA. Other tests may be used if the conditions of Annex
XI are met. More specifically, Section 1.1.2 of Annex XI provides that existing data on
human health properties from experiments not carried out according to GLP or the test
methods referred to in Article 13(3) may be used if the following conditions are met:

(1) Adequacy for the purpose of classification and labelling and/or risk assessment;

(2) Adequate and reliable coverage of the key parameters foreseen to be investigated in
the corresponding test methods referred to in Article 13(3);

(3) Exposure duration comparable to or longer than the corresponding test methods
referred to in Article 13(3) if exposure duration is a relevant parameter; and

(4) aAequate and reliable documentation of the study is provided.

According to paragraph 13 of the current OECD TG 471 test guideline (updated 1997) at
least five strains of bacteria should be used (S. typhimuriurm TA1535; TA1537 or TA97a or
TA97; TA98; TA100; S. typhimurium TA102 or E. coli WP2 uvrA or E. coli WP2 uvrA
(pKM101). These include four strains of S. typhimurium (TA1535; TA1537 or TA97a or
TA97; TA98; and TA100) that have been shown to be reliable and reproducibly responsive
between laboratories. These four S. typhimurium strains have GC base pairs at the primary
reversion site and it is known that they may not detect certain oxidising mutagens, cross-
linking agents and hydrazines. Such substances may be detected by E.coli WP2 strains or S.
typhimurium TA102 which have an AT base pair at the primary reversion site.

You have provided a test from the year 1988, according to OECD TG 471, and for which no
GLP compliance data are available, with an assigned reliability score of 2. The test used four
different strains of S. typhimurium TA 1535, TA 97, TA 98 and TA 100 and did not include
tests with strains S. typhimurium TA102 or E. coli WP2 uvrA or E. coli WP2 uvrA (pKM101).
However, since the test was conducted, significant changes have been made to OECD TG
guideline 471 so that additionally testing with S. typhimurium TA102 or E. coli WP2 uvrA or
E. coli WP2 uvrA (pKM101) is now required. This means that the study provided does not
meet the current guidelines, nor can it be considered as providing equivalent data according
to the criteria in Annex XI, 1.1.2. of the REACH Regulation.

ECHA concludes that a test using E. coli WP2 uvrA, or E. coli WP2 uvrA (pKM101), or S.

typhimurium TA102 has not been submitted and that the test using one of these is required
to conclude on in vitro gene mutation in bacteria.
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As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirement. Consequently there is
an information gap and it is necessary to provide information for this endpoint.

ECHA considers that the bacterial reverse mutation test (test method EU B.13/14./ OECD
TG 471) is appropriate to address the standard information requirement of Annex VII,
Section 8.4.1. of the REACH Regulation.

ECHA has noted your agreement to perform the test requested in the draft decision.

Therefore, pursuant to Article 41(1) and (3) of the REACH Regulation, you are requested to
submit the following information derived with the registered substance subject to the
present decision: Bacterial reverse mutation test (test method: EU B.13/14. / OECD

TG 471) using one of the following strains: E. coli WP2 uvrA, or E. coli WP2 uvrA (pKM101),
or S. typhimurium TA102.

Deadline to submit the requested information in this decision

In the decision communicated to you on 6 July 2018 the time indicated to provide the
requested information was 24 months from the date of adoption of the decision. This period
of time took into account the fact that the draft decision also requested the following
studies: Sub-chronic toxicity study (90-day), oral route (Annex IX, Section 8.6.2; test
method: EU B.26/0ECD TG 408) in rats; Pre-natal developmental toxicity study (Annex IX,
Section 8.7.2; test method: EU B.31/0ECD TG 414) in a first species (rats or rabbits), oral
route; Long-term toxicity testing on plants (Annex IX, Section 9.4.3., column 2; test
method: Terrestrial plants, growth test, OECD TG 208, with at least six species tested (with
as a minimum two monocotyledonous species and four dicotyledonous species), or, Soil
Quality - Biological Methods - Chronic toxicity in higher plants, ISO 22030); and Effects on
soil micro-organisms (Annex IX, Section 9.4.2.; test method: Soil microorganisms: nitrogen
transformation test, EU C.21/OECD TG 216).

As these studies are not addressed in the present decision, ECHA considers that a
reasonable time period for providing the required information in the form of an updated
registration is 6 months from the date of the adoption of the decision. The draft decision
was therefore modified accordingly.
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Appendix 2: Procedural history

The compliance check was initiated on 6 November 2015.

The decision making followed the procedure of Articles 50 and 51 of the REACH Regulation:
ECHA notified you of the draft decision and invited you to provide comments.

ECHA took into account your comments and did not amend the requests.

You updated your registration on 3 May 2017 in light of the comments provided. To this
extent ECHA took the information in the updated registration into account.

In particular, in your comments you indicated that your registration dossier and the joint
submission dossier was

You were at that time unable to show that you were
operating at that based on the average production volumes for the

three preceding calendar years.
ECHA therefore did not amend the draft decision.

ECHA notified the draft decision to the competent authorities of the Member States for
proposals for amendment.

As no amendments were proposed, ECHA took the decision according to Article 51(3) of the
REACH Regulation.

ECHA notified you of the decision (decision number CCH-D-2114397463-39-01/F) on 6 July
2018.

After receipt of the decision, you updated your registration dossier on 18 July 2018
(submission number ﬂ) providing further evidence showing that over the three
preceding years you were not operating at the | | B <’ year tonnage band. In

particular, you explained that a certain volume of the substance manufactured for export
was used [ - /o

had already in your initial comments informed ECHA that you considered to be operating at
the ﬁ per year, ECHA exceptionally took this late information into account.
ECHA has not performed any other assessment of the updated registration dossier.

ECHA therefore decided to withdraw decision number CCH-D-2114397463-39-01/F.

On the basis of the information provided in your registration dossier ECHA therefore took
into account the tonnage band change for the purposes of this evaluation and revised the
draft decision. This has resulted in the removal of the following decision requests: Sub-
chronic toxicity study (90-day), oral route (Annex IX, Section 8.6.2; test method: EU
B.26/0ECD TG 408) in rats; Pre-natal developmental toxicity study (Annex IX, Section
8.7.2; test method: EU B.31/0OECD TG 414) in a first species (rats or rabbits), oral route;
Long-term toxicity testing on plants (Annex IX, Section 9.4.3., column 2; test method:
Terrestrial plants, growth test, OECD TG 208, with at least six species tested (with as a
minimum two monocotyledonous species and four dicotyledonous species), or, Soil Quality -
Biological Methods - Chronic toxicity in higher plants, ISO 22030); and Effects on soil micro-
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organisms (Annex IX, Section 9.4.2.; test method: Soil microorganisms: nitrogen
transformation test, EU C.21/OECD TG 216).

ECHA notified the draft decision to the competent authorities of the Member States for
proposals for amendment.

As no amendments were proposed, ECHA took the decision according to Article 51(3) of the
REACH Regulation.
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Appendix 3: Further information, observations and technical guidance

1. This compliance check decision does not prevent ECHA from initiating further
compliance checks on the present registration at a later stage.

2. Failure to comply with the request(s) in this decision, or to fulfil otherwise the
information requirement(s) with a valid and documented adaptation, will result in a
notification to the enforcement authorities of your Member State.

3. In relation to the information required by the present decision, the sample of
substance used for the new test(s) must be suitable for use by all the joint
registrants. Hence, the sample should have a composition that is suitable to fulfil the
information requirement for the substance composition manufactured or imported by
the joint registrants. It is the responsibility of all joint registrants who manufacture
or import the same substance to agree on the appropriate composition of the test
material and to document the necessary information on their substance composition.
In addition, it is important to ensure that the particular sample of substance tested
in the new test(s) is appropriate to assess the properties of the registered substance,
taking into account any variation in the composition of the technical grade of the
substance as actually manufactured or imported by each registrant. If the
registration of the substance by any registrant covers different grades, the sample
used for the new test(s) must be suitable to assess these grades. Finally there must
be adequate information on substance identity for the sample tested and the
grade(s) registered to enable the relevance of the test(s) to be assessed.
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