
MECHA ffi1(11)

EUROPEAN CHEM ICALS AGENCY

Helsinki, 18 December 2OI7

Addres

Decision number: CCH-D-21 L43BI47B-36-0UF
Substance namer 2,2-dimethylpropan-1-ol, tribromo derivative
EC number: 253-057-0
CAS number: 36483-57-5
Registration number:
Submission number:
Submission date: 06,10.2016
Registered tonnage band: f

DECISION ON A COMPLIANCE CHECK

Based on Article 41 of Regulation (EC) No 7907/2006 (the REACH Regulation), ECHA
requests you to submit information on:

1. Sub-chronic toxicity study (9o-day), oral route (Annex IX, Section 8.6.2.;
test method: EU B.26./OECD TG 4O8) in rats with the registered substance;

2. Simulation testing on ultimate degradation in surface water (Annex IX,
Section 9.2.1.2.¡ test method: Aerobic mineralisation in surface water -
simulation biodegradation test, EU C.2S./OECD TG 3O9) at a temperature of
12 oC with the registered substance;

3. Identification of degradation products (Annex \Xt 9.2.3.) using an
appropriate test method with the registered substance;

4. Long-term toxicity testing on aquatic invertebrates (Annex IX, Section
9.1.5.; test method: Daphnia magna reproduction test, EU C,zO.l OECD TG
211) with the registered substance;

Long-term toxicity testing on fish (Annex IX, Section 9.1.6.1.; test method:
Fish, early-life stage (FELS) toxicity test, OECD TG 2fO) 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 to
the REACH Regulation, 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
adequate and reliable documentation.

You have to submit the requested information in an updated registration dossier by 25
March 2O2O. You also have to update the chemical safety report, where relevant. The
timeline has been set to allow for sequential testing.

The reasons of this decision are set out in Appendix 1. The procedural history is described in
Appendix 2 and advice and further observations are provided in Appendix 3.
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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, has to 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/aopeals

Authorisedl by Claudio Carlon, Head of Unit, Evaluation E2

1 Asthis is an electronic document, it is not physically s¡gned. This communication has been approved according to ECHA'S internal
decision-approval process.

ECHA
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Appendix 1: Reasons

1. Sub-chronic toxicity study (9o-day), oral route (Annex IX, Section 8.6.2.)

In accordance with Articles 10(a) and 12(1) of the REACH Regulation, a technical dossier
registered 

- 

per year must contain, as a minimum, the information

In your comments to the draft decision you indicated that you intend to lower the tonnage
oano to below I, on 7 Septembei 2oL7 you however confirmed that you have no
intentions to lower the volume of the registered substance to I or to switch to an

specified in Annexes VII to IX to the REACH Regulation, The information to be generated
for the dossier must fulfil the criteria in Article 13(4) of the same regulation.

A "sub-chronic toxicity study (90 day)" is a standard information requirement as laid down
in Annex IX, Section 8.6.2. of the REACH Regulation. Adequate information on this endpoint
needs to be present in the technical dossier for the registered substance to meet this
i nformation requ i rement.

In the technical dossier you have provided a study record for a "repeated dose 28-day oral
toxicity study" (test method: OECD ÎG 4O7) and a 30-day non-guideline study. However,
these studies do not provide the information required by Annex IX, Section 8.6.2., because
exposure duration is less than 90 days and the number of animals per dose group is
significantly lower. Therefore, the sensitivity of a 28-day study is much lower than that of a
90-day study.

In addition, the technical dossier does not contain an adaptation in accordance with column
2 of Annex IX, Section 8.6.2. or with the general rules of Annex XI for this standard
information requ i rement.

intermediate reg
tonnage band of

istration. Therefore , the decision making process continued based on the

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 has evaluated the most appropriate route of administration for the study. The
substance is a solid with no potential for respiratory exposure as the substance is formed of
large crystalline. Hence, the test shall be performed by the oral route using the test method
EU 8.26.IOECD TG 408.

According to the test method EU 8.26./OECD TG 408 the rat is the preferred species. ECHA
considers this species as being appropriate and testing should be performed with the rat.

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: Repeated dose 90-day oral toxicity study (test method: EU 8,26,/OECD
TG 408) in rats.
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2. Simulation test¡ng on ult¡mate degradat¡on in surface water (Annex IX,
Section 9.2.L.2.)

In accordance with Articles 10(a) and 12(1) of the REACH Regulation, a technical dossier
registered 

- 

per year must contain, as a minimum, the information
specified in Annexes VII to IX to the REACH Regulation. The information to be generated
for the dossier must fulfil the criteria in Article 13(4) of the same regulation.

"simulation testing on ultimate degradation in water" is a standard information requirement
as laid down in Annex IX, section 9.2.I.2. 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.

The technical dossier contains the following adaptation for the endpoint'biodegradation in
water and sediment: simulation tests': "Direct and indirect exposure of sediment is unlikely.
The substance is been used as reactive flame retardant in polymer synthesis. It is become a
part of the polymeric backbone". While you have not explicitly claimed an adaptation, you
have provided information that could be interpreted as an attempt to adapt the information
requirement according to Column 2 of Annex IX, section 9.2.L.4, sediment simulation
testing. However, ECHA notes that the technical dossier does not contain any information or
adaptation regarding the information requirement of Annex IX, Section 9.2.I.2, simulation
testing in in surface waters.

According to Annex IX, Section 9.2.1.2, column 2 of the REACH Regulation, simulation
testing on ultimate degradation in surface water does not need to be conducted if the
substance is highly insoluble in water or is readily biodegradable. ECHA notes that based on
the information in the technical dossier, the registered substance has a water solubility of
1.93 glL and is not readily biodegradable in an OECD 3lO (2.5o/o in 28 days, GLP compliant,
relibaility score 1). You also provided a study record for an OECD 3028 (non-GLP compliant,
relibaility score 2), showingT0o/o degradation in 28 days and 77o/o degradation in 36 days
(measured as DOC removal). You concluded that the substance is inherently biodegradable
based on the result obtained according to this study. However, while the validity criteria of
the test have been met, ECHA notes that the result should be extrapolated with care
because the sludge was pre-exposed to the test substance and supplemented by yeast
extract. Therefore, the test substance can only be considered "inherently biodegradable with
pre-adaptation" under optimal condition, but not in the realistic environmental condition.
According to the ECHA Guidance on Information Requirements and Chemicals Safety
Assessmenf (v3.0, February 2016), Chapter R.7b, Section R.7.9.5.2., the test results cannot
be used at the screening stage for P or vP criteria, nor can it be used in a chemical safety
assessment because the incoulum was pre-adapted and because the70o/o pass level was
not achieved in seven days. Therefore, there is a need to further investigate the
degradation of the substance and its degradation products.
As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirements. Consequently there is
an information gap and it is necessary to provide information for this endpoint.

According to ECHA Guidance on information requirements and chemical safety assessment,
Chapter R.7b (version 3.0, February 2016) Aerobic mineralisation in surface water -
simulation biodegradation (test method EU C.25. / OECD TG 309) is the preferred test to
cover the standard information requirement of Annex IX, Section 9.2.7.2.

ECHA
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One of the purposes of the simulation test is to provide the information that must be
considered for assessing the P/vP properties of the registered substance in accordance with
Annex XIII of the REACH Regulation to decide whether it is persistent in the environment.
Annex XIII also indicates that "fhe information used for the purposes of assessment of the
PBT/vPvB properties shall be based on data obtained under relevant conditions".The
Guidance on information requirements and chemical safety assessment R.7b (version 3.0,
February 2016) specifies that simulation tests "attempt to simulate degradation in a specific
environment by use of indigenous biomass, media, relevant solids [...], and a typical
temperature that represents the particular environment". The Guidance on information
requirements and chemical safety assessment Chapter R.16 on Environmental Exposure
Estimation, Table R.16-9 (version 2.1 October 2012) indicates 12oC (285K) as the average
environmental temperature for the EU to be used in the chemical safety assessment.
Performing the test at the temperature of 12oC is within the applicable test conditions of the
Test Guideline OECD TG 309, Therefore, the test should be performed at the temperature of
120c.

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: Aerobic mineralisation in surface water - simulation biodegradation test
(test method: EU C.25./OÊ.CD TG 309).

Notes for your consideration

Before conducting the requested test you are advised to consult the ECHA Guidance on
information requirements and chemical safety assessment, Chapter R7b, Sections R.7.9.4
and R.7.9.6 (version 3.0, February 2016) and Chapter R.11, Section R.11.4.1,1 (version
2.0, November 2014) on PBT assessment.

In accordance with Annex I, Section 4, of the REACH Regulation you should revise the PBT
assessment when results of the test detailed above are available. You are also advised to
consult the ECHA Guidance on information requirements and chemical safety assessment
(version 2.0, November 2014), Chapter R.11, Section R.11.4.1.1. and Figure R. 11-3 on
PBT assessment for the integrated testing strategy for persistency assessment in particular
taking into account the degradation products of the registered substance.

3. Identification of degradation products (Annex IX, Section 9.2.3.)

The identification of the degradation products is a standard information requirement
according to column 1, Section 9.2.3. of Annex IX 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.

The biodegradation section in the technical dossier does not contain any information in
relation to the identification of degradation products, nor an adaptation in accordance with
column 2 of Annex IX, Sections 9.2 or 9.2.3. or with the general rules of Annex XI forthis
standard information requirement.

According to Annex IX, Section 9.2.3., column 2 of the REACH Regulation, identification of
degradation products is not needed if the substance is readily biodegradable. ECHA notes
that based on the information in the technical dossier, the registered substance is not
readily biodegradable according to an OECD 310 study (2.5o/o in 28 days, GLP compliant,
reliability score 1). You also provided a study record for an OECD 3028 study (non-GLP
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compliant, reliability score 2), which as discussed above cannot be used at the screening
stage for P or vP criteria, nor can it be used in a chemical safety assessment,

Furthermore, ECHA notes that you have not provided any justification in your chemical
safety assessment or in the technical dossier explaining why there is no need to provide
information on the degradation products.

As explained above, the information provided on this endpoint for the registered substance
in the technical dossier does not meet the information requirements. Consequently there is
an information gap and it is necessary to provide information for this endpoint.

Regarding the choice of the appropriate and suitable test method, the method will have to
be substance-specific. When analytically possible, identification, stability, behaviour, molar
quantity of metabolites relative to the parent compound should be evaluated. In addition,
degradation half-life, log Kow and potential toxicity of the metabolite may be investigated.
You may obtain this information from the simulation study also requested in this decision, or
by some other measure. You will need to provide a scientifically valid justification for the
chosen method.

In your comments to the draft decision you have indicated that the degradation products
will be analysed under the OECD TG 309 test conditions if no complete mineralization will be
observed by the end of the test. Radiolabelled FR-513 will be used for this analysis.

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:

Identification of the degradation products (Annex IX, Section 9.2.3.) by using an
appropriate and suitable test method, as explained above in this section.

Notes for your consideration

Before providing the above information you are advised to consult the ECHA Guidance on
information requirements and chemical safety assessment (version 3.0, February 2016),
Chapter R,7b,, Sections R.7.9.2.3 and R.7.9.4, These guidance documents explain that the
data on degradation products is only required if information on the degradation products
following primary degradation is required in order to complete the chemical safety
assessment. Section R.7.9.4. further states that when substance is not fully degraded or
mineralised, degradation products may be determined by chemical analysis.

4 Long-term toxicity testing on aquatic invertebrates (Annex IX, Section
e.1.s.)

"Long-term toxicity testing on aquatic invertebrates" is a standard information requirement
as laid down in Annex IX, Section 9.1.5. 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.

You have sought to adapt this information requirement. You provided the following
justification forthe adaptation: "Ihe study does not need to be conducted due to no toxicity
to daphnia and no effect exhibit by the acute toxicity study (EC50=64m9/L). In addition,
FR-513 is been used as reactive flame retardant in polymers synthesis. It is become part of
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the polymeric backbone. Therefore, direct and indirect exposure to aquatic compartment is
unlikely".

However, ECHA notes that your adaptation does not meet the specific rules for adaptation
of Annex IX, Section 9.1.5., column 2, because of your PNEC calculation. In fact, ECHA
notes that you calculated the PNEC on the basis of two long-term studies available (algae
and fish) and thus you applied an Assessment Factor (AF) of 50. However, as outlined under
request no. 7 below, ECHA considers the long-term fish test provided as not valid.
Therefore, the assessment factor used for the Chemical Safety Report is not correct. The
correct assessment factor in this case is 1000 and instead of using the NOEC value from the
algae study (2.2 mg/L) as basis for the PNEC calculation, the LCso value should be applied
(28 mglL), with a resulting PNEC value of 0,02Bmg/L.

This has an impact on the use in polymer production with Trinol low tonnage (Section 10.6,
page 156 in the Chemical Safety Report), because the new Risk Characterisation Ratio
(RCR) using the correct assessment factor and PNEC would be >1, thus indicating a concern
that needs to be addressed,

Therefore, your adaptation of the information requirement cannot be accepted.

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.

According to ECHA Guidance on information requirements and chemical safety assessment,
Chapter R.7b (version 3.0, February 2016) Daphnia magna reproduction test (test method
EU C.20, / OECD TG 211) is the preferred test to coverthe standard information
requirement of Annex IX, Section 9.1.5.

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: Daphnia magna reproduction test (test method: EU C.20,/OECD TG 211).

ffofes for your consideration

According to ECHA Guidance on information requirements and chemical safety assessment
(version 3.0, February 2016), Chapter R7b (Section R.7.8.5., including Figure R.7,8-4) if
based on acute aquatic toxicity data neither fish nor invertebrates are shown to be
substantially more sensitive, long-term studies may be required on both. In such case,
according to the integrated testing strategy, the Daphma study is to be conducted first. If
based on the results of the long-term Daphnia study and the application of a relevant
assessment factor, no risks are observed (PEC/PNEC<1), no long-term fish testing may
need to be conducted. However, if a risk is indicated, the long-term fish study needs to be
conducted.

5. Long-term toxicity testing on fish (Annex IX, Section 9.1.6.1.)

"Long-term toxicity testing on fish" is a standard information requirement as laid down in
Annex IX, Section 9.1.6. of the REACH Regulation, Adequate information on Fish, early-life
stage (FELS) toxicity test (Annex IX,9.1.6.1.), or Fish, short-term toxicity test on embryo
and sac-fry stages (Annex IX, 9.L6.2.), or Fish, juvenile growth test (Annex IX, 9.1.6.3.)
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needs to be present in the technical dossier for the registered substance to meet this
i nformation requirement.

In the technical dossier you have provided a study record for a Fish, Prolonged Toxicity
Test: 14-Day Study, in Carp (OECD 204, Semi-Static). However, this study does not provide
the information required by Annex IX, Section 9.1.6.1 because the OECD 204 Test Guideline
has been revoked as of 2 April 2014. Therefore, the result of this study is not adequate to
cover the information requirement for this endpoint.

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.

According to ECHA Guidance on information requirements and chemical safety assessment,
Chapter R.7b (version 3,0, February 2016) fish early-life stage (FELS) toxicity test (test
method OECD TG 210), fish short-term toxicity test on embryo and sac-fry stages (test
method EU C.15. / OECDTGzLZ) and fish juvenile growth test (test method EUC.L4. /
OECD TG 215) are the preferred tests to cover the standard information requirement of
Annex ïX, Section 9.1.6.

However, the FELS toxicity test according to OECD TG 210 is more sensitive than the fish,
short-term toxicity test on embryo and sac-fry stages (test method EU C.15 / OECD TG
2I2), or the fish, juvenile growth test (test method EU C.14. / OECD TG 215), as it covers
several life stages of the fish from the newly fertilized egg, through hatch to early stages of
growth (see ECHA Guidance on information requirements and chemical safety assessment
(version 3,0, February 2OL6), Chapter R7b, Figure R.7.8-4).

Moreover, the FELS toxicity test is preferable for examining the potential toxic effects of
substances which are expected to cause effects over a longer exposure period, or which
require a longer exposure period of time to reach steady state (ECHAGuidance Chapter
R7b, version 3.0, February 2016).

In your comments to the draft decision, you have indicated your acceptance of the
integrated testing startegy outlined in the'/Vofes for your consideration'to this request.

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: Fish, early-life stage (FELS) toxicity test (test method: OECD TG 210).

Notes for your consideration

Before conducting any of the tests mentioned above in points 6 and 7 you shall consult the
ECHA Guidance on information requirements and chemical safety assessment (version 3.0,
February 2016), Chapter R7b, Section R.7.8.5 to determine the sequence in which the
aquatic long-term toxicity tests are to be conducted and the necessity to conduct long-term
toxicity testing on fish.

According to ECHA Guidance on information requirements and chemical safety assess¡nenf
(version 3,0, February 2O16), Chapter R7b (Section R.7,8,5., including Figure R,7,8-4), if
based on acute aquatic toxicity data neither fish nor invertebrates are shown to be
substantially more sensitive, long-term studies may be required on both. In such case,
according to the integrated testing strategy, the Daphma study is to be conducted first. If
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based on the results of the long-term Daphnia study and the application of a relevant
assessment factor, no risks are observed (PEC/PNEC<1), no long-term fish testing may
need to be conducted. However, if a risk is indicated, the long-term fish study needs to be
conducted,

Deadline to submit the requested information in this decision

In the draft decision communicated to you the time indicated to provide the requested
information was 18 months from the date of adoption of the decision. In your comments on
the draft decision, you requested an extension of the timeline to 27 months, You sought to
justify this request by providing documentary evidence from a test laboratory (l

-) 

änd by providing two study reports from two similar substances in-clicating the
need for longer time to complete test substance synthesis, GLP certification of the material
and development of the analytical method. Therefore, ECHA has granted the request and
set the deadline to 27 months.

ECHA
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Appendix 2: Procedural history

For the purpose of the decision-making, this decision does not take into account any
updates of your registration after the date when the draft decision was notified to you under
Article 50(1) of the REACH Regulation,

The compliance check was initiated on 25 October 2016.

The decision making followed the procedure of Articles 50 and 51 of the REACH Regulation,
as described below:

ECHA notified you of the draft decision and invited you to provide comments

ECHA took into account your comments and amended the deadline

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
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Appendix 3: Further information, observations and technical guidance

1, The substance subject to the present decision is provisionally listed in the
Community rolling action plan (CoRAP) for the start of substance evaluation in 2019

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

3, Failure to comply with the requests in this decision, or to otherwise fulfil the
information requirements with a valid and documented adaptation, will result in a
notification to the enforcement authorities of your Member State,

4. In carrying out the tests required by the present decision, it is important to ensure
that the particular sample of substance tested 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. If the
registration of the substance covers different grades, the sample used for the new
tests must be suitable to assess these.

Furthermore, there must be adequate information on substance identity for the
sample tested and the grades registered to enable the relevance of the tests to be
assessed.

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland I Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu


