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Helsinki, 02 December 2015

Decision/annotation number: Please refer to the REACH-IT message which delivered this
communication (in format SEV-D-XXXXXXXXXX-XX-XX/F)
DECISION ON SUBSTANCE EVALUATION PURSUANT TO ARTICLE 46(1) OF
REGULATION (EC) NO 1907/2006
For triphenyl phosphite, CAS No 101-02-0 (EC No 202-908-4)
Addressees: Registrant(s)’ of triphenyl phosphite (Registrant(s))
This decision is addressed to all Registrant(s) of the above substance with active
registrations on the date on which the draft for the decision was first sent, with the
exception of the cases listed in the following paragraph. A list of all the relevant registration
numbers subject to this decision is provided as an enclosure to this decision.
Registrants holding active registrations on the day the draft decision was sent are not
addressees of this decision if they are: i) Registrant(s) who had on that day registered the
above substance exclusively as an on-site isolated intermediate and under strictly controlled
conditions and ii) Registrant(s) who have ceased manufacture/import of the above
substance in accordance with Article 50(3)of Regulation (EC) No 1907/2006 concerning the
Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH Regulation)
before the decision is adopted by ECHA.
The European Chemicals Agency (ECHA) has taken the following decision partially rectifying
a decision initially taken 21 May 2015 which was appealed against on 19 August 2015. The
initial decision had been taken based on an evaluation by the Health and Safety Executive
as the Competent Authority of the United Kingdom (evaluating MSCA) and in accordance
with the procedure set out in Articles 50 and 52 of Regulation (EC) No 1907/2006
concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH
Regulation).
This decision is based on the registration dossier(s) on 29 April 2014 i.e. the day on which
the draft decision was notified to the Registrant(s) pursuant to Article 50(1) of the REACH
Regulation.
This decision does not imply that the information provided by the Registrant(s) in the
registration(s) is in compliance with the REACH requirements. The decision neither prevents
ECHA from initiating compliance checks on the dossier(s) of the Registrant(s) at a later
stage, nor does it prevent a new substance evaluation process once the present substance
evaluation has been completed.
I.

Procedure

Pursuant to Article 45(4) of the REACH Regulation the Competent Authority of the United
Kingdom has initiated substance evaluation for triphenyl phosphite (TPP), CAS No 101-02-0
(EC No 202-908-4) based on registration(s) submitted by the Registrant(s) and other
relevant and available information and prepared the present decision in accordance with
Article 46(1) of the REACH Regulation.
‘The term Registrant(s) is used throughout the decision, irrespective of the number of registrants addressed by the decision.
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On the basis of an opinion of the ECHA Member State Committee and owing to initial
grounds for concern relating to human health / suspected CMR (reproductive toxicity),
sensitiser, suspected endocrine disruptor, exposure / wide dispersive use, consumer use,
aggregated tonnage, TPP was included in the Community rolling action plan (C0RAP) for
substance evaluation to be evaluated in 2013. The updated C0RAP was published on the
ECHA website 20 March 2013. The Competent Authority of the United Kingdom was
appointed to carry out the evaluation.
In the course of the evaluation, the evaluating MSCA noted additional concerns regarding
repeated-dose toxicity, genotoxicity, hydrolysis, biodegradation and, in relation to
transported isolated intermediate use, the tonnages affected and risk management
measures in place.
The evaluating MSCA considered that further information was required to clarify the
following concerns: genotoxicity, abiotic and biotic degradation, hydrolysis, human exposure
assessment, the application of strictly controlled conditions for the use of TPP as a
transported isolated intermediate and associated tonnages. Therefore, it prepared a draft
decision pursuant to Article 46(1) of the REACH Regulation to request further information. It
submitted the draft decision to ECHA on 18 March 2014.
On 29 April 2014 ECHA sent the draft decision to the Registrant(s) and invited them
pursuant to Article 50(1) of the REACH Regulation to provide comments within 30 days of
the receipt of the draft decision.
By 5 June 2014 ECHA received comments from the Registrant(s) of which it informed the
evaluating MSCA without delay.
The evaluating MSCA considered the comments received from the Registrant(s).
On the basis of this information, Section II was amended and Section III was modified.
In accordance with Article 52(1) of the REACH Regulation, on 4 September 2014 the
evaluating MSCA notified the Competent Authorities of the other Member States and ECHA
of its draft decision and invited them pursuant to Articles 52(2) and 51(2) of the REACH
Regulation to submit proposals to amend the draft decision within 30 days of the receipt of
the notification.
Subsequently, four Competent Authorities of the Member States and ECHA submitted
proposals for amendment to the draft decision.
On 10 October 2014 ECHA notified the Registrant(s) of the proposals for amendment to the
draft decision and invited them pursuant to Articles 52(2) and 51(5) of the REACH
Regulation to provide comments on those proposals for amendment within 30 days of the
receipt of the notification.
The evaluating MSCA reviewed the proposals for amendment received and amended the
draft decision.
On 20 October 2014 ECHA referred the draft decision to the Member State Committee.
By 10 November 2014, in accordance to Article 51(5), the Registrant(s) provided comments
on the proposed amendments. The Member State Committee took into account the
comments the Registrant(s) made on the proposals for amendment (PfAs).
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After discussion in the Member State Committee meeting on 8-11 December 2014, a
unanimous agreement of the Member State Committee on the draft decision as modified at
the meeting was reached on 11 December 2014.
ECHA took the decision pursuant to Article 51(6) of the REACH Regulation.
Following an appeal by the Registrant lodged on 19 August 2015 and the Board of Appeal
decision of 23 September 2015 in case A-005-2014 (Akzo Nobel Industrial Chemicals GmbH
and others v ECHA), ECHA’s Executive Director has partially rectified the decision by
withdrawing the information requests for reproductive toxicity (sections 2.1 and 2.2 of the
decision of 21 May 2015) and amended the statement of reasons accordingly. Apart from
the reproductive toxicity related endpoints, this decision confirms the parts of the decision
of 21 May 2015 which are not rectified.
II.

Information required

Pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall submit the
following information using the indicated test methods or instructions (in accordance with
Article 13(3) and (4) of the REACH Regulation) and the registered substance subject to the
present decision:
1. Genotoxicity
1.1. Bacterial reverse mutation test to investigate the potential for DNA cross
links/oxidative mutagenesis (test method EU B13/14, OECD 471 with the Salmonella
typhimurium strain TA 102 or E. coli WP2 uvrA or E. coil WP2 uvrA (pKM1O1) with and
without metabolic activation);
1.2. In vitro micronucleus study (test method EU B.49, OECD 487);
2. Simulation Test Aerobic Sewage Treatment, A: Activated Sludge Units, B: Biofilms
(test method OECD 303A or B). The precise methodology (i.e. OECD 303A or B) shall be
fully justified by the Registrant(s);
—

3. Aerobic Mineralisation in Surface Water Simulation Biodegradation Test (test method
EU C.25/OECD 309) with natural freshwater and amended with sediment, including both
the kinetic transformation and the pathway of transformation at 12 °C. The test with
suspended sediment shall be performed using sediment characterised by high organic
carbon content (2.S-7.S%) and a fine texture. The test substance concentration should
be in the range of the water solubility of the substance, preferably 2-20 ug/L.
-

Pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall also submit
the following information regarding the registered substance subject to the present
decision:
4.

Further information in relation to the standard quality and reporting criteria given in the
hydrolysis studies conducted in accordance with OECD 111 (BC Research (2002)2), in
particular: recovery; repeatability and sensitivity of the analytical method(s); and the
confidence intervals for the data on hydrolysis kinetics and DT5O calculations. The
influence of the high co-solvent levels on hydrolysis should also be clarified. The robust
study summaries in the IUCLID registration dossiers shall also be updated accordingly;

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finland

I Tel. +358 9 686180 I Fax +358 9 68618210

echa.europa.eu

ECHA

CONEN

4(16)

EUROPEANCHEMICALSAGENCY

5.

Further detailed information on worker exposure for all scenarios to allow an assessment
of the adequacy of the risk management measures in place for TPP to be made,
specifically:
5.1. descriptive text for each process/task within each scenario;
5.2.

operating conditions to support the selection of individual process category (PROC)
coding for each scenario;

5.3.

details of specific tasks within each scenario (include for each task: where it takes
place, indoor/outdoor, personal protective equipment (PPE) required, respiratory
protective equipment (RPE) required);

5.4.

all risk management measures (RMM5) used, including those used to protect
against local effects;

5.5.

which modifiers are used within the exposure modelling to take account of RMM5
already in place;

5.6.

list all the input parameters used in the model (e.g. dustiness, low, medium or
high);

5.7.

list any additional modifiers used in the model, e.g. RPE effectiveness, LEV
effectiveness;

5.8.

provide the scientific justification for the use of efficiency tiers in the table on
efficiency tiers for RMMs used in the assessment;

5.9.

provide a copy of the model inputs and outputs;

5.10. where PPE is specified (e.g. gloves): information on the type of material to be
used, and the breakthrough times for the gloves; and
5.11. where RPE is specified: information on the minimum protection factor required for
particulate filters and details of maintenance and cleaning procedures.
6. Relevant information for each of the consumer exposure scenarios in the CSR,
specifically:
6.1.

descriptive text for each process/task within each scenario;

6.2.

details of specific tasks within each scenario (include for each task, who completes
the task (adult/child)), time spent on each task, how often task expected to take
place, where it takes place, indoor/outdoor, amount of product used per task;
concentration of substance within product, possibility of secondary exposure;

6.3.

clarify which time-frame has been used for the consumer exposure assessment, 8
or 24 hours and if necessary justify why a non-standard time frame has been
used; and

6.4.

state all other model inputs and where applicable justify any deviations from
default values.

7. The Registrant(s) shall address the issue of any possible combined exposures within his
submission or justify why this is not necessary; and
8. The Registrant(s) shall provide confirmation that the tonnages registered as
intermediates are used under strictly controlled conditions, to support the claim of the
Registrant(s) that TPP meets the criteria set out in Article 18 of the REACH Regulation.
Pursuant to Article 46(2) of the REACH Regulation, the Registrant(s) shall submit to ECHA
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by 28 November 2017 an update of the registration(s) containing the information required
by this decision3, including robust study summaries and, where relevant, an update of the
Chemical Safety Report.
III.
1.

Statement of reasons
Genotoxicity

1.1. Bacterial reverse mutation test to investigate the potential for DNA cross
links/oxidative mutagenesis (test method EU 513/14, OECD 471 with the
Salmonella typhimurium strain TA 102 or E. coil WP2 uvrA or E. coil WP2 uvrA
(pKM 101) with and without metabolic activation).
1.2. In vitro micronucleus study (test method EU 8.49, OECD 487).
This information request is relevant to an additional concern over the robustness of the
genotoxicity data package.
The three in vitro tests included in the registration dossier were all conducted in bacteria;
two Ames tests were conducted according to an old OECD guideline that did not use all of
the currently-recommended strains of bacteria, and one was a non-standard assay (DNA
repair/damage) that does not have an OECD guideline.
A number of deficiencies were also noted in the in vivo micronucleus assay. Excessive
toxicity in the high-dose group limited the number of animals sampled at this dose,
although the number of micronuclei was not increased in the surviving animals nor the lowand mid-dose groups. Furthermore, the bone marrow was investigated at an earliertime
point than recommended in the OECD test guideline.
The package of genotoxicity studies therefore investigated mutation in bacterial cells, but
excluding oxidising damage and cross-links; DNA damage in bacterial cells; and
clastogenicity in mammalian cells in vivo. These tests were negative, but all had limitations.
The initial tests to investigate genotoxicity in REACH Annexes VII and VIII are the Ames test
(Annex VII), followed by either an in vitro cytogenicity study in mammalian cells or an in
vitro micronucleus study (Annex VIII). Although the two Ames tests conducted did not use
all the currently-recommended strains, it is considered that they do provide some useful
information and there is insufficient justification to repeat them. However, the in vivo
micronucleus assay had a serious flaw, in that samples were collected at a much earlier
time point than is recommended in the test guideline, with no justification for this protocol
adaptation being given in the study report.
Considering the lack of information on sub-chronic and chronic exposure, there is sufficient
remaining concern to justify further investigation of the genotoxicity of TPP. More
comprehensive information will provide a better basis on which to conclude on the genotoxic
potential of TPP.
It was thus proposed that an in vitro mammalian cell micronucleus study (EU method B.49;
OECD 487) be conducted to provide information on both clastogenicity and aneuploidy in
mammalian cells. This study protocol has the advantage over the in vitro cytogenicity study
in mammalian cells of easily detecting both structural aberrations and aneuploidy.
The Registrant(s) agreed in their comments that this was a reasonable approach to address
The deadline set by the decision already takes into account the time that registrants may require to agree on who is to perform any required
tests and the time that ECHA would require to designate a registrant to carry out the test(s) in the absence of the aforementioned agreement
by the registrants (Article 53(1) of the REACH Regulation).
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the deficiencies of the dataset.
Two Member State Competent Authorities (MSCA5) submitted proposals to amend the
requested information to clarify the genotoxic potential of TPP. One proposed that an in
vitro mammalian cell gene mutation test (test method EU B17, OECD 476) and a bacterial
reverse mutation test with a strain that is able to detect DNA cross—links / oxidative
mutagenesis be requested (test method EU B13/14, OECD 471 with the Salmonella
typhimurium strain TA 102 or E. coil WP2 uvrA or E. coil WP2 uvrA (pKM1O1) with and
without metabolic activation), as the standard information requirements are not met.
Another MSCA requested the inclusion of a reminder to the Registrant(s) that further
genotoxicity testing might be triggered by the results of the requested in vitro micronucleus
study.
In response to these proposals for amendments, the Registrant(s)
in vitro mammalian cell gene mutation test rather than a bacterial
one of the specified strains, stating that the former would provide
links / oxidative mutagenesis. The Registrant(s) accepted that the
studies might lead to further, potentially in vivo, testing.

preferred to conduct an
reverse mutation test in
information on DNA cross
results of the requested

In view of the proposals for amendment and Registrant(s)’ comments, ECHA considers that
the information in the dossier does not meet the current test guideline for the in vitro gene
mutation study in bacteria and so there is currently insufficient information to meet this
standard information requirement. There is a need to conduct the study in a bacterial strain
that is able to detect DNA cross-links I oxidative mutagenesis. An in vitro bacterial
mutation test with one of the specified strains would complement the information provided
by the bacterial mutation tests that are already available in the registration dossier. In this
case, the Registrant(s)’ argument that information on DNA cross-links I oxidative
mutagenesis would be provided by an in vitro mammalian cell gene mutation test would be
largely invalidated because this information will be provided by the additional strain in the
bacterial mutation test. In accordance with Annex VIII, 8.4.4., column 2, the outcome of
these tests would determine the need for follow-up tests.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) are required
to carry out the following studies on the registered substance subject to this decision:
-

-

Bacterial reverse mutation test to investigate the potential for DNA cross
links/oxidative mutagenesis (test method EU B13/14, OECD 471 with the Salmonella
typhimurium strain TA 102 or E. coil WP2 uvrA or E. coil WP2 uvrA (pKM1O1) with
and without metabolic activation); and
In vitro micronucleus study (test method EU B.49, OECD 487).

It is noted that, in accordance with Annex VIII, 8.4.4., column 2, appropriate in vivo
mutagenicity studies shall be considered in case of a positive result in any of the required
tests.
Aerobic Sewage Treatment, A: Activated Sludge Units, B:
2. Simulation Test
Biofilms (test method OECD 303A or B). The precise methodology (i.e. OECD
—

303A or B) shall be fully justified by the Registrant(s).
3. Aerobic Mineralisation in Surface Water Simulation Biodegradation Test (test
method EU C.25/OECD 309) with natural freshwater and amended with sediment,
including both the kinetic transformation and the pathway of transformation at 12
°C. The test with suspended sediment shall be performed using sediment
characterised by high organic carbon content (2.5-7.5%) and a fine texture. The
-
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test substance concentration should be in the range of the water solubility of the
substance, preferably 2-20 ug/L.
These requests relate to concerns about the environmental fate and behaviour of TPP and
its degradation products under natural (simulated) environmental conditions and
compartments and in waste streams and treatment plants, as well as subsequent concerns
relating to its environmental exposure, hazards and risks.
The available experimental ready biodegradation screening study on TPP (conducted in
accordance with OECD 301D) showed limited biodegradation of the substance over 28 days
(0.1 to 1.3%), although hydrolysis, adsorption and TPP’s very low water solubility may have
been factors in this test. Abiotic degradation of TPP was not analysed in the ready
biodegradation test and overall biodegradation was assumed to relate to the substance plus
its hydrolysis products. Information on the main hydrolysis products, phenol and
phosphorous acid, from other sources indicates that they are readily biodegradable.
Therefore, if hydrolysis was rapid in the ready biodegradation test, increased oxygen
consumption might have been expected owing to degradation of phenol. Apparently this did
not occur, indicating that phenol and phosphorous acid may not have been formed in
significant quantities. Hydrolysis in this study might have been limited by dissolution
kinetics, including adsorption to surfaces and dissolved or suspended material as highlighted
above (TPP has a high estimated log Kow of 6.62).
The influence of such dissolution kinetics on hydrolysis or other abiotic degradation
processes (including oxidation) under more natural conditions in the presence of dissolved
or suspended material is unclear from the OECD 111 hydrolysis study. Similarly, there was
no chemical analysis in the ready biodegradation study, so the influence of hydrolysis and
adsorption in this test and on biotic degradation under natural environmental conditions and
in waste streams and treatment plants (containing suspended or dissolved organic matter
and inorganic surfaces and particulates) is not clear. QSAR/fugacity modelling results
indicate distribution primarily to the soil and sediment based on equal emissions to air,
water, and soil. The hydrolysis study might also have been affected (positively or
negatively) by the non-standard amounts of co-solvent included see the request for
further information on results from the hydrolysis study.
-

The assumptions regarding the environmental fate of TPP are therefore open to question if
hydrolysis under natural conditions is not as rapid as expected. Hydrolysis may well occur
rapidly once TPP is desorbed/dissolved (as the hydrolysis study indicates), but because of
these uncertainties over its dissolution kinetics, further information on its persistence in
environmental compartments is required. Similarly, the high log Kow of TPP would indicate
a potential for bioaccumulation, although this has provisionally been discounted by the
Registrant(s) owing to its assumed rapid hydrolysis and the lack of bioaccumulation
reported for its hydrolysis products.
In summary, since the environmental fate, effects (hazard) and risk assessment rely heavily
on the assumed rapid hydrolysis of TPP to phenol and phosphorous acid, further information
on its environmental degradation is required. This information would normally be provided
by conducting a simulation test in engineered settings such as OECD 303 and environmental
simulation test such as OECD 307, 308 or 309.
ECHA considers that the OECD 303 would provide the needed information on the elimination
and primary and/or ultimate biodegradation of the substance in simulated activated sludge
process. As there are uncertainties in the behaviour of the registered substance in the water
treatment process relating to its degradation rate and possible routes of environmental
exposure the OECD 303 is also necessary to decide on the distribution pattern of the
substance in the sewage treatment plant and to conclude from the resulting information
which environmental compartments are directly or indirectly exposed.
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In their comments on the draft decision, the Registrant(s) proposed to conduct a modified
closed bottle test (OECD 301D) for ready biodegradation prior to deciding on the need for
further environmental simulation tests. The evaluating MSCA considered the Registrant(s)
comments and agreed to this tiered step-wise approach provided the enhanced OECD 301D
study could provide all of the information required from the simulation tests. However, one
MSCA proposed to amend the decision to request an OECD 309 (Aerobic Mineralisation in
Surface Water-Simulation Biodegradation) test in place of the modified OECD 301D
proposed by the Registrant(s). In contrast to the enhanced OECD 301D test, the proposed
OECD 309 test provides information on how the expected strong adsorption to organic
matter may influence the degradation rate under certain natural conditions, i.e. as those in
freshwater bodies with a high suspended sediment concentration. Such further information
is also warranted by the initially identified concern of wide dispersive exposure of the
registered substance.
In view of this proposal for amendment, ECHA decided to revise the decision and to include
the request for OECD 309 test, with the specification that it should address degradation in
natural fresh water and include both the kinetic transformation and the degradation
pathway part. Because of the concerns about hydrolysis/sorption, both the pelagic part and
the suspended sediment part shall be performed. The test with suspended sediment shall be
performed using sediment characterised by a high organic carbon content (2.5-7.5 %) and
a fine texture. The test temperature in the kinetic part of the fresh surfacewater simulation
degradation test should be 12 degrees Celsius, because this temperature constitutes an
adequate condition relative to the naturally occurring default temperature for generic
European freshwater environments.
-

The kinetic data from an OECD 309 test may directly be used for assessing the vP/P
properties according to the Annex XIII criteria of REACH, which is relevant as the registered
substance fulfils the T criterion owing to classification as STOT-RE2-H373, and fulfils the
screening yB/B criterion of a log Kow above 4.5 with some supporting evidence from QSAR
predictions of BCFBAF ver. 3.00 model (BCF of 10910 and a BAF upper trophic level of 3403
(Arnot-Gobas method)). The test duration should be 60 days unless the degradation half life
is significantly shorter and the test substance concentration should be an environmentally
low concentration in the range 2-20 ug/L below the water solubility limit mentioned in the
registration dossier (between 2 and 300 ug/L).
All other specifications and details of the requested OECD 309 test should be decided and
justified scientifically by the Registrant(s), including analytical methods for following the
kinetics of the degradation of the parent compound as well as identification of
transformation product in the degradation pathway part including possible C14-labelling of
the test substance, sampling regime, extraction procedure, etc.
Another MSCA submitted a proposal for amendment to request a test to investigate aerobic
and anaerobic transformation in soil (test method OECD 307). ECHA agrees that this would
be a suitable further test if the studies requested under information requests 3 and 4 and
information on use/exposure patterns indicate that direct or indirect exposure of soil is
likely, for example via adsorption to and limited degradation in sludge.
Once the information required under requests 2 and 3 is available, the evaluating MSCA will
be in a position to decide on the need for further information to examine any (remaining)
concern for environmental effects, such as an OECD 307 test to investigate aerobic and
anaerobic transformation in soil, and including potential PBT/vPvB hazards as well as risks
to receiving waters and soil.
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Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) are required
to carry out the following studies using the registered substance subject to this decision:
Simulation Test Aerobic Sludge Treatment, A: Activated Sludge Units, B: Biofilms (test
method OECD 303A or B). The precise method (i.e. OECD 303A or B) shall be fully justified
by the Registrant(s); and
—

Aerobic Mineralisation in Surface Water Simulation Biodegradation Test (test method EU
C.25/OECD 309) with natural freshwater and amended with sediment, including both the
kinetic transformation and the pathway of transformation at 12 °C. The test with suspended
sediment shall be performed using sediment characterised by high organic carbon content
(2.5-7.5%) and a fine texture. The test substance concentration should be in the range 220 ug/L.
Notes for consideration by the Registrant(s):
The Registrant(s) may adapt the testing requested above according to the specific rules
outlined in Annex IX, if relevant, and/or according to the general rules contained in Annex
XI of the REACH Regulation. Any such adaptation will need to have a scientific justification,
referring to and conforming with the appropriate rules in the respective Annex, and an
adequate and reliable documentation. 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 the member states.
4. Information on request on existing hydrolysis studies (OECD 111)
Further in formation in relation to the standard quality and reporting criteria given in the
hydrolysis studies conducted in accordance with OECD 111 (BC Research (2002)).
This concern relates to gaps in the methodological reporting and validity criteria for the
submitted OECD 111 hydrolysis study.
Evaluation of environmental fate data provided by the Registrant(s) is fundamental to the
overall environmental hazard and risk assessment. This is because it is assumed by the
Registrant(s) that TPP rapidly hydrolyses under aqueous conditions to form phosphorous
acid and phenol. Public domain references indicated such rapid hydrolysis, but the principal
experimental evidence came from hydrolysis studies conducted according to GLP and to
OECD 111. However, owing to the expected low solubility and rapid hydrolysis of the
substance, non-standard methods of analysis were used. Tests conducted at pH 5-6 and pH
9 did report rapid hydrolysis with half-lives of 0.5 and 14 hours respectively (at 22°C).
Analyses also reported the rapid formation of phenol in direct correlation with the decline in
TPP. This adds credence to the proposed hydrolysis and degradation pathway proposed by
the Registrant(s). Further evidence supported the direct hydrolysis of the substance to
phenol and phosphorous acid, with little or no accumulation of the di- and mono-ester
hydrolysis products, or oxidation to triphenyl phosphate. There were, however, some
reporting gaps and uncertainties in these studies. In particular, the sufficient recoveries and
sensitivity of the analytical methods in relation to the quality criteria given in OECD 111
were not clear in the study report or robust study summary and should be explained in
relation to the reliance placed on these hydrolysis data.
These hydrolysis studies also appear to have used a large amount of co-solvent (up to
about 50%), which is significantly above that proposed in OECD 111 (‘should not normally
exceed l% v/v’). However, a higher concentration of solvents (e.g. in the case of poorly
soluble test substances) is permissible when it is shown that the solvent has no effect on
the hydrolysis of the test substance. There is a concern that the co-solvent may act as a
‘sink’ for adsorption of the TPP or in other ways might itself influence the apparent
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hydrolysis rate. Evidence on this point or the need for such high solvent levels is not clear
from the robust study summary or study report. The report suggests the TPP hydrolysis
reaction would actually be faster in the absence of co-solvent owing to the higher water
concentration; therefore it postulates that half-lives of the substance in pure water would be
less than the quoted 0.5 and 14 hours. Uncertainty remains, however, regarding the
influence of the co-solvent levels used and the relevance of this hydrolysis data to what
might occur in natural waters. TPP has a high estimated log Kow of 6.62, indicating that it
might partition to some solvents as well as to surfaces and dissolved and suspended organic
and inorganic materials contained in natural waters and waste streams.
In summary, further clarifications are required in order to determine the reliability and
relevance of the existing OECD 111 study to address the hydrolysis of TPP. The need for
further information on the environmental fate, hazards and risks from TPP, in accordance
with standard REACH requirements, shall be considered once the information received under
requests 3 and 4 has been evaluated.
The Registrant(s) indicated no concerns regarding this requirement. However, they did not
believe that it would be possible to successfully perform a standard OECD 111 study on the
substance, should it be required. ECHA appreciates the potential difficulties in conducting
any new hydrolysis study on TPP and points out that a repeated study is not currently
requested. However, the information requirements relating to the existing hydrolysis data
and their reporting/presentation in the registration dossier, should be addressed as far as
possible. Building on the testing and assessment problems thus identifed, it may then be
possible to construct a scientifically-reasoned case for not conducting a further hydrolysis
study, instead relying on the abiotic and biotic degradation information which is to be
generated from the biodegradation and/or simulation tests requested in this decision.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall submit
the following information regarding the registered substance subject to the present
decision:
Details of the performance of the OECD 111 hydrolysis test and the methods used in
relation to the quality/reporting criteria given for recovery; repeatability and sensitivity of
the analytical method(s); and the confidence intervals for the hydrolysis kinetic data and
DT5O calculations. The influence of the high co-solvent levels used on hydrolysis should also
be clarified and the robust study summaries in the IUCLID dossiers should be updated
accordingly.

5. Further detailed information on worker exposure
This request is relevant to concerns over the human exposure assessment and operating
conditions for each scenario.
TPP was prioritised for substance evaluation to ensure the risk management measures
(RMM) currently in place adequately control worker exposure to TPP. The Registrant(s) have
conducted a human exposure assessment in accordance with Article 14 and Annex I of the
REACH Regulation; however, the information provided is extremely limited and the human
exposure assessment contains insufficient detail to enable a conclusion to be reached on the
adequacy of the RMM currently in place.
On this basis, the Registrant(s) are required to update the CSR to include the information
requested for each scenario. This information will increase transparency within the CSR and
allow the evaluating MSCA to run Tier 1 models to verify safe use. More specifically, the
information will enable an understanding of the parameters chosen and used by the
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Registrant(s) within the exposure estimation tools utilised and to determine whether or not
appropriate modifiers have been applied. This detail will provide confidence in the exposure
estimations presented and allow conclusions to be made regarding the adequacy of the
current RMM5 in controlling workplace exposure to TPP. In the light of the lower DNEL
values that have been calculated by the evaluating MSCA, it is even more important that
the Registrant(s) provide the information requested and refine the exposure estimates and
risk characterisation ratios in the CSR in order to avoid further risk management measures.
The narrative shall include a short description of the tasks/processes covered by each
scenario and the rationale for selection of inputs to exposure modelling tools and any
modifiers that have been applied. Where there is a need for workers to use personal
protective equipment, Annex II to the REACH Regulation states that safety data sheets shall
make reference to the appropriate CEN standards and that detailed specifications for the
equipment shall be provided. For example, in the case of gloves this shall include specific
guidance on the type of glove material, its thickness and shall give minimum breakthrough
times. For completeness, this information shall also be included with the exposure scenarios
given in the CSR.
The Registrant(s) made no comments on this request. No proposals for amendment were
received.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall submit
the following information regarding the registered substance subject to the present
decision: further detailed information on worker exposure for all scenarios to allow an
assessment of the adequacy of the risk management measures in place for TPP to be made,
specifically:
5.1.

descriptive text for each process/task within each scenario;

5.2.

operating conditions to support the selection of individual process category (PROC)
coding for each scenario;

5.3.

details of specific tasks within each scenario (include for each task: where it takes
place, indoor/outdoor, personal protective equipment (PPE) required, respiratory
protective equipment (RPE) requited);

5.4.

all risk management measures (RMM5) used, including those used to avoid local
effects;

5.5.

which modifiers are used within the exposure modelling to take account of RMM5
already in place;

5.6.

breakdown of all the input parameters used in the model (e.g. dustiness, low,
medium or high);

5.7.

breakdown of any additional modifiers used in the model, e.g. RPE effectiveness,
LEV effectiveness;

5.8.

provide the scientific justification for the Table on Efficiency Tiers for Risk
Management Measures (RMM5);

5.9.

copy of model inputs and outputs;

5.10. where PPE is specified (e.g. gloves): information on the type of material to be
used, and the breakthrough times for the gloves;
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5.11. where RPE is specified: information on the minimum protection factor required for
particulate filters and details of maintenance and cleaning procedures.
6. Relevant information for each of the consumer exposure scenarios in the CSR
This request is relevant to concerns over consumer use and the human exposure
assessment.
Further information on consumer exposure is required for all scenarios as the Registrant(s)
have provided extremely limited information in the evaluated CSR. There is currently
insufficient detail given in the exposure assessment to conclude on the adequacy of the
consumer exposure assessment for TPP. The information to be provided should include
descriptive text for each process/task within each scenario; details of specific tasks within
each scenario; the time-frame used for the consumer exposure; and other model inputs, to
include the defaults used within the exposure modelling and a list of all the input
parameters used in the model(s). If, as a result of further enquiry, it is concluded that a
particular exposure scenario is no longer relevant or supported, this should be reported and
justification provided; this should also be reflected in any revised CSR.
The Registrant(s) made no comments on this request. No proposals for amendment were
received.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall submit
the following information regarding the registered substance subject to the present
decision: relevant information for each of the consumer exposure scenarios in the CSR,
specifically:
6.1.

descriptive text for each process/task within each scenario;

6.2.

details of specific tasks within each scenario (include for each task, who completes
the task (adult/child)), time spent on each task, how often task expected to take
place, where it takes place, indoor/outdoor, amount of product used per task;
concentration of substance within product, possibility of secondary exposure;

6.3.

clarify which time frame has been used for the consumer exposure assessment, 8
or 24 hours and if necessary justify why a non-standard time frame has been
used; and

6.4.

state all other model inputs and where applicable justify any deviations from
default values.

7. Further information on combined exposures
This request is relevant to a concern over combined exposure.
Exposure to TPP occurs in industrial, professional and consumer scenarios. It is reasonable
to assume that someone who is exposed to TPP at work may also use TPP-containing
products at home. The Guidance on Information Requirements and Chemical Safety
Assessment indicates that registrants should consider addressing combined exposures from
different uses of the substance, even if only a qualitative assessment is possible. This has
not been done for TPP.
The Registrant(s) made no comments on this request. No proposals for amendment were
received.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) shall submit
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the following information regarding the registered substance subject to the present
decision: Information on any possible combined exposures within his submission or
justification for why this is not necessary.
8. Confirmation that the substance, if registered as a transported isolated
intermediate, is used under strictly controlled conditions
This request is relevant to the additional concern over the application of strictly controlled
conditions. The request is addressed to those Registrant(s) that have claimed intermediate
status for some of the registered tonnage in accordance with Article 18 of the REACH
Regulation.
TPP was prioritised for substance evaluation to ensure the risk management measures
(RMM5) currently in place adequately control worker exposure to TPP. Some Registrants
have submitted a registration for TPP as a transported isolated intermediate on the basis
that the substance is used as an intermediate in accordance with the conditions set out in
Article 18(4).
These registrations contain minimal information on the RMM5 in place, making it difficult to
assess whether the substance is really used under strictly controlled conditions, and,
consequently, that worker exposure to TPP is adequately controlled. Information is thus
requested to enable a conclusion to be made on the adequacy of the current RMM5 in
controlling workplace exposure to TPP or to provide confirmation from the users that the
intermediate is used in accordance with the conditions set out in Article 18 (4). The
attention of the Registrant(s) is drawn to the guidance on chemical safety assessment,
Chapter R.13: Risk Management Measures and Operational Conditions (version 1.2, October
2012 and the guidance on intermediates (version 2, December 2010) for information on the
level of detail required.
The Registrant(s) made no comments on this request. No proposals for amendment were
received.
Therefore, pursuant to Article 46(1) of the REACH Regulation, the Registrant(s) that have
claimed intermediate status shall provide confirmation that the ton nages registered as
intermediates are used under strictly controlled conditions, including confirmation from
users that the intermediate is used in accordance with the conditions set out in Article 18
(4), and the contact details of such users.
Finally, pursuant to Annex VI, section 5 of the REACH regulation, the Registrant(s) are
reminded that the information provided in the registration dossier must be consistent with
that in the Safety Data Sheet.
Notes for consideration by the Registrant(s)
In relation to the information on worker exposure, it is noted that any available good quality
worker exposure data can be used to support the modelled data and/or conclusions
provided in the submission. If measured data are available then the information should
include: type of monitoring completed (e.g. personal monitoring); details of instrumentation
used; exposure ranges; number of people monitored; over what time period; and how
many samples taken. For further information please see: Guidance on information
requirements and chemical safety assessment, Chapter R.14: Occupational exposure
estimation, (Version 2.1, November 2012).
It is recommended that a generic statement be included in the CSR to indicate that training
shall be given on the correct use of all control measures, including PPE. This is consistent
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with the guidance on information requirements and chemical safety assessment, Chapter
R.14.3: occupational exposure estimation (version 2.1, November 2012). This chapter lists
the information that is needed in the CSR to understand worker exposure. The list includes
a recommendation to provide information showing that any personal protective equipment
(PPE) that has been recommended is suitable, well-fitted and maintained, and is used as a
last resort (i.e., other control options are used to the extent possible). It also includes a
recommendation to provide information on appropriate management systems to ensure that
the measures to limit or prevent exposure are correctly applied (e.g., duration of exposure
is minimised and PPE is used correctly).
It is also recommended that confirmation should be provided in the CSR/dossier to indicate
that the need for workers to be trained in the correct use of any control measures that are
implemented, including PPE, is communicated to downstream users. Where RPE is
recommended, the need for wearers to undergo face-fit testing should also be
communicated to downstream users. This is consistent with the guidance on information
requirements and chemical safety assessment, Chapter R.14.3: occupational exposure
estimation (version 2.1, November 2012), which includes a recommendation to provide
information on appropriate management systems to ensure that the measures to limit or
prevent exposure are correctly applied (e.g. PPE is used correctly). It is important that
training is recognised as a key element of such management systems.
If, as a result of the work already carried out under substance evaluation, the Registrant(s)
consider that there is a need to further revise the CSR and conduct further human health or
environmental exposure modelling, this should be done with the latest version of the
ECETOC TRA (version 3 available from: http://www.ecetoc.om/tra) or for workers’
inhalation exposure, the Advanced REACH Tool (https://www.advancedreachtoolcom).
IV. Adequate identification of the composition of the tested material
In relation to the required experimental stud(y/ies), the sample of the substance to be used
shall have a composition that is within the specifications of the substance composition that
are given by all Registrant(s). It is the responsibility of all the Registrant(s) to agree on the
tested material to be subjected to the test(s) subject to this decision and to document the
necessary information on composition of the test material. The substance identity
information of the registered substance and of the sample tested must enable the
evaluating MSCA and ECHA to confirm the relevance of the testing for the substance subject
to substance evaluation. Finally, the test(s) must be shared by the Registrant(s).
V.

Avoidance of unnecessary testing by data- and cost-sharing

In relation to the experimental stud(y/ies) the legal text foresees the sharing of information
and costs between Registrant(s) (Article 53 of the REACH Regulation). Registrant(s) are
therefore required to make every effort to reach an agreement regarding each experimental
study for every endpoint as to who is to carry out the study on behalf of the other
Registrant(s) and to inform ECHA accordingly within 90 days from the date of this decision
under Article 53(1) of the REACH Regulation. This information should be submitted to ECHA
using the following form stating the decision number above at:
https://comments.echa .europa.eu/comments cms/SEDraftDecisionComments.aspx
Further advice can be found at http://echa.europa.eu/datasharinQ en.asp.
If ECHA is not informed of such agreement within 90 days, it will designate one of the
Registrant(s) to perform the stud(y/ies) on behalf of all of them.
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VI.

Information on right to aieal

This rectified decision is already subject to an ongoing appeal A-O18-2015.

Geert Dancet
Executive Director

Annex: List of registration numbers for the addressees of this decision. This annex is
confidential and not included in the public version of this decision
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