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PREFACE

This document describes the information requiresyemtder REACH with regard to substance
properties, exposure, uses and risk managemenumesasand the chemical safety assessment. It is
part of a series of guidance documents that arecabm help all stakeholders with their preparation
for fulfilling their obligations under the REACH galation. These documents cover detailed
guidance for a range of essential REACH processasedl as for some specific scientific and/or
technical methods that industry or authorities neemhake use of under REACH.

The guidance documents were drafted and discusibih the REACH Implementation Projects
(RIPs) led by the European Commission servicesphifivg stakeholders from Member States,
industry and non-governmental organisations. Thyggdance documents can be obtained via the
website of the European Chemicals Agenaip:{/echa.europa.eu/web/guest/support/guidaneesach-and-
clp-implementatioh. Further guidance documents will be publishedtltia website when they are
finalised or updated.

This document relates to the REACH Regulation (E6)1907/2006 of the European Parliament and of the
Council of 18 December 20déind its amendments as of 31 August 2011.

1 Regulation (EC) No 1907/2006 of the Europeani&@adnt and of the Council of 18 December 2006 coricg the
Registration, Evaluation, Authorisation and Resiit of Chemicals (REACH), establishing a Europ&memicals
Agency, amending Directive 1999/45/EC and repeal@aguncil Regulation (EEC) No 793/93 and Commission
Regulation (EC) No 1488/94 as well as Council Dikex 76/769/EEC and Commission Directives 91/15%EE
93/67/EEC, 93/105/EC and 2000/21/EC (OJ L 396,22006).
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Convention for citing the REACH regulation
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R.7.10.2 Information requirements for aquatic bioaccumulation

Annex IX to REACH indicates that information on da@umulation in aquatic — preferably fish —
species is required for substances manufacturethported in quantities of 100 t/y or more. In
general, this means the establishment of a fisbdbicentration factor, although a biomagnification
factor may also be appropriate in some circumstance

Reliable measured data are preferred if availad#eSection R.7.10)% but Annex XI to REACH
also applies, encouraging the use of alternatifernmation at all supply levels before a new
vertebrate test is conducted. Prediction technigqueswvell developed for many classes of organic
substance (see section R.7.10.3), and surrogateniafion (e.g. the octanol-water partition
coefficient or K;,) may sometimes suffice on its own or as part weaht of evidencapproach. A
number of new methods are also being developed;hwhiy provide important alternative data in
the future. These are summarisedeéction R.7.10.3

Although bioaccumulation is not a specified endpbrlow 100 t/y, surrogate information may still
be relevant (e.g. for hazard classification and PBTeening), and more detailed consideration
might be appropriate in some circumstances &edion R.7.10)% Furthermore, if a registrant,
while conducting a CSA, concludes in the PBT/vPgBessment that further information is needed,
he must, based on section 2.1 of Annex Xlll to REA@enerate the necessary information,
regardless of his tonnage band (for further deta#e Chapter R.11). In such a case, Column 2 of
Annex IX to REACH cannot be applied for refrainirgm the necessary data generation for the

purpose of the PBT/vPVB asessﬂent. _ - | Comment [JPT1]: Relation of Column
2 to Annex XlII section 2.1 still needs to he
clarified and discussed.

ther

R.7.10.3 Available information on aquatic bioaccumulation

13
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BMF = biomagnification factor
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Caiet = concentration in food at steady state
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R.7.10.4.4Exposure considerations for aquatic bioaccumulation

Column 2 of Annex IX to REACH states that a stuslndt necessary if direct and indirect exposure

of the aquatic compartment is unlikely (implyindoav probability of — rather than low extent of —

exposure). Opportunities for exposure-based waiwiligtherefore be Iimited]. Furthermore, if the

registrant identifies in the PBT/vPvB assessmeat farther information is needed, column 2 of

Annex IX to REACH cannot be applied for refrainiiigm the generation of the relevant additional

informatiorﬁ. Since bioaccumulation is such a fundatal part of the assessment of the hazard/amT Comment [IPT2]: Relation of Column
ly

”””” 2 Ay ha Amittad framm firdemmeidaratinm n aviael ire Aretinde Aniv 1 2 to Annex XlII section 2.1 still needs to he
fate of a substance, it may be omitted from furit@msideration on exposure grounds only under | 2 “co "0 e esed.

exceptional circumstances. This might include, &ample, cases where it can be reliab
demonstrated (by measurement or other evidence)héige is no release to the environment at any
stage in the life cycle. An example might be a-Bitéted chemical intermediate that is handled
under rigorous containment, with incineration oy ammocess waste. The product does not contain
the substance as an impurity, and is not convebgk to the substance in the environment.
Potential losses only occur from the clean-dowithef process equipment, and the frequency and
efficiency of cleaning (and disposal of the wast&)uld be considered.

It should be noted that if bioaccumulation data @méy needed to refine the risk assessment (i.e.
they will not affect the classification or PBT assment), other exposure factors should be
considered before deciding on the need to collethér data from a vertebrate test. For example,
further information on releases or environmenttd fauch as persistence) may be useful.
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R.7.10.5.2Concluding on suitability for PBT/vPvB assessment

R.7.10.5.3Concluding on suitability for use in Chemical Safet Assessment

Comment [JPT3]: Proposed to removg

the text here, as this does not have any
additional details compared to what is in
Chapter R.11. On the contrary, the text

here,. If applied alone, lacks the necessa|
detail both in scientific terms and in termg

of the registrants obligations.
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R.7.10.6.3Testing strategy for aquatic bioaccumulation

A strategy is presented Figure R. 7.10-Zor substances made or supplied at 100 t/y. Refexe
are made to the main text for further informati®he collection of bioaccumulation data might be
required below 100 t/y to clarify a hazard classifion in some cases. Furthermore, collection
and/or generation of additional bioaccumulatioradatrequired for the PBT/VPvB assessment in
case a registrant carrying out the CSA cannot dmawunequivocal conclusion on whether the
bioaccumulation criteria in Annex XlIl to REACH araet or not (see Chapter R.11 for further
details).

It should be noted that in some cases risk managtemeasures could be modified to remove the
concern identified following a preliminary assesameith an estimated BCF. Alternatively, it may
be possible to collect other data to refine thesswent (e.g. further information on releases, non-
vertebrate toxicity (which could be combined with accumulation test) or environmental fate). In
such cases a tiered strategy could place the fuimhestigation of aquatic bioaccumulation with
fish in a subsequent step.

It should also be considered whether an inverteliest is a technically feasible and cost-effective
alternative approach to estimating a worst case B€F. If refinement of the BCF is still needed
following the performance of such a test, a fiskdgtmay still be required.

It may be possible to modify the standard OECD Bf@&ocol to reduce the number of animals.
Any protocol not subject to international agreememist be discussed with the regulatory
authorities.
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6 Figure R. 7.10-2 ITS for aquatic bioaccumulation

Difficult subsiance?

START

4

#|1. Charactenise the substance
2. Identify analogues

3. Evaluate existing testing and non-lesting data.

4. Based on available data, esiimate a BCF if possible

Using weight of evidence, estimate a BCF based on available information
(see section R.7.10.3)

It should be noted that the ITS does not includgiirements to colledn vitro or field data. The
use ofin vitro data will continue to be a case-by-case decisidit such time that these techniques
receive regulatory acceptance. Field data mighsipysbe of relevance if further information
needs to be collected on the biomagnification fad&elated to this is the need to consider thge K
value for high log K, substances (s&zction R.7.10.3}4

l

Special considerations
required (see

subslances)

appendix on difficult |

B-assessment
|= furthar
refinement
necessary? (see

sectlon R.7.10.1)

Chemical safety assessment
Sen section R.7_10.3.4 for
assessment triggers. Is further
refinement pecessary? {eg.
the estimated BOF indicates a
rigk, but is lkaly to be an

overastimate)

3

yes—|

r

Classification
and labelling
Is furiher —
refinement
necessary?

Is aquatic exposure likely (see section R.7.10.4.4)?

Yes

!

Test needed

I tog Kow > 6, gan all lechnical requirements of GECD 305 fulfiled?

Y'es or log Kow <6 l

no

Perfarm fish bioconcentration test
(OECD 305 or equivalent) Mussal
BCF test (e.g. ASTM E1022-84) may
be an altemative

Perfarm fish
dietary
bioconcentration
test

yes

LEs]

no

¥

Mo testing
required
- record raasan
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| Species Testtemperature,”C | Totallengthom
| Danio rerig L] 3:05
| Pimephales promelas 20-25 5:2
| Cyprinius carpio 20-25 5:3
| Oryzias latipes 20-25 4x1
| Poecilia reficulate [ 3:1
| Lepomis macrochirus 20-25 52
| Oncorhynchus mykiss 13-17 84
| Gasterosteus aculeatus 1 3:1
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R.7.10.9 Information requirements for terrestrial bioaccumul ation

Data on terrestrial bioaccumulation are not exgjiageferred to in REACH, but it assumed that an
exposure assessment for secondary poisoning airddndxposure to humans via the environment
will be a standard element of the chemical safesgessment at the level of 10 t/y or higher. The
need to perform such an assessment will dependl subatance properties and b) relevant emission
and exposure (see Chapter R.16 for more detdilah Assessment is required, this will involve an
estimate of accumulation in earthworms and plants.

Section 9.3.4 of Annex X to REACH indicates thather information on environmental fate and
behaviour may be needed for substances manufacturéaiported in quantities of 1,000 tfy,
depending on the outcome of the chemical safetgsagsent. This may include a test for earthworm
and/or plant accumulation.

Furthermore, if a registrant carrying out the C8Anitifies in the PBT/VPvB assessment that further
information on terrestrial bioaccumulation is nesagyg in order to draw an unequivocal conclusion
about meeting or not meeting the bioaccumulatidter@a of Annex XlIl to REACH, he must
generate this additional information. This obligatiapplies for al>> 10 tpa registrations (see
Chapter R.11 for further details).
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Data on accumulation in earthworms and plants areised for classification and labelling.

R.7.10.11.2 Concluding on suitability for PBT/vPvB assessment

For judging about the suitability of the informatidor PBT/vPvB assessment, see guidance in
Chapter R.11.

R.7.10.12 Integrated testing strategy (ITS) for terrestrial bioaccumulation

R.7.10.12.1 Objective / General principles

The objective of the testing strategy is to providfermation on terrestrial bioaccumulation in the
most efficient manner so that costs are minimisedyeneral, test data will only be needed at the
1,000 tly level, if the chemical safety assessmdentifies the need for (further) terrestrial
bioaccumulation information. Furthermore, collentiand/or generation of additional terrestrial
bioaccumulation data is required for the PBT/vP\dessment in all cases where a registrant
carrying out the CSA cannot draw an unequivocalch@mion on whether the bioaccumulation
criteria in Annex Xlll to REACH are met or not amtformation on terrestrial bioaccumulation
would be needed to draw a definitive conclusionisThbligation applies for alk 10 tpa
registrations (see Chapter R.11 for further détails
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R.7.10.14 Avian Toxicity

Information on (long-term) avian toxicity only neetb be considered for substances supplied at
1,000 t/y or more (Section 9.6.1 of Annex X to REACThe data are used to assess the secondary
poisoning risks to predators following chronic egpe to a substance via the fish and earthworm
food chaing Given that mammalian toxicity is considered itaildor human health protection, the
need for additional data for birds must be congiderery carefully — new tests are a last resort in
the data collection process. However, birds areldamentally different from mammals in certain
aspects of their physiology (e.g. the control ofusg differentiation, egg laying, etc.), and so
mammalian toxicity data are of limited predictivalie for birds. This document describes how to
assess information that already exists, and thsiderations that might trigger new testing with
birds.

8 Inhalation tests with birds are not consideredessary for industrial and consumer chemicals, sideoor air
concentrations are unlikely to exceed limits thall Wwe set to protect human health (and other besies by
assumption). Dermal toxicity tests do not needa@dnsidered for similar reasons.
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It should be emphasised that there is a marked décklevant data available for industrial and
consumer substances, and further research coyddrimed to:

establish relative sensitivities of birds and marsnfalowing chronic exposures,

establish the validity of read-across argument&den structurally related substances,

investigatdan vitro approaches for birds, and

identify structural alerts for chronic avian toxici
The guidance should therefore be reviewed as mgrerience is gained.

Readers should also refer to guidance relatedetondimmalian toxicokinetics (s&ection R.7.10
repeated dose toxicity (see Section R.7.5) anddegtive toxicity (see Section R.7.6) endpoints
for further relevant information.
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ence
ar.

R.7.10.14.2 Objective of the guidance on avian toxicity

Avian toxicity data are used in the assessmeneobrsdary poisoniri§ risks for the aquatic and
terrestrial food chains in the CSA. They shouldibed as supporting data in conjunction with other
evidence of toxicity in the PBT/VPvB assessmenr Gection R.7.10.13

R.7.10.15 Information requirements for avian toxicity

REACH Annex X indicates that information on longreor reproductive toxicity to birds should
be considered for all substances manufactured porited in quantities of 1,000 t/y or more. Since
this endpoint concerns vertebrate testing, AnnexoXREACH also applies, encouraging the use of
alternative information. Although not listed in aoin 2 of Annex X to REACH, there are also
exposure considerations (sgection R.7.10.17)4

Although not specified at lower tonnages, existd@a may be available for some substances.
These are most frequently from acute studies, &igl document provides guidance on their
interpretation and use. Nevertheless, data frong-term dietary studies are the most relevant
because:

- Few (if any) scenarios are likely to lead to aquiesoning risks for birds, and

- Evidence from pesticides suggests that chronicceffeannot be reliably extrapolated or
inferred from acute toxicity data (Sell, undated).

PBT/vPvB assessment:

In the context of the PBT/VPvB assessment, if tgistrant concludes that further information is
needed, he must, based on section 2.1 of Annex WIIIREACH, generate the necessary
information, regardless of his tonnage band (fothfer details, see Chapter R.11).

10 secondary poisoning concerns the potential toxjsich of a substance on a predatory bird or mamafialfing
ingestion of prey items (i.e. fish and earthworths}t contain the chemical. Accumulation of chensi¢atough the
food chain may follow many different pathways aldafifferent trophic levels. This assessment is neglfor
substances for which there is an indication foabaumulation potential (Appendix R.7.10-1).
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R.7.10.17.4  Exposure considerations for avian toxicity
No specific exposure-related exclusion criteriapmavided in column 2 of Annex X.
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- are readily biodegradable, and
—

R.7.10.18.1 Concluding on suitability for PBT/vPvB assessment

Avian toxicity data should be used as supporting daconjunction with other evidence of toxicity
for PBT assessment However, if the existing studpfi poor quality, or the effect is unclear or
based on only minor symptoms, a replacement studitrbbe needed if the decision is critical to
the overall assessment, in which case a limitvwestld be preferred. The ecological significance of

ge
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the effect should also be considered (e.g. how itapbis a sub-lethal effect compared to those of
natural stressors, and what would be their effacpopulation stability or ecosystem function?).
Further guidance is provided in Bennettial (2005).

Further guidance on criteria is provided under GéaR.11.

R.7.10.19 Integrated testing strategy (ITS) for avian toxicity

R.7.10.19.1 Objective / General principles

In general, a test strategy is only relevant fdrssances made or supplied at levels of 1,000 t/y or
more (although there may be a need for furtherstigation if a risk is identified at lower tonnage
based on existing acute data). Furthermore, c@leemnd/or generation of additional avian toxicity
data is required for the PBT/VPvB assessment inaaés where a registrant, while carrying out the
CSA, cannot draw an unequivocal conclusion on wdretthie criteria in Annex Xl to REACH are
met or not and avian toxicity testing would be rekdo draw a definitive conclusion. This
obligation applies for at 10 tpa registrations (see Chapter R.11 for furtieails).

The general presumption is that avian toxicityitestill not normally be necessary. At the same
time, care must be taken not to underestimate akengal risks faced by birds. New studies should
only be proposed following careful consideratioratifthe available evidence, and the objective of
the testing strategy is therefore to ensure thigt mhevantinformation is gathered.
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Three main cases can be distinguished where furtsiing may be an option-
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1 R.7.11  Effects on terrestrial organisms
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R.7.11.2 Information requirements

R.7.11.2.1Standard information requirements

Article 10 of REACH presents the information thdtosld be submitted for registration and
evaluation of substances. In Article 12, the depeed of the information requirements on
production volume (tonnage) is established in eetiesystem, reflecting that potential exposure
increases with volume.
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Annexes VII-X to REACH specify the standard infotina requirements (presented in column 1).
In addition,_specific rules for their adaptationggented in column 2) are included. These annexes
set out the standard information requirements,nbust be considered in conjunction with Annex
Xl, which allows variation from the standard appieaAnnex Xl to RAECH contains general rules
for adaptations of the standard information requiats that are established in Annexes VIl to X.

Furthermore, generation of data for the PBT/vPv&easment is required, where a registrant, while
carrying out the CSA, cannot draw an unequivocaktgion on whether the criteria in Annex Xl
to REACH are met or not and identifies that temabt(soil) toxicity data would bring the
PBT/vPvB assessment further. This obligation agpfar all> 10 tpa registrations (see Chapter
R.11 for further details). For this specific caselumn 2 of Annexes IX and X to REACH as

described below cannot be applied for refrainimgrfrgeneration of further information. _ - | Comment [IPT4]: Relation of Column
””””” 2 to Annex XlII section 2.1 still needs to he
clarified and discussed.
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The following represent the specific requirementated to terrestrial (soil) toxicity testing:

Information requirements (column 1) and rules fda@atation of the standard information
requirements (column 2) of the Annexes VII-X)

a) Annex VIl (Registration tonnage >1 t/y -<10 tly)

No terrestrial effects testing is required at tieigistration tonnage

b) Annex VIII (Registration tonnage >10 t/y)

No terrestrial effects testing is required at tieigistration tonnage

c) Annex IX (Registration tonnage >100 t/y)

Column 1 of this Annex establishes the standardrindtion required for all substances
manufactured or imported in quantities of 100 tanaemore in accordance with Article 12 (1) (d).

Column 1
Standard Information Required

Column 2
Specific rules for adaptation from Column 1

9.2.3. Identification of degradation
products

Unless the substance is readily biodegradable

9.4. Effects on terrestrial organisms

9.4.These studies do not need to be conducted if daretindirect
exposure of the soil compartment is unlikely.

In the absence of toxicity data for soil organisthe, EPM method
may be applied to assess the exposure to soil isrganThe choice
of the appropriate tests depends on the outcortteeathemical
safety assessment.

In particular for substances that have a high piateto adsorb to
soil or that are very persistent, the registraatistonsider long-tern
toxicity testing instead of short-term.

9.4.1. Short-term toxicity to
invertebrates

9.4.2. Effects on soil micro-organisms
9.4.3. Short-term toxicity to plants

Identification and/or assessment of degradatiordpiais

These data are only required if information ondkegradation products following primary
degradation is required in order to complete therfibal Safety Assessment.
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Column 2: “Unless the substance is readily degradable”

In these circumstances, it may be considered thatlegradation products formed during such
degradation would themselves be sufficiently rapitdgraded as not to require further assessment.

Effects on terrestrial organisms

Column 2: “these tests do not need to be conducted if dardtindirect exposure of soll
compartment is unlikely.”

If there is no exposure of the soil, or the expessrso low that no refinement of the Rigor
PEGegionat O PNEGai organismsiS required, then this test may not be necesdargeneral, it is
assumed that soil exposure will occur unless itlmashown that there is no sludge application to
land from exposed STPs and that aerial depositien negligible and the relevance of other
exposure pathways such as irrigation and/or comtabtcontaminated waste is unlikely.

In the case of readily biodegradable substanceshndmie not directly applied to soil it is generally
assumed that the substance will not enter thestei@eenvironment and as such there is no need for
testing of soil organisms is required. Furthermother parameters (e.g. low logdow) should be
considered regarding the exposure pathway via S@#ys. In case of aerial deposition, other
aspects such as photostability, vapour pressutetility, hydrolysis etc, should be taken into
consideration.

Column 2: “In the absence of toxicity data for soil organssrthe Equilibrium Partitioning Method
may be applied to assess the hazard to soil omganiShe choice of the appropriate tests depends
on the outcome of the Chemical Safety Assessment.”

In the first instance, before new terrestrial eff¢esting is conducted, a PNE@nay be calculated
from the PNEGawer Using Equilibrium Partitioning. The results of ghcomparison can be
incorporated into the Chemical Safety Assessmedtraay help determine which, if any of the
terrestrial organisms detailed in the standardrinfdion requirements should be tested.

Column 2: “In particular for substances that have a higleptiéal to adsorb to soil or that are very
persistent, the registrant shall consider long-temicity testing instead of short-term.”

Some substances present a particular concern fiorssch as those substances that show a high
potential to partition to soil, and hence may rehigdh concentrations, or those that are persistent.
In both cases long-term exposure of terrestriaboigms is possible and the registrant should
consider whether the long-term terrestrial effetgtsting identified in Annex X may be more
appropriate. This is addressed in more detail énithegrated testing strategy3ection R.7.11.6.

d) Annex X (Registration tonnage >1000 t/y)

Column 1 of this Annex establishes the standardrimétion required for all substances
manufactured or imported in quantities of 1000 &sar more in accordance with Article 12(1)(e).
Accordingly, the information required in column 1tbis Annex is additional to that required in
column 1 of Annex IX.
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Column 1 Column 2
Standard Information Required Specific rules for adaptation from Column 1
9.4. Effects on terrestrial organisms 9.4. Long-term toxicity testing shall be proposertie

registrant if the results of the chemical safeseasment
according to Annex | indicates the need to invesédurther
the effects of the substance and/or degradaticdugts on
terrestrial organisms. The choice of the approetiest(s)
depends on the outcome of the chemical safety sreses.

These studies do not need to be conducted if daregtindirect
exposure of the soil compartment is unlikely.

9.4.4. Long-term toxicity testing on
invertebrates, unless already provided as part
of Annex IX requirements.

9.4.6. Long-term toxicity testing on plantg
unless already provided as part of Annex IX
requirements.

Effects on terrestrial organisms

Column 2: “These tests need not be conductedettiand indirect exposure of soil compartment is
unlikely.”

If there is no exposure of the soil, or the expessrso low that no refinement of the REgor
PEGegionar O PNEGai organismsiS required, then this test may not be necesdargeneral, it is
assumed that soil exposure will occur unless itlmashown that there is no sludge application to
land from exposed STPs and that aerial depositien negligible and the relevance of other
exposure pathways such as irrigation and/or comteihtcontaminated waste is unlikely.

In the case of readily biodegradable substanceshndmie not directly applied to soil it is generally
assumed that the substance will not enter thesteiabenvironment and as such there is no need for
testing of soil organisms is required.

Column 2: “Long-term toxicity testing shall be poged by the registrant if the results of the
chemical safety assessment according to Annexi¢abel the need to investigate further the effects
of the substance and/or degradation products dnosganisms. The choice of the appropriate
test(s) depends on the outcome of the chemicalysatsessment”

These tests need not be proposed if there is hotasighe soil compartment identified in the
chemical safety assessment such that a revisiahePNEG; is not required. Where further
information on terrestrial organism toxicity is téged, either on the substance or on any
degradation products, the number and type of @siiill be determined by the chemical safety
assessment and the extent of the revision to tHeRJ\ required.

PBT/vPvB assessment:

In the context ofPBT/VvPvB assessmenif the registrant concludes that further inforioatis
needed, he must, based on section 2.1 of Annex XIIIREACH, generate the necessary
information, regardless of his tonnage band (fothfer details, see Chapter R.11).
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If a concern is raised on the relevance of a spabien an expert should be consulted.
Exposure pathways
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R.7.11.5.2Concluding on suitability for PBT/vPvB assessment

There is a potential use for both short-term amjiterm soil toxicity data in determining the
Toxicity component of PBT. However, there are catiyeno criteria included in Section 1.1.3 of
Annex XIlII to REACH for soil toxicity and thus ngscific data requirements.

Where data exist showing short or long-term toyitit soil organisms using standard tests on soil
invertebrates or plants, these should be considai@mdy with other data in a Weight of Evidence
approach to the toxicity criteria (Section 3.2.3Amhex Xl to REACH).

R.7.11.5.3Concluding on suitability for use in Chemical Safet Assessment
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1 Figure R.7.11-2 Scheme A: General risk assessmeghsme
2
3
4 Soil exposure No further
5 unlikely? assessment
6
7
8
9 . .
Soil toxicity
0 data available?
11
12
13 - .
* Evaluate existing soil
14 toxicity data for adequacy
(reliability and relevance) Are data
15 with regard to standard adequate for
information requirements RA? *
16 AnnexIXand X (acc.
Sections R.7.11.4 and
17 R.7.115).
18 ) .
Derive PNEC;; making use of
19 appropriate assessment
| factors
20
21
22 v v No further
PECso PNECsoi > 1 assessment
23
Refine
24
PEGsi
25 and/o
26 Are there If refined assessment
** Consider both options to refine ™\ __ gives indication of ris Risk reduction /
97 options: Refinement of RA? ** Risk managemet
PNEGC,; and/ or
28 refinement of PEG;.
DO
7
30
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“soil hazard category” (according to Table R.7.31-2

1. Aquatic toxicity data (PNEG,.)
2. Persistence (in soil)
3. Adsorption potential (in soi

S G B WINPE

Gather existing information suitable for a classifion of the chemical of interest into a

* Evaluate existing data on

%quatic toxicity, persistence Is existing

information NO
adequate for
hazard

assessment?

nd adsorption for adequacy

E%’eliability and relevance)
ollowing the guidance

(érovided in Sections

Conduct soil toxicity testing in accordance
to the standard information requirements
(Annex IX + X) and derivé®NECyy;

f.7.1l.4 and R.7.11.5.

2

Assign substance to “soil hazard category” and
performscreening assessmeifable R.7.11-2)

creening assessment gt
indication of risk / high hazard
potential?

No further

assessment

Conduct (additional) soil toxicity testing in acdance
with the standard information requirements (Anngéx-|
X) and derivePNEC,;

N P O © 00 N O O & W

3

Ky Consider both
options: Refinement of —»
5 NECoi and/ or

refinement of PEG;.

6

PECsi/PNECsy; >1

Refine
PEGi

and/or

Are there
options to refine
RA? **

7
3
9
0
1

YES

No further
assessment

If refined assessment

gives indication of risk

Risk reduction / Risk|
management
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Microbial Processes
Microbial Processes 228 d L
N-Transformation
Microbial Processes  >28 d L
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Test Organism Endpoints Reference/Sourcc Comments
Lithobius mutabilis SIG/LM
(Chilopoda)
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l_ Is the test substance metabolised ?

no yes

y y

Parent compound
is relevant internal Metabolites known?
dose metric

Tox. information on
metabolites
available ? (with respec
to species specificities;

Identification via
in vitro / in vivo meta-
bolism studies

no yes

Perform studies
of metabolites
(include grouping
approach)

Define relevant
internal dose metric

Apply in RA
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In vivo studies

}

In vitro testing

|

‘ In vitro human and/or rat dermal absorption studies

In vivo studies

!

No serial non-detects in
urine and feces

I

1 Serial non-detects in
urine and feces

2. Strong decline of
excretion in urine and

Amount located in skin is
included for calculation of
dermal absorption

feces

l

adl : Amount located in
the skin 15 excluded for
calculation of dermal
absorption

ad2 : Only part of the
amount located in the skin
1s included as being
absorbed based on expert
judgement

l

Dermal absorption percentages =

¢ With in vivo studies available : In vive animal absorption

¢ With in vivo/vitro studies available :

In vivo human abs. = in vivo amimal abs. x_in vitro human abs

in vitro animal abs

Dermal absorption percentages =

¢ In vitro human and /or rat dermal
absorption percentages
(skin plus receptor medium)
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14| pepending on PC oratondefalt o 1086 r 101

v
RA using models POEM/BBA/EUROPOEM

! v

exposure = systemic AOEL |

Physico-chemical Properties
MW = 3500 and logPow < -1 or = 4

l Yes No ¥

no risk
— Approval

exposure < systemic AOEL ‘

Tier IT default 100%
dermal absorption
default 10%
dermal absorption ¢
10- 100% by expert judgement
based on other relevant data
‘ RA using models POEM/BBA/EUROPOEM ‘
no risk

| exposure > systemic AQEL | exposure < systemic AOEL ‘ Approval

. Dermal abserption data from in vitre or in vivo studies :
Tier IIT 1. invitro data (receptor medium plus skin dose) and/or

2. i vivo data, and/or
3. comparison in vivo/in vitro data

v

RA using models POEM/BBA/EUROPOEM

¢ ‘ no risk

—— Approval

exposure < systemic AOEL

exposure = systemic AOEL |

'

Tier IV Refinement exposure assessment (field studies)

¢ ¢ no risk

—— Approval

exposure > systemic AOEL | exposure < systemic AOEL ‘

}

No approval
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All chemicals

- Exclude chemicals/

Information on Sound All available
structures excluded from

use & handling, exposure data

PC properties estimate(s) TTC concept

Comparison Exposure Estime
(EE) with I tier TTC
e refinement - Describe safe scenario(s)

ol RMM EE ?TTC EE<TTC (for CSR & SDS)

- Assign C&L based on
existing informatior

Exposure
refinement
Possible?
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